


To:

Linda Deluise
Product Manager 52

DP Barcode
PC Code No

EEB Out

V"‘”Ta -
|

D180289
006315

Al 27 199

Special Review and Reregistration Division (H7508W)

From: Douglas J. Urban, Acting Chief

Ecological Effects Branch/EFED (H7507C)

Attached, please find the EEB review of... ¢

Reg./File #

Chemical Name
Type Product
Product Name
Company Name

Purpose

006315-6836

Bromo=-3 ~chloro-5,5 dlmethylhxdant01n :

ILonza Inc.

*e 0o 20 s s0 e

List C Phase IV

Action Code :
"Reviewer

602

Renee Lamb

Date Due :

8/18/92

EEB Guideline/MRID Summary Table: The review in this package contains an evaluation of the following:
GDLN NO " MRID NO CAT GDLN NO MRID NO 'CAT "GDLN NO MRID NO ‘ CAT
71-1(A) 930760-02 S 72-2(A) 930760-07 S 72-7(A)
71-1(B) 72-2(A) 930760-22 Y 72-7(B)
71-2(A) 930760-03 S 72-3(A) 930760-08 Y 122-1(A)
71-2(B) 930760-04 S 72-3(B) 930760-09 A 122-1(B)
71-3 72-3(C) 930760-10 Y 122-2
71-4(A) 72-3(D) 123-1(A)
71-4¢B) " 72-3(E) 123-1¢B)
71-5(A) 72-3(F) 123-2
71-5(8B) 72-4(A) 124-1
72-1(A) 930760-05 S 72-4(B) 124-2
72-1CA) 930760-20 Y 72-5 141-1
72-1(C) 930760-06 s 72-6 141-2
72-1(C) 930760-27 Y 141-5

I‘T-A(:ceptable (Study satisfied Guideline)/Concur

P=Partial (Study partlally fulfilled Guxdelme but
additional information is needed

S=Supplemental (Study provided useful information but Guideline was

not satisfied)

N=Unacceptable (Study was rejected)/Nonconcur




DP Barcode : D180289
PC Code No : 006315
) EEB Out :
To: Linda DeLuise .

Product Manager 52 -
Special Review and Reregistration D1v151on (H7508W)

From: Douglas J. Urban, Acting Chief
Ecological Effects Branch/EFED (H7507C)

Attached, please find the EEB review of...

Reg./File # 006315-6836

Chemical Name

Bromo-3-chloro-5,5-dimethylhvdantoin
Type Product —

Product Name

Company Name Lonza Inc.

ve oo oo se oo o0

Purpose List ¢ Phase IV
Action Cogde :_602 Date Due : 8/18/92
Reviewer Renee Lamb

EEB Guideline/MRID Summary Table: The review in this package contains an evaluation of the following:

GDLN NO " MRID NO CAT GDLN NO MRID NO CAT ‘GDLN NO MRID NO CAT
71-1(A) 930760-02 s 72-2(A) 930760-07 s 72-7(A)
71-1(8) 72-2(A) 930760-22 Y 72-7(8)
71:208) 930760-03 s 72-3(A) 930760-08 Y 122-1(A)
71-2(8) 930760-06 | s 72-3(B) 930760-09 Y 122-1(8)
71-3 72-3(C) 930760-10 Y 122-2
71-4(A) ' 72-3(D) _ 123-1(A)
71-4(B) 72-3(E) 123-1¢8)
71-5(A) 72-3(F) 123-2
71-5(8) 72-4(A) 124-1
72-1(A) 930760-05 s 72-48) - : 124-2
72-1(A) 930760-20 Y 72-5 ' 141-1
72-1(C) 930760-06 s 72-6 , 141-2
72-1¢C) 930760-27 Y 141-5

Y—Acceptable (Study satisfied Guideline)/Concur

P=Partial (Study partlally fulfilled Guideline but
additional information is needed

S=Supplemental (Study provided useful information but Guideline was
not satisfied)

N=Unacceptable (Study was rejected)/Nonconcur
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DZ’ BARCODE: D180289 . REREG CASE # 305
. CASE: 800364 : . DATA PACKAGE RECORD : DATE: 07/06/9
SUBMISSION: S420682 | BEAN SHEET - Page 1 of 2

* ok % CASE/SUBMISSION INFORMATION * % *

CASE TYPE: REREGISTRATION ACTION: 602 PHASE 3 RESPONSE SUBMIS.

