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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

Peter Jenkins, Attorney/Consultant 
Center for Food Safety 
660 Pennsylvania Avenue 
Suite 302 
Washington, D.C. 20003 

Dear Mr. Jenkins: 

MAR 2 8 2016 
OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

On February 11, 2016, you sent me a letter "demanding" that the U.S. Environmental Protection 
Agency take four actions related to the refusal by both Bayer CropScience and Nichino America, 
lnc., to comply with a condition of registration to request voluntary cancellation of certain 
flubeodiamide registrations held by those companies. In your letter, you wrote that the EPA's 
letter of January 29, 2016 invoked the "Special Review" process and that using that process to 
remove the flubendiamide registrations would take several years to complete. Instead, you 
demanded more expeditious action, and specifically that the EPA: 

1) declare the flubendiarnide registrations to be expired; 

2) alternatively, declare an "imminent hazard" and suspend the registrations; 

3) issue a Stop Sale, Use or Removal Order to promptly end the use of flubendiamide; 

4) officially suspend the issuance of conditional registrations 

I believe your letter was based in part on a misunderstanding of our January 29th letter. lt was 
never our intention to initiate the special review procedures in 40 CFR Part 154 for 
flubendiamide. Instead, the January 29th letter was written to implement a condition in the 
conditional registrations for flubendiamide. Those registrations provided that if, after a review of 
data submitted by the flubendiarnide registrants (and other information) EPA determined that 
flubendiamide caused unreasonable adverse effects on the environment, EPA could notify the 
registrants and direct them to request voluntary cancellation within seven days. Our letter was 
the formal notification triggering the condition that voluntary cancellation be requested within 
seven days. Regrettably, the registrants decided to disregard their original agreement and 
declined to comply with that condition, and on February 29th of this year EPA sent to the 
registrants a Notice of Intent to Cancel the registrations pursuant to Section 6(e) of FIFRA for 
failure to comply with that particular condition of registration. That Notice of Intent was later 
published in the Federal Register on March 4, 2016. 

A hearing under section 6(e) of FlFRA is limited to a narrow set of issues - whether the 
registrants complied with the condition of registration as well as the disposition of existing 
stocks - and must be completed within seventy-five days of a request for hearing. We carefully 
considered the options available to the agency and believe this cancellation action is the 
appropriate way to expeditiously resolve the failure of the registrants to comply with the 
condition of the flubendiamide registrations. In light of this cancellation action, we do not intend 



to declare the registrations expired; declare an imminent hazard; or issue Stop Sale, Use or 
Removal orders. Without going into detail , I would note that those options either raise 
unnecessary legal risks or would require significant amounts of time and agency resources when 
compared with the section 6(e) hearing process we are pursuing. 

As to your demand that EPA cease issuing conditional registrations, my short answer is that 
Congress adopted the provisions of section 3(c)(7) ofFIFRA in order to allow EPA to issue 
conditional registrations when the agency makes the findings required by that section, and we 
will continue to use that authority in the appropriate circumstances. Having said that, l will also 
note that we expect registrants to comply with conditions of registration and that such 
compliance is an important factor for us to continue issuing conditional registrations. We are 
deeply concerned that the flubendiarnide registrants accepted a registration with important 
conditions and later elected not to comply with those conditions. We hope and expect that this 
refusal to comply with registration conditions is a very isolated example; if it is not, we may 
have to revisit the circumstances under which we issue conditional registrations. 

I hope that this adequately addresses your concerns and l thank you for your interest. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

BEFORE THE ADMINISTRATOR 

In the Matter of: 

Bayer Crop Science LP and 
Nichino America, Inc. 

Petitioners. 

) 
) 
) 
) 
) 
) 

FlFRA-HQ-2016-000 I 

DECLARATION OF SUSAN T. LEWIS 
IN SUPPORT OF RESPONDENT'S OPPOSTION TO BAYER CROPSCIENCE AND 

NI CHINO AMERICA INC. 'S MOTION FOR ACCELERATED DECISISON 

I, Susan T. Lewis, hereby declare as fo llows: 

l. I am currently the Director of the Registration Division (RD) in the Office of Pesticide 

Programs (OPP), Office of Chemical Safety and Pollution Prevention (OCSPP) with the U.S. 

Environmental Protection Agency (EPA). l have been the Director of RD since October 2014 

and previously was the Division Director and Acting Director of the Antimicrobials Division 

(over 1.5 years), Acting Division Director and Associate Director of the Biological and 

Economic Analysis Division (3.5 years), and Branch Chief of the Special Review and 

Reregistration Division (10 years) (renamed the Pesticide Re-evaluation Division). I have spent 

35 plus years of my EPA career with OPP: I have worked for approximately 20 of those years in 

either staff or managerial positions within RO. 

2. My division is the regulatory component of OPP responsible for the product registration 

for conventional chemical pesticides, including flubendiamide. The other OPP divisions that had 

a role in analyzing tlubendiamide were the Health Effects Division (HED), responsible for 
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assessjng pesticide exposure and risks to humans; the Environmental Fate and Effects Division 

(EFED), responsible for assessing ecological risks of pesticides; and the Biological and 

Economic Analysis Division (BEAD), responsible for pesticide use-related information and 

economic analysis in support of pesticide regulatory activities. 

3. [n my capacity as Director of RD, my staff and I are responsible for risk management and 

regulatory decisions related to new and existing registrations. One of RD's principal 

responsibilities is responding to applications for new registrations and amendments to existing 

registrations involving conventional pesticides. In that capacity. RD reviews labels and 

appl ications submitted by registrants or applicants for registration; considers risk and benefits 

assessments and other input from HED, EFED and BEAD; considers whether risk mitigation is 

necessary or appropriate for a particular product; considers whether additional data are needed; 

discusses with applicants modifications to the license or labeling that are needed to mitigate any 

identified risks; and ultimately either rejects or grants a registration based on the relevant 

statutory factors, including whether use of the registered product as labeled and Lmder the terms 

of the registration will cause unreasonable adverse effects on the environment. 

4. Much of the decision-making on registration applications centers on whether use of the 

product under the terms of the proposed registration will result in unreasonable adverse effects to 

man or the environment. 

5. The unreasonable adverse effects determination is (with the exception of dietary risk 

issues) primarily a comparison of the expected risks and benefits. Our determinations on 
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whether use of a product will result in unreasonable adverse effects on the environment are 

complicated ones, requiring the consideration of numerous studies on the pesticide at issue. as 

well as consideration oflikely alternative pest ic ides. 

6. When making a registration decision, RD considers, among other things, the potential 

toxicity of a pesticide to humans, other mammals. birds. insects, a variety of fom1s of aquatic 

life, and non-target plants; the environmental fate characteri stics of the pesticide, including its 

persistence and mobility; the possible routes of exposure or humans and other animal and plant 

species, and the likelihood and potential extent of exposure; the extent of pesticide residues lhat 

could be available on food; and the potential economic and/or health benefits that use of the 

pesticide could provide, including a comparison of the pesticide with li kely alternative 

pesticides. 

7. In our analysis. RD considers both what we know about the pesticide and what we don ' t 

know; how we deal with uncertainties in the analysis can play an important ro le in the overall 

unreasonable adverse effects determinations. Through label requirements and other terms and 

conditions of registration, we require risk mitigation measures as necessary in order to prevent 

umeasonable adverse effects on the environment, or, if no such measures are feasible, we do not 

proceed with registration (typically registrants then withdraw their application rather than ask for 

a denial hearing that is available to them under FIFRA). 

8. When OPP makes a no unreasonable effects determination, we use al l available data, 

including the most current scientific information, policies and methodologies. We also consider 
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the most current information about alternatives, including. but not limited to. the development of 

resistance to older pesticides and the availability of newer alternatives. 

9. Uncertainties in OPP·s assessments can affect our unreasonable adverse effects 

determinations in a number of ways. For instance, we need a certain level of confidence in the 

appropriateness of our detem1inations in order to issue a registration under FlfRA; in some 

cases, the existence of significant uncertainties can deprive us of that confidence and obi ige us to 

issue a denial instead. In other circumstances, uncertainties can be resolved without having to 

deny an application by including more protective license conditions instead. These conditions 

are agreed upon before EPA can issue the license. Uncertainties can also lead to more mitigation 

measures to reduce risks of concern, as well as requirements to generate additional studies. 

conduct monitoring, or submit additional information about incidents related to use of the 

pesticide. Sometimes, the nature ofEPA's analysis and any attendant uncertainties allows OPP 

to make a no unreasonable adverse effect finding for a limited period of time, but not for an 

indefinite period of time. 

10. ln considering possible risk mitigation measures when reviewing applications, EPA 

typically considers a wide array of options. Depending upon the particular risk at issue for a 

pesticide, mitigation measures could include, just to name a few of the possibilities: label 

requirements to utilize engineering controls or additional protective equipment; limiting the 

timing of applications; limiting the amount of pesticide that can be applied at a particular site; 

requiring the use of buffer zones between the application and sources of water or neighboring 

locations; restricting particular methods of application; restricting who can apply the pesticide; 
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requiring specific training for applicators; prohibiting use on specific sites or crops; requiring 

changes in the formulation of a pesticide product or limiting the overall amount of product that 

can be used, through limits on the quantity allowed to be produced. 

11 . Whenever EPA ' s review suggests that license conditions or risk mitigation measures may 

be necessary in order for OPP to grant an application, we typically have discussions with the 

applicants on the need for the conditions or measures; what conditions or measures may be 

practicable or appropriate; and, where applicable, an applicant's preference where. as is often the 

case, a nwnber of alternative options could address EPA's concerns. Our ultimate goaJ is to 

come up with conditions and mitigation me.asures that resolve our concerns and enable us to 

make the regulatory findings necessary to allow the product to become registered for use, whi le 

allowing applicants wide latitude in identifying the particular suite of conditions and mitigation 

measures that if incorporated into their Jicenses would enable us to make those necessary 

findings. 

12. I was not Director of RD in 2008 when the initial registrations of flubendiamide were 

issued. But I have djscussed the matter with my staffers who were involved in the review of the 

initial application, and I have reviewed many of the key decision documents from 2008 as well 

as emai l t raffic between EPA staff and employees of the flubendiamide registrants pertinent to 

the 2008 tlubendiamide registration decision. 

13. Flubendiamide was the first chemical of its class to be registered by EPA. 
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14. Flubendiamide has an attractive toxicity profile in many respects, particularly with regard 

to its relatively low toxicity to humans and many non-target animals. But the EPA reviewers of 

flubendiamide identified some troubling aspects with the application as well. Flubendiamide is a 

very persistent compound, especially in aquatic systems. Flubendiamide itself is toxic to 

freshwater benthic invertebrates, and it breaks down in water into a degradate that is even more 

toxic to freshwater benthic organisms. While the applicants argued that flubendiamide levels in 

water were not likely to exceed levels where toxicity could be expected, EPA was uncertain 

about whether this would in fact be the case. 

15. From what I know about flubendiamide, EPA could have resolved the concerns with the 

application in a number of ways. Because EPA could not definitively conclude that 

flubendiamide would not get into water or aquatic sediment in concentrations that could have 

harmful effects on freshwater benthic organisms, and because the persistent characteristics of 

flubendiamide could mean that any such harm to the aquatic environment could be long-lasting, 

EPA could have denied the application. That could well have precluded flubendiamide from 

ever coming to market. But EPA was also mindful offlubendiamide's relatively low toxicity to 

humans and most other taxa. In the end, EPA determined that it was appropriate under FIFRA 

to give a time-limited registration for flubendiamide with a requirement that vegetative buffers 

be used, during which time the registrants would be required to generate data to try and resolve 

the uncertainty over whether flubendiamide would get into water in harmful amounts. 

16. Including a time-limitation on the flubendiamide registration was an important part of the 

decision to issue the initial registrations. Considering the persistence of flubendiamide and its 
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potential toxicity in water, the EPA decision-makers on flubendiamide at the time seemed to be 

very concerned that the long-term use of flubendiamide may result in unreasonable adverse 

effects of the environment. At the same time, those decision-makers appear to have concluded 

that it would be appropriate to grant a short-term registration and acquire more information, in 

order to not unnecessarily prevent a potentially attractive replacement insecticide from reaching 

the market. Accordingly, EPA proposed to the applicants to grant a time-limited registration to 

allow registrants to conduct additional studies based on the actual use of flubendiamide, and that 

would have expired five years after its issuance unless EPA determined that further use of 

tlubendiamide would not cause umeasonable adverse effects on the environment. 

17. In 2008, the best available studies and information supported a conclusion that long term 

use of the tlubendiamide products could cause umeasonable adverse effects on the environment, 

but the possibility that vegetative buffer strips might be an effective mitigation was enough that 

the risks of adverse effects could be reasonable over a short period whi le more data would be 

gathered and analyzed. Nevertheless, EPA remained concerned that long term use of the 

tlubendiamide 'products could cause unreasonable adverse effects, and therefore, would not (and 

consistent with FIFRA, could not) agree to a flubendiamide registration of unlimited duration. 

18. The applicants were well aware ofEPA' s concerns. The issue of whether the registration 

should include terms that would allow the product to be quickly removed from the market-place 

ifEPA's concerns were unresolved five years later was the topic of much discussion between 

EPA and the applicants. 
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19. EPA's unwillingness in 2008 to rely on a FlFRA section 6(b) hearing to remove the 

tlubendiamide products from the market should vegetative buffers prove inadequate was based 

on its belief that long term use of the flubendiamide products could cause unreasonable adverse 

e ffects, and therefore continued use during the time realistically required to prosecute a 

cancellation hearing would further cause unreasonable adverse effects. The preparatory work 

required of the Agency to initiate such a hearing. and the actual conduct of such a hearing, could 

be expected to take a number of years. During this time period, the registration would remain 

effective, and material could continue to be re leased into the marketplace. If the vegetative 

buffers proved inadequate to mitigate the risks, then the continued use could unquestionably 

cause unreasonable adverse effects, and therefo re EPA could not in 2008 approve a 

tlubendiamide registration that could continue in effect for the indefinite period of a section 6(b) 

proceeding. 

20. EPA could have insisted on the automatic expiration date it originally proposed and 

denied the application if the applicants refused to accept the provision. Instead. after some back­

and-forth dialogue between EPA and the applicants, the issue was resolved by inclusion of tbe 

condition at issue in this proceeding obligating the registrants to submit requests for an 

irrevocable voluntary cancellation if EPA determined the registrations caused unreasonable 

adverse effects on the environment. However, EPA would not, and did not. approve 

flubendiamide registrations of unlimited duration. 

21. It appears from communications between Bayer and EPA that Bayer certainly understood 

EPA· s concerns with respect to the flubendiamide registration and was comfortable with the 
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ultimate resolution of those concerns. Specifically, on July 30. 2008, Clive Halder, one of the 

Bayer employees who was involved in the discussions. sent an email to Lois Rossi. my 

predecessor as the Director of the Registration Division, that said in part: 

Basically, Lhere is only one remaining ··sore point''. which revolves around paragraphs 

5(c) and 7(c) (which are close duplicates of each other) [these paragraphs addressed the 

voluntary cancellation concept]. lt is a '·sore point" because. first off, it is so vague as to 

not be understandable to us. Second, it appears to allow EPA to demand cancellation 

without any due process from us. My take is that the Agency would like to avoid having 

to go through Section 6 cancellation proceedings. We understand this. so ltave little 

problem witltfitting in tlte "fast deatlt" approaclt, i. e. volu11t11ry ca11cellatio11 witlli11 a 

week of tile decision. (emphasis added). From our side. we expect that a fa ir 

cancellation demand can only occur after the conditions of part 5(b) and 7(b) have been 

met, specifically, that all the submitted data have been reviewed alongside all voluntary 

data submitted by Bayer, plus following a measured dialogue between the scientists. 

(emphasis in original). 

22. Mr. Halder then provided a rewrite of paragraphs 5(c) and 7(c) that addressed hi s 

concerns. His rewrite of the paragraphs, which he slated "hopefully address[ ed] our collective 

needs ... ". offered the following language for EPA ·s consideration: 

5(c) lf after review of tile data, as set fo rth in 5(b) above. the Agency makes a 

determination that further registration of the Oubendiamide teclmical product will result 

in unreasonable adverse effects on the environment. within one (1) week of this finding, 

Nichino will submit a request for voluntary cancellation of the registration of the 

flubendiamide technical product. That request shall include a statement that Nichino 

recognizes and agrees that the cancellation request is irrevocable. 
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7(c) If after review of the data, as set forth in 7(b) above, the Agency makes a 

determination that further registration of U1e flubendiamide end-use products will result 

in unreasonable adverse effects on the environment. within one (1) week of this fi nding, 

Bayer will submit a request for voluntary cancellation of the registration of the 

flubendiamide end-use products. That request shall include a statement that Bayer 

recognizes and agrees that the cancellation request is in·evocable. 

The above language proposed by Bayer on July 30, 2008, is substantially similar to the 

language of the conditions incorporated into the flubendiamide registrations. Mr. Halder"s email 

is attached to this Declaration. (Email between Clive A. Halder and Lois Rossi, July 30, 2008) 

24. I have talked to my staff, and we are not aware that Bayer or Nichino suggested at any 

time in 2008 before the registration was issued, or at any time between the issuance of the 

registration and late last year, that the volunta1)' cancellation was illegal. 

25. Although I was not involved with the 2008 decision, it appears that the applicants were 

agreeable with the conditions imposed. It is clear to me, however. that EPA did not make at that 

time, or at any time subsequent, a determination that flubendiamide met the no unreasonable 

adverse effect standard without the conditions 

26. During my time with the Special Review and Reregistration Division (now the Pesticide 

Re-Evaluation Division) it was common practice for the Agency, when it had significant ri sk 

concerns with respect to a particular pesticide, to discuss with the registrants the nanrre of the 

Agency' s concerns and how those concerns should be resolved. When the concerns could not be 
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resolved without significant risk reduction measures that registrants were unwilling to adopt, or 

when no appropriate risk reduction measures were practicable, it was not uncommon for 

registrants to submit requests to voluntarily cancel particular uses or entire registrations pursuant 

to section 6(t) of FlFRA. It was (and I believe remains) routine practice for OPP to grant 

requests for voluntary cancellation rather than initiate cancellation proceedings under section 

6(b) of FIFRA. 

27. EPA regulatory decision-makers are often presented with close. and compl icated. calls on 

whether a pesticide meets the standard for registration. The inclusion of special conditions, like 

the voluntary cancellation condition in Oubendiamide. can allow EPA to make the necessary 

findings to allow registrations to go forward where there are important uncertainties jn the 

Agency's assessments, but where important public policy considerations militate against 

rejecting an application too early. I cannot predict what the Agency's reaction would be if we 

were precluded from including such conditions in future registrations, but it is certainly possible 

that the Agency might have to reject applications that, as with flubendiamide. it was comfortable 

granting for limited periods of time. 

I declare under penalty of perjury that the fo regoing is true and correct 

Executed on this 18111 day of Ap1il, 20 16 

11 



.A rr:l11vc · 

FYI!!! 

{In Archive} Fw: Flubendamlde 
Marion Johnson to Carmen Rodia. Ricl1ard Gebken 

This message is being viewed in an archive. 

Marion J. Johnson, Jr .. 
Chief. Insecticide Branch 
U.S. Environmental Protection Agency 
Office of Pesticide Programs 
Registration Division 
(703) 305-6788 (tel.) 
(703) 308-0029 (fax) 
)ohnson.marion@epa.gov 
visit: hltp://www.epa.gov/pesticides 

- ... Forwarded by Marion Johnson/OC/USEPAIUS on 07/30/2008 1 1: 16 AM --­

Lois Rossi/DC/USEPA/US 

0713012008 11 : 18 AM 

0713012008 11 :09 AM To "Marion Johnson" <johnson.marion@epa.gov>, "Kathy 
Monk" <monk.kalhy@epa.gov> 

cc 

SubjecL Fw: Flubendamide 

I fen: is wlli.11 he sent. I si~11·1 open 1hc :11111ch111c111 on my blackberry. 

Sen I by El' I\ Wireless E-M:iil Services. 

From: Cli ve I !alder it1ivc.haldcr@bnycn.:ropsck11cc.co1nl 
Sent : 07/J0/200R 08:08 i\M 1\ST 
To: Lois Rossi 
Cc: Clive Halder <clivc.h:ilder@haycrcrnpscic11cc.co111;·; Dn11idlc l,an.H;hclk 

.. da11 ic I le . !Li roe he I le@baycrc rop:;c icnct:.com> 
Subject: Re: rlubcrn.lnrnitk 

Hi Lois: 

I am attaching a word copy of our response back to EPA below: 

I am also ex tracting out the two, more salient components that we are addressing in order for you to 



capture it on Blackberry. Basically, there is only one remaining "sore point", which revolves around 
paragraphs 5(c) and 7(c) (which are close duplicates or each other). ll is a "sore point" because, first oH. it 
is so vague as to not be understandable to us. Second, it appears to allow EPA to demand cancellation 
without any due process from us. My take is that the Agency would like to avoid having to go through 
Section 6 cancellation proceedings. We understand this , so have little problem with fitting in the "fast 
dea th" approach, i.e. voluntary cancellation within a week of the decision. From our side, we expect that a 
fair cancellation demand can only occur after the conditions of part S(b) and 7(b) have been met, 
specifically, that all the submitted data have been reviewed alongside all voluntary data submitted by 
Bayer, plus following a measured dialogue between the scientists. 

Item #1: Given that this is a legal agreement, we wanted to make sure we obtain as much clarity around 
the process of the conduct of the "run-off' studies where the outcome, as with any scientific data, do not 
lend themselves to the exactness of a legal document. Having said that, you can see we have no problem 
wilh what is being asked for. Our changes are mostly in the notes clarifying if/when the 2nd study may 
need to be initialed. 

Guideline 
Reference 
Number 

Title of Study Date 
Due 

Non·Guidelin Small-Sca le Run-Off /Vegetative Buffer Str ip Study - A run·off study is requested to determine the I July 
e magnitude of the parent, nubend1amide, retained in buffer strips of various widths. ' 31, 

NOTE: Bayer will submit to EPA a final protocol for the small-scale run-off/vegetative buffer study on or before 
January 3 l , 2009. Bayer will submit annual progress reports on or before December 3 l st of each year during 
the study. Bayer w ill provide the Agency with a final monitoring report on or before July 3 1, 2010. TI1e Agency 

will provide reviews of the annual and final reports within 60 days of U1e submission of each report. 

Monitoring Program - If risk assessment based on resul ts from the small scale runoff/vegetative buffers 
study does not result 1n acceptable risk, there may be a need to conduct monitoring of receiving waters within 

watersheds where nubendiamide will be used. 

NOTE: If the monitonng study is deemed necessary, Bayer \•1111 submit to EPA a final protocol for the 
moniton11g program on or before July 31, ZO lO, Baym will sul.11n1t <1nnuat morntorn1g progress reports on or 
before Decemoer 31 sr or ear.h year during the st11dy Bilyer will µrov1de itlc Agency v11th a linal monilor111g 
report on or bi;fcre July J I, 2012. 

2010 

Item #2: The "sore point". We have hopefully addressed our collective needs of the original sections 5(c) 
and 7(c) by deleting 1t1em in their entirely and rewriting them, respectively, so that they now read as 
follows : 

S(c) If after review of the data, as set forlh in 5 (b) above, the Agency makes a determination thul 
further reg1stralion of the flubendiamide techniCtJI product wfll result in unreasonable adverse effects on 
the environment, within one ( 1 ) week of this finding, Nichino will submit a request for voluntary 
cancellation of the registratron of the flubendiamide cechnical product. That request shall include a 
slalement that Nichino recognizes and agrees that the cancellation request is irrevocable. 

7(c) If after review or the data, as set forth 111 7(b) above, the Agency makes a determination that 
further registration of the flubendiamide end-use products will result in unreasonable adverse effects on 
the environment, within one ( 1) week of this finding, Bayer will submit a request for voluntary 
cancellation of the registration of the flubendiamide end-use products. Thal request shall include a 
statement thal Bayer recognizes and agrees that l11e cancellation request is irrevoczible. 

With Best Regards, 



Clive A. Halder 
Bayer CropScience 
Director of Regulatory Affairs 
Business Unit - Insecticide & Seed Treatment 
Tel : 919. 549. 2824 
e-mail: clive.halder@bayercropscience.com 

Rossi.Lols@epamail.epa.gov 

07/3012008 01:41 AM To "Clive Halder" <chve.ho:ilder@bayercropsc1encc.com> 

cc 

Sub1ec1 Re: Flubendamide 

If you can cut and paste into a message I will read it . I aidn· chink we were 
to far. Need to take advantage of Friday window of time. 

Sent by EPA Wireless E- Mail Services. 

From: Clive Halder [clive.halder@bayercropscience.com] 
Sent: 07/29/2008 06:57 PM AST 
To: Lois Rossi 
Cc : Clive Halder <clive.halder@bayercropscience.com> 

Subject: Re: Flubendamide 

Hi Lois: 

Hope I am not interfering with your vacation already. We had a talk with Carmen Rodia this afternoon. 
and will be submi tting some adjustments to the language tomorrow morning. We believe we are not far 
apart now. We will have a conference call with Marion, Carmen, some EFED folks tomorrow (probably by 
noon-ish). Hopefully , we will gel 'lo the point of sign-off this week (before Friday) . 

If you would like to see a copy of the 2nd-round letter from us. let me know. Otherwise, I do not want to 
mess with vacation time. 

Cheers! 

Clive A. Halder 
Bayer CropScience 
Director of Regulatory AH airs 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460-0001 

DECISION MEMORANDUM 

SUBJECT: ,',Section 3 New Chemica~egistr~tion of Fluben~iam~f 

FROM: (Lois Rossi, Director JJ<'AA .. tc~ 7 L )If ./l'L 
Registration Division 6sosP) .· 

TO: Debra Edwards, Ph.D., Director 
Office of Pesticide Programs (7S01P) 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

This action reflects the first registration in the U.S. for the insecticide flubendiamide. The Registration Division 
(RD) has prepared a final rule for the tolerances for your signature, if you concur. The enclosed final rule is 
based on the Health Effects Division (HED) and Office of General Counsel's review for domestic food tolerances 
and addresses the risk from use of flubendiamide on the proposed crops referenced below. 