S

CHEMICALS: 006315 Bromo-3-chloro-5,5—dimethy1—2,4—imidaﬁolidinedione 100.00

ror "l‘l

ID#: 006315-006836 - , :
COMPANY: 006836 LONZA INC = -
PRODUCT MANAGER: 52 LINDA DELUISE 703-308-8065 ROOM: CS1

-PM TEAM REVIEWER: TOM MYERS - 703-308-8074 ROOM: CS1
RECEIVED DATE: 07/25/90 DUE OUT DATE: 10/23/90

* % % DATA PACKAGE INFORMATION * * *

DP BARCODE: 180289 EXPEDITE: N DATE SENT: 07/06/92 DATE RET.:
CHEMICAL: 006315 Bromo-3-chloro-5,5-dimethyl-2,4-imidazolidinedione
DP TYPE: 101 Phase IV Review

ADMIN DUE DATE: 09/14/92 CSF: N LABEL: N
ASSIGNED TO  DATE 1IN DATE OUT L
DIV : EFED H /471 /
BRAN: EEB FIF1g /
SECT: IO /77 /7
REVR : / [
CONTR: / ! /

* % % DATA REVIEW INSTRUCTIONS * * *

* For the attachéd reregistration case, please identify
all applicable data requirements and note those for which
adequate data have not been submitted to the Agency.

Please find the following documents attached for this
case/chemical/registrant Phase 4 review:

BEAD reviewed LUIS report dated June 17, 1992
Phase 2 Draft Addendum report
Phase 2 EFED/EEB Science review.

MRID GDLN
93076000 Phase 3 Chemical response worksheet
93076999 Phas3 3 Registrant’s correspondence

Please note: the following documents have already been
received by EFED/EEB, and can be located on PRATS Barcode #

D176480
MRID GDLN
'93076002 71-1(a) P3 Summary of MRID 137088
93076003 71-2(a) P3 Summary of MRID 137087
- 93076004 C71-2 P3 Summary of MRID 137089
93076005 72-1(a) P3 Summary of MRID 137090

93076006 72-1(c) P3 Summary of MRID 139551

3F3
4N1



D” BARCODE:

CASE: 800364 DATA PACKAGE RECORD
SUBMISSION: 5420682 BEAN SHEET:

* * * DATA REVIEW INSTRUCTIONS *

93076007 72-2(a) P3 Summary of MRID

93076008 72-3(a) P3 Summary of MRID

93076009 72-3(b) P3 Summary of MRID

93076010 72-3(c) P3 Summary of MRID

93076020 72-1(a) P3 Summary of MRID

93076022 72-2 P3 Summary of MRID

93076027 72-1(c) P3 Summary of MRID

DpP BC
180023
180049
180107
180224
180250

D180289

* *

139091

40993103,
40993101

40993102
145356 -

145357

145358

REREG CASE # 305¢

DATE:
Page

* % % ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * &

BRANCH/SECTION

TB-2/I0
OREB/IO
SACB/IO
RSCB/I0O
EFGB

DATE OUT
06/27/92
06/29/92
06/30/92
07/02/92
07/02/92

DUE BACK.