8ackaround: Flubendiamide (N2-[1,l-Dimethyl-2-(methylsulfonyl)ethyl]-3-iodo-N1-[2-methyl-4-[1,2,2,2-
tetrafluoro-1-(trifluoromethyl)ethyl]phenyl]-1,2-benzenedicarboxamide) belongs to the novel phthalic acid diamide 
class of insecticides which acts through a new biochemical mode of action against adult and larval forms of 
lepidopterous insect pests (such as armyworms, bollworms, corn borers, cutworms, diamondback moth, 
fruitworms and loopers) by interfering with the calcium release channel, which is involved in muscle contraction. 
It is known to target/stabilize insect ryanodine receptors in an open state in a species-specific manner and to 
desensitize the calcium dependence of channel activity. Continuous stimulation of muscle contraction by "locking" 
the calcium channel in an "open" state, leads to muscle paralysis and eventual death of the target organism. 

Nihon Nohyaku Co., Ltd. (NNC) developed the new insecticidal active ingredient flubendiamide. On April S, 2006, 
Bayer CropScience LP (BCS) and Nichino America, Inc. (U.S. subsidiary of NNC) jointly submitted an application 
for registration of flubendiamide technical product, EPA File Symbol NNI-0001 Technical. In addition, BCS 
submitted an application for registration of 2 flubendiamide end-use products as follows: (1) a 24% a.i water 
dispersible granule [WG], EPA File Symbol 264-RNEA; [NNl-0001 24 WG]; and (2) a 39% a.i. soluble concentrate 
[SC], EPA File Symbol 264-RNEL; [NNl-0001 480 SC] as well as a petition to establish crop tolerances to support 
the use of flubendiamide on corn, cotton, tobacco, pome and stone fruit, tree nut crops, grapes and vegetable 
crops (including cucurbit vegetables, fruiting vegetables and okra, leafy vegetables [except Brassica] and Brassica 
[cole] leafy vegetables). The registration of the technical product is to be held by Nichino America, Inc. and the 
registration of the 2 end-use products are to be held by BCS. There are currently no established CODEX, 
Canadian or Mexican MRLs established for residues of flubendiamide per se in crop or livestock commodities. 

This memorandum recommends that you concur with the establishment of tolerances for residues of the 
insecticide flubendiamide per se, in or on the following commodities: 

Alfalfa, forage at O.lS ppm; Alfalfa, hay at 0.04 ppm; Almond, hulls at 9.0 ppm; Apple, wet pomace at 2.0 ppm; 
Barley, hay at 0.04 ppm; Barley, straw at 0.07 ppm; Brassica, head and stem, subgroup SA at 0.60 ppm; 
Brassica, leafy greens, subgroup SB at S.O ppm; Buckwheat at 0.07 ppm; Cattle, fat at 0.30 ppm; Cattle, kidney 
at 0.30 ppm; Cattle, liver at 0.30 ppm; Cattle, muscle at O.OS ppm; Clover, forage at O.lS ppm; Clover, hay at 
0.04 ppm; Corn, field, forage at 8.0 ppm; Corn, field, grain at 0.02 ppm; Corn, field, stover at lS ppm; Corn, pop, 
grain at 0.02 ppm; Corn, pop, stover at lS ppm; Corn, sweet, forage at 9.0 ppm; Corn, sweet, kernel plus cob 
with husks removed at 0.01 ppm; Corn, sweet, stover at 2S ppm; Cotton gin byproducts at 60 ppm; Cotton, 
undelinted seed at 0.90 ppm; Egg at 0.01 ppm; Fruit, pome, group 11 at 0.70 ppm; Fruit, stone, group 12 at 1.6 
ppm; Goat, fat at 0.30 ppm; Goat, kidney at 0.30 ppm; Goat, liver at 0.30 ppm; Goat, muscle at O.OS ppm; Grain, 



aspirated fractions at 5.0 ppm; Grape at 1.4 ppm; Grass, forage at 0.15 ppm; Grass, hay at 0.04 ppm; Horse, fat 
at 0.30 ppm; Horse, kidney at 0.30 ppm; Horse, liver at 0.30 ppm; Horse, muscle at 0.05 ppm; Milk at 0.04 ppm; 
Milk, fat at 0.30 ppm; Millet, pearl, forage at 0.15 ppm; Millet, pearl, hay at 0.04 ppm; Millet, prose, forage at 
0.15 ppm; Millet, prose, hay at 0.04 ppm; Millet, prose, straw at 0.07 ppm; Nut, tree, group 14 at 0.06 ppm; 
Oats, forage at 0.15 ppm; Oats, hay at 0.04 ppm; Oats, straw at 0.07 ppm; Okra at 0.30 ppm; Poultry, fat at 0.02 
ppm; Poultry, liver at 0.01 ppm; Poultry, muscle at 0.01 ppm; Rye, forage at 0.15 ppm; Rye, straw at 0.07 ppm; 
Sheep, fat at 0.30 ppm; Sheep, kidney at 0.30 ppm; Sheep, liver at 0.30 ppm; Sheep, muscle at 0.05 ppm; 
Sorghum, grain, forage at 0.03 ppm; Sorghum, grain, stover at 0.06 ppm; Soybean, forage at 0.02 ppm; 
Soybean, hay at 0.04 ppm; Teosinte, forage at 0.15 ppm; Teosinte, hay at 0.04 ppm; Teosinte, straw at 0.07 
ppm; Triticale, forage at 0.15 ppm; Triticale, hay at 0.04 ppm; Triticale, straw at 0.07 ppm; Vegetable, cucurbit, 
group 9 at 0.20 ppm; Vegetable, fruiting, group 8 at 0.60 ppm; Vegetable, leafy, except Brassica, group 4 at 11 
ppm; Wheat, forage at 0.15 ppm; Wheat, hay at 0.03 ppm and Wheat, straw at 0.03 ppm. 

Based upon review of the nature of the residue data submitted in support of this tolerance petition for 
flubendiamide, as well as EPA policy, HED has revised commodity definitions and/or some of the proposed 
tolerances. No residue data were submitted to support the proposed uses on okra and popcorn. The available 
field trial data for fruiting vegetables may be translated to okra, and the submitted data for field corn may also be 
translated to popcorn. The proposed uses on all types of corn (field, pop and sweet) are identical. 

Parent residue levels vary based on crop (for edible commodities; residues ranged from 0.018 ppm, corn, field, 
grain to 6.7 ppm, spinach). Most crops indicated parent residues declined with successive sampling dates and 
were determined to be available on the surface of plants/RACs. HED will allow translation of residue data from 
trials conducted on rotated barley, sorghum and wheat to support the proposed rotational crop tolerances for the 
forages, hay and straw of other types of cereal grains and grasses. HED will also allow translation of residue data 
from trials conducted on rotated soybean to support the proposed rotational crop tolerances for the forages, 
fodder, hay and straw of alfalfa and clover to support the proposed rotational plant-back intervals. Based on the 
transfer coefficients for livestock tissues and the relatively low dietary burden for swine of 0.02 ppm for 
flubendiamide, tolerances for hogs are not needed. 

HUMAN HEALTH EFFECTS 

Toxicity Summary 

Acute Toxicity: Flubendiamide has a low acute oral (LD50 >2,000 mg/kg body weight/day (mkd)), dermal (LD50 

>2,000 mkd) and inhalation toxicity (LC50 >68.5 mg/m3 air, which is the mean maximum attainable 
concentration) in male and female rats. Though it is a slight irritant to the eye, flubendiamide is not a skin irritant 
and it is not a skin sensitizer. 

Subchronic Toxicity: In the subchronic oral toxicity studies in the rat (MRID 46817210), mouse (MRID 46817211) 
and dog (MRIDs 46817212 and 46817242) and a 28-/29-day dermal toxicity study in the rat (MRID 46817213), 
the primary target organs identified were the liver, thyroid, kidney and eyes. Liver effects reported in rats, mice 
and/or dogs include organ weight increase, periportal fatty change, hypertrophy and minimal foci of cellular 
alteration. Thyroid effects include organ weight increase, follicular cell hypertrophy and slight perturbations of 
triiodothyronine (T3) and thyroid simulating hormone (TSH) in the rat and mouse. Kidney effects include 
increases in absolute and/or relative to body kidney weights and chronic nephropathy in the rat. Eye effects 
include eye enlargement, opacity and exophthalmus with hemorrhage and appear only in rat pups. 

The hazard assessment indicated potential toxicity resulting from exposure to flubendiamide via different" routes 
over different durations. The observed eye effects1 were selected as a critical effect for the acute 
dietary exposure scenario; whereas liver and thyroid effects were determined critical for the chronic 

1 The weight of evidence from various studies suggest that the finding of enlarged eyeballs in rat offspring is a rat-specific phenomenon, 
resulting from exposure to higher steady-state concentrations of flubendiamide which may be due to the uniquely diminished capacity of the 
female rat to oxidize the parent compound. While human microsomes have been shown to be capable of approximately 4 times higher 
hydroxylation rates than female mouse microsomes and may be able to efficiently metabolize/excrete flubendiamide, preventing accumulation 
of the parent compound, it remains unclear whether this ability is the only requirement to avoid ocular toxicity. Due to the potential concern 
for increased susceptibility of human neonates vs. adults, this perinatal ocular effect is considered in the HED risk assessment. 



dietary exposure scenario. Short- and intermediate-term dermal risks were also based on liver and 
thyroid effects, as well as blood effects. Short- and intermediate-term inhalation risks are based on 
liver toxicity, as well as adrenal weight increase and an increase in adrenal cortical cell hypertrophy. 

Chronic Toxicity: In the 1-year chronic rat study (MRID 46817217), the LOAEL is 97.5 mkd in females, based on 
indications of slight hepatotoxicity in females. The NOAEL is 2.4 mkd in females. In the 1-year chronic dog study 
(MRID 46817218), the LOAEL is 35.2/37.9 mkd in M/F, based on decreased bodyweight and bodyweight gain in 
males; increased ALP in both sexes; and increased absolute and relative liver weights in both sexes. The NOAEL 
is 2.21/2.51 mkd in M/F. In the 24-month rat carcinogenicity study (MRID 46817219), the LOAEL is 33.9/43.7 
mkd in M/F, based on hepatotoxicity and nephrotoxicity in both sexes, and hair loss and folliculitis in females. 
The NOAEL is 1.70/2.15 mkd in M/F. In the 18-month mouse carcinogenicity (feeding) study (MRID 46817220), 
the LOAEL is 94/93 mkd in M/F, based on hepatotoxicity in both sexes. The NOAEL is 4.85/4.44 mkd in M/F. At 
the doses tested, there was no treatment-related increase in tumor incidence when compared to 
controls. Dosing was considered adequate based on hepatotoxlclty and nephrotoxicity in both sexes 
and hair loss, folllculitis and decreased body weight gain in females. 

Carcinogenicity: Flubendiamide is considered to be "Not Likely to be Carcinogenic to Humans." There was no 
evidence of carcinogenicity in rats and mice up to the limit dose at 24- and 18-months, respectively. 
Flubendiamide was determined to be non-mutagenic in bacteria, negative in an in vivo mammalian cytogenetics 
assay and did not cause unscheduled DNA synthesis (repair of DNA damage) in mammalian cells in vitro. 
Overall, there was no clear evidence that flubendiamide was either mutagenic or clastogenic in 
either in vivo or in vitro assays. Quantification of cancer risk is; therefore, not needed for 
flubendiamide. 

Developmental Toxicity: Maternal toxicity was very slight (effects included loose stool, decreased food 
consumption and increased liver weight). Toxicity to the offspring occurred at equivalent or higher doses than 
maternal toxicity. No effect on embryo/fetal development was observed in either species and there 
was no evidence to suggest that flubendiamide possessed a teratogenic potential up to the limit 
dose of 1,000 mkd. 

Reproductive Toxicity: In the 2-generation rat reproduction study (MRID 46817216), the only parental/systemic 
effects were observed on the liver, thyroid and kidneys as indicated by changes in organ weights corroborated by 
gross and microscopic lesions on the liver at the LOAEL of 146.3/167.5 mkd in M/F. The NOAEL is 3.68/4.27 mkd 
in M/F. No effects on reproduction were observed at any dose. The LOAEL for offspring toxicity is 
146.3/167.5 mkd in M/F, based on effects on the liver and thyroid as indicated by changes in organ 
weights corroborated by gross and microscopic lesions. In addition, at 20,000 ppm, pup body weights 
were decreased on PND 21 in both sexes in both generations. Sexual maturation was delayed in males, as 
indicted by a dose-dependent increase in the mean number of days until preputial separation at 50 ppm ( 42.5 
days), 2,000 ppm (43.0 days) and 20,000 ppm (43.7 days) as compared to controls (41.3 days). 

Neurotoxicity: There are no treatment-related neurotoxic findings in the acute neurotoxicity and DNT 
studies in rats. Although eye effects were observed in the ONT study, the toxicological PODs employed in the 
HED risk assessment are protective of this effect. 

Dermal Toxicity: In the 28-/29-day dermal toxicity study in rats (MRID 46817213), statistically significant 
decreases in erythrocyte counts, hematocrit and hemoglobin were noted in males at 10 mkd and above. These 
slight differences were not correlated with dose and were considered incidental to lower water intakes in control 
rats. Absolute and relative liver weights were statistically increased relative to controls in both sexes at 1,000 
mkd. Microscopically, females showed a slightly elevated fat-positive reaction in the periportal zone, but not in 
males. In the thyroid, an increased incidence of follicular cell hypertrophy relative to other groups also was noted 
in 1,000 mkd females. Additionally, the tinctorial density of the follicular colloid was considered slightly reduced in 
the majority of these animals. 

Human Study: The HED risk assessment for flubendiamide relies in part on data from studies in the Pesticide 
Handlers Exposure Database (PHED), Version 1.1 (August 1998). Some of the studies involved adult human 
subjects that were intentionally exposed to a pesticide or other chemical and; therefore, may be relied upon by 
EPA in actions under FIFRA only if the research meets the standards set forth in EPA's Human Studies rule, 40 



CFR part 26. These studies were determined to require a review of their ethical conduct, which subsequently 
determined these studies to be ethical. 

HED Risk A&sessment Summary 

Endpoints 

Acute: The 2-generation reproduction (MRID 46817216), 1-generation reproduction (MRID 46817239) and ONT 
studies (MRIDs 46817214 and 46817240) as 3 co-critical studies were selected for the acute reference dose 
(aRfD) of 0.995 mkd. Using 99.5 mkd from the ONT study (the highest NOAEL) and a LOAEL from the 1-
generation reproduction study of 127 mkd (the lowest LOAEL) based on buphthalmia (enlargement of eyes), 
ocular opacity, retinal degeneration, hemorrhage, cataract and atrophy of the optic nerve. Uncertainty factors 
(UFs) (lOOx) include: lOx interspecies extrapolation and lOx intraspecies variability. The resulting acute 
population adjusted dose (aPAD) is 0.995 mkd. The NOAEL/LOAEL chosen result in a more refined yet health 
protective acute dietary risk assessment. 

Chronic: The 1-year chronic rat study (MRID 46817217), 1-year chronic dog study (MRID 46817218) and the 24-
month rat carcinogenicity study (MRID 46817219) were selected as 3 co-critical studies for the chronic reference 
dose (cRfD) of 0.024 mkd with a NOAEL/LOAEL of 2.4/33.9 mkd (highest NOAEL of 2.4 mkd from the 1-year 
chronic rat study and lowest LOAEL of 33.9 mkd from the 24-month rat study. Although the 1-year dog study had 
NOAELs of 2.21/2.51 mkd, the lowest NOAELs from each study were considered when comparing NOAELs among 
the 3 studies, respectively, based on the consistent liver toxicity reported across multiple studies, different 
durations and multiple species. UFs (lOOx) include: lOx interspecies extrapolation and lOx intraspecies variability. 
The resulting chronic population adjusted dose (cPAD) is 0.024 mkd. The NOAEL/LOAEL are protective of effects 
seen in other long-term studies. 

Carcinogenicity: Flubendiamide has been classified as "Not Likely to be Carcinogenic to Humans" and is not 
expected to pose a cancer risk. 

Short- and Intermediate-Term Dermal Occupational Exposure: A 28-/29-day dermal toxicity study in the rat 
(MRID 46817213) was used to select the dose and endpoint for short- and intermediate-term dermal exposure. A 
LOAEL for local skin reactions was not determined (>1,000 mkd). The LOAEL for systemic effects is 1,000 mkd 
and is based on increased liver weight, thyroid follicular cell hypertrophy, slight decreases in hematocrit, mean 
corpuscular volume, mean corpuscular hemoglobin, decreased aspartate aminotransferase in females and a 
slightly elevated fat-positive reaction in periportal hepatocytes in both sexes. The NOAEL for local skin reaction is 
1,000 mkd; the NOAEL for systemic effects is 100 mkd. Although neurotoxicity is not assayed for in the 
referenced dermal toxicity study, the only neurotoxic-related effect observed in the toxicity database was related 
to an acute exposure, and the NOAEL was determined to be 99.5 mkd (the dermal NOAEL is approximately 
equivalent and; therefore, protective for this effect). Although balanopreputial separation was observed at the 
LOAEL of 99.5 mkd (NOAEL 9.9 mkd) and is a perinatal effect not assayed for in the dermal toxicity study, due to 
the low dermal absorption of flubendiamide (0.02%), this POD is protective of this post-natal effect. 

Short- and Intermediate-Term Inhalation Occupational Exposure: In lieu of a repeat longer term inhalation study, 
the 90-day oral toxicity study in the dog (MRID 46817212) was used to select the dose and endpoint for short­
and intermediate-term inhalation exposure. A NOAEL of 2.6 mkd was selected for this route-specific exposure 
scenario and would be protective for liver and adrenal toxicities, as well as acute ocular toxicity reported in the 2-
generation reproduction, 1-generation reproduction and ONT studies. This assumes that absorption via inhalation 
is equivalent to oral absorption. 

FQPA Safety Factor 

EPA evaluated the quality of the toxicity/exposure data and has determined that the safety of infants and children 
would be adequately protected if the FQPA SF were reduced to lx based on the following findings: (1) The 
toxicology database for flubendiamide is complete for purposes of risk assessment and the characterization of 
potential pre- and/or post-natal risks to infants and children. Although susceptibility was identified in the 
toxicological database (eye effects), the selected regulatory PODs (which are based on clear NOAELs) are 
protective of these effects; therefore, the human health risk assessment is protective; (2) There are no 



treatment-related neurotoxic findings in the acute neurotoxicity and ONT studies in rats. Although eye effects 
were observed in the ONT study, the PODs employed in the HED risk assessment are protective of this effect; and 
(3) There are no residual uncertainties identified in the exposure databases and the exposure assessment is 
protective. 

Exposure and Risk 

Acute Dietary Assessment: The acute dietary assessment (using the DEEM-FCIDr"' model) incorporates the 
highest relevant estimates of drinking water concentrations (EDWCs) provided from EFED directly into the 
analysis. By using these screening-level exposure assessments in the acute dietary (food and drinking water) 
assessment, risk is not underestimated for the exposure and risks posed by flubendiamide. The analysis assumed 
that 100% of crops with requested uses of flubendiamide are treated and that all treated crops contain residues 
at tolerance-level. In addition, tolerance-level residues for livestock commodities were included in these analyses 
to account for the potential transfer of plant residues to livestock tissues. These assumptions result in 
conservative, health-protective estimates of exposure which are well below the Agency's LOC 
(100°/o of the aPAD). The maximum exposure estimate is less than 8°/o of the aPAD for the most 
highly exposed population subgroup, children 1-2 years old. These analyses indicate that there are 
no acute dietary exposure considerations that would preclude registration of flubendiamide for the 
requested uses. 

Chronic Dietary Assessment: The chronic dietary assessment (also using the DEEM-FCID™ model) incorporates 
the highest relevant EDWCs provided from EFED directly into the analysis. By using these screening-level 
exposure assessments in the chronic dietary (food and drinking water) assessment, risk is not underestimated for 
the exposure and risks posed by flubendiamide. The analysis assumed that 100% of requested crops are treated 
and that all treated crops contain residues at the average residue levels found in the crop field trials and 
experimentally-determined processing factors where available. In addition, average-level residues for livestock 
commodities were also included in these analyses to account for the potential transfer of plant residues to 
livestock tissues. These assumptions result in conservative, health-protective estimates of exposure 
which are well below the Agency's LOC (100°/o of the cPAD). The maximum exposure estimate is 
less than 15°/o of the cPAD the most highly exposed population subgroup, children 1-2 years old. 
These analyses indicate that there are no chronic dietary exposure considerations that would 
preclude registration of flubendiamide for the requested uses. 

Residential Assessment: Flubendiamide is not registered for any specific use patterns that would result in 
residential exposure. That is, no residential uses are being requested for flubendiamide at this time; therefore, no 
residential risk assessment has been conducted. 

Smoker Exposure Assessment: Although residential uses are not being requested at this time for flubendiamide, 
there is a proposed use on tobacco, and subsequently, a potential for exposure to flubendiamide via smoking 
tobacco products. The short-term inhalation NOAEL is 2.6 mkd and is based on liver toxicity and adrenal weight 
increase and increase in adrenal cortical cell hypertrophy in females observed in the 90-day oral toxicity dog 
study. HED has not examined intermediate- or long-term exposure to flubendiamide via tobacco due to the 
severity and quantity of health effects associated with the use of tobacco products. Based on the inhalation 
NOAEL, the short-term MOE for flubendiamide exposure from the use of tobacco is estimated to be 
greater than 130, which is higher than the target MOE of 100 for the U.S. General Population. This is 
a highly conservative value for the reasons stated above and is not a risk concern. 

Aggregate Risk Assessment: The aggregate risk assessment considers dietary exposures from food and drinking 
water to flubendiamide consumed over the acute and chronic durations. Acute and chronic dietary exposure 
is well below the Agency's LOC and there are no acute or chronic dietary exposure considerations 
that would preclude registration of flubendiamide for the requested uses. 

Cumulative Risk Assessment: Section 408(b)(2)(D)(v) of FFDCA requires that, when considering whether to 
establish, modify or revoke a tolerance, the Agency consider "available information" concerning the cumulative 
effects of a particular pesticide's residues and "other substances that have a common mechanism of toxicity." 
EPA has not found flubendiamide to share a common mechanism of toxicity with any other substances, and 
flubendiamide does not appear to produce a toxic metabolite produced by other substances. For the purposes 



of this tolerance action; therefore, EPA has assumed that flubendiamide does not have a common 
mechanism of toxicity with other substances. 

Occupational Risk Assessment: Based up0n the proposed use patterns for flubendiamide (3 to 5 applications per 
season), the following occupational pesticide handler scenarios were assessed: (1) Mixing/loading liquid 
concentrates to support aerial, airblast, chemigation and ground boom applications; (2) Mixing/loading water­
dispersible granules to support aerial, chemigation and ground boom applications; (3) Applying sprays with 
aircraft, airblast and ground boom equipment; and (4) Flagging to support aerial applications. Short- (1 to 30 
days) and possibly intermediate-term (1 to 6 months) exposures are possible for occupational flubendiamide 
handlers. Dermal, inhalation and combined (dermal plus inhalation) risks were assessed because both endpoints 
are based on liver toxicity. An MOE 2:100 is adequate to protect occupational pesticide handlers, based on 
conventional uncertainty factors (lOx interspecies extrapolation and lOx intraspecies variation). No chemical­
specific data were available to assess potential exposure to occupational pesticide handlers; therefore, estimates 
of exposure to pesticide handlers are based upon surrogate study data from PHED, Version 1.1(August1998). 

All occupational handler MOEs for flubendiamide are estimated to be >100 at some level of risk 
mitigation for the proposed uses. Combined dermal plus inhalation risks are not a concern, provided that: (1) 
Baseline attire (long-sleeved shirt and long pants and shoes plus socks) is worn by all occupational handlers; (2) 
Handlers mixing and loading liquid concentrates to support aerial and chemigation applications wear chemical­
resistant gloves such as barrier laminate, butyl rubber, nitrile rubber or viton; and (3) Pilots use enclosed cockpits. 

There is the possibility for agricultural workers to have post-application exposure to flubendiamide following its 
proposed agricultural crop uses. Therefore, occupational post-application exposures and risks were assessed 
using data from flubendiamide-specific DFR studies and using HED's default assumptions that 20% of the initial 
application is available for transfer on day O (i.e., 12 hours after application) and that the residue dissipates at a 
rate of 10% per day following treatment. 

For flubendiamide, the exposure durations for non-cancer post-application risk assessment were short- (30 days) 
and intermediate-term (>30 days and up to several months). However, since the dermal toxicological endpoint of 
concern is the same for short- and intermediate-term exposures, the short- and intermediate-term post­
application risks are numerically identical. HED has established levels of concern (LOC) for occupational post­
application risks. Margins of exposure of < 100 for occupational non-cancer dermal risks are a concern. 
Inhalation exposures are thought to be negligible in outdoor post-application scenarios, since 
flubendiamide has a relatively low vapor pressure (7 .s x 10-7 mm Hg). 

It should be noted that the grape and corn flubendiamide-specific DFR data indicate that flubendiamide does not 
dissipate characteristically in a steady state. Rather, there is evident fluctuation up and then down, though the 
ultimate trend is downwards. In at least one case, the highest study DFR values were detected 5 days after the 
last treatment. In fact, the highest residue value detected in the entire study was detected on corn on the 2"d 
day after the last treatment. That observation (0.390 µg/cm2

) is higher than the residue value calculated for corn 
using HED default assumptions (0.21 µg/cm2

) by a factor of 1.86 (0.390/0.21 = 1.86). To ensure that the post­
application assessments, using default DFRs are protective, HED conducted a highly conservative assessment 
assuming that all the default DFRs would be 1.86x higher if flubendiamide-specific data were generated on each 
of those crops (an assumption that is not likely, since in the case of grapes, the DFR residues were less than the 
default assumptions). Therefore, even when assuming an extraordinarily worse-case scenario, post­
application exposure to flubendiamide does not pose a risk to occupational workers. 
Flubendiamide is classified in acute toxicity category III for acute oral, dermal and inhalation toxicity and acute 
toxicity category IV for primary eye irritation and primary skin irritation. It is not a dermal sensitizer. A 
restricted entry interval (REI) of 12 hours is appropriate and meets the requirements of the Worker 
Protection Standard for Agricultural Pesticides (WPS). 

Residue Chemistry: The nature of the residue in plants, rotational crops and ruminants is adequately 
understood. For the purposes of tolerance establishment and dietary/drinking water risk assessment, the residue 
of concern in plants, animals and rotational crops is the parent flubendiamide per se. 



ECOLOGICAL EFFECTS a. ENVIRONMENTAL FATE CHARACTERISTICS 

Environmental Fate and Transport: Data were submitted regarding the hydrolysis, photolysis, biodegradation, 
soil adsorption properties and terrestrial field dissipation of flubendiamide. These data are sufficient to 
characterize the transport, partitioning, mobility and degradation of flubendiamide technical in the environment. 

Hydrolysis/Photolysis: Flubendiamide is stable to hydrolysis under laboratory conditions, but direct aqueous 
photolysis appears to be a main route of degradation. Flubendiamide degrades to NNI-0001-des-iodo (des-iodo), 
with a half-life estimated as 11.56 days. Flubendiamide degrades to des-iodo under laboratory soil photolysis 
with a half-life estimated as 35.3 days. Volatilization from soil and water surfaces is not expected to be an 
important dissipation route since flubendiamide has a relatively low vapor pressure (7 .5 x 10-7 mm Hg) and 
Henry's Law constant (8.9 x 10-11 atm·m3/mol). 

Mobility!Transport: Flubendiamide is expected to be slightly to hardly mobile (l<i=oc = 1,076 to 3,318 L/Kg). Des­
iodo is expected to be moderately mobile (K,:oc = 234 to 581 L/kg). The main transformation product, des-iodo, 
is more mobile than the parent; however, des-iodo was only detected in a small quantity ( <3.4% of the applied) 
at the 0 to 15 cm soil depth at 3 sites in the terrestrial field studies. Flubendiamide and des-iodo have the 
potential to contaminate surface water through run-off due to their persistence in soil and also have the potential 
for groundwater contamination in vulnerable soils with low organic carbon content, after heavy rainfall and/or in 
areas with high water tables (because there is less depth to travel before reaching groundwater). 

Soil/Water Degradation: Flubendiamide is stable under aerobic and anaerobic soil metabolism and aerobic aquatic 
metabolism laboratory conditions. In aerobic and anaerobic aqueous environments, flubendiamide is expected to 
dissipate somewhat faster than in aerobic soil, likely as a result of metabolism. Laboratory experiments using 
anaerobic and aerobic aquatic systems resulted in flubendiamide half-lives (water plus soil/sediment) of 127 to 
364 days and 32.8 to 533.2 days, respectively. Anaerobic aquatic metabolism is another main route of 
degradation for flubendiamide. Flubendiamide degrades to des-iodo under anaerobic aquatic conditions with a 
half-life estimated as 365 days. Flubendiamide and des-iodo's overall stability/persistence suggests that they will 
accumulate in soils, water column and sediments with each successive application. 

Terrestrial Field Dissipation: Flubendiamide also degrades in the field condition very slowly. In terrestrial field 
experiments, flubendiamide half-lives in 3 soils ranging from loamy sand to silt loam were 210 to 770.2 days 
(leaching to a depth of 30 to 60 cm) and in a sandy loam soil under outdoor conditions, the half-life was 322 
days. In an aerobic soil environment, flubendiamide is expected to dissipate slowly. In the laboratory using 4 
soils ranging from loamy sand to silt, flubendiamide was stable with <5% of the applied chemical dissipating at 
371 days post-treatment. 

Bioaccumulation: Flubendiamide has a potential for bioaccumulation in fish due to flubendiamide being stable to 
hydrolysis and having a relatively high log Kow (4.1 at pH 7). However, in general, chemicals are a concern for 
bioaccumulation with bioconcentration factors (BCFs) of 1,000 or greater and log Kow of 4.5 - 5.0 or greater. 
Flubendiamide residues in bluegill sunfish in the high dose study had a maximum mean fish BCFs of 109.9x, 57.0x 
and 206.3x for edible, non-edible and whole fish tissue, respectively. After a 14-day depuration period, 
flubendiamide residues in the whole fish declined by a mean of 83% (low dose) and 86% (high dose). The 
residues depurated with a half-life of 4.6 and 4.8 days, from the low and high dose studies. 

The des-iodo degradate is also not of concern for bioaccumulation in that it has a octanol-water partition 
coefficient of log Kow 3.40 and calculated mean BCF values, based on total radioactive residues, of 12.6, 20.4, and 
7.7 for whole fish, viscera, and edible tissues, respectively. 

Ecological Etfects: The Agency has determined, based on the proposed uses, that there is no potential risk to 
freshwater and marine fish, marine crustaceans, marine mollusks and aquatic plants at the limit of solubility for 
parent flubendiamide. In addition, there is no potential acute risk or reproductive effects to birds and mammals, 
earthworms, beneficial insects including honey bees and natural Lepidoptera predators, and terrestrial plants for 
all of the proposed uses. 

There is a potential risk to freshwater benthic invertebrates exposed to flubendiamide and its degradate des-iodo. 
EPA has compared the body of toxicological data for the parent compound and des-iodo. With the possible 
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exception of chronic testing with chironomid midges, there is no apparent difference in toxicity evident from the 
available data. In the case of the chironomid data, conversion of effect endpoints to pore water units results in an 
estimated NOAEC for the parent compound of approximately 1 µg/L. The corresponding NOAEC for des-iodo is 
0.28 µg/L. Because of the estimated nature of the parent compound NOAEC (the value is estimated from the 
relationship between nominal and pore water measurements at other dose levels because actual measurements 
of pore water concentrations were not made at the NOAEC level) and because NOAEC comparisons are usually 
confounded by the dose selections at study design onset, EFED concluded that there was insufficient data to 
demonstrate a significant difference in toxicity between the parent and degradate. However, for the purposes of 
risk assessment and in consideration of the use of data as prescribed in the Agency's Risk Assessment Overview 
Document, risk calculations are based on the chronic endpoints established for each chemical, specifically. 

Using these NOAEC values, RQs for parent flubendiamide would range from 0.94 to 21.3. Considering only the 
accumulation within the first 30 years of use for all of the crop scenarios, RQs for the des-iodo degradate would 
range from 0.03 to 6.9 in the 1st year, 2.9 to 64 in the 10th year, 4.9 to 127 in the 20th year and 12 to 190 in the 
30th year. Uncertainties in the model results make longer term estimates of accumulation and risk unreliable. 
However, due to the persistence of both the parent and degradate, there is a concern for potential accumulation 
in aquatic sediments over time. 

Testing of the formulated products 480 SC and 24 WG resulted in RQs ranging up to 0.1 for freshwater 
invertebrates. Results of a mesocosm study conducted with the formulated products also did not identify any 
serious risk concerns for water column invertebrates. 

Adult ladybird beetles are potentially at risk due to ingestion of food items (aphids and pollen) containing 
flubendiamide residues. In addition, there is a potential direct risk to non-target lepidopterous species, including 
endangered species. Lepidoptera may occur in areas adjacent to treated fields, where they may be exposed to 
spray drift, and will likely move through treated fields. Further, the larvae of some lepidopterous species are 
aquatic and; therefore, may be exposed to both the parent formulation and the des-iodo degradate. 

The Agency is concerned about the possible accumulation of flubendiamide and des-iodo in aquatic sediments and 
the effects that this would have on freshwater benthic organisms. However, given the benefits described below, 
the Agency is granting registration for this chemical at this time. The risk mitigation required and conditions of 
registration for this chemical, as described below, are designed to address these concerns and to provide 
adequate information that will allow the Agency to determine: (1) if the required risk mitigation is adequate or, if 
this is still uncertain, (2) through a monitoring program, determine the rate and extent of accumulation of the 
parent and degradate in the most vulnerable areas of use during the time period of the 5-year conditional 
registration. There is considerable uncertainty in the application of the EXAMS pond scenario for chemicals with 
suspected aquatic system accumulation. Additional information on the actual potential for the pesticide to build 
up in receiving waters would address the uncertainty associated with current model limitations. 

PROPOSED REGULATORY DECISION: A 5-year conditional registration is proposed for flubendiamide use as 
an insecticidal control of various lepidopterous insect pests on corn, cotton, tobacco, tree fruit, tree nuts, vine 
crops and vegetable crops. 

Flubendiamide may be a viable alternative to comparably registered and existing pesticides that tend to pose 
greater risk concerns and may also be an important tool as a rotational insecticide to limit or prevent the 
development of resistance to other insecticide chemistries. Flubendiamide has also been identified as an OP 
alternative for the control of leafroller and fruitworm pests in tree fruit production, where the dominant pesticides 
used have been azinphos-methyl, chlorpyrifos and phosmet. 

The EFED risk assessment; however, suggests that both flubendiamide and des-iodo will accumulate to 
concentrations in aquatic environments that will pose risk to freshwater benthic invertebrates. As a result, EPA is 
requiring certain measures which the Agency believes may be effective in mitigating the apparent risk, including 
the requirement of 15-foot vegetative buffer zones which are expected to reduce run-off of both parent and 
degradate to the aquatic environment, reduced application rates and other labeling statements which reduce the 
allowable total loading in one year and environmental hazards, ground water and surface water advisories. 

crodia
Highlight

crodia
Highlight

crodia
Highlight

crodia
Highlight

crodia
Highlight



To confirm the utility of the 15-foot vegetative buffers, the Agency is requiring a small-scale run-off /vegetative 
buffer strip study. If the utility of the 15-foot buffers cannot be demonstrated to achieve reductions in off-site 
transport and aquatic organism risk that would alleviate the risk concern, the Agency is requiring a monitoring 
program, the results of which allow the Agency to determine, at the end of the 5-year conditional registration, the 
rate and extent of accumulation in the most vulnerable use areas. If there are risk concerns at that time that 
result in the Agency being unable to determine that there are no unreasonable adverse effects to the 
environment, the registrants have agreed that the pesticide will be voluntarily cancelled. 

DATA REQUIRED AND LABEL REVISIONS: 

Data Required: The registrant has committed to submit the following data: 

1. Flubendiamide 
(Non-guideline) Small-Scale Run-Off/Vegetative Buffer Strip Study-The quantitative efficacy of 
vegetative buffers for flubendiamide use is uncertain. To determine the magnitude of the parent, 
flubendiamide, retained in buffer strips, the small-scale run-off /vegetative buffer strip study and monitoring 
program will allow the Agency to quantitatively consider the impact of such buffer5 on the risk picture. The 
protocols for the studies will be mindful of the need to consider both the variety of proposed use sites as well 
as a variety of buffer conditions. 

If the employment of label enforceable buffers is empirically demonstrated to alleviate the risk concern, then 
no further work need be conducted. However, if buffers cannot be demonstrated to achieve these 
meaningful risk reductions, the other areas of critical uncertainty in the modeling assumptions must be 
considered. In this case, there is considerable uncertainty in the application of the EXAMS pond scenario for 
chemicals with suspected aquatic system accumulation. Additional information on the actual potential for the 
pesticide to build up in receiving waters would address the uncertainty associated with current model 
limitations. Therefore, a monitoring study of receiving waters within watersheds where flubendiamide will be 
used will be required. 

2. Des-lode Degradate 
• (161-1) Hydrolysis -A hydrolysis study to establish the significance of chemical hydrolysis as a route of 

degradation for des-iodo and to identify, if possible, the hydrolytic products formed to provide initial 
information on whether they may exhibit structures that may potentially adversely affect non-target 
organisms. 

• (162-4) Aerobic Aquatic Metabolism -An aerobic aquatic metabolism study to determine the effects 
of des-iodo on aerobic conditions in water and sediments during the period of dispersal of des-iodo 
throughout the aquatic environment and to compare rates and formation of metabolites. The data from 
this study would provide the aerobic aquatic input parameter for PRZM/EXAMS; therefore, potentially 
reducing modeling uncertainty. 

3. For the submitted GLN 860.1850 Confined Rotational Crop studies (MRIDs 46817133 and 46817134), the 
registrant will submit extraction and analysis dates of samples in order to confirm that samples were 
extracted and analyzed within the stated intervals (or within 6 months of harvest). Otherwise, additional 
storage stability data may be required by EPA. 

Label Revisions: The proposed end-use labels for 480 SC and 24 WG, were updated/revised on July 24, 2008, to 
include the following revisions: 

1. Requirement of 15-foot vegetative buffer zones and the addition of updated spray drift language as is used 
for aerial/ground applications as is used for similar products with similar use patterns on both end-use labels. 

2. On the proposed label for 24 WG, the registrant will reduce application rates, revise the maximum amount of 
product applied per acre "per year" to a "per crop season" basis and remove the number of applications per 
crop season for the Brassica, Cucurbits, Leafy Vegetables and Fruiting Vegetables crop groupings in order to 
reduce the per year loading allowed. 
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3. Addition of revised environmental hazards, ground water and surface water advisories to both end-use labels. 

4. On the proposed label for 480 SC, the registrant will be required to clearly articulate what application 
method(s) are proposed for each listed crop. 

5. The proposed rotational crop restriction for root crops (root, tuber and bulb vegetables), which specifies that 
"treated areas may be replanted immediately following harvest, or as soon as practical following the last 
application' will be revised to a 30-day plant-back interval on both end-use labels. 

BENEFIT DETERMINATIONS: Since flubendiamide is a novel chemistry, the Agency believes that it may be a 
viable alternative to comparably registered and existing pesticides that tend to pose greater risk concerns. Also, it 
may be an important tool as a rotational insecticide to limit or prevent the development of resistance to other 
insecticide chemistries. BEAD's preliminary analysis of the material submitted by the registrant concludes that 
flubendiamide provides Lepidoptera control equivalent or superior to the insecticides currently being used for pest 
control in the evaluated crops. Materials submitted also suggest low toxicity to terrestrial insect predators and 
honey bees which should make flubendiamide an important component in IPM programs. 

When assessing recent pesticide usage data for currently registered insecticide products aimed at controlling 
lepidopterous pests in corn, several market leaders are of concern to the Agency. Flubendiamide's toxicity to 
terrestrial organisms is low, especially in comparison to the current active ingredients most commonly used 
against the labeled target pests. 

For pesticides used to control cotton pests such as the beet armyworm and bollworm, the usage information for 
products used in 2007 was more broadly distributed among chemical pesticides than that indicated for corn 
usage, with a number of synthetic pyrethroids, namely lambda cyhalothrin, and other chemistries such as 
acephate and chlorpyrifos leading the usage profile. 

In addition, flubendiamide has been identified as an organophosphorus pesticide alternative for the control of 
leafroller and fruitworm pests in tree fruit production, where the dominant pesticides used have been azinphos­
methyl, chlorpyrifos and phosmet. Therefore, flubendiamide is a chemical that broadens the diversity of pest 
control measures available to growers for the reasons stated above. 

GOVERNMENT PERFORMANCE ACT: Registration of flubendiamide will meet the objectives of GPRA title 3.1.1 
by assuring new pesticides entering the market are safe for humans and the environment. 

RECOMMENDATION: I recommend that you concur with the conditional registration of this new insecticide 
flubendiamide under AFRA section 3(c)(7)(C). 

/£k. ?~_~ __ 1_l_'\·'4_s·r 1, J.JJo([ 
CONCUR DATE T 

DO NOT CONCUR DATE 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460-0001 

CERDEil;P MAIL: (Article Number 7008 0150 0002 6191 4899} 

Ms. Danielle A. Larochelle, 
Registration Product Manager, 
Authorized Agent for Nichino America, Inc. 
c/o Bayer CropScience LP 
2 T.W. Alexander Drive 
Research Triangle Park, NC 27709-2014 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

Thursday, July 31, 2008 

Subject: Application for a New Section 3 Registration of Flubendiamide with Associated Tolerance 
NNI-0001 Technical (EPA File Symbol 71711-EA); NNl-0001 24 WG (EPA File Symbol 264-RNEA); 
NNI-0001 480 SC (EPA File Symbol 264-RNEL); and Tolerance Petition No. 6F7065 

Dear Ms. Larochelle: 

The products referred to above will be acceptable for registration under section 3(c)(7)(C) of the Federal 
Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended, provided that Bayer CropScience LP (Bayer), as 
authorized agent for Nichino America, Inc. (Nichino), agree/concur with the following conditions of registration 
and provided that the Director of the Office of Pesticide Programs concurs with the registration: 

1. - The subject products will be conditio'nafly registered for a period of five (5) years from the date of the 
"Notice of Registration." In addition, this regulatory action will establish permanent tolerances in primary 
crops for residues of flubendiamide. 

2. Bayer, as authorized agent for Nichino, will generate/submit acceptable data listed in the following tables, 
in accordance with 40 CFR §158, as follows: 

._~_··-_G_:_!_e_~_":___ -:;;;;~-;v- . ----- l~~ Due-~] 
Small-Scale Run-off/Vegetative Buffer Strip Study - A run-off study is requested to 1 ! 

cGu1deline ~~~:l~J~~.magnltude of the parent, tlubendlamid:,_~ined in -~uffer strips of _l~~y 31, 201011 

J NQIE: Bayer will submit a final protocol for the small-scale run-off/vegetatlve buffer strip study on or before January 31, 
~Bayer will submit on~ (1) progress rf'..polt__by December ~1, 2009 and a tlnal report on or before July 31, 201~: __ 

' I Monitoring Program -If risk assessment, based on the results from the small-scale j 
1 

. . run-off/vegetative buffer strip study and additional available data Indicates that there I J 1 31 2012 : 
Non Gwdellne are still risk concerns, there will be a need to conduct monitoring of receiving waters ' u Y ' : 

within watersheds where l'lubendlamide will be used. ·----···. ___ _J __ . I 
1-JmI« Bay" will "bmlt to EPA a""'' protocol fa• the mon1tanog prog.am oo o• befom M°"'h !, 2010. eave• will revl"' I 
~~:i;'~~o~~~~:~ ;o;!°:!~;dy, as n_~ess::~wlthin one~-=onth foll~wing receipt of the Agency's d:ision that a 

The Agency believes that the efficacy of vegetative buffers for flubendiamide use is uncertain. Open 
literature and Bayer-conducted studies on compounds with similar characteristics to flubendiamide provide 
information that permits an estimation of the impact of such buffers on the risk picture. A confirmatory small­
scale run-off/vegetative buffer strip study with flubendiamide would allow the Agency to quantitatively consider 
the impact of such buffer strips on risk reduction in critical use areas. It is recommended that the protocol for the 
referenced study, like in past cases, be a product of a dialogue between EPA and Bayer scientists. Such dialogue, 
the protocols arising from it and assessment of supporting literature, should be mindful of the need to address 



vulnerable use patterns and sites as well as a variety of buffer conditions. The buffer conditions used for this 
study should support potential mitigation enforceable by label language if, in the future, they are demonstrated to 
achieve meaningful reductions in off-site transport and aquatic organism risk of the pesticide. 

The Agency will make use of the results of the small-scale run-off/vegetative buffer strip study in refining 
the aquatic exposure and risk assessment.1 If the employment of the data from the small-scale run­
off/vegetative buffer strip study, together with other available date, result in the Agency's conclusion that there 
are no risk concerns, then no further work, including the monitoring program, need be conducted. However, if 
risk concerns remain, then the other areas of critical uncertainty in the modeling assumptions must be considered. 
In this case, there is considerable uncertainty in the application of the EXAMS pond scenario for chemicals with 

suspected aquatic system accumulation. Additional information on the actual potential for the pesticide to build 
up in receiving waters would address the uncertainty associated with current model limitations. 

3. The Environmental Fate and Effects risk assessment (copy enclosed), suggests that both flubendiamide 
and its NNI-0001-des-iodo (des-iodo) degradate will accumulate to concentrations in aquatic 
environments that will pose risk to freshwater benthic Invertebrates. The available mesocosm data does 
not provide evidence to refute these conclusions. No degradation pathway was identified for des-iodo. 
As such, Bayer will commit to generate and submit the following data (studies) on the des-iodo degradate 
to determine if Agency assumptions of chemical stability are appropriate: 

eline ......, of ""'"'·dy D te D ~r •~e ~~ a ~ 
---··~ ---,··---- .. ------.. ·----·· ~---- ·---~·-----"~ 

__ h______ ----.. ----·- I---~ 

, 
1
. Hydrolysis - A hydrolysis study is requested to establish the significance of · l 

: chemical hydrolysis as a route of degradation for des-lodo and to Identify, If 
I 161-1 possible, the hydrolytic products formed to provide initial information on whether October 30, 2010 

I. they ~ay exhibit structures that may potentially adversely affect non-target 
organisms. 

f-- Aerobic Aquatic Metabolism - An aerobic aquatic metabolism study Is requested 
to assist In determining the effectS of des-lodo on aerobic conditions In water and 
sediments during the period of dispersal of des-iodo throughout the aquatic 
environment and to compare rates and formation of metabolites. The data from 

,, ______ ··-----1 

i I 

I 162-4 

I 
L ______ _ 

I this study would provide the aerobic aquatic input parameter for PRZM/EXAMS; 

1 therefore, potentially reducing modeling uncertainty. 

Octobec 30, 2010 J 
4. For the submitted GLN 860.1850 Confined Rotational Crop studies (MRIDs 46817133 and 46817134), 

Bayer will submit extraction and analysis dates of samples in order to confirm that samples were 
extracted and analyzed within the stated intervals (or within 6 months of harvest). Otherwise, additional 
storage st.ability data may be required by EPA. 

5. Nichino America Inc. (Nlchino) (or some other person who consents ta Nichino's reliance on the data) 
understands and agrees that the time-limited registration of the t1ubendiamide technical product shall be 
cancelled if the Agency determines that the continued use of flubendiamide will result in unreasonable 
adverse effects on the environment. 

6. The EPA and Nichina (or some other person who consents to Nichino's reliance on the data) agree on the 
following data review guidelines and timelines related to the conditions of registration under section 
3(c)(5) of FIFRA for the fiubendiamide technical product, as well as Nichino's (or some other person who 
consents to Nichino's reliance on the data) generation of, and the EPA's subsequent review of such 
addltional data during the term of the time-limited registration, as follows: 

(a) Nichino (or some other person who consents to Nichino's reliance on the data) shall submit all data 
identified in paragraphs 2-4, on or before July 31, 2012, according to the schedules set forth in those 
paragraphs. 

1 The goal of the vegetative buffer strip study is to determine how much of a buffer is necessary to prevent both flubendiamide applied 
to a field and des-iodo formed in the field from accumulating to levels in aquatic environments that pose risk to freshwater benthic 
Invertebrates. Therefore, showing ~that the level of the des-iodo degradate leaving the field (prior to reaching the buffer) is 
insignific.ant,'' would be insufficient justification to remove "the 15 foot buffer requirement. 



(b) The EPA shall complete its review of the entire required data set and will consider any additional data 
and supporting information voluntarily submitted by Nichino (or some other person who consents to 
Nichino's reliance on the data) by January 31, 2013. EPA scientlsts and Bayer scientists, as agents for 
Nichino, shall engage in dialogue about the data and the Agency's conclusions. 

(c) By September 1, 2013, the EPA shall either: (1) Approve the registration of the flubendiamide 
technical product unconditionally, notwithstanding any restrictions that are deemed necessary; or (2) 
The EPA and Nichino wlll mutually agree on a path forward, revising or providing additional data 
under a conditional registration; or (3) The Agency will accept the voluntary cancellation of the time· 
limited registration of the flubendiamide technical product. 

{d) If, after EPA's review of the data as set forth in 6(b) above, the Agency makes a determination that 
further registration of the flubendlamide technical product will result in unreasonable adverse effects 
on the environment, within one (1) week of this finding, to be effective no earlier than September 1, 
2013, Nlchino will submit a request for voluntary cancellation of the flubendlamide technical product 
registration. That request shall include a statement that Nichino recognizes and agrees that the 
cancellation request is irrevocable. 

(e) No cancellation shall occur if EPA determines, after review of the data, that the flubendiamide 
technical product registration could meet the standards for registration set forth In section 3{c)(5) of 
AFRA, and N!chino agrees in writing to comply with any conditions (including, but not limited to, 
revised label language, use deletions or conditions of registration) that EPA finds necessary in order 
to make the registration determination. 

7. Bayer understands and agrees that the time-limited registration of the flubendiamide end-use products 
shall be cancelled if the Agency determines that the continued use of flubendiamide will result in 
unreasonable adverse effects on the environment. In addition, this regulatory action will establish 
~rmanent tolerances In primary crops for residues of tlubendiamide. 

8. The EPA and Bayer (or some other person who consents to Bayer's reliance on the data) agree on the 
following data review guidelines and timelines related to the conditions of registration under section 
3(c)(S) of AFRA for the flubendiamlde end·use products, as well as Bayer's (or some other person who 
consents to Bayer's reliance on the data) generation of, and the EPA's subsequent review of such 
additional data during the term of the time-limited registration, as follows: 

(a) Bayer (or some other person who consents to Bayer's reliance on the data) shall submit all data 
identified in paragraphs 2-4, on or before July 31, 2012, according to the schedules set forth in those 
paragraphs. 

(b) The EPA shall complete its review of the entire required data set and will consider any additional data 
and supporting information voluntarily submitted by Bayer (or some other person who consents to 
Bayer's reliance on the data) by January 31, 2013. EPA scientists and Bayer scientists shall engage in 
dialogue about the data and the Agency's conclusions. 

(c) By September 1, 2013, the EPA shall either: (1) Approve the registration of the tlubendiamide end­
use products unconditionally, notwithstanding any restrictions that are deemed necessary; or (2) The 
EPA and Bayer will mutually agree on a path forward, revising or providing additional data under a 
conditional registration; or (3) The Agency will accept the voluntary cancellation of the time-limited 
registration of the flubendiamide end-use products. 

(d) If, after EPA's review of the data as set forth in B(b) above, the Agency makes a determination that 
further registration of the flubendiamide end-use products will result in unreasonable adverse effects 
on the environment, within one (1) week of thls finding, to be effective no earlier than September 1, 
2013, Bayer will submit a request for voluntary cancellation of the flubendiamide end-use product 
registrations. That request shall include a statement that Bayer recognizes and agrees that the 
cancellation request is irrevocable. 



( e) No cancellation shall occur if EPA determines, after review of the data, that the flubendiamide end­
use product registrations could meet the standards for registration set forth in section 3(c)(S) of 
FIFRA, and Bayer agrees in writing to comply with any conditions (Including, but not limited to, 
revised label language, use deletions or conditions of registration) that EPA finds necessary in order 
to make the registration determination. 

The "Notice of Registration" will be issued under separate cover when you have agreed in writing to the 
conditions stated within this letter. Further, this letter~ run constitute registration, and the products 
MAY fH2I be lawfully marketed until they are registered. 

Nlchino and Bayer should recognize that if EPA issues any technical and/or end-use product registration 
pursuant to the requirements of section 3(c){7)(C) of FIFRA, such registration will contain any conditions that are 
a necessary component of EPA's findings that the statutory requirements for issuing a registration are met. Any 
such registration will provide that Nichino's or Bayer's release for shipment of any product pursuant to any such 
registration signals Nichino's or Bayer's acceptance of all of those conditions. If either Nichino or Bayer does not 
agree with any of the conditions of registration, they should consider any such registration to be null and void. If 
either Nichino or Bayer notifies EPA that it is unwilling to accept any of those conditions, EPA will commence the 
appropriate denial process under section 3(c)(6) of FIFRA. 

If you have any questions regarding anything in this letter, please contact Mr. Carmen J. Rodia, Jr. 
directly at (703) 306-0327 or via e-mail at Rcxfla.Carmen@epa.gQJt. 

Sincerely yours, ,\ ~ /) 
i' ~,uth{ /~;JV-

{ Lois A. Rossi, Director 
/ Registration Division (7505P) 

Bayer CropSc!ence LP hereby concurs with the time-llmited conditional registration of the new insecticide 
f'lubendiamide under section 3{c)(7)(C) of the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA), as 
outlined In this preliminary acceptance letter, dated July 31, 2008. 

~~DATE?P&5 
DO NOT CONCUR DATE 

Endosures: 

071111-000:?.6 D366l:t7", 
OC0264-Jl026 0366877 
OOOLs.:i~c102s 016687b 
PP• 6.~,.·106:;, rHti6iiB4 

Copy of Human Health Effects Risk Assessment for F/ubendiamide, dated April J, 2008 
Copy of Environmentill Fate and Effects Risk Assessment for Flubendiam;de, dated June 23, 2008 
Copy of Pub//c Interest Finding for F/ubendiamlde1 dated April 15, 2008 
Copy of Acute Toxicity Review for NNI-0001 Technical, dated October 12, 2007 
Copy of Acute Toxicity Review for NNI-0001 24 WG, dated July 15, 2007 
Copy of Acute Toxicity Revtew for NNJ-0001 480 SC, dated October 12, 2007 
Copy of Product Chemistry Review for NNI-0001 Technical, dated October 24, 2007 
Copy of Product Chemistry Review #1 tor NNJ-0001 24 W~ dated October 18, 200? 
Copy of Product ChemisttY Review #2 for NNJ-0001 24 W~ dated January 25, 2008 
Copy of Product Chemistry Review for NNJ-0001 490 SC, dated October 19, 2007 
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{In Archive} Draft Copy of Preliminary Acceptance Letter for Flubendiamide 
Carmen RrJdlD ii.); cllve.halder 07/17/2008 02:44 PM 
r· Danielle.Larochelle, Lois Rossi. Marion Johnson. Richard 
~c Gebken, George LaRocca. Kimberly Nesci 

This message is being viewed in an archive. 

Hello Clive: 
As per Lois Rossi's direction. allached please rind a draft copy or the preliminary acceptance letter for 
rlubendiamide . Regards, Carmen Rodia. 

~ 
lu"t. 

Flubend1arnide. DRAFT Prehm111ar,- Acceotdnce Lrtler (07-17-02) pdf 

Carmen J . Rodia. Jr. 
Environmental Protection Specialist 
U.S. EPA, Office of Pesticide Programs. 
Registration Division, Insecticide Branch 
(703) 306-0327 (tel) 
(703) 308-0029 (fax) 
Rodia.Carmen@epa.gov 



UNITED STAT ES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, O.C. 20460--0001 

CERTIFIED MAIL: (Article Number 7008 0150 0002 6191 48991 

Ms. Danielle A. Larochelle, Registration Product Manager 
Agent for Nichino America, Inc. 
c/o Bayer CropScience LP 
2 T.W. Alexander Drive 
Research Triangle Park, NC 27709-2014 

Subject: 

Guideline 
Title of Study Reference No. 

Small-Scale Run-otf/VegetatJve Buffer Strip Study and 

OFFICE OF 
PREVENTION, PESTICIDES 
ANO TOXIC SUBSTANCES 

__ day, July ~ 2008 

Date Due 

Non· Guideline 
Monitoring Program - A run·off study Is requested to determine 

July_, 2013 the magnitude of the parent, flubendlamide, retained In buffer 
strips of various widths. 

~: You will submit to EPA a final protocol for the above study on or before __ _, 200_. You wlll 
submit annual monitoring progress reports on or before December 31st of each year during the study. You 
will provide the Agency with a final monitoring report on or before __ _, 2013. 

The Agency believes that the efficacy of vegetative buffers for flubendiamide use Is uncertain. The 
small-scale run-off /vegetative buffer strip study and monitoring program would allow the Agency to 
quantitatively consider the Impact of such buffers on the risk plcture. Such studies have been proposed and 
conducted for other relatively persistent and sediment-bound chemicals in Bayer CropScience LP's inventory. 
In order for a similar course of study to be implemented with Rubendlamide, it is recommended that the 
protocol for such studies, like in past cases, be a product of a dialogue between Agency and registrant 
scientists. Such dialogue, and protocols arising from It, should be mindful of the need to both consider the 
variety of proposed use sites as well as a variety of buffer conditions. The buffer conditions used for this 
study should oonstiMe methods deemed enforceable by label language if, In the future, they are 



demonstrated to achieve meaningful reductions in off-site transport and aquatic organism rlsk of the 
pesticide. 

If the employment of label enforceable buffers is empirically demonstrated to meet the goal of 
meaningful reductions in oft-site transport and risk, then no further work need be conducted. However, if 
buffers c.annot be demonstrated to achieve these meanlngful risk reductions, the other areas of critic.al 
uncertainty in the modeling assumptions must be considered. In this case, there Is considerable uncertainty 
In the appllc.atlon of the EXAMS pond scenario for chemicals with suspected aquatic system accumulatlon. 
Additional Information on the actual potential for the pesticide to build up In receiving waters would address 
the uncertainty associated with current model limitations. Like other chemicals with persistent properties in 
the Bayer CropScience LP's inventory, there may be a need to conduct monitoring of receiving waters within 
watersheds where ftubendiamide will be used. Again, previous cases with Bayer CropSclence LP chemicals 
have provided a relatively straight forward path for developing such data and what issues need to be 
negotiated between Bayer CropScience LP and EPA scientists. 

3. 

161-2 

162-3 

162·4 

164-1 

nlsms. 
odegra 
us system' vironment can rg tolytic 

transformation by sunlight. Data on rates of photolysis are 
requested to establish the Importance of this transformation 
process and the persistence charactertstlcs of the photoproducts 
formed. 
Anaerobic Aquatic Metabolism - An anaerobic aquatic 
metabolism study Is requested to assess the effects the nature and 
extent of formation of NNI-0001-des·iodo residues In water and In 
hydrosoll since anaerobic conditions are more likely to exist In 
a uatlc environments. 
Aerobic Aquatic Metabolism - An aerobic aquatic metabolism 
study is requested to determine the effects on NNI-0001-des-lodo 
to aerobic conditions In water and sediments during !tie period of 
dlspersal of NNI-0001-des-lodo throughout the aquatic 
environment and to compare rates and formation of metabolites. 
The data from this study would provide the aerobic aquatlc Input 
parameter for PRZM/EXAMS; therefore, potentially reducing 
modelln uncertain . 
Terrestrial Fleld Dissipation Studies - NNI-OOOl·des·lodo is 
persistent and moderately moblle which Increases the likelihood for 
run·off and leaching. Terrestrial field dissipation studies are 
requested for NNl-0001-des-lodo since no definitive studies on the 
field dissipation and degradatlon properties of NNJ.0001-des·iodo 
have been submitted to the A en , 

May-J 2009 

October _, 2010 

October _, 2010 

October _, 2010 



4. For the submitted GLN 860.1850 Confined Rotational Crop studies (MRlDs 46817133 and 46817134), 
you will submit extraction and analysis dates of samples in order to confirm that samples were 
extracted and analyzed within the stated intervals (or within 6 months of harvest). Otherwise, 
additional storage stability data may be required by EPA. 

5. All end-use product labeling submitted to EPA on April 7, 2006, and updated/revised on July 3, 2008, 
must be further revised by Incorporating the Following label revisions before you package and release 
these products for shipment: 

(a) On the proposed label for NNI-0001 480 SC (EPA File Symbol 264-RNEL), you will be required to 
dearly articulate what application method(s) are proposed for each listed crop. 

BUFFER ZONES 

Vegetative Buffer Strip 
Construct and maintain a minimum 15-foot wide vegetative filter strip of grass or other 
permanent vegetation between field edge and down gradient aquatic habitat (such as, 
but not llrn1ted to, lakes; reservoirs; rivers; permanent streams; marshes or natural 
ponds; estuaries; and commercial fish farm ponds). 

Only apply products containing flubendlamlde onto fields where a maintained vegetative 
buffer strip of at least 15 feet exists between the field edge and down gradient aquatic _____ ~ 
habitat. 

For guidance, refer to the following publication for Information on constructing and 
maintaining effective buffers: 
Conservation Buffers to Reduce Pestidde Losses. Natural Resources Conservation 
5ervices. USDA, 2000. Fort Worth, Texas. 21 pp. 
b.ttQ; //www .1 Q~usda/v /tec;hplcal/aronom/oewcon bu lQd.f 

(d) Replace the last sentence in the "Importance of Droplet Size:" subsection of the "SPRAY 
DRIFT REDUCTION MANAGEMENT" section with: "Use only Medium or coarser spray nozzles 
(for ground and non-ULV aerial application) according to ASAE (5572) definition for standard 
nozzles. In conditions of low humidity and high temperatures, applicators should use a coarser 
droplet size." 



(e) Insert the following new subsection immediately followlng the "Importance of Droplet Size:" 
subsection of the "SPRAY DRIFT REDUCTION MANAGEMENT" section as follows: ... ~ 

"Ground Applications: 
Wind speed must be measured adjacent to the applicatlon site on the upwind side, immediately 
prior to application. For ground boom appllcations, apply using a nozzle height of no more than 
4 feet above the ground or crop canopy. For alrblast applications, tum off outward pointing 
nozzles at row ends and when spraying the outer two (2) rows. To minimize spray loss over the 
top in orchard applications, spray must be directed into the canopy." 

(i) Replace the 5t11 and 7tt1 sentences in the "Restrictions During Temperature Inversions:" 
subsection of the "SPRAY DRIFT REDUCTION MANAGEMENT" section with: "Their presence 
can be Indicated by mist or ground fog; however if fog is not present, inversions can also be 
lndentified by the movement of smoke from a ground source. Smoke that layers and moves 
laterally near the ground surface in a concentrated cloud (under low wind conditions) Indicated 
an Inversion, while smoke that moves upward and rapidly dissipates indicated good vertlcal 
mixing." 

6. Bayer CropScience LP shall submit a request for voluntary cancellation of this registration within sixty 
(60) days of the grant of the registration. That request shall include a statement that Bayer 
CropSclence LP recognizes and agrees that the cancellation request Is irrevocable. That request may 
include the following conditions: 

(a) The cancellation will not become effective before July --J 2013. 

(b) The cancellation will not become effective if Bayer submits the data identified in paragraphs 2-4 
according to the schedules set forth in those paragraphs, and EPA has not determined In writing 
on or before July --J 2013, that, after review of the data, the Agency is unable to make a 
determination that further registration of flubendlamlde will not result in unreasonable adverse 
effects on the environment. 



-
7. Notwithstanding Item #6 above, this registration will expire on July _J 2013, unless EPA 

determines, at its sole discretion, to extend the registration. 

The proposed labellng will be further revised to incorporate the label changes specified in Item #5 
above before being approved/registered. In addition, the "Notice of Registration" will be issued under 
separate cover when you have agreed in writing to the conditions stated within this letter. Further, this 
letter .d.2:§ D.Q.t constitute registration, and the products mu ru2t be lawfully mar1ceted until 
they are reg istered. 

If Bayer CropScience LP complies with the conditions set forth in this letter, it is EPA's cu rrent 
Intention to: (1) Complete Its review of all relevant data and other Information that are available to the 
Agency and make a determination as to whether flubendiamlde registrations can meet the standards for 
registration set forth In section 3(c)(S) of FIFRA by December _J 2012. 

Endosures: 

on 111-0001' OUU1S 
OC02 1l·t"1024 Dl&U11 
0002,• -010 2~ Ul6•111 
PP t •no's UlUH• 

Lois A. Rossi, Director 
Registration Division (7505P) 

Copy of Human Health Effects Risk Assessment for Rubendlamlde, dated April 3, 2008 
Copy of Environmental Fate and Effects Risk Assessment for Rubend/amkfe, dated June 23, 2008 
Copy of Pub/le Interest Rndlng for Rubend/amide, dated April 15, 2008 
Copy of Acute Toxicity Review for Aubendiamlde Technical dated Oc!Dber 12, 2()()7 
Copy of Acute Toxicity Review for 24 WG, dated July 15, 2()()1 
Copy of Acute Taxlcity Review for 480 S<;. dated October 12, 2007 
Copy of Product G1emlslly Revtew for Rubendlamkie Technical dated October 24, 2007 
Copy of Product Olemlstry Review# 1 for 24 W~ dated OcWber 18, 2007 
Copy of Product Olemistry Review #2 for 2-4 W~ dated January 25, 2008 
Copy of Product Olemistry Review for 480 Sl; dated October 19, 2007 



{In Archive} Flubendiamide - Preliminary Acceptance Letter 
Danielle Larochelle to: Carmen Rodia 0712312008 09:31 AM 
Cc: clive.halder, Richard Gebken. Marion Johnson 

Archive: This message is being viewed in an archive. 

Carmen, 
Attached is Bayer CropScience counter proposal to EPA's draft 
preliminary acceptance letter for Flubendiamide. 

Best regards, 

Danielle 

The information contained in this e-mail is for the exclusive use of the intended 
recipient(s} and may be confidential. proprietary. and/or legally privileged. lnadvenent 
disclosure of lf1is message does not constitute a waiver of any privilege. If you receive 
this message in error, please do not directly or indirectly use. print. copy, forward, or 
disclose any pan of this message. Please also delete this e-mail and all copies and 
notify the sender. Thank you. 

07-23-08 Flubendiamide Pre-Registration Agreement - Counter Language from SCSI.pd! 



I ~ I\ f C~ropScie1 ice 

.luly 23. 2008 

Mr. Richard Gcbken. Pfvl I 0 
Registration Division 
Onicc o f Pesticide Programs (7504P) 
U.S. Environmenta l Protection Agency 
Room S-<1900. One Potomnc Ynrd 
2777 South Crysta l Drive 
Arlington. Virgin ia 22202-450 I 

Dear Mr. Gcbkcn. 

Re: Flu bcndiamidc (NN l-0001)- Petition 6F706S 
Pre- Reg isl ra lion Agrcemcn I 

On behal rorNichino /\mcric.:a. Inc .. 13aycr CropScicnc.:c LP is providing in the 
attached Jocumcnl counter language 10 the draft preliminary acccr>1a11cc letter 
!hat EP/\ sent by ema il on .July 17. 2008. 

Please let me know if you would like to discuss any of the ch;rngcs proposed. 
You can reach me by phone al (919) 549-2718 (cell: 919 368-3<148) or by 
email a l f),111idk.Larc1chdk 11 h. t \ c n.: rn1N:il.'nt~'.l'. lllll. 

Sincerely. 

Danielle/\. Larochelle 
Registration Product Mnnagcr 
/\gcn l ror Nihnn Nohyaku Cn. I .td. 

/\ t!ach111 c111: Flubend ia111 idc l'rc-Rcgi~trat ion Agn.:c111cn1. l3<1ycr CropScicncc 
LP counter p_roposa l. July 23. 2008 

cc: Mr. Carmen Rod ia. Te~1111 I 0 

EP.-\ Corr. No. daL07().Q8 

:: ; = 

. ~· : .... 



Flubcndiamidc Prc-rcgis1r;uion Agrccmcnl 
Bayer CropScic11cc l.P counter proposnl. dated July 2:>. ~008 

On behalf or Nichino America. Inc .. Bayer CropScience LP herein provides counter 
language tn the draft pre-registration agreement. as issued via e-mail by L'.'.P/\ lo Bayer 
CropScicnec LP on July 17111

: 

Part 2: In the first table box. delete Due 0<llC or ··July _ _ . 20 I 3"' for the Vegetative 
Buffer Strip Study and replace with .. July JI. 20 Ir and undcr NOTE: insert the 
following elates: and July 31. 2012. 

Replace the ptiragraph fol lowing the first table box with the following modi lied language: 

The Agency believes that the efficacy of vegetative buffers for llubcn<liamide use is 
uncertain. Open literature and 13ayer CropScicnce LP conducted studies on compounds 
with similur characteristics to Oubcndiamide provide information that permits an 
estimation or the impact of such buffers on the risk picture. A confirmatory small-scale 
run-ofl/vegctative buffer strip study and monitoring program with nubendiamidc will 
allow the Agency 10 quantitatively consider the impact or such buffers strips on risk 
reduction in critical use areas. It is recommended that the protocol for such studies. like 
in past cases. be a product of a dialogue between /\gency and registrant scientists. Such 
dialogue. the protocols arising from it and assessment of supporting literature should be 
mindful of the need to address vulnerable use pallerns and sites as well as a variety of 
buffer conditions. The buffer conditions used for thi s study should support potential 
mitigation cnlorceablc by labt.:I language if: in the ruture. they are demonstrated to 
achieve meaningful reductions in off-site transport aml aquutic organism risk of the 
pesticide. 

Part 3: Dute Due ror all Guideline Reference No·s should be revised as follows: 

Guideline 
Non-Gu id1,;l int 
Non-Guideline 
# 161-1 

Date 
July 31. 2012 
July31.2012 
December 15. 2009 

Part 6 of clrart pre-registration agreement should be entirely replaced with the following 
language: 

Bayer CropScicncc LI' understands and agrees the time-limited rcgislralion or 
nubcndiamidc shall be cancelled if the El'/\ determines that the continued use of 
flubcndiamide will result in unreasonable adverse effects on the environment. 

The EPA and Gayer CropSciencc LP agree on the ft)llowing data review guicklincs and 
timclincs rclmcd to the conditions or registration for nubcndiamidc nnd its subsequent 
registrat ion under section 3{c)(5) of FIFRA, as well as Bayer Crop Sciencc·s generation 
or. an<l the El'/\ 's review or, such additional darn during thc term of the time-limited 
registration, as follows: 

Pagt: I 



Flubcndiurnidc Pre-registration Agreement 
Bayer CropScicncc LJ) counler proposal, dated July ~3 . 2008 

(a) Bayer CropSciencc, LP shall submit to the EPA all data required under this 
Agreement by the specilied timelines as described in Parts 2, 3, and 4, with the 
submission of the final study report (the Vegetative Buffer Strip Study] by July 
31, 20 12. 

(b) The EPA shall complete its review of the entire required data set and any 
add itional data and supporting information voluntarily submitted by Bayer 
CropScience LP by January 31, 2013. 

(c) Between February I, 2013 and July 31 , 2013 EPA scientists and Bayer 
CropScience LP scientists shal I engage in dialogue about the data and the EPA' s 
conclusions. 

(d) By September I, 2013, the EPA shall either: (I) approve the registration of 
Flubendiamide unconditionally; or (2) the EPA and Bayer CropScience LP 
mutually agree on a path forward, revising or providing additional data under a 
conditional registration; or (3) the EPA cancels the time-limited registration of 
nubendiamide, the cancellation of which sha ll not take effect until September 15, 
2013. 

Part 7: Entirely delete the first paragraph. "Notwithstanding Item #6 above, this 
registration will expire on July _ _ , 2013, unless EPA determines, at its sole discretion, 
to extend the registration.'' 

Entirely delete the third paragraph '' [f Bayer CropScience LP compl ies with the 
conditions set forth in this letter, it is EPA 's current intention to: ( 1) complete its review 
of all relevant data and other information that are available to the Agency and make a 
determination as to whether flubendiamide registrations can meet the standards for 
registration set forth in section 3(c)(6) of FJFRA by December _, 2012." 

On Lhe last page, before the last paragraph " If you have any questions regarding ... 
Rodic1.Car111e11w;e1Ja.gov.'', add: "The tem1s of the time-limited registration of 
flubcndiamide do not preclude the Agency from working on additional actions for 
flubendiamide including the review of (I) petitions for the establishment of tolerances for 
flubendiamidc in or on additional crops and (2) appl ications for the registration of new 
fo rmulations containing flubendiamide that may be submitted between July 26, 2008 and 
September 15, 2013. 

Page 2 



{In Archive} Re: Flubendiamide - Preliminary Acceptance Letter 0 
Carmen Rodia to: Danielle Larochelle 0712912008 04:31 PM 
Cc: Marion Johnson, Richard Gebken 

Archive: This message is being viewed in an archive. 

Danielle, attached is an MS Word version of the draft preliminary acceptance letter for fiubendiamide for 
your use and reference. Regards, Carmen Rodia. 

~ 
Rubend1am1de. Prefoninary .Acceptance Letter {07-~).doc 

Carmen J. Rodia, Jr. 
Environmental Protection Specialist 
U.S. EPA, Office of Pesticide Programs, 
Registration Division. Insecticide Branch 
(703) 306-0327 (tel) 
(703) 308-0029 (fax) 
Rodia .Carmen@epa.gov 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460-0001 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

_ _ day, July _, 2008 

CERTIFIED MAIL: (Article Number 7008 0150 0002 6191 4899} 

Ms. Danielle A. Larochelle, Registration Product Manager 
Agent for Nichino America, Inc. 
c/o Bayer CropScience LP 
2 T.W. Alexander Drive 
Research Triangle Park, NC 27709-2014 

Subject: Application for a New Section 3 Registration of Flubendiamide with Associated Tolerance 
NNI-0001 Technical (EPA Fife Symbol 71711-EA); NNI -0001 24 WG (EPA File Symbol 264-RNEA); 
NNI-0001 480 SC (EPA File Symbol 264-RNEL); and Tolerance Petition No. 6F7056 

Dear Ms. Larochelle: 

The products referred to above will be acceptable for registration under section 3(c)(7)(C) of the Federal 
Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended, provided that you agree in writing that: 

1. The subject products will be conditionally regislered for a period of five (5) years from the date of the 
"Notice of Registration." 

2. Bayer CropScience LP (Bayer) will generate and submit acceptable data listed in the following tables, in 
accordance with 40 CFR §158, as follows: 

Guideline 
Reference Title of Study Date Due 
Number 

Small-Scale Run-Off/Vegetative Buffer Strip Study - A run-off study is requested to 
Non-Guideline determine the magnitude of the parent, nubendiamlde, retained in buffer strips of 

various widths. 
July 31, 2010 

Monitoring Program - If vegetative buffers cannot be demonstrated to achieve 
Non-Guideline meaningful risk reductions, there may be a need to conduct monitoring of receiving July 31, 2012 

waters within watersheds where flubendiamide will be used. 

NOTE: Bayer Will submit to EPA a final protocol for the small-scale run·off/vegetative buffer study on or before January 31, 
2009. Bayer will submit annual monitoring progress reports on or before December 3P1 of each year during the study. 
Bayer will provide the Agency wlth a final monitoring report on or before July 31, 2012. 

The Agency believes lhat the efficacy of vegetative buffers for flubendiamide use is uncertain. Open 
literature and Bayer-conducted studies on compounds with similar characteristics to flubendiamide provide 
Information that permits an estimation of the impact of such buffers on the risk picture. A confirmatory small­
scale run-off/vegetative buffer strip study with flubendiamide would allow the Agency to quantitatively consider 
the impact of such buffer strips on risk reduction in critical use areas. It is recommended that the protocol for the 
referenced study, like in past cases, be a product of a dialogue between EPA and Bayer scientists. Such dialogue, 
the protocols arising from it and assessment of supporting literature, should be mindful of the need to address 
vulnerable use patterns and sites as well as a variety of buffer conditions. The buffer conditions used for this 
study should support potential mitigation enforceable by label language if, fn the future, tlley are demonstrated to 



achieve meaningful reductions in off-site transport and aquatic organism risk of the pesticide. 1 

If the employment of label enforceable buffers is empirically demonstrated to meet the goal of 
meaningful reductions in off-site transport and risk, then no further work need be conducted. However, if buffers 
cannot be demonstrated to achieve these meaningful risk reductions, the other areas of critical uncertainty in the 
modeling assumptions must be considered. In this case, there is considerable uncertainty in the application of the 
EXAMS pond scenario for chemicals with suspected aquatic system accumulation. Additional information on the 
actual potential for the pesticide to build up in receiving waters would address the uncertainty associated with 
current model limitations. Like other chemicals with persistent properties in the Bayer's inventory, there may be a 
need to conduct monitoring of receiving waters within watersheds where flubendiamide will be used. Again, 
previous cases with Bayer chemicals have provided a relatively straight forward path for developing such data and 
what issues need to be negotiated between EPA and Bayer scientists. 

The Environmental Fate and Effects risk assessment (copy enclosed), suggests that both flubendiamide 
and its NNl-0001-des~iodo degradate (des-iodo) will accumulate to concentrations in aquatic environments that 
wlll pose risk to freshwater benthic invertebrates. The available mesocosm data does not provide evidence to 
refute these conclusions. No degradation pathway was identified for des-iodo. As such, Bayer will commit to 
generate and submit the following data (studies) on the des-iodo degradate to determine if Agency assumptions 
of chemical stability are appropriate: 

Guideline 
Reference Title of Study Date Due 
Number 

Hydrolysis - A hydrol~sis :itUdy i~ reguested to estQbljsh lhe significance Qf 
~hem1cal hydrolysis as a route of deoradation for des-iodo and to identify, if 

161· 1 goss1ble. the hydrolvt1c products formed to provide Initial information on whelher 
they may exhibit structures that may potentially adversely affect non-target 

December 15, 2009 

organisms 

Aerobic Agu;:itlc Met:.1bolism An aerobic aguat1\; m~t<ibohsn) study is requested 
tQ.assist in determinlng.the eff~ti.Qf des·lodo on rieroblc conditj~ in water and 

162·'1 
sgdiments punno the Qerioci of disgersal of des·iodo lh[oughout the aguat1c 
environrnent and tQJ;.QIDP.C!re r(l!P.S .;nd iorm;it1on of_.!,Tletnbolites. The dara from October 30, 2010 

tt11s study would 12rov1Qe the aerobic aquatic 11112ut ga1 a meter ior PRZM/E2<AMS; 
therefore,_potentially reducing modeling un~ertain!,y. 

3. For the submitted GLN 860.1850 Confined Rotational Crop studies (MRIDs 46817133 and %817134), 
Bayer will submit extraction and analysis dates of samples in order to confirm that samples were 
extracted and analyzed within the stated intervals (or within 6 months of harvest). Otherwise, additional 
storage stability data may be required by EPA. 

4. Nichino America Inc. (Nichino) (or some other person who consents to Nichino's reliance on the data) 
understands and agrees that the time-limited registration of the flubendiamide technical product shall be 
cancelled if the Agency determines that the continued use of flubendiamide will result in unreasonable 
adverse effects on the environment. 

5. The EPA and Nichino (or some other person who consents to Nichino's reliance on the data) agree on the 
following data review guidelines and timelines related to the conditions of registration under section 
3(c)(5) of FIFRA for the fiubendiamide technical product, as well as Nichino's (or some other person who 
consents to Nichino's reliance on the data) generation of, and the EPA's subsequent review of, such 
additional data during the term of the time-limited registration, as follows: 

1 The goal or the vegetative buffer strip study is to determine how much of il buffer is necessary lo prevent both Oubendiamide applied 
to a field and des·iodo formed in the field from accumulating to levels in aquatic environments that pose risk to freshwater benthic 
invertebrates. Thererore, showing "that the level of the des·iodo degradate leaving the field (prior to reaching the buffer) is 
insignificant," would be insufficient justification to remove "the 15 foot buffer requirement. 



(a) Nichino (or some other person who consents to Nichino's reliance on the data) shall submit all data 
identified in paragraphs 2-3, on or before July 31, 2012, according to the schedules set forth in those 
paragraphs. 

(b) The EPA shall complete its review of the entire required data set and will consider any additional data 
and supporting information voluntarily submitted by Nichino (or some other person who consents to 
Nichino's reliance on the data) by January 31, 2013. EPA scientists and Nichino scientists shall 
engage in dialogue about the data and the EPA's conclusions. 

(c) If EPA has not determined in writing on or before September 1, 2013, that, after review of the data, 
the Agency is unable to make a determination that further registration of the flubendiamide technical 
product will not result in unreasonable adverse effects on the environment, within one ( 1) week of 
this finding, Nichino will submit a request for voluntary cancellation of the registration of the 
nubendiamide technical product. That request shall include a statement that Nichino recognizes and 
agrees that the cancellation request is irrevocable. 

(d) By September 1, 2013, the EPA shall either: (1) Approve the registration of the flubendiamide 
technical product unconditionally, notwithstanding any restrictions that are deemed necessary; or (2) 
The EPA and Nichino will mutually agree on a path forward, revising or providing additional data 
under a conditional registration; or (3) The Agency will accept the voluntary cancellation of the time­
limited registration of the flubendiamide technical product. 

(e) No cancellation shall occur if EPA determines, after review of the data, that the flubendiamlde 
technical product registration could meet the standards for FIFRA registration, and Nichino agrees in 
writing to comply with any conditions (including, but not limfted to, revised label language, use 
deletions or conditions of registration) that EPA finds necessary in order to make the registration 
determination. 

6. Bayer understands and agrees that the time-limited registration of the flubendiamide end-use products 
shall be cancelled if the Agency determines that the continued use of flubendiamide will result in 
unreasonable adverse effects on the environment. 

7. The EPA and Bayer (or some other person who consents to Bayer's reliance on the data) agree on the 
following data review guidelines and timelines related to the conditions of registration under section 
3(c)(S) of FIFRA for the nubendiamide end-use products, as well as Bayer's (or some other person who 
consents to Bayer's reliance on the data) generation of, and the EPA's subsequent review of, such 
additional data during the term of the time-limited registration, as follows: 

(a) Bayer (or some other person who consents to Bayer's reliance on the data) shall submit all data 
identified in paragraphs 2-3, on or before July 31, 2012, according to the schedules set forth in those 
paragraphs. 

(b) The EPA shall complete its review of the entire required data set and will consider any additional data 
and supporting information voluntarily submitted by Bayer (or some other person who consents to 
Bayer's reliance on the data) by January 31, 2013. EPA scientists and Bayer scientists shall engage in 
dialogue about the data and the EPA's conclusions. 

(c) If EPA has not determined in writing on or before September 1, 2013, that, a~er review of the data, 
the Agency is unable to make a determination that further registration of the flubendiamide end-use 
products will not result in unreasonable adverse effects on the environment, within one (1) week of 
this finding, Bayer will submit a request for voluntary cancellation of the registration of the 
flubendiamide end-use products. That request shall include a statement that Bayer recognizes and 
agrees that the cancellation request is irrevocable. 



(d) By September 1, 2013, the EPA shall either: (1) Approve the re9istration of the flubendiamide end­
use products unconditionally, notwithstanding any restrictions that are deemed necessary; or (.2) The 
EPA and Bayer will mutually agree on a path forward, revising or providing additional data under a 
conditional registration; or (3) The Agency will accept the voluntary cancellation of the time-limited 
registration of the flubendiarnide end-use products. 

(e) No cancellation shall occur if EPA determines, after review of the data, that the nubendiamide end­
use product registrations could meet the standards for FlFRA registration, and Bayer agrees in writing 
to comply wilh any conditions (including, but not limited to, revised label language, use deletions or 
conditions of registration) that EPA finds necessary in order to make the registration determination. 

The "Notice of Registration" will be issued under separate cover when you have agreed in writing to the 
conditions slated within this letter. Further, th is letter does not const i tute regist rat ion, and the products 
may not be lawfully m arketed unti l t h ey are registered. 

I'f Nichino and Bayer comply with the conditions set forth in this letter, It is EPA's current intention to 
complete its review of all relevant data and other information that are available to the Agency and make a 
determination as to whether flubendiamide technical and end-use product registrations can meet the standards 
for registration set forth in section 3(c)(S) of FlFRA by January 31, 2013. 

t. 

Nichino and Bayer should recognize that if EPA issues any technical and/or end-use product registration 
pursuant to the requirements of section 3(c)(7)(C) of F1FRA1 such registration will contain any conditions that are 
a necessary component of EPA's findings that the statutory requirements for issuing a registration are met. Any 
such registration will provide that Nichino's or Bayer's release for shipment of any product pursuant to any such 
registration signals Nichino's or Bayer's acceptance of all of those conditions. If either Nichino or Bayer does not 
agree with any of the conditions of registration, they should consider any such registration to be null and void. If 
either Nichino or Bayer notifies EPA that it is unwilling to accept any of those conditions, EPA will commence the 
appropriate denial process under section 3(c)(6) of FIFRA. 

If you have any questions regarding anything in this letter, please contact Mr. carmen J. Rodia, Jr. 
directly at (703) 306-0327 or via e-mail at Rodia.Carmen@epa.gov. 

Sincerely yours, 

Lois A. Rossi, Director 
Registration Division (7505P) 

Bayer CropScience LP hereby concurs with the time-limited conditional registration of the new insecticide 
flubendiamide under section 3(c)(7)(C) of the Federal Insecticide, Fungicide and Rodenticide Act (AFRA), as 
outlined in this preliminary acceptance letter. 

CONCUR DATE 

DO NOT CONCUR DATE 

Enclosures: Copy of Human Health Effects Risk Assessment for Flubendiamidc, dated Apn1 J, 2008 
Copy of Environmental Fr1te and Effects Risk Assessment for Flubendlamide, dated June 23, 2008 
Copy of Public Interest Finding for F/ubendiamide, dated April JS. 2008 
Copies of Acute Toxicity/Product Chemistry Reviews for Ffubendiamide Technical 
Copies of Acute To:ddty/Product Chemistry Reviews for 24 WG 
Copies of Acute Toxicity/Product Chemistry Revie1vs for 480 SC 



4H:lt1vc· 

FYI!!! 

{In Archive} Fw: Flubendamide 
Marion Johnson to· Carmen Rodia, Richard Gebken 

This message is being viewed in an archive. 

Marion J. Johnson, Jr., 
Chief, Insecticide Branch 
U.S. Environmental Protection Agency 
Office of Pesticide Programs 
Registration Division 
(703) 305-6788 (tel.) 
(703) 308-0029 (fax) 
johnson.marion@epa.gov 
visit: http://www.epa.gov/pesticides 

- - Forwarded by Marion Johnson/DC/USEPA/US on 07130120081 1:16 AM -

Lois Rossi/DC/USEPA/US 

0713012008 11 ; 18 AM 

07130/2008 11 :09 AM To "Marion Johnson" <johnson.marion@epa.gov>, "Kathy 
Monk" <monk.kathy@epa.gov> 

cc 

Subject Fw: Flubendamide 

Herc is what he scnl. I sis11'1 open the :itrnchment on rny blackberry. 

S~nt by EPJ\ Wireless E-Milil Services. 

From: Clive I l:ildcr [divc.haldcr@baycrcropscic11ce,cl1111I 
Sent: 07/30/100!"! 08:08 AM AST 
T o: Lois Rossi 
Cc: Clive H;ildcr <clivc.hnldcr@bnycrcropscicnce.com>: Danielle Larochelle 

<dan iel (c. larochcl lc@baycrcropscicnce.com> 
Subject: Re: Flubcndamide 

Hi Lois: 

I am attaching a word copy of our response back Lo EPA below: 

I am also extracting out the two, more salient components that we are addressing in order for you to 



capture it on Blackberry. Basically, there is only one remaining "sore point", which revolves around 
paragraphs S(c) and 7(c) (which are close duplicates of each other). It is a "sore point" because, first off, fl 
is so vague as 10 not be understandable to us. Second, it appears to allow EPA to demand cancellation 
Without any due process from us. My take is that the Agency would like to avoid having to go through 
Section 6 cancellation proceedings. We understand this, so have little problem with filling in the "fast 
death" approach. i.e. voluntary cancellation within a week of the decision. From our side, we expect that a 
fair cancellation demand can only occur after the conditions of part S(b) and 7(b) have been met, 
specifically, that all the submitted data have been reviewed alongside all voluntary data submitted by 
Bayer. plus following a measured dialogue between the scientists. 

Item #1: Given that this is a legal agreement, we wanted lo make sure we obtain as much clarity around 
the process of the conduct of the "run-off' studies where the outcome, as with any scientific data, do not 
lend themselves to the exactness of a legal document. Having said that, you can see we have no problem 
with what is being asked for. Our changes are mostly in the notes clarifying if/when the 2nd study may 
need to be initiated. 

Guideline 
Reference 
Number 

Tltle of Study 

Non-Guidelin Small-Scale Run-Off /Vegetative Buffer Strip Study - A run-off study is requested to determine the 
e magnitude of the parent, Oubend1amide, retained in buffer stnps of various widths. 

NOTE: Bayer will submit lo EPA a final protocol for the small·scale run·off/11egerative buffer study on or before 
January 31, 2009. Bayer will submit annual progress reports on or before December 31st of each year during 
the study. Bayer will provide the Agency with a final moni toring report on or before July 31, 2010. The Agency 

[will provide reviews of the annual and final reports within 60 days of the submission of each report. 

Monitoring Program - If risk assessment based on results from the small scale runoff/vegetative buffers 
study does not result 1n acceptable risk, there may be a need to conduct monitoring of receiving waters within 

watersheds where Oubendiamide will be used. 

NOTE: If lhc monitonng sludy is deemed necessary. Bayer will submit to EPA a final protocol for the 
monitormg program on or b~fore July 31, 2010. Bayer will submit annual mo111to111ig progress reportS on or 
before December 31 si 01 e;ir:h year during the sludy. Bayer will pro111de the Agency v11lh a final monilunng 
mport on or before Jul~· 31, 20 12. 

Date 
Due 

Item #2: The "sore point''. We l1ave hopefully addressed our collective needs of the original sections S(c) 
and 7(c) by deleting them in their entirely and rewriting them, respectively, so that they now read as 
follows: 

S(c) Cf after review of lhe dala, as set forth in 5 (b) above, the Agency makes a determination thal 
further registration of the nubendiamide technical product will result in unreasonable adverse effects on 
the environment, within one (1) week of this finding, Nichino will submit a request for voluntary 
cancellation of the registration of tile nubendiamide technical product. That request shall include a 
statement that Nichino recognizes and agrees that the cancellation request is irrevocable. 

7(c) If a~er review of the data, as set forth in 7(b) above, the Agency makes a determination that 
further registration of the nubendiarnide end-use products will result in unreasonable adverse effects on 
the environment, within one (I) week of this finding, Bayer will submit a request for voluntary 
cancellation of the registration of the flubendiamide end-use products. That request shall include a 
statement that Bayer recognizes and agrees thal the cancellation request is irrevocable. 

With Best Regards, 



Clive A. Halder 
Bayer CropScience 
Director of Regulatory Affairs 
Business Unit - Insecticide & Seed Treatment 
Tel: 919. 549. 2824 
e-mail : ctive.halder@bayercropscience.com 

Rossi.Lols@epamail.epa.gov 

07/30/200801:41 AM To "Clive Halder" <clive.halder@b11yercropsc1encc .com> 

cc 

Subject Re: Flubendamide 

If you can cut and paste into a message I will read it. I d i dn 1 think we were 
t o far. Need to take advantage of Friday window of t i me. 

Sent by EPA Wireless 8 - Ma i l Services . 

From: Cl ive Halder [clive . ha l der©baye r c r op science.com] 
Sent: 07/29/2 008 06 :57 PM AST 
To: Lois Rossi 
Cc: Clive Halder c:cl i ve.halderCo>bayercropscience . com> 

Subject: Re: Flubendamide 

Hi Lois: 

Hope I am not interfering with your vacation already. We had a talk with Carmen Rodia this afternoon. 
and will be submitting some adjustments to the language tomorrow morning. We believe we are not far 
apart now. We will have a conference call with Marion, Carmen, some EFED folks tomorrow (probably by 
noon-ish). Hopefully, we will get to the point of sign-off this week (before Friday). 

If you would like to see a copy of the 2nd-round letter from us, let me know. Otherwise, I do not want to 
mess With vacation time. 

Cheers! 

Clive A. Halder 
Bayer CropScience 
Director of Regulatory Affairs 
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{In Archive} Updated Draft Preliminary Acceptance Letter for 
Flubendiamide 
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Archive: 

Carmen Rodia to: Danielle.Larochelle 
Cc: Marion Johnson. Richard Gebken. Lois Rossi. Kalhy Monk 

This message is being viewed in an archive. 

0713012008 03:55 PM 

Danielle, Marion and I will call you and Clive in just a rew minutes. I wanted you both to be able to look at 
the attached document as we speak. Regards, Carmen Rodia. 

~ 
Flubend1am1de, Preliminary Acceptance letter (07·31-08).doc; 

Carmen J. Rodia, Jr. 
Environmental Protection Specialist 
U.S. EPA, Office of Pesticide Programs, 
Registration Division, Insecticide Branch 
(703) 306-0327 (tel) 
(703) 308-0029 (fax) 
Rodf a.Carmen@epa.gov 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, O.C. 20460-0001 

CERTIFIED MAIL: (Article Number 7008 0150 0002 61914899} 

Ms. Danielle A. Larochelle, Registration Product Manager 
Agent for Nichino America, Inc. 
c/o Bayer CropScience LP 
2 T. W. Alexander Drive 
Research Triangle Park, NC 27709-2014 

OFFICE OF 
PREVENTION, PESTICIDES 
/\ND TOXIC SUBSTANCES 

Thursday, July 31, 2008 

Subject: Application for a New Section 3 Registration of Flubendiamlde with Associated Tolerance 
NNI-0001 Technical (EPA File Symbol 71711-EA); NNI-0001 24 WG (EPA File Symbol 264-RNEA); 
NNI-0001 480 SC (EPA File Symbol 264-RNEL); and Tolerance Petition No. 6f7056 

Dear Ms. Larochelle: 

The products referred to above will be acceptable for registration under section 3(c)(7)(C) of the Federal 
Insecticide, Fungicide and Rodent icide Act (FlFRA), as amended, provided that Bayer CropScience LP (Bayer), as 
authorized agent for Nichino America, Ltd. (Nichino ), agree/concur with the following conditions of registration: 

1. The subject products will be conditionally registered for a period of five (5) years from the date of the 
" Notice of Registration." Ne~taAaifl§4Ae-HA'le4imi~ioo of the-f€i3isl'rilffi3At~he tofeFaf\€5-WlH 
6e-tmE&Aeii~eAal and permanenr. 

2. Bayer, as authorized agent for Nichino, will generate/submit acceptable data listed in the fallowing tables, 
in accordance with 40 CFR §158, as follows: 

Guideline 
Number Tltle of Study 

Small·Scale Run-Off/Vegetative Buffer Strip Study - A run-off study is requested to 

Date Due 

Non-Guldeline determine the magnitude of the parent, flubendiamide, retained in buffer strips of July 31, 2010 
various widths. 

NOTE: Bayer will submit to EPA a final protocol for the small-scale run-off/vegetative buffer strip study on or before 
January 31, 2009. Bayer will submit aAA1:1at-mooiOOfiAfJi*~fe$-fef*}Fts-efl-er-bef~e Oeccrneer-Ms1 of each year d\!FiA§ 
~e-4t:1Ely one { 1) monitoring progress report by December 31, 2009 and a final report on or before July 31, 2012 . Bayei: 
will u• .: J v ·~ A - · ., ;:; :-;, ::' -

0 

:, ~ -- -· :r befofe Jul\Y+;-2~ 
Monitoring Program - lf-v~~ve-b1:1ff~TE.aAAet be demoosff.ateG-te-a~ 
ffleafli~ful-f1slH-cE!1:1etieA5, If risk assessment based on the results from lhe small·scale 

Non-Guideline run-off/vegetative buffer strip study and additional available data demonstrate July 31, 2012 
unacceptable risk, there may be a need to conduct monitoring of receiving waters 
within watersheds where flubendiamide will be used. 

NOTE: Bayer will submit to EPA a flnal protocol for the monitoring program on or before January 31, 2009. Bayer will 
revise the protocol for the monitonng study, as necessary, within one (1) montt1 following receipt of tl1e A£)ency's decistun 
that a monitoring program is necessary. !Hfle-moottefi~~rarn-is-geemed Aecessary, Bayer wilkiiscuss the Elec~i 
tAe-ffieffitefi~0y-wi~A befere iAitlaBF\fu-i'!Ae!-wi14lf&w'iE1e the 11.§eAcy wi~na'1*eteeel-etHM~er~-3-±, 
~ 



The Agency believes that the efficacy of vegetative buffers for flubendiamide use is uncert~:uo.,_ Open 
literature and Bayer-conducted studies on compounds with similar characteristics to flubendiamide provide 
information that permits an estimation of the impact of such buffers on the risk picture. A confirmatory small­
scale run-off /vegetative buffer strip study with Oubendiamide would allow the Agency to quantitatively consider ifl 
~e-el(f'QS1ir-e-i3-Ssessm~l';-{Ae-mas-s-!ea6tf!gs-e~e€1.'e6..frem-the-a~131i€a tiem-eHti~r:ecl l-1€t--aAd the impact of such 
buffer strips on risk reduction in critical use areas. It is recommended that the protocol for the referenced study, 
like in past cases, be a product of a dialogue between EPA and Bayer scientists. Such dialogue, the protocols 
arising from it and assessment of supporting literature, should be mindful of the need to address vulnerable use 
patterns and sites as well as a variety of buffer conditions. The buffer conditions used for this study should 
support potential mitigation enforceable by label language if, in the future, they are demonstrated to achieve 
meaningful reductions in off-site transport and aquatic organism risk of the pesticide. 1 

The Agency will make use of the results of the small~sca le run-off/vegetative buffer strip study in refining 
the aquatic exposure and risk assessment. If the employment of laeel-eAfer<:-eaflle-btiffef'S-is-<=lfl1)iFieally 
eeFAeASffilted te meeH-fl~eal-ef the data from the small-scale run-off/vegetative buffer strip study, together 
with other available date, result in the Agency's conclusion tha t there are risk concerns ffleafttfl§fuk-eSl:f€tiefl5-iA 
e~-e-ffi!A5peft-ilA6-Fis*, then no further work, including the monitoring program, need be conducted. However, 
if risk concerns remain, then 8uffers CilAAot be demeRSff.atetHe-ael'lieve-ttlese-t=AeafliA§ftt~FeSttlts-ffe!'R4Ae--ref.inee 
~st:tre-aAEHisk--a55e5sme11kkH9eHleliieve-affef:}eaele-fisk-red1:1E1:.fons, the other areas of critical uncertainty in 
the modeling assumptions must be considered. In this case, there is considerable uncertainty in the application of 
the EXAMS pond scenario for chemicals with suspected aquatic system accumulation. Additional information on 
the actual potential for the pesticide to build up in receiving waters would address the uncertainty associated with 
current model limitations. l:ik€-e~erc-hemieals-wl~isteR~l3€1'Bes.-in-t.fle-BayeFs-inventel')';'4here-may-be-a 
Aeed to coAatiet-mefliter4ng-eke€eiviA§-Watefs-wit.flin-wateFShe6s-wl'lere-f'.11:1aendiaffliele-will-0e-tlse&:-Agaift; 
~fevious cases wi~-Bayf!f cherni€als-have-i;FeVid~ela~vely-sff'ilighHoFWar-6-f>al:trfoHlevelo~ift~tlffi-eal:a-aflel 
w~st1es-Aeed-ie-6e-n~otiated-betweetrEPA-and-Bayer-scient~st:s-: 

The Environmental Fate and Effects risk assessment (copy enclosed), suggests that both flubendiamide 
and its NNl-0001-des-iodo ( des-iodo) degradate will accumulate to concentrations in aquatic environments that 
will pose risk to freshwater benthic invertebrates. The available mesocosm data does not provide evidence to 
refute these conclusions. No degradation pathway was identified for des-iodo. As such, Bayer will commit to 
generate and submit the following data (studies) on the des-iodo degradate to determine if Agency assumptions 
of chemical stability are appropriate: 

Guideline 
Title of Study Cate Due Number 

H~drol~sis - A hydrol ~sis study is reouested to establish the sigrnfiqrnc:e...91 
chemical h::tdrol::tsrs as a rou~s: of r;legr2dat100 for '1e~-iodo and to identify, rf 

161·1 nossible. the hydrolvtic products formed to provide initial information on whether December 151 2009 
they may exhibit structures that may potentially flc1versely ilffett oon·rarget 
or qanisms. 

Aerobic Aquatic Metabolism - An aerobic aquatic met?bolism study IS requested 
to assist in determining the effects of des-redo on aerqQi.(: i;:Qndltrons 10 water and 

162-4 
sediments dµnng the period of dtSQersal of des-1odo throuohout the aquatic 

October 30, 2010 env1ronm@nl and to comQare rates and formgtroo of nJ~t2bQh~e~. Th~ Qtl ta from 
this slud~ would 1,1rov1Q..e the gerobr' aguat1~ inQut garametcr for f>RZMLEXAMS; 
ttierefore,_potentially reducing modeliny un~_erta1my_,_ 

3. For the submitted GLN 860.1850 Confined Rotational Crop studies (MRlDs 46817133 and 46817134), 
Bayer will submit extraction and analysis dates of samples in order to confirm that samples were 
extracted and analyzed within the stated intervals (or within 6 months of harvest). Otherwise, additional 
storage stability data rnay be required by EPA. 

1 The goal of the vegetative buffer strip study is to determine how much or a buffer is necessary to prevent both Oubendiamide applied 
to a field and des·iodo formed in the field from accumulating to levels in aquatic environments that pose risk to freshwater benthic 
invertebrates. Therefore, showing "that the level or the des·iodo degradate leaving the field (prior to reaching the buffer) is 
insignificant," would be insufficient justification to remove "the IS fool buffer requirement. 



4. Nichino America Inc. (Nichino) (or some other person who consents to Nichino's reliance on the data) 
understands and agrees that the time-limited registration of the flubendiamide technical product shall be 
cancelled i f the Agency determines that the continued use of flubendiamide will result in unreasonable 
adverse effects on the environment. 

5. The EPA and Nichino (or some other person who consents to Nichino's reliance on the data) agree on the 
following data review guidelines and timelines related to the conditions of registration under section 
3(c){S) of FlFRA for the flubendiamide technical product, as well as Nichino's (or some other person who 
consents to Nichino's reliance on the data) generation of, and the EPA's subsequent review of such 
additional data during the term of the time-limited registration, as follows: 

(a) Nichino (or some other person who consents to Nichino's reliance on the data) shall submit all data 
identified in paragraphs 2-3, on or before July 31, 2012, according to the schedules set forth in those 
paragraphs. 

(b) The EPA shall complete its review of the entire required data set and will consider any additional data 
and supporting information voluntarily submitted by Nichino (or some other person who consents to 
Nichino's reliance on the data) by January 31, 2013. EPA scientists and Bayer Niffii-Ae-scientists, as 
agents for Nichino, shall engage in dialogue about the data and the Agency's conclusions. 

(c) By September 1, 2013, the EPA shall either: (1) Approve the registration of the flubendiarnide 
technical product unconditionally, notwithstanding any restrictions that are deemed necessary; or (2) 
The EPA and Nichlno will mutually agree on a path forv\lard, revising or providing additional data 
under a conditional registration; or (3) The Agency will accept the voluntary cancellation of the time­
limited registration of the nubendiamide technical product. 

(c) If EPA has-fteHletefffiiAee-iA-W~n or before Septemeet: 1, 2013, thaE;-afteH'€view of the-Ga~ 
Ehe-A§eno,· is unable-t~ake-a-0eterffliAatten-~ftl:leH€§islr-atie~ueeAetamid~Aieal 
13r~t:1et-wHl-Aet-resttlHl'H:!AreaseAaele-aevetSe-effects 0A-tfle-€Avif.enme11-t:,within-ene-(-l+week-ef 
EAis-Hfletng,NiffiiAe-will-suemit--a-r-€<:ft1esHeF-VOlt1ntal)'-€ilAtel la~OA-fJHAe-flt1eeR€1iaffll€1e-teffiF1ieal 
i;treduet registratl~He€ft:Je5Hflall-iflelt1de-a--statemeAHAal'-Niffiino recognii5-a~rees tha~ 
Efle-eaAEellatien request is irTeVocable. 

(d) If, ~teffiber 1, 2013, after review of the data as set forth in S(b) above, lhe Agency makes a 
determination that further reglstratlon of the flubendiamide technical product will result in 
unreasonable adverse effects on the environment, within one (1) week of this finding, Nichino will 
submit a request for voluntary cancellation of the flubendiamide technical product registration. That 
request shall include a statement that Nichino recognizes and agrees that the cancellation request is 
irrevocable. 

(d) By Se~teffleer 11 2013, the-EPA-4\att--ei~eP.-E-1-}-Ai;tpreve-tAe-r~istfaae~-#le-flt1beAdiaffiide 
tecAAi€al-j3Fe€1ttfr-tlflC--0Adiaenal1YTfl5twitflstaA6i~Ry--r-esffiet:~e~at-are-tleemed necessaFYTt>r-R-1 
:i:t-le-EPA-aAd-Niffiine-wtll-mut-tta#y-a~ree-en a path forward, r-evisin§-e~vidi-A~aclel ltleAai-6ata 
uAeer-a-eeAeffieAal-FC§ist:r:atieA;-or (3) The-A~eACy-Will-aECepHfte-velt1At:al)'-€ilAC-eHaaen-eH:flHme­
Hmited registration of the flubeAeiamffie techAical product. 

(e) No cancellation shall occur if EPA determines, after review of the data, that the flubendiamide 
technical product registration could meet the standards for registration set forth in section 3( c)( 5) of 
FIFRA, and Nichino agrees in writing to comply with any conditions (including, but not limited to, 
revised label language, use deletions or conditions of registration) that EPA finds necessary in order 
to make the registration determination. 

6. Bayer understands and agrees that the time-limited registration of the flubendiamide end-use products 
shall be cancelled if the Agency determines that the continued use of flubendiamide will result in 
unreasonable adverse effects on the environment. 



7. The EPA and Bayer (or some other person who consents to Bayer1s reliance on the dala) agree on the 
following data review guidelines and timelines related to the conditions of registration under section 
3{c)(S) of FIFRA for the fiubendiamide end-use products, as well as Bayer's (or some other person who 
consents to Bayer's reliance on the data) generation of, and the EPA's subsequent review of such 
additional data during the term of the time-limited registration, as follows: 

(a) Bayer (or some other person who consents to Bayer's reliance on the data) shall submit all data 
identified in paragraphs 2-3, on or before July 31, 2012, according to the schedules set forth in those 
paragraphs. 

(b) The EPA shall complete its review of the entire required data set and will consider any additional data 
and supporting information voluntarily submitted by Bayer (or some other person who consents to 
Bayer's reliance on the data) by January 31, 2013. EPA scientists and Bayer scientists shall engage in 
dialogue about the data and the Agency's conclusions. 

(c) By September 1, 2013, the EPA shall either: (1) Approve the registration of the flubendiamide end­
use products unconditionally, notwithstanding any restrictions that are deemed necessary; or (2) The 
EPA and Bayer will mutually agree on a path for..vard, revising or providing additional data under a 
conditional registration; or (3) The Agency will accept the voluntary cancellation of the time-limited 
registration of the flubendiamide end-use products. 

(c) If EPA has-AeHlet-erffliAeel iA wffitAg eA ef-Befere September 1, 2013, that,after--review-ef4'1e-Gara, 
l:he-A§eAcy-is-ttAaele-te-ffiakeveetefffliFtaaelHAaHttffl:leHe§~sffaaeA-ef-~~eeooiamide end use 
proot:Jets-wlH-AeH€st:tlHA-t1A-reaseAaele--a€1vef5e-eft~Et:s-eA-#-le-envi r'"6flment,-\"lil:hiA-eRef17--week-ef 
l:Ais-fffidin~er-\-viH-st:!emit~uesHer-ve!uAtaf'f'€aRcellaaeA-ef-t.!:le-flt10eA<:liaffiide-€nd-ttse 
~rool:iet-~isffi!Ei0fls-:--+f:!aHe€ft1eskffitlHREltffie a stateffieAHAa~yeHC€e§Aires aRd agr=ees-l:Aa~ 
l:he-c-aAcellatieltt€€1t1est-is-ir-reveea0l~ 

(d) lf, ~~eer 1, 2013; a~er review of the data as set forth in 7(b) above, the Agency makes a 
determination that further registration of tl1e flubendiamide end-use products will result in 
unreasonable adverse effects on the environment, within one ( 1) week of lhis finding, Bayer will 
subm~ a request for voluntary cancellation of the flubendiamide end-use product registrations. That 
request shall include a statement that Bayer recognizes and agrees that the cancellation request is 
irrevocable. 

f€!1-By-5ep~ff'0ef-1, 2013, l:he-EPA-sflalf-ei~fler7f!+Ap~FeYe-~~ist1'tl8en-el'-l:he-flt10encl iamide-eAel­
US€-13FOOt:1€t:s-tfAEeAetaeAally;-fte1:Wi~taRGiA~Y-resffietieRs-tflat-ar-e-<:ieemee-AC€eSSary-:-er~ 
EPA-aRcl-Bayer-will-mt:J~lly-a§r-ee-eA-a-f*!NrfeFWafel;-revisiA§-0f-13r-evieiA~eeiooRaHlatiH!Acler-a 
ceooit-ienal-regisff.a8etr,-er-f3Tf-l~e-A§eAey-wfH-a€CCpH1ie-velt1Ataty-€aAcella8eA-eH.fte-time-limit~ 
~isB"-a8eA-ef-tfl~eeAdiaffii6e-eFtd use pl'OOuc& 

(e) No cancellation sl1all occur if EPA determines, a~er review of the data, that the flubendiamide end­
use product registrations could meet the standards for registration set forth in section 3( c)(S) of 
FlFRA, and Bayer agrees in writing to comply with any conditions (including, but not limited to, 
revised label language, use deletions or conditions of registration) that EPA finds necessary In order 
to make the registration determination. 

The ''Notice of Registration" will be issued under separate cover when you have agreed in writing to the 
conditions stated within this letter. Further, this letter does not constitute registration, and the products 
may not be lawfully market ed until they are registered. 

-I+-NiefliAe-aAG-8ayer=-<:-em~y-w1t-lt-#le-€0ftdi~ens--seHeftMft-l:his-lett-er-,i~ is EP1\'s cur-rent-ffireAaeFH:e 
eem13lete its revieVM31'-alkelevaffi-dabraAel-e~ef-iAforfFh3HeA-#tal:-ar-e-available-te-tfle-AgeAe;-aA6-ma*e-a 

6etefmiAaBon as to whether fllffieflEliamide teehAieal-aAd eAd U5e-f3FeBlfEHegisffaBeRs-tafttfleeHfte-st=anElar6s 
f-eHe§istFa8eflo-Set-fef#t-tn-seetieA-3(E1( 5) of FIFAA-ey-:}ant1af't-3 l, 2013. 



Nlchino and Bayer should recognize that if EPA issues any technical and/or end-use product registration 
pursuant to the requirements of section 3(c)(7)(C) of FJFRA, such registration will contain any conditions that are 
a necessary component of EPA's findings that the statutory requirements for issuing a registration are met. Any 
such registration will provide that Nichino's or Bayer's release for shipment of any product pursuant to any such 
registration signals Nichino's or Bayer's acceptance of all of those conditions. If either Nichino or Bayer does not 
agree with any of the conditions of registration, they should consider any such registration to be null and void. If 
either Nichino or Bayer notifies EPA that it is unwilling to accept any of those conditions, EPA will commence the 
appropriate denial process under section 3(c)(6) of FIFRA. 

If you have any questions regarding anything in this letter, please contact Mr. Carmen J. Rodia, Jr. 
directly at (703) 306-0327 or via e-mail at Rodia.Cormen@epa.gov. 

Sincerely yours, 

Lois A. Rossi, Director 
Registration Division (7505P) 

Bayer CropScience LP hereby concurs with the time-limited conditional registration of the new insecticide 
flubendiamide under section 3(c)(7)(C) of the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA), as 
outlined in this preliminary acceptance letter1 dated July 31, 2008. 

CONCUR DATE 

DO NOT CONCUR DATE 

Enclosures: 

071711·00026 Dl6697S 
00016•·0102G Dl~6877 
00026<·0 10~S Dl66879 
PP c 6P7065 Dl6699• 

Copy of Human Health Effects Risk Assessment for Flubendiamide, dated Apn'l 3, 2008 
Copy of Environmental Fate and Effects Risk Assessment for Flubendiamide, dated June 23, 2008 
Copy of Public Interest Finding for Flubendiamide, dated Apn'l 1 S, 2008 
Copy of Acute Toxidty Review for NNI-0001 Technical, dated October 12, 2007 
Copy of Acute Toxicity Review for NNI-0001 2'1 WG, dated July JS, 2001 
Copy of Acute Toxicity Review for NN!-0001 480 SC, dated October 12, 2007 
Copy of Product Chemistry Review for NNI-0001 Technical, dated October 24, 2001 
Copy of Produd Chemistry Review # 1 for NN/·0001 24 WG, dated October 18, 2001 
Copy of Product Chemistry Review #2 for NN/·0001 24 WG, dated January 25, 2008 
Copy of Produd Chemistry Review for NN!-0001 480 SC, dated October 19, 2001 



! {In Arch ive} Fw: Updated Draft Preliminary Acceptance Letter for 
Flubendiamide 
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Carmen. 

Danielle Larochelle to: Carmen Rodia 
' .c Marion Johnson. Richard Gebken 

This message is being viewed irJ an archive. 

Thank you for arranging the conference call yesterday. It was helpful to 
discuss the remaining issues with you and Marion. 

The following is revised language t11at we are proposing to incorporate in 
the last paragraph lhal begins on page 1 ( "The Agency believes ... "), We 
proposed to revise the thi rd sentence to (the text in blue italics is new 

language) : 

", .. A confirmatory small-scale run-off/vegetative buffer strip study with 
flubendiamide would allow the Agency to refine the modeling of the 
fate and mobility of flubendiamide in the field and to 
quantitatively consider the impact of such buffet strips on risk reduction 
in critical use areas." 

This would replace the statement we previously included in the sentence 
and that we discussed yesterday (" ... in Lhe exposure assessment the 
mass loadings expected ..... "). 

We believe it is important to include this statement for the following 
reason: The field study will provide data on the mobility of the 
compound in runoff water and sediment, as well as the effectiveness of 
vegetative filter strip (VFS) in reducing pesticide loading. The exposure 
assessment needs to be refined to capture both the behavior of the 
compound and the effectiveness of VFS observed in that study. 
Furthermore, the technology for modeling the effectiveness of VFS 
exists, and such technology coupled w ith PRZM/EXAMS models, will 

allow the calculation of the daily exposure levels. 

I have attached below a copy of the letter you sent us yesterday. Most 
changes are now "accepted" on the document. The only changes 
tracked are the new revisions we discussed with you yesterday and the 
issues that remain to be addressed (e.g., page 1- tolerances are not 
time-limited. revised language and dates in the table; Parts 5d and 7d -

''. .. by September 1. 2013 .. " 

Also, I wanted 10 ask you if you discussed the burrer strip issue with your 
team. I had the impression that the vegetative buffer strip was supposed 
to be consistent with that required for the pyrethroids. Richard Gebken 
thought that it was changed to 15 fl. However, George laRocca 
confirmed a couple of days ago that it is 10 ft and that no changes will be 

made. Let me know what you find out. 

07/31/2008 10:07 AM 



Please call if you and Marion would like to discuss any or the remaining 
issues. 

Best regards, 

Danielle 

Corr. II dal076-08 

Tlie information contained in this e-mall is for the exclusive use of the intended 
rec/p1cnt(s) and may be confident1at, propnetary. and/or legally privileged. Inadvertent 
disclosure of this message does not const1tute a woiver of any privilege. If you receive 
tn1s message in error, please do not directly or indlfeclly use, print, copy, forward, or 
disclose any part o( this message. Please also delete this e-mail and all copies and 
notify the sender. Tllank you. 

For alternate languages please go lo llltp llbayerd1sctamier 1Jaye1web.com 

Flubendiarnide. Preliminary Accep1ance Lener (07-31-08) Bayer Comments.doc 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460.0001 

CERTIFJED MAIL: (Article Number 7008 0150 0002 6191 48991 

Ms. Danielle A. Larochelle, Registration Product Manl!gcr 
Agent for Nlchino America, fnc. 
cJo Bayer CropScienc.c LP 
2 T.W. Alexander Drive 
Research Triangle Parle, NC 27709-2014 

OFrlCE OF 
PReveunoN. P£snc1oeo 
ANO ll)XIC 5IJDSTANC£5 

Thu1sday1 July 31, 2006 

Subject: Application for a New Section 3 Registration of Flubendiamide with Associated Tolerance 
NNHlOOl Technical (EPA File Synibol 71711·EA); NNl-0001 2•1 WG (EPA File Symbol 264·RNEA); 
NNl-0001 '180 SC (EPA File Symbol 264·RNEL); and Tolerance Petition No. 6F70S6 

Dear Ms. Larochelle: 

The products referred to above wfll be acceptable for registration under section J(c)(7)(C) of the Federal 
~sectlcidc, Fungicide and Rodentidde Act (FIFRA), as amended, provided that Bayer CropSclence LP (Sayer), as 
1thcirized agent for Nldiino America, Ud. (Nichfno ), agree/concur with the followlng conditions or reglstrauon: 

I. The subject products will be conditionally registered for a period of five (S) years from the date of the 
"Notice of Registration." IT9llll.filll'.!!S.JYl11 not bl' t 1ni_e·[•m~t:'d.) 

2. Bayer, as authorized agent for Nichlno, will generate/submit acceptable data lfsted in Lhe following tables, 
fn accordance with 40 CFR § 158', as follows; 

Guideline 
Tillcof Study Date Due Number 

Small·Scalc Run·OH/Vl'9C1'1tivc Duffer Strip Study - A nm·orf study 15 requested to 
Non·Guldehne determine lhe magnitude or lhe w ren!. tlubcndlamlde. retalncd In buffer striPS of 

various widths. 
July 31, 2010 

t:!Q!.!i: 15.:lycr will submll to EPA ii final protocol for lhe small·scale run·off/ vc(ICtal1vc bul(tr slrlp study 0 11 or before 
January 31 1 1009, Bayer will submit onc (l~ piogr_css report by December 31, 2001) and a final report mi or before July 
31 -~::.<.11 . ·-·--... ~· 

~ ... --
Monitoring Program - l f risk assewnent based on the results rrorn U1e small·scale run· 

tlon·GmdcliM off/ve9e1atlve buffer strip stUdy arid add1U0nar available data.IBl:!..i!l•~~.:J.1.i!LUJr!i'_:)!~ July3 1, 20l2 
Sll!.!.!.!siu.ol!U:!.ll), there may l)e a need lo cond\JCl momtonng or recclvrng waters 
within willcn;hcds where nubl!l\d1amide will be used. 

tJQIJ;: Bayer 1vlll submit to cPfl a final prolocol ror the morntorlng pi09rarn on or beforcJjm!!.!...20Jfl. Bayer_1v~I ri;vl.~ . 
the orotocol for the monitoring study, as ncces.<ary, within one (I) month ro1101vir19 receipt of the AgC~cy's declsklr1 lhal a 
mo11h.or1ng (lrogram Is necessatv. 

The Agency believes that the efflcacy of vegetative buffers for Oubcndlamide use is uncertafn. Open 
literature and Bayer-conducted stUdies on compounds wilh sirnllar charactenstics to nubendlamide provide 
Information that permits an estimation or the Impact of such buffers on the risk picture. A conOnnalory small· 
scale run·olf/vegetative burrer strip study with Oubendlamlde would allow the Agency lcu.efln.utJCJIBKl~fu!f.L.OJ 
till!Jiltc: and rncibll jlY of Ol t.b..cn.®!.alli1CJJ.1...i.hi'ki.o.J!oQ.to quantitatively consider the impact or such buffer strips 

. . f Oclotcd: rnonll0<lng 

• Oelet.ed: 2012 

• -~; J~nuary ll, 2009 



on nsk reduction in criuuil use areas. It Is reaimmendcd that the protocol for the rereren~ study, hke in past 
uises, be a product of a dialogue b<?tween EPA and Sayer scientists. Such dialogue, the protocols arising from 1t 
and assessment or supporting literature, should be mindful or the nee<! to address vulnerable usc patterns and 
sites as well as a variety or buffer conditions. The buffer conditions used for this study should support potentjal 
mitigation enforceable by label language ii, In the luture, they arc demonstrated to achieve meaningful redua.ions 
1n off·site transport and aquatic organism risk or the pesticide. 1 

The Agency will make usc or the results of U1e small~le run-off/vegetative buffer strip study in relining 
tile aquatic exposurl! and risk asscssmcnL tr the employment or the data from the small-sc.alc nm·olf/vegera11ve 
buffer strip study, together with other available date, result In the Agency's co11dusion that there are •.L~ risk 
concerns, Ulen no fun'1er work, lndudlng the monitoring program, need be conducted. l"iowever, 1f risk concerns 
remain, then, tl1e other areas or oitical uncertainty In the modeling assumpU011s must be considered. l n this 
c.ase, there is considerable uncertainty In the application or the EXAMS pond scenario for c.hcm1c.als with 
suspected aquatic system acrumulaUon. Additional Information on lhe actual potential for thc pcstlode to bulld 
up In receiving waters would address the unccitalnty associated with rurrent model limitation~. 

The Envlronmental Fate arid Effects risk assessment (copy endosed), suggests that both 011bemliam1de 
and its NNl-OOO l ·des·iodo (des-iodo) dcgradate will accumulate to concentrations in aquatic environmenl.5 that 
will pose risk to freshwater benthlc Invertebrates. nie available mesoco~m data does not provide l!vidence to 
relute these c.oodusions. No degradation pathway was Identified for des-lode. As such, Bayer will commit to 
generate and submit the following data (studies) on the des-lodo degradate to determine ti Agency assumptions 
or chemical stability are appropriate: 

Guideline T1tJe of Study Date Due 
Number 

Hydrolysis - A hydrolysis study is rcqueStcd 10 esta1Jllst1 lhc si9n1fic~ncc or 
cJ1emical hydroiys1s as a route of degradation lor des·todo and to Identity, If 

161 I possible, Ule hydtolytic produas rom1ed 10 prO\llcle 1mtoal 1nlo•mallon on whethet 
1ney may exM>•I structures U1'11 may po1en1J.1lly adversely allect non·l.lrgct 

December 15, 2009 

Ol!)<ln!smS. 

Aerobic Aquatic Mctabollsm - An aerobic aquatic mctal>ol6111 study~ rt!Quested 
to assist in determining the l!ffects of dcs·10do on aerol>lc condttK>ns •n water and 

162·~ 
scelrments during lhe perlO<I or d1~pers.1I of des·lodo U1rou9ho111 the aqual,IC 

October 30, 2b10 cnwonmcnt and to comp;ire rates and lonnaUon of metabolites. lhedata ltom 
thi5 study would provide lhe ae1oblc aquatic input par.irneter for PflZM/EXAMS; 
therefore, po1cnllally redoon9 modcllnc; 11ncc11ainty. 

3. For the submitted GLN 860. I 850 Confined Rotational Crop studies (MR!Ds 46817133 and 4661713'1}, 
Bayer will submit extraction and analysis dates ol samples In order to confirm that samples were 
cxtrllcted and analyzed within the stated f11tcrvals (or within 6 months or harveS\). OU1erwlse, addlt1011al 
storage stability data may be reoulred by EPA. 

'l . Nichlno America Inc. (Nidlino) (Of some olher person who consents to N1chino's reliance on lhe data) 
understands and agrees that the tlme-limitcd registration of the Oubeodiamide tedlnicat product shall be 
cancelled ir the Agency determines lllat the continued use of nubcnd1amlde will result 111 unreasonable 
adverse effects on the environment. 

5. The EPA and Nlchino (or some other person "VhO consents to Nichlno·s rellance on the dara) agree on lhc 
followlng data review 9uldcll111?S and tlmelines related to the conditions ot registration under sec:tJon 
3(c)(S) or flFRA for the nubendlamfde tedlnlcal produa, as well as Nlchlno's (Of some other person who 
consents to Nlchino's relfance on the data) generation or, and the EPA's sut>seoucnt review of 511Ch 
additional data during the term of the ume·hmlted registration, as follows: 

1 The goal or the VC<)etatJVC buffet stnp study 1s lo dcH.•rm•ne how inucJi or a IJ<itlcr I\ ~~arr 10 ~I botll llubcr6~mrc>c apflll<'<l 
to a fteld and d~·IO!lo formed In 1111! field from am1mutabno to k'vcfs 1n aqualie Cl!Vironments tllal pose 11s.1t 10 fresllwate< bcnlhle 
1nvl!l1eora1H. n~rer0<e, sl>owlng "tN!l the level of !he dcs·lodo dtlJradate leaving 11\1! ficlcl (prior to reacntno rt>e buffrrl 1s 
onslgnrf1C21nt. ·would Ill! losu16cic?nt )ustiflcaUon to remove ·1~ IS loot boller ~r~nl. 



(a) Nichrno (or some other µerson who consents to Nidllno·s rclfancc on the data) shall submit all data 
idcn~ffied In paragraphs 2-3, on or bcrorc July 31, 2012, according to the schedules set forth in those 
paragraphs. 

(b) The EPA shall complete its review o( the entire required data set and will consider ilPY additional data 
and supporting information voluntarily submitted by Nld1lno (or some other person who consents to 
Nfchlno's rclianre on the data) by January 31, 2013. EPAsdenUsts and Bayer scientists, as agents for 
Nichino, shall engage lrt dialogue about the data and U1e Agency's conduslons. 

(c) By September l, 2013, Uie EPA stiafl either: (1) Approve the re9rstration of the nubendlamide 
technical product unconditionally, notwithstanding any restrictions that arc deemed necessary; or (2) 
The EPA and Nichino win mutually agree on a path forward, revising or providing additional data 
under a conditional registration; or (3) The Agency will accept the voluntary cancellation of the time­
llmitcd regrstrauon or the nubendiamidc technical product. 

(d) I~ after review of U1e dat.il i!S.setJqrU1 In .S(b)} bqye, \~~A.9!!.l'!cy.r:na~~~ ~ ~~~e~rnlfi~\ipn_V1!l.t run,t1~r . . ·· f oe1ctr11:. lly Seotemw 1, 2013 
registration of the Oubendiamlde tcchnic:DI product will result In unreasonable advarse effects on the 
environment, within one (I) week of this finding, Nlcl1ino will submit a request ror voluntary 
cancellation or the nubendfamfde technical product registration. That request shall Include il 
s\atemcnt tl'lat Nichtno recognizes and agrees that the cancellation request is Irrevocable. 

te) No cancellation shall occur if EPA determines, after review of the data, that the Oubendlamide 
technical product registration could meet the standards for regiS\fatlon set rortl'I in section 3(C)(5) of 
FJFRA, and Nfd1ino agrees in Writirig lo comply with any conditions (Including, but not limited to, 
revised label language, use deletions or conditions of registration) that EPA finds necessary In order 
to make the registration determination. 

J. Bayer understands and agrees that lhe time-limited registr.Jt•on or the Oubendtamide end·use products 
shilll be cancelled if the Agency determines that the continued use or nubendlamlde will result in 
unreasonable adverse effects on the environment !Tolcr.1nr.cs w ill •w1hC...ll!Tll8iml.l<:.Q.) 

7. The EPA and Bayer (or some other person who consents to Bayer's r<!liance on the data) agree on the 
following data review guidelines and tJmellncs rclatco lo the conditions or registration under section 
3(c)(S) of FIFRA for the Oubcndtamlele cnd·usc products, as well as Bayer's (or some other person who 
consents to Bayer's relfance on the data) generation of, and the EPA's subsequent rcvicl'I of sud1 
addltiorial data during the tcm1 orthe lime-limited registration, as follows: 

(a) Bayer (or some other person who consents to Bayer's reliance on the datayshall submit all data 
Identified In par.igrilphs 2-3, on or before July 31, 2012, according to the schedules set forth in those 
paragraptis, 

(b) The EPA shal l complete ils review of the entire required data set and will consider any addftlonal data 
and supporting information voluntarily submitted by Bayer (or some other person who consents to 
Bayer's rellarice on tile data) by January 31, 2013. EPA scientists and Bayer scicritists shall engage in 
dialogue about ttie data and the Agency's conduslor\s. 

(c) By September t , 2013, lhe EPA stiall either: (1) Approve the registration of lhe Oubendlamide end· 
use products unconditionally, notwithstanding any restrictions that arc deemed neces.o;ary; or (2) The 
EPA and Bayer will mutually agree on a path ror..vanJ, revising or providing addltlonal data under a 
conditional registration; or (J) The Agency \viii accept the voluntary cancellation or the tJme·fimitcd 
registration or the nubendiamide end-use products. 

(d) H, ,.af};_er.J~.".rew. or. !!'.~ q~~- il.s- ~U\>!:t~ in. ?lbJ .il.1?9.".~, _tM f\g~_CJ .. ~~Y-\?.S. ii .<!~t()rrn)na.t101~ .t.l~i!t 
rurth(lr reglstrallon or tile Oubcndlamldc cnd·usc products will result In unreasonable adverse crrcct-s 
on the cnvironme11t, within one ( 1) week or this findln(), Bayer will submit a request for voluntary 
canccllatlon or the Oubcndlamlde end·use product rcglstratioris. That request shall lndude a 



statement that Bayer recognizes and agrees that the canccllauon request is irrevoc.'lbh?. 

(c) No rancellation shall occur If EPA determines, after review of the dat<1, that the Ou~nd 1amide end· 
use product registratlons could meet the standards for reg istration set forth in section 3(c)(S) of 
FlFRA, and Sayer agrees in wnting to comply with any conditions (induding, but not limited to, 
revised label language, use deletions or cond111ons of registration) that EPA finds necessary in order 
to make the registration dctennlnation. 

111e .. Notice of Registration .. will be Issued under separate cover when you have agreed In writing to the 
c:onel1tlons stated within this lener. Further, this letter~ nQ! constitute registration, and the products 
m.a:t 112! be laWfully marketed untll they are registered. 

N1chlno ;md Bayer should recognize that 1f EPA issues any tcd1nic.al and/or end·usc product reglstratlon 
pursuant to the requirements of section 3(c)(7)(C} of FlFRA, such registration will contain any condlUOns that arc 
a neces.sary component or EPA's fine.lings that the statutory requirements for issuing a registration are meL Any 
such registration will provide that Niehlno's or Bayer's release for shipment of any product pursuant to any suc.h 
registration signals N1chlno's or Bayer's acceptance or all ot those conditions. lf eilhcr Nlchlno or Bayer does not 
agree with any of the conditions of registration, they should consldcr any such reglstraUon to be null and void. If 
either Nlchlno or Bayer notifies EPA that It is unw1llln9 to accept any or those condllfons, EPA will cornrncncc the 
appropriate denial process under sectoon 3(c)(6) of FlFRA. 

If you have any quesUons re9ardln9 anythin9 in this letter, please contact Mr. C41mcn J. Rodia, Jr. 
directly at (703) 306-0327 or via e-mail at RQtf111.Cilrmcn@en.1,9ov. 

Sincerely yours, 

Lois A. Rossi, Director 
Registration O'lvislon (7505P) 

Bayer OopSdcnce LP hereby conrurs 1•11u1 the tlmcHfmltcd conditional registration or the new fnsectldde 
Oubendiamlde under section J(c)(7}(C) or the Federal Insecticide, fungicide and RodC?nUddc Act (flFRA), as 
ouUlncd in this preliminary acceptance letter, dated July 31, 2008. 

CONCUR DAT£ 

DO NOT CONCUR DATE 

'l • t Ill t.'Y~..' t 14 1•• t 1 .. 

••h • f\ U!'• :, ,.,,~ ,.., 

''U"1• • f' H.:' •"·• • , • ,,. . . ,!. .. ~ fh,. .. 

Copy of ffumdn llNl/h Elf«U Risk AJ:sasmml for f11J1Jfflt:Jlilmlde, d.Jt<Xl Apr1' J, J(J(J8 
Copy of Enwronmcf!liJ/ F.ttl! .md ER«ts Risi< Assessmenr for Flul><rKll.Jm/tk, d.Jlt'd AJtlC lJ, 1008 
CoPy of Pll/Jlfc /rlff:tr$t firtdJnt; tor fluOcrlff4t mkk.•, ddU'd April JS, lOOS 
CQ())• of /.cute To.deity ""•oew for 11111·0001 T«fmkal, rull!d Oetolk'r 11. 1007 
Ce<py of A<vtc Tc,.k11y llc•7C•• for fl/// 0001 ;~ we;; dolled Jo.J/t Is. 1001 
Ccoy of Aat:t: Todal'f R~•"'"' for 11/IJ.()()(}/ 4$0 SC, rJ.11<'11 October J }, JOOl 
CO(Jy of Prottu<I ~I/Sii)' Rnie.v for flf//· ()()(}J Tcc/lfllGJI, dJlnl OctObtY N , /()(11 
Copy of Prodixt Chcmlslry Rev>c .. ; I ID' /111/.()00/ u IVG, d.i/t'f/ Octob<:r 18, J()()l 
Copr of PIOdrlCf D11!111lstry Rn1~" 'l ID' Nfl/·0001 ~ Jtt\. dJled Jdnwry 1$. JOOS 
Ccpy of Produa Dien11s1ry Rn1ei. for llfl/·0001 ~SO SC, d.Ued ~' 19, 1001 
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Archive: 

{In Archive} Flubendiamide - Copy of Preliminary Acceptance Letter 
Carmen Rodia to: Danielle.Larochelle 07/31/2008 11 :48 AM 
Cc: Lois Rossi. Marion Johnson. Richard Gebken. Kathy Monk 

This message is being viewed in an archive. 

Danlelle, attached is an MS Word version of the latest draft preliminary acceptance letter for 
flubendiamide for your use and reference. I will call you in a few minutes to discuss your availability, 
along with Clive, for a teleconference with Marion Johnson, Richard Gebken, Kathy Monk and myself. 
Regards, Carmen Rodia. 

~ 
Rubendiarnide, Prclirninar,r Acceptance letter (07-31-08).doc 

Carmen J. Rodia, Jr. 
Environmental Protection Specialist 
U.S. EPA, Office of Pesticide Programs, 
Registration Division, Insecticide Branch 
(703) 306-0327 (tel) 
(703) 308-0029 (fax) 
Rodia.Carmen@epa.gov 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460-0001 

OFFICE OF 
PREVENTION, PESTICIDES 
ANO TOXIC SUBSTANCES 

Thursday, July 31, 2008 

CERTIFIED MAIL: {Article Number 7008 0150 0002 6191 4899} 

Ms. Danielle A. Larochelle, 
Registration Product Manager, 
Authorized Agent for Nichino America. Inc. 
c/o Bayer CropScience LP 
2 T.W. Alexander Drive 
Research Triangle Park, NC 27709-2014 

Subject: Application for a New Section 3 Registration of Flubendiamide with Associated Tolerance 
NNI-0001 Technical (EPA File Symbol 71711-EA); NNI-0001 24 WG (EPA File Symbol 264-RNEA); 
NNl-0001 480 SC (EPA File Symbol 264-RNEL); and Tolerance Petition No. 6F7056 

Dear Ms. Larochelle: 

The products referred to above will be acceptable for registration under section 3(c)(7)(C) of the Federal 
Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended, provided that Bayer CropScience LP (Bayer), as 
authorized agent for Nichino America, Inc. (Nichino), agree/concur with the following conditions of registration: 

1. The subject products will be conditionally registered for a period of five (5) years from the date of the 
"Notice of Registration." In addition, this regulatory action will establish permanent tolerances in primary 
crops for residues of flubendiamide. 

2. Bayer, as authorized agent for Nichino, will generate/submit acceptable data listed in the following tables, 
in accordance with 40 CFR §158, as follows: 

Guideline '. 

Number Title of St\Jdy Date Due 

Small-Scale Run-Off/Vegetative Buffer Strip Study - A run·off study Is requested to 
Non-Guideline determine the magnitude of the parent, nubendiamide, retained in buffer strips of July 31, 2010 

various widths. 

NOTE: Bayer will submit a final protocol for the small-scale run-off/vegetative buffer strip study on or before January 31, 
2009. Bayer will submit one (1) prog~ess report by December 31, 2009 and a final report on or before July 31, 2010. 

Monitoring Program -If risk assessment, based on the results from the small·scale 

Non-Guideline 
run-off/vegetative buffer strip study and additional available data Indicates that there 

July 31, 2012 
are still risk concerns, there will be a need to conduct monitoring of receiving waters 
within watersheds where flubendtamide will be used. 

NOTE: Bayer wlll submit to EPA a final protocol for the monitoring program on or before March 1, 2010. Bayer will revise 
the protocol for the monitoring study, as necessary, within one (1) month following receipt of tlie Agency's decision that a 
monitoring program is necessary. 

The Agency believes that the efficacy of vegetative buffers for flubendiamide use is uncertain. Open 
literature and Bayer-conducted studies on compounds with similar characteristics to fiubendiamide provide 
information that permits an estimation of the impact of such buffers on the risk picture. A confirmatory small­
scale run-off/vegetative buffer strip study with flubendiamide would allow the Agency to quantitatively consider 
the impact of such buffer strips on risk reduction in critical use areas. 1t is recommended that the protocol for the 
referenced study, like in past cases, be a product of a dialogue between EPA and Bayer scientists. Such dialogue, 
the protocols arising from it and assessment of supporting literature, should be mindful of the need to address 



vulnerable use patterns and sites as well as a variety of buffer conditions. The buffer conditions used for this 
study should support potential mitigation enforceable by label language if, in the future, they are demonstrated to 
achieve meaningful reductions in off-site transport and aquatic organism risk of the pesticide. 

The Agency will make use of the results of the small-scale run-off/vegetative buffer strip study in refining 
the aquatic exposure and risk assessment.1 If the employment of the data from the sma!!-scale run­
off/vegetative buffer strip study, together with other available date, result in the Agency's conclusion that there 
are no risk concerns, then no further work, including the monitoring program, need be conducted. However, if 
risk concerns remain, then the other areas of critical uncertainty In the modeling assumptions must be considered. 
I n this case, there is considerable uncertainty in the application of the EXAMS pond scenario for chemicals with 

suspected aquatic system accumulation. Additional information on the actual potential for the pesticide to build 
up in receiving waters would address the uncertainty associated with current model limitations. 

3. The Environmental Fate and Effects risk assessment (copy enclosed), suggests that both nubendiamide 
and its NNI-0001-des-iodo (des-iodo) degradate will accumulate to concentrations in aquatic 
environments that will pose risk to freshwater benthic invertebrates. The available mesocosm data does 
not provide evfdence to refute these conclusions. No degradation pathway was identified for des-iodo. 
As such, Bayer will commit to generate and submit the following data (studies) on the des-iodo degradate 
to determine if Agency assumptions of chemical stability are appropriate: 

Guideline 
Title of Study Date Due Number 

!:!Ydrolysis - A llytlrol~s1s stud~ 1s rcgucsted to establish the significance of 
chemical hydrolvsis as a roure of degradation for des-rodo and to identify Ii 

161-1 Q.Q~ble. the hvdrolyt1c products formed to provide initial information on whether December 15, 2009 
they may exhibit structures that may potentially adversely affect non·taroet 
org<rnrsms. 

Aerobic Aquatic Metabolism - An aerobic aquatic metabolism study 1s requestgg 
tQ assist in determining the effects_of des·iodo on jler_ob1c conditions 1n wilter and 

162-4 
sediments during r!!g_Qenod oi d1sQcrsal or des-1odo \hrouqhout the anuarrc 
environment and to \.QmQare rat;s:u nd formation of rnetabol1tes. Tl1c <lata from October 30, 2010 

U1i.L~tud't..._'t'ould provide the acrolllC: aquatic inQut Qfil?l.l!l~t?r for PRZ~/.F.XAMS; 
therefore, potentially r~oJ1Q!J!Lfllildel1og w 1c~n2in~. 

4. for the submitted GLN 860.1850 Confined Rotational Crop studies (MRIDs 46817133 and <16817134), 
Bayer will submit extraction and analysis dates of samples in order to confirm that samples were 
extracted and analyzed within the stated intervals (or within 6 months of harvest). Otherwise, additional 
storage stability data may be required by EPA. 

5. Nichino America Inc. (Nichino) (or some other person who consents to Nichino's reliance on the data) 
understands and agrees that the time-limited registration of the nubendiamide technical product shall be 
cancelled if the Agency determines that the continued use of flubendiamlde will result in unreasonable 
adverse effects on the environment. 

6. The EPA and Nichino (or some other person who consents to Nichino's reliance on the data) agree on the 
following data review guidelines and timelines related to the conditions 6f registration under section 
3(c){S) of FIFRA for the flubendlamide technical product, as well as Nichino's (or some other person who 
consents to Nichino's reliance on the data) generation of, and the EPA's subsequent review or such 
additional data during the term of the time-limited registration, as follows: 

(a) Nichino (or some other person who consents to Nichino's reliance on the data) shall submit all data 
identified in paragraphs 2-4, on or before July 31, 2012, according to the schedules set forth in those 

1 The goal of the vegetative buffer strip study Is to determine how much or a buffer is necessary to prevent both nubendiamlde applied 
to a field and des-lodo formed in the field from accumulating to levels in aquatic environments thilt pose risk to freshwater benthlc 
invertebrates. Therefore, showing "that the level or the des-iodo degradate leaving the field (prior to reaching the burrer) is 
insignificant,'' would be insurncient justification to remove "the 15 root burrer requirement. 



paragraphs. 
(b) The EPA shall complete its review of the entire required data set and will consider any additional data 

and supporting information voluntarily submitted by Nichino (or some other person who consents to 
Nichino's reliance on the data) by January 31, 2013. EPA scientists and Bayer scientists, as agents for 
Nichino, shall engage in dialogue about the data and the Agency's conclusions. 

(c) By September 1, 2013, the EPA shall either: (1) Approve the registration of the flubendiamide 
technical product unconditionally, notwithstanding any restrictions that are deemed necessary; or (2) 
The EPA and Nichino will mutually agree on a path forward, revising or providing additional data 
under a conditional registration; or (3) The Agency will accept the voluntary cancellation of the time­
limited registration of the flubendiamide technical product. 

(d) If, after EPA's review of the data as set forth in 6(b) above, the Agency makes a determination that 
further registration of the flubendiamide technical product will result in unreasonable adverse effects 
on the environment, within one ( 1) week of this finding, Nichino will submit a request for voluntary 
cancellation of the flubendiamide technical product registration. That request shall include a 
statement that Nichino recognizes and agrees that the cancellation request is irrevocable. 

(e) No cancellation shall occur if EPA determines, after review of the data, that the flubendiamide 
technical product registration could meet the standards for registration set forth in section 3( c)(S) of 
FIFRA, and Nichino agrees in writing to comply with any conditions (including, but not limited to, 
revised label language, use deletions or conditions of registration) tha.t EPA finds necessary in order 
to make the registration determination. 

7. Bayer understands and agrees that the time-limited registration of the flubendiamide end-use products 
shall be cancelled if the Agency determines that the continued use of flubendiamide will result in 
unreasonable adverse effects on the environment. In addition, this regulatory action wil l establish 
permanent tolerances in primary crops for residues of flubendiamide. 

8. The EPA and Bayer (or some other person who consents to Bayer's reliance on the data) agree on the 
following data review guidelines and timelines related to the conditions of registration under section 
3(c)(S) of FIFRA for the flubendiamide end-use products, as well as Bayer(s (or some other person who 
consents to Bayer's reliance on the data) generation of, and the EPA's subsequent review of such 
additional data during the term of the time-limited registration, as follows: 

(a) Bayer (or some other person who consents to Bayer's reliance on the data) shall submit all data 
identified in paragraphs 2~4, on or before July 31, 2012, according to the schedules set forth in those 
paragraphs. 

(b) The EPA shall complete its review of the entire required data set and will consider any additional data 
and supporting information voluntarily submitted by Bayer (or some other person who consents to 
Bayer's reliance on the data) by January 31, 2013. EPA scientists and Bayer scientists shall engage in 
dialogue about the data and the Agency's conclusions . 

(c) By September l, 2013, the EPA shall either: (1) Approve the registration of the flubendiamide end­
use products unconditionally, notwithstanding any restrictions that are deemed necessary; or (2) The 
EPA and Bayer will mutually agree on a path forward, revising or providing additional data under a 
conditional reglstrationi or (3) The Agency will accept the voluntary cancellation of the time-limited 
registration of the flubendiamide end-use products. 

(d) If, after EPA's review of the data as set forth in 8(b) above, the Agency makes a determination that 
further registration of the flubendiamide end-use products will result In unreasonable adverse effects 
on the environment, within one (1) week of this finding, Bayer will submit a request for voluntary 
cancellation of the flubendiamfde end-use product registrations. That request shall include a 
statement that Bayer recognizes and agrees that the cancellation request is irrevocable. 



(e) No cancellation shall occur if EPA determines, after review of the data, that the flubendlamlde end­
use product registrations could meet the standards for registration set forth in section 3(c)(5) of 
FIFRA, and Bayer agrees in writing to comply with any conditions (including, but not limited to, 

/ 

revised label language, use deletions or conditions of registration) that EPA finds necessary in order 
to make the registration determination. 

The ''Notice of Registration" will be issued under separate cover when you have agreed in writing to the 
conditions stated within this letter. Further, this letter DOES NOT constitute registration, and the products 
MAY NOT be lawfully marketed until they are registered. 

Nichino and Bayer should recognize that if EPA issues any technical and/or end-use product registration 
pursuant to the requirements of section 3(c)(7)(C) of FlFRA, such registration will contain any conditions that are 
a necessary component of EPA's findings that the statutory requirements for issuing a registration are met. Any 
such registration will provide that Nichlno's or Bayer's release for shipment of any product pursuant to any such 
registration signals Nichino's or Bayer's acceptance of all of those conditions. If either Nichino or Bayer does not 
agree with any of the conditions of registration, they should consider any such registration to be null and void. If 
either Nichino or Bayer notifies EPA that it is unwilling to accept any of those conditions, EPA will commence the 
appropriate denial process under section 3(c)(6) of FIFRA. 

If you have any questions regarding anything in this letter, please contact Mr. Carmen J. Rodia, Jr. 
directly at (703) 306-0327 or via e-mail at Rodia.Carmen@eoa.gov. 

Sincerely yours, 

Lois A. Rossi, Director 
Registration Division (7SOSP) 

Bayer CropScience LP hereby concurs with the time-limited conditional registration of the new insecticide 
flubendiamide under section 3(c)(7)(C) of the Federal Insecticide, Fungicide and Rodenticide Act (FlFRA), as 
outlined in this preliminary acceptance letter, dated July 31, 2008. 

CONCUR DATE 

DO NOT CONCUR DATE 

Enclosures: 

.... ;. ., J > -v~o:c !'JlGf.tt .,~ 

'tf D:' • ' -OlC~f :>lb(,8.,.1 

CG~~(<·OlG~S n)£Gtl~ 

ire r.r10~~ 01~tal~ 

Copy of Human Health Effects Risk Assessment for Flubendiamide, dated April J, 2008 
Copy of Environmental Fate and Effects Risk Assessment for Flubendiamide, dated June 23, 2008 
Copy of Public Interest Finding for Flubendiamide, dated April JS, 2008 
Copy of Acute Toxicity Review for NNJ-0001 Technical dated October 12, 2007 
Copy of Acute Toxicity Review for NNJ-0001 24 WG, dated July 15, 2007 
Copy of Acute Toxicity Review for NN/·0001 180 SC, dated October 12, 2007 
Copy of Product Chemistry Review for NNl-0001 Technical, dated October 21, 2007 
Copy of Product C/1emlstry Review # 1 for NNl-0001 21 WG, dated October 18, 2007 
Copy of Product Chemistry Review #2 for NflJ/-0001 24 WG, dated January 2S, 2008 
Copy of Product Chemistry Review for NN/·000 I 480 SC, dated October 19, 2007 
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Danielle, attached for Bayer's review and subsequent signature is the fina l signed copy of the preliminary 
acceptance letter for flubendiamlde. Regards, Carmen Rodia. 

it 
Flubendiamide, FINAL Prefiminary Acceptance Letter (07-3l-08),pdf 

Carmen J. Rodia, Jr. 
Environmental Protection Specialist 
U.S. EPA, Office of Pesticide Programs, 
Registration Division. Insecticide Branch 
(703) 306-0327 (tel) 
(703) 308-0029 (fax) 
Rodia.Carmen@epa.gov 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460-0001 

OFFlCEOF 
PREVENTION, PESTICIDES 
ANO TOXIC SUBSTANCES 

Thursday, July 31, 2008 
CERTIFIED MAJL: (Article Number 7008 0150 0002 6191 4899} 

Ms. Danielle A. Larochelle, 
Registration Product Manager, 
Authorized Agent for Nlchlno America, Inc. 
c/o Bayer CropSclence LP 
2 T.W. Alexander Drive 
Research Triangle Park, NC 27709-2014 

Subject: Application for a New Sectlon 3 Registration of Flubendlamide with Associated Tolerance 
NNI-0001 Technical (EPA File Symbol 71711-EA); NNI-0001 24 WG (EPA File Symbol 264-RNEA); 
NNI-0001 480 SC (EPA Ale Symbol 264-RNEL); and Tolerance Petition No. 6F7056 

Dear Ms. Larochelle: 

The products referred to above will be acceptable for registration under section 3(c)(7)(C) of the Federal 
lnsectlclde, Fungicide and Rodentlcide Act (FIFRA), as amended, provided that Bayer CropSdence LP (Bayer), as 
authorized agent for Nlchlno America, Inc. (Nichlno), agree/concur with the following conditions of registration 
and provided that the Director of the Office of Pesticide Programs concurs with the registration: 

1. The subject products Will be conditionally registered for a period of five (5) years from the date of the 
"Notice of Registration." In addition, this regulatory action will establish permanent tolerances in primary 
crops for residues of flubendlamlde. 

2. Bayer, as authorized agent for Nlchlno, wlll generate/submit acceptable data listed In the following tables, 
In accordance with 40 CFR §158, as follows: 

Guldellne 
Number Title of Study Date Due -. 

Non-Gu Idell ne 
Small-Scale Run-Off/Vegetative Buffer Strip Study ·A run-off study Is requested to 
determine the magnitude of the parent, flubendlamlde, retained In buffer strips of July 31, 2010 
various widths . 

.ti.Qll: Bayer wllf submit a final protocol for the small-scale run-off/vegetative buffer strip study on or before January 31, 
2009. Bayer will submit one (1) progress report by December 31, 2009 and a final report on or before July 31, 2010. 

Monitoring Program -lf risk assessment, based on the results from the small-scale 

Non-Guideline run-<iff/vegetatiVe buffer strip study and additional avallable data lndlc.at.es that there July 31, 2012 are still risk concerns, there will be a need to conduct monl1Dring of receiving waters 
within watersheds Where flubendlamlcle will be used. 

fiQ.ll : Bayer wlll submit to EPA a final protDCol for the monitoring program on or before March 1, 2010. Bayer wlll revise 
the protocol for the monitoring study, as necessary, within one (1) month following receipt of the Agency's decision that a 
monitoring program Is necessary. 

The Agency believes that the efficacy of vegetative buffers for nubendlamlde use Is uncertain. Open 
literature and Bayer-conducted studies on compounds with similar characteristics to flubendlamlde provide 
lnformatlon that permits an estimation of the impact of such buffers on the risk picture. A confirmatory small­
scale run-off/vegetative buffer strip study with flubendlamide would allow the Agency to quantitatively consider 
the Impact of such buffer strips on risk reduction In critical use areas. It Is recommended that the protocol for the 
referenced study, like In past cases, be a product of a dialogue between EPA and Bayer scientists. Such dialogue, 
the protocols arising from It and assessment of supporting literature, should be mindful of the need to address 



vulnerable use patterns and sites as well as a variety of buffer conditions. The buffer conditlons used for this 
study should support potential mitigation enforceable by label language if, in the future, they are demonstrated to 
achieve meaningful reductions in off ·site transport and aquatic organism risk of the pesticide. 

The Agency w ill make use of the results of the small-sc.ale run-off/vegetative buffer strip study in refining 
the aquatic ex~ure and risk assessment.1 If the employment of the data from the small-scale run­
off/vegetative buffer strip study, together with other available date, result In the Agency's conclusion that there 
are no risk concerns, then no further work, Including the monitoring program, need be conducted . However, If 
risk concerns remain, then the other areas of critical uncertainty In the mcxlellng assumptions must be considered. 
In this case, there ls considerable uncertainty In the application of the EXAMS pond scenario for chemicals with 

suspected aquatic system accumulation. Additional Information on the actual potential for the pesticide to bulld 
up In receiving waters would address the uncertainty associated With current mcxlel limitations. 

3. The Environment.al Fate and Effects rlsk assessment (copy endosed), suggests that both flubendiamide 
and Its NNI-0001-des-iodo (des-iodo) degradate will accumulate to concentrations In aquatic 
environments that wlll pose risk to freshwater benthic Invertebrates. The available mesocosm data does 
not provide evidence to refute these condusions. No degradation pathway was identified for des-lodo. 
As such, Bayer will commit to generate and submit the following data (studies) on the des-lodo degradate 
to determine if Agency assumptions of chemical stablllty are appropriate: 

Guldellnc 
Tltle of study Date Due 

Number 
Hydrolysis - A hydrolysis st'udy Is requested to establish the significance of 
chemical hydrolysis as a route of degradation for des-lodo and to Identify, If 

161-1 possible, the hydrolytlc products formed to provide lnttlal tntormatlon on whettler October 30, 2010 
they may exhibit structures that may potentially adversely affect non-target 
organisms. 

-- Aerobic Aquatic Metabolism - An aerobic aquatJc metabolism study IS requested 
to assist In determining the effects of des-iodo on aerobic c.ondltlons In water and 

162-"1 
sediments during the period of dlspersal of des-iodo throughout the aquatic 

October 30, 2010 environment and to compare rates and formation of metaboUtes. The data from 
ttlls stlldy would provide the aerobic aquatic Input parameter for PRZM/EXAMS; 
therefore, potentially reducing modellng uncertainty. 

4. For the submitted GLN 860.1850 Confined Rot.ational Crop studies (MRIDs 46817133 and 46817134), 
Bayer will submit extraction and analysis dates of samples In order to confirm that samples were 
extracted and analyzed within the stated Intervals (or within 6 months of harvest). Otherwise, additional 
storage stability data may be required by EPA. 

5. Nlchino America Inc. (Nichino) (or some other person who consents to Nlchlno's reliance on the data) 
understands and agrees that the time-limited registration of the flubendlamlde technical product shall be 
cancelled If the Agency determines that the contlnued use of flubendlamlde will result In unreasonable 
adverse effects on the environment. 

6. The EPA and Nlchino (or some other person who consents to Nlchlno's reliance on the data) agree on the 
following data review guidellnes and tlmelines related to the conditions of registration under section 
3(c)(5) of AFRA for the flubendlamide technical prcxluct, as well as Nlchino's (or some other person who 
consents to Nichino's rellance on the data) generation of, and the EPA's subsequent review of such 
additional data during the term of the time-limited registration, as follows: 

(a) Nlchlno (or some other person who consents to Nlchino's reliance on the data) shall submit all data 
Identified in paragraphs 2-4, on or before July 31, 2012, according to the schedules set forth In those 
paragraphs. 

1 
The goal of the vegetative buffer strip stl.Jdy is to determine how much of a buffer Is necessary to prevent both nubendiamlde applied 

to a field and des·lodo fanned In the field from accumulaUng to levels In aquatic environments that pose risk to freshwater benthlc 
Invertebrates. Therefore, showing "that the level of the des·lodo degradate lea\lfog the neld (prior to reaching the buffer) is 
Insignificant," would be Insufficient justlflc2ltion to remove "the 15 foot buffer requirement. 



(b) The EPA shall complete its review of the entire required data set and will consider any additional dat.a 
and supporting information voluntarily submitted by Nichino (or some other person who consents to 
Nichlno's reliance on the data) by January 31, 2013. EPA scientists and Bayer scientists, as agents for 
Nichlno, shall engage in dialogue about the data and the Agency's conclusions. 

(c) By September 1, 2013, the EPA shall either: (1) Approve the registration of the ftubendiamide 
technical product uncondltlonally, notwithstanding any restrlctions that are deemed necessary; or (2) 
The EPA and Nichlno will mutually agree on a path forward, revising or providing additional data 
under a condltfonai registration; or (3) The Agency wlll accept the voluntary c.ancellation of the time­
limited registration of the flubendlamide technical product. 

(d) If, after EPA's review of the data as set forth in 6(b) above, the Agency makes a determination that 
further registration of the flubendlamide technical product will result In unreasonable adverse effects 
on the environment, within one (1) week of this finding, to be effecttve no earlier than Septembetl, 
2013, Nichlno will submit a request for voluntary cancellation of the ftubendlamlde technical product 
registration . That request shall include a statement that Nlchlno recognizes and agrees that the 
cancellation request Is irrevocable. 

(e) No cancellation shall occur if EPA determines, after review of the data, that the flubendiamlde 
technlc.al product registration could meet the standards for registration set forth in section 3(c)(S) of 
FIFRA, and Nichlno agrees In writing to comply with any conditions (Including, but not Hmlted to, 
revised label language, use deletions or conditions of registration) that EPA finds necessary In order 
to make the registration determination. 

7. Bayer understands and agrees that the time-limited registration of the flubendlamlde end-use products 
shall be cancelled if the Agency determines that the continued use of flubendlamlde will result In 
unreasonable adverse effects on the environment. In addition, this regulatory action wtll establish 
permanent tolerances in primary crops for residues of flubendiamlde. 

8. The EPA and Bayer (or some other person who consents to Bayer's reliance on the data) agree on the 
following data review guidelines and timellnes related to the conditions of registration under section 
3(c)(S) of FIFRA for the flubendlamlde end-use products, as well as Bayer's (or some other person who 
consents to Bayer's reliance on the data) generation of, and the EPA's subsequent review of such 
additional data during the term of the time-limited reglstratlon, as follows: 

(a) Bayer (or some other person who consents to Bayer's reliance on the data) shall submit all data 
identified In paragraphs 2-4, on or before July 31, 2012, according to the schedules set forth In those 
paragraphs. 

(b) The EPA shall complete its review of the entire required data set and will consider any addlt1onal data 
and supporting Information voluntarily submitted by Bayer (or some other person who consents to 
Bayer's reliance on the data) by January 31, 2013. EPA scientists and Bayer scientists shall engage In 
dialogue about the data and the Agency's conclusions. 

(c) By September 1, 2013, the EPA shall either: (1) Approve the registration of the flubendiamide end­
use products uncondltlonally, notwithstanding any restrictions that are deemed necessary; or (2) The 
EPA and Bayer will mutually agree on a path forward, revising or providing additional data under a 
conditional registration; or (3) The Agency will accept the voluntary cancellation of the time-limited 
registration of the flubendlamlde end-use products. 

(d) lf, after EPA's review of the data as set forth In S{b) above, the Agency makes a determination that 
further registration of the flubendlamlde end-use products wlll result In unreasonable adverse effects 
on the environment, within one (1) week of this finding, to be effectlve no earlier than September l , 
2013, Bayer will submit a request for voluntary cancellation of the Oubendlamlde end-use product 
registrations. That request shall Include a statement that Bayer recognizes and agrees that the 
cancellation request Is lrrevocable. 



(e) No cancellatlon shall occur if EPA determines, after review of the data, that the flubendlamide end­
use product registrations could meet the standards for registration set forth In section 3(c)(S) of 
FIFRA, and Bayer agrees in writing to comply with any conditions (including, but not limited to, 
revised label language, use deletions or conditions of registration) that EPA finds necessary In order 
to make the registration determination. 

The "Notice of Registration" will be Issued under separate cover when you have agreed in writing to the 
conditions stated within this letter. Further, this letter~ lfQI constitute registration, and the products 
MAY roll be lawfully mari<eted until they are registered. 

Nichino and Bayer should recognize that if EPA issues any technical and/or end-use product registration 
pursuant to the requirements of section 3(c)(7)(C) of AFRA, such registration will contain any conditions that are 
a necessary component of EPA's findings that the statutory requirements for issuing a registration are met. Any 
such registration wlll provide that Nlchlno's or Bayer's release for shipment of any product pursuant to any such 
registration signals Nichino~s or Bayer's acceptance of all of those conditions. If either Nlchlno or Bayer does not 
agree with any of the conditions of registration, they should consider any such registration to be null and void. If 
either Nlchino or Bayer notifies EPA that It Is unwilling to accept any of those conditions, EPA will cnmmence the 
appropriate denial process under section 3(c)(6) of FIFRA. 

lf you have any questions regarding anything in this letter, please contact Mr. Carmen J. Rodia, Jr. 
directly at (703) 306-0327 or via e-mail at 8odla.carmen@epa.gov. 

' 5~~;;Jjs)ffk 
f.,. Lois A. Rossi, Director 

Registration Division (7505P) 

Bayer CropScience LP hereby concurs with the time-limited conditional registration of the new insecticide 
flubendiamide under section 3(c)(7)(C) of the Federal Insecticide, Fungicide and Rodenticlde Act (AFRA), as 
outlined In this prellmlnary acceptance letter, dated July 31, 2008. 

CONCUR DATE 

DO NOT CONCUR DATE 

Enclosures: 

011711·0002' DH~81~ 
0001'4 · 0 102' 01' '817 
0002'4·0101\ OH'8lA 
rr• ~noH ol"884 

Copy of Human Hed/th Effects Risk Assessment for Rubendiamkle, dated April 3, 2008 
Copy of Environmental Fate and Effects Risk Assessment for Flubendiamide, dated June 23, 2008 
Copy of Publk Interest Finding for F/ubendiamkie, dated April JS, 2008 
Copy of Acute Toxicity Review for NNl-0001 TechniaJI, dated October U , 2007 
Copy of Acute Toxldty Review for NNH)()()J 24 WG, dated July 15, 2007 
Copy of Acute Toxicity Review for NN/·0001 480 SC, dated October JZ, 2001 
Copy of Product Chemist!)' Review for NNHXJOJ TechniaJI, dilled October 21, W07 
Copy of Product Chemistry Review # 1 for NNI-0001 24 WG, dated October 18, 2007 
Copy of Produd Chemistry Review #2 for NNU){)()J 24 Wt;; dated Januaty 25, 2008 
Copy of Product Chemistty Review for NNHJOOJ 480 SC, dated October 19, 2007 
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A t1ached is a copy of the letter signed by Peg Cherny. 
Best regards, 

Danielle 

Danielle A. Larochelle 

Registration Product Manager 

Bayer CropScience LP 
2 T.W. Alexander Drive, P.O. Box 12014 
Research Triangle Park, NC 27709, USA 
Tel: (919) 549-2718 
Ceil: (919) 368-3448 
email: danielle.larochelle@bayercropscience.com 

Rodia.Carmen@epam 

ail.epa.gov To Dan1elle.Larochelle@bayercropsc1ence.com 

cc Monk.Kalhy@epamall.epa.gov. Rossi.Lois@epamail.epa.gov. Johnson.Marion@epamall.cpa.gov. 

07/3 1/2008 01 :56 PM Gebkcn.Richard@epamail.epa.gov, Slubbs.Donald@epamail.epa.gov 

Subject FOR BAYER'S SfGNATURE · Flnal Prenminary Acceptance Letter 

Danielle, attached for Bayer's review and subsequent signature is the 
final signed copy of the preliminary acceptance letter for 
flubendiamide. Regards, Carmen Rodia. 

(See attached file: J;lubendiamide, FINAL Preliminary .n.cceptance Let ter 
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Carmen J. Rodia, Jr. 
Environmental Protection Specialist 
U.S . EPA, Office of Pes ticide Programs, 
Registration Division, Insecticide Branch 
(703) 306-0327 {tel) 
( 7 0 3 l 3 0 8 - 0 0 2 9 ( Ea;-:) 
Rodia.Car men@epa.gov[attachment "Flubendiamide, FINAL Preliminary Acceptance 
Letter (07-31 - 08) .pdf " deleted by Danielle Larochelle/MOTWY/US/ BCS /BAYER J 

The information conlafned m this e-mail is for the exclusive use of the intended rocipienl(s) and may be conliden/181. proprietary, 
andlor legally privileged. /nadvenent disclosure of /llis message does not constitute a waiver of any privilege. If you receive this 
message m error. please do not directly or indirectly use. prrnt, copy. forward. or drscfose any parl of l/ris messoge Please a/so 
delete tllis e-mail and all copies and notify tire sender. Thank you. 

Flubendiamide, FINAL Preliminary Acceptance Letter (07-31 -08} MA Cherny sign.pdf 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460-0001 

OFFICE OF 
PREVENTION, PESTICIDES 
ANO TOXIC SUBSTANCES 

Thursday, July 31, 2008 
CERTIFIED MAIL: (Article Number 7008 0150 0002 6191 4899} 

Ms. Danielle A. Larochelle, 
Registration Product Manager, 
Authorized Agent for Nichino America, Inc. 
c/o Bayer CropSclence LP 
2 T.W. Alexander Drive 
Research Triangle Park, NC 27709·2014 

·. 

Subject: Application for a New Section 3 Registration of Flubendfamide with Associated Tolerance 
NNI-0001 Technical (EPA Ale Symbol 71711-EA); NNl-0001 24 WG (EPA file Symbol 264-RNEA); 
NNl-0001 480 SC (EPA File Symbol 264-RNEL); and Tolerance Petition No. 6F7065 

Dear Ms. Larochelle: 

Tue products referred to above will be acceptable for registration under section 3(c)(7)(C) of the Federal 
lnsectlclde, Fungicide and Rodenticide Act (AFRA), as amended, provided that Bayer CropScience LP (Bayer), as 
authorized agent for Nlchino America, Inc. (Nlchlno), agree/concur with the following conditions of registration 
and provided that the Director of the Office of Pesticide Programs concurs with the registration: 

l. · · The subject products wlll be conditlo'nally registered for a period of five (5) years from the date of the 
"Notice of Registration." In addition, this regulatory action will establish permanent tolerances In primary 
crops for residues of flubendlamlde. 

2. Bayer, as authorized agent for Nlchino, wlll generate/submit acceptable data listed In the following tables, 
In accordance with 40 CFR §158, as follows: 

Guldellnc 
Tltl e of Study Date Due Number 

Non-Guidelfne 
Small-Scale Run-Off/VcgetatJvc Buffer Strip Study • A run-arr study Is requested to 
determine the magnitude ofltle parent, Oubendlamlde, retained In buff'Cr strips of July 31, 2010 
various widths. 

t:f..Qll: Bayer will submit a final protocol for the small·sc.ale run-1lff/vegetatlve buffer strip study on or before January 31, 
2009, Bayer wtll submit one (1) progress report by December 31, 2009 and a final report on or before July 31, 2010. 

Monitoring Progr.?lm -If risk assessment, based on the results from the small·scale 

Non-Guideline n.m-Qff/vegetative buffer strip study and additional available data lndk:atcs that there July 31, 2012 are stlll risk concerns, there wlll be a need to conduct monitoring or receiving waters 
within watersheds where nubendlamlde will be used. 

HQ!f: Bayer will submit to EPA a final protocol for the monltortng program on or before March l, 2010. Bayer will revise 
the protocol for the monitoring study, as necessary, within one (1) month followlng receipt of the Agency's decision that a 
monitoring program Is necessary. 

The Agency believes that the efficacy of vegetative buffers for flubendlamide use is uncertain. Open 
literature and Bayer-conducted studies on compounds with slrnllar characteristics to flubendiarnlde provide 
Information that permits an estimation of the impact of such buffers on the risk picture. A confirmatory small­
scale run-off/vegetative buffer strip study with flubendiamlde would allow the Agency to quantitatively consider 
the Impact of such buffer strips on risk reduction in critical use areas. It Is recommended that the protocol for the 
referenced study, llke In past cases, be a product of a dialogue between EPA and Bayer scientists. Such dialogue, 
the protocols arising from ft and assessment of supporting literature, should be mindful of the need to address 



vulnerable use patterns and sites as well as a variety of buffer conditions. The buffer conditions used for this 
study should support potential mitigation enforceable by label language if, in the future, they are demonstrated to 
achieve meaningful reductlons In off-site transport and aquarlc organism risk of the pesticide. 

The Agency wlfl make use of the results of the small-scale run-oft/vegetative buffer strip study in refining 
the aquatic exposure and risk assessment.1 If the employment of the data from the small-scale run-
off /vegetative buffer strip study, together with other available date, result in the Agency's conclusion that there 
are no risk concerns, then no further work, including the monitoring program, need be conducted. However, If 
risk concerns remain, then the other areas of critical uncertainty In the modeling assumptions must be considered. 
In this case, there is considerable uncertainty in the application of the EXAMS pond scenario for chemicals with 

suspected aquatic system accumulation. Additional Information on the actual potential for the pesticide to build 
up in receiving waters would address the uncertainty associated with current model limitations. 

3. The Environment.al Fate and Effects risk assessment (copy endosed), suggests that both flubendtamlde 
and Its NNI-0001-des-iodo (des·lodo) degradate will accumulate to conc.entratlons in aquatic 
environments that will pose risk to freshwater benthlc Invertebrates. The available mesocosm data does 
not provide evidence to refute these concluslons. No degradation pathway was identified for des-iodo. 

-

As such, Bayer will c.ommit to generate and submit the following data (studies) on the des-iodo degradate 
to determine If Agency assumptions of chemical stability are appropriate: 

Guideline 
Tlt1e of Study Date Due Number 

Hydrolysis - A hydrolysis study Is requested to establish the signlflc.ance of 
chemical hydrolysls as a route of degradation for des·lodo and tD Identify, If 

161-1 possible, the hydrolytlc products formed to provide Initial Information on whether October 30, 2010 
. ., they may exhibit structures that may potentially adversely affect non-target 

organisms. 

Aerobic Aquatic Metabollsm - An aerobic aquatic metabollsm study Is requested . . - - to assist In determining the effect:S of des·lodo on aerobic conditions In water and 

162-4 
sediments during the period of dispersal of des·lodo throughout the aquatic 
environment and to compare rates and formation of metabolites. The data from October 30, 2010 
this study would provide the aerobic aquatic Input parameter for PRZM/EXAMS; 
therefore, potentially reducing modeling uncertainty. 

4. For the submitted GLN 860.1850 Confined Rotatlonal Crop studies (MRIDs 46817133 and 46817134)1 

Bayer wlll submit extraction and analysis dates of samples In order to confirm that samples were 
extracted and analyzed within the stated Intervals (or within 6 months of harvest). Otherwise, additional 
storage stability data may be required by EPA. 

5. Nfchlno America Inc. (Nlchlno) (or some other person who consents to Nlchlno's reliance on the data) 
Y understands and agrees that the time-limited registration of the flubendlamide technical product shall be 

cancelled If the Agency determines that the continued use of flubendiamlde will result in unreasonable 
adverse effects on the environment. 

6. The EPA and Nichino (or some other person who consents to Nichlno's reliance on the data) agree on the 
following data review guidelines and tlmelines related to the conditions of registration under section 
3(c)(S) of AFRA for the flubendfamlde technical product, as well as Nlchlno's (or some other person who 
consents to Nlchlno's reliance on the data) generation of, and the EPA's subsequent review of such 
additional data during the term of the time-limited registration, as follows: 

(a) Nichino (or some other person who consents to Nlchino's reliance on the data) shall submit all data 
Identified In paragraphs 2-4, on or before July 31, 2012, according to the schedules set forth in those 
paragraphs. 

1 
The goal of the vegetative buffer strip study ls to determine how much or a buffer Is necessary to prevent both Oubendiamide applied 

to a field and des-lodo rormed In the nerd from accumulaUng to levels In aquaUc environments that pose risk to freshwater benthlc 
Invertebrates. Therefore, showing "that the level of the des·lodo degradate leaving the Reid (prior to reaching lhe buffer) Is 
Insignificant,· would be Insufficient ju.stinc:auon to remove "the 15 root buffer requirement. 



( b) The EPA shall complete Its review of the entire required data set and will consider any additional data 
and supportlng Information voluntarily submitted by Nichlno (or some other person who consents to 
Nichlno's reliance on the data) by January 31, 2013. EPA scientists and Bayer scientists, as agents for 
Nlchlno, shall engage In dialogue about the data and the Agency's conclusions. 

(c) By September 1, 2013, the EPA shall either: (1) Approve the registration of the flubendlamlde 
technical product unconditionally, notwlthst:indlng any restrictions that are deemed necessary; or (2) 
The EPA and Nlchlno wlll mutually agree on a path forward, revising or providing additlonal data 
under a conditional registration; or (3) The Agency will accept the voluntary cancellation of the tlme­
llmlted registration of ttie flubendlamlde technical product. 

(d) If, after EPA's review of the data as set forth In 6(b) above, the Agency makes a determination that 
further registration of the flubendlamide technlc.al product will result in unreasonable adverse effects 
on the environment, within one {l) week of this finding, to be effective no earlier than September 1, 
2013, Nlchlno will submit a request for voluntary cancellation of the flubendlamlde technical product 
registration. That request shall Include a statement that Nlchlno recognizes and agrees that the 
cancellation request is Irrevocable. 

(e) No cancellation shall occur if EPA determines, atler review of the data, that the nubendlarnlde 
technical product registration could meet the standards for registration set forth In section 3(c)(S) of 
FIFRA, and Nfchino agrees In writing to comply with any conditions (Including, but not limited to, 
revised label language, use deletions or conditions of registration) that EPA finds necessary In order 
to make the registration determination. 

7. Bayer understands and agrees that the time-limited registration of the flubendlamlde end-use products 
shall be cancelled If the Agency determines that the continued use of flubendiamlde will result in 
unreasonable adverse effects on the environment In addition, this regulatory action will establish 
~rrnanent tolerances In primary crops Lor residues of flubendlamlde. 

8. T]le EPA and Bayer (or some other person who consents to Bayer's reliance on the data) agree on the 
following data review guidelines and tlmellnes related to the conditions of registration under section 
3(c)(S) of FIFRA for the nubendlamlde end-use products, as well as Bayer's (or some other person who 
consents to Bayer's reliance on the data) generation of, and the EPA's subsequent review of such 
additional data during the term of the time-limited reglstrat1on, as follows: 

(a) Bayer (or some other person who consents to Bayer's reliance on the data) shall submit all data 
identified In paragraphs 2-4, on or before July 31, 2012, according to the schedules set forth In those 
paragraphs. 

(b) The EPA shall complete Its review of the entire required data set and will consider any additional data 
and supporting Information volunt.artly submitted by Bayer (or some other person who consents to 
Bayer's reliance on the data) by January 31, 2013. EPA scientists and Bayer scientists shall engage In 
dialogue about the data and the Agency's conclusions. 

(c) By September 1, 2013, the EPA shall either: (1) Approve the registration of the flubendiamlde end­
use products unconditionally, notwithstanding any restrictions that are deemed necessary; or (2) The 
EPA and Bayer will mutually agree on a path forward, revising or providing additional data under a 
conditional registration; or (3) Tue Agency wfll accept the voluntary cancellation of the tlme-llmited 
registration of the flubendiamide end-use products. 

(d) If, after EPA's review of the data as set forth In B(b) above, the Agency makes a determination that 
further registration of the fiubendiamlde end-use products will result In unreasonable adverse effects 
on the environment, within one (1) week of this finding, to be effective no earlier than September 1, 
2013, Bayer wlll submit a request for voluntary cancellation of the flubendlamlde end-use product 
registrations. That request shall include a statement that Bayer recognizes and agrees that the 
cancellation request Is Irrevocable. 



(e) No cancellation shall occur if EPA determines, after review of the data, that the nubendiarnlde end­
use product registrations could meet the standards for registration set forth in section 3(c)(S) of 
FIFRA, and Bayer agrees In writing to comply with any conditions (Including, but not llmlted to, 
revised label language, use deletions or conditions of registration) that EPA finds necessary In order 
to make the registration determination. 

The "Notlce of Registration" will be Issued under separate cover when you have agreed in writing to the 
conditions stated within this letter. Further, this letter~ filil constitute reglstrat.lon, and the products 
MAY fil2I be lawfully marketed until they are registered. 

Nlchino and Bayer should recognize that if EPA Lssues any technical and/or end-use product registration 
pursuant to the requirements of section 3(c)(7)(C) of FlFRA, such registration Wiii contain any conditions that are 
a necessary component of EPA's findings that the statutory requirements for ls.suing a registration are met. Any 
such registration will provide that Nlchlno's or Bayer's release for shipment of any product pursuant to any such 
registration signals Nlchlno's or Bayer's ac.ceptance of all of those conditions. If either Nlchlno or Bayer does not 
agree with any of the conditions of registration, they should consider any such re9istration to be null and void. If 
either Nichino or Bayer notifies EPA that It Is unwilling to accept any of those conditions, EPA will commence the 
appropriate denial process under .section 3(c)(6) of FIFRA. 

If you have any questions re9ardlng anything In this letter, please contact Mr. carmen J. Rodia, Jr. 
directly at (703) 306-0327 or via e-mail at Rodla.Qmnen@epa.gov. 

Sincerely yours, 

,, ." ·-~J"'L_ 
{~ Lois A. Rossi, Director 

Registration Dlvlslon (7505P) 

Bayer CropSdence LP hereby concurs with the time-limited conditional registration of the new insecticide 
n~~dlamide under section 3(c)(7)(C) of the Federal Insecticide, Fungicide and Rodentlclde Act (FIFRA), as 

it=~tt&,d;;;;B 
ONCU DATE 

DO NOT CONCUR DATE 

E'ndosures: 

Olli! l• OOOH Dl"~7!> 
OOO>U- 0 101' Dl"tn 
oOOUr-010 2S 01"811 
' " ' i rlO' \ DHUU 

.;: 

Copy of HumiJn Health Effects Risk Assessment for flubendlamfde, dated April 3, ZOOS 
Copy of Environmental Fate <Jnd Effects Risk Assessment for Flubendiamide, dated June 21, 2008 
Copy of Public Interest finding for Flubendlamlde, dat~ April JS, 2008 
Copy of Acute Toxicity Review for NNI-0001 Technlc.al, dated October JZ, 2001 
Copy of Acute Toxicity Review for NNl-0001 24 WG; dtJted July JS, 1001 
Copy of Acute Toxldty Review for NNl-0001 480 SC; dtJted October 12, 2007 
Copy of Product CllemlsfJY Revle1v for NNl·OOOJ Tedln/G31, dated October 21, 2007 
Copy of Product Chemistry Review #1 for NNHJOOl 21 W~ dated October 18, 1007 
Copy of Product Cllem/stty Review #2 for NNl-0001 24 Wt;, &1ted January is, 2008 
Copy of Product Chemlsrry Review for NN!·OOOJ 180 SC, dilled October 19, ZOOl 
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CropScien1..:e 

Document Processjng Desk 
Onicc o f Pesticide Programs {7504P) 
U.S. Environmental Protectio11 Agcnc) 
Room S4900 
One Potoma<: Yard 
2775 South Crystal Drive 
Arl ington. VA 22202 

Attention: iVlr. Richard J. Gcbken. Pi'vt 10 

Mr. Carmen ,I. Rodia 
Oflke of Pc:;ticide Progra1ps 

Date: ()5130i::!O 13 

Bayer Crop5dcncc 
2 1'.W. Alexander Drive 
P. 0. I3ox 12014 
RTP. NC 27709 
Phone: (919) 549-25$9 
Mobile: (9 13 J 231 -611J I 

Subject: Flubcndia111idc (EPA Reg. No. 71711-26) - Comlitiunal R0!!istrntion for Flubcndiamide with 
September 1. 2013 Dea<llinc for an Agency- Decision. -

Dear Mr. Gcbkcn and Mr. Rodia. 

·n1is letter is to touch bast.: with vou re!!ardin!! the time limited rc!!.istrntion for llubendiami<le. The 
product was condi tioMl ly rcgist~rt.:J f~r live years (l.cttc1· Dated ; \ u~u'it ' I .. , :'.CHJX ). Under the 
conditional registration. the Agency and th.: Regi$1rants tRayer CropScicncc nnd Nichinol ngrt.:cd to the 
following: 

• The registrnnts were to develop and supply fay.July Ji, 2012. additional darn requested by the 
Ageni:y. ~111<l 

• The Agency is t() complete its review of the entire required data set and any :idditional data and 
supporting. information volunrnrily subm'iuetl. and 10 decide on the flnurc oftht.: rcgisrrat.ion for 
nubc11diamide and its end-use products /~1 · S11plemher I. 21113. 

All studic.:s required under the agreement were compklcd and :rnbmittcd to the J\gcnc) by or before the 
July 31 ~1M1 deadline. Bayer CropScicncc (BCS) also submitted a 28-d sediment toxicity test for NNJ-
000 1-de::;iodo using spiked sediment study (MRID No. ~X I 7 511!1~ ). and a bent hie orgarusm acure toxicity 
sllldy for Flubendiamidc and l\!Nl-000 1-dcs-iodo study (-4:-; ]7511{ U ). Furthermore. 13CS Jccided to 
continue the monitoring programs (beyond the July 31. 2012 timeline) until aft.er the Agency completes 
the review llf the submitted data. The most recently available data from the surface water monitoring 
siudy are provided in the updated repori (\.u, ~013) thHI is being submitted with this letter. 

The add itional data prnvidcd to the Agency have shown that 1.:xposun: levels from the application of 
tlubcndiamidc urc sig11ifk11ntly lower than the levels pr!!dicted in the EFEO orig.innl asscssmcnt. The data 
also show that the ·endpoint concentrations for the Flubcndiamidc nnd the ~h:s~iodo are s igni licantly higher 
than the wutcr til(>lli l<.lring CClnccntrn tions. indil.:nting a low risk lo aquatic invcr1dm 11cs. Thi:reforc, even 
undccr a conservati ve assumption of slow accumulat ion. and multiple applications. per year. it is unlikely 
that the endpoints would be exceeded rrnm use of llubcndiamidc products ( D:-cr ;ind J I.ill. 20 I ' ), 



All data requirements untlcr 1!11:.·conditional registrations ,,-.,:re met. ; \Jso. re:mll·s fro m the addit ional data 
submitted indicate that further registration of the Oulw11Jit1111idc 11.:chnical and end-use products \\'ill not 
result in unreason~1ble <1dvcrsc effects on the c11\'imnmcn1. Therefore. OCS is requesting tlrnt thc Agency 
approves the registration or the f1ubcndianiidc tcchnical and cnd-1b..: products l111Co11ditionally. 

Thank you for your consideration. r look forward to hearing from you regarding the Agency decision 
about the registration of the nubcndiamidc technical and cn<l-usc products. J>kasc. let me know if you 
have any questions or need additional information. You ci111 contact me by email 
(~or~ibb:11.th a.ba' er .t:om). or by phone <ll 919.:\49.2589 (Orficc) or at 9 J 3.57'>.5081 !Cd I). 

Sincerely. 

~ 9- SJ14tk 
George J. Sabbagh. Ph. D. 
Registration Product Manager. Herbicides 

Enclosures: 
I. Application Form 8570- 1 
:!. C . f I fi II . op1cs o t lC (l ownu?. repor s: 

I 

Study 

Xu. T.; 20J J . Monitoring for fl11hcmlia111 idc: <llld its mc\;1bvlitc des-
iodo llubcndiami<lc in sediment and surface water: Bayer Rcp~111 
Numbcr: MEAt-.,f PO 11. Documcnl Nu.: :-.1-JS7ci-t-l-0:>-1 . .-\pr i i 25. 
2013. l'a!!CS: 74. 
Dyer: D.G. and t\ . T. Hall : 2013. Flubcndiamidc Aq1rntic Risk -

I Surface Water lvlonituring and Toxicily Tt'slini;. O\·crvicw: Baycr 
' Report i':umber: L.'S0:>45 . Oocumcnl ~o.: '.\•1-45319X-01-I : \ 'fay 7. 
I '.?O 13. Pages: 12. 

I G uidi:l incs EPA 
No. MRID No. 

I 8.\5.SLlPP 

I 
I 

' 8~5.SI ·pp 
& 

850.SliPP 



1 '~~\ ·:r Crop Science 

l · ~ E11"iro111111:ntal Protection A!!l!11c\ 
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S uhjl'l'I : H<"qucst for F..\1t<ns i1111 uf lhC' T ime Limited Hc~is 1r:i t io11 for 
Ouhcntli:1midl.' anti associ:1tccJ 1.'llll usc product .. : 

nub(·ntliamidt· Tc<:hnical. EPA Rt:~. :\o. 7 1711-26 

Bc>lt SC' ln~l'cticidC'. EPr\ Rt:g. ~n . .?<1~- I023 
\'ctka lnsccticitk. EPA Re:.:. '.'lo. -r 17 1 J-J2 
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