09/05/92
09/07/92
09/08/92
09/10/92
09/10/92

INS

G R R KG

CSF

Z 222

LABEL -

Z2Z222

07/06/92
1 o0f 2
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

> A %
g :vz 5 WASHINGTON, D.C. 20460
<
% &
474‘ pgo‘tﬁd\
. . OFFICE OF
' , = PREVENTION, PESTICIDES
MEMORANDUM AND TOXIC SUBSTANCES -

ey
t

Subject: Bromo-3-chloro-5,5-dimethylhydantodin (006315) Phase IV
review for Lonza Inc. ‘

From: Doug Urban, Acting Branch Chief
Ecological Effects Branch
Environmental Fate and Effects

To: Linda DeLuise PM 52
- Special Review and Reregistration Division (H7508W)

Attached please find the Ecological Effects Branch Phase IV
review for Bromo-3-chloro-5,5-dimethylhydantoin chemical number
006315.

The new EEB policy (8/06/92) to support registration of
industrial microbiocide uses now requires a limited set of data.
Although EEB does not do a risk assessment on these uses, the
data is required in order to determine precautionary labeling.
EEB believes the proximity of these installations to marine and
estuarine environments, thus the increased exposure to non target
organisms, justifies requiring the additional data.

There were no new data submissions with this package. : However,
the following summarles of previously reviewed studles were
submitted:

MRID NUMBER " CATEGORY : GUIDELINE

930760-03 Supplemental* 71-2(a)
930760-02 Supplemental* 71-1(a)
930760-04 Supplemental* 71-2(a)
930760-05 Supplemental* 72-1(a)
930760-06 Supplenental* 72-1(c)
930760-07 Supplemental* 72-2(a)
930760-20 Core ‘72-1(a)
930760-27 Core 72-1(c)
930760-22 Core 72-2(a)
930760-08 Core 72-3(a)
930760-09 Core ' ~ 72-3(b)
930760-10 Core ~ 72-3(c)

*Study can be ungraded to core.

If there are any questions contact Renee Laﬁb at 305-5294.



Date; 8/12/92 PHASEIV - .
CaseNo: 3055 DATA REQUIREMENTS FOR S\
Chemical No: 006315 (D180289) ECOLOGICAL EFFECTS BRANCH
. Does EPA Have , MustAdditional
. : Use Data To Satisfy Bibliographic Data Be Submitted
Data Requirements " Composition' . Pattern? This Requirement? Citation under FIFRA3(c)(2)(B)?
(Yes, No) o

6 Basic Studies in Bold )
71-1(a) Acute Avian Oral, Qual/Duck TGAI DF.GM - y3 930760-02*, 137088 Y
71-1(b) Acute Avian Oral, QuailDuck . (TEP) |
71-2(s) Acute Avian Diet, Quall' \*-is" " - TGAI D.F,.GM y3 930760-03*, 137087 Y
71-2(b) Acute Avian Diet, Duck . TGAI . DF oyl 930760-04*, 137089 Y
71-3 Wild Mammal Toxicity
71-4(a) Avian Reproduction Quall TGAI . D . N R*
71-4(b) Avian Reproduction Duck TGAI D" - N R4
71-5(a) Simulated Terrestrial Field Study .
71-5(b) Actual Terrestrial Field Study
72-1(a) Acute Fish Toxicity Bluegil TGAI D : Y 930760-20, 145356, 930760-05*, NS

137090
72-1(b) Acute Fish Toxicity Bluegill (TEP)
72-1(c) Acute Fish Toxicity Rainbow Trout TGAI : D.F.GM Y 930760-27, 145358, 930760-06*, NS

139551 .
72-1(d) Acute Fish Toxicity Rainbow Trout (TEP)
72-2(a) Acute Aquatic lnvertebrate Toxicity TGA! . DF.GM Y 930760-22, 145357, 930760-07*, NS

139091
72-2(b) Acute Aquatic Invertebrate Toxicity (TEP)
72-3(a) Acute Estu/Mari Tox Fish TGA! D4F® y® 830760-08, 409931-03. NR4
72-3(b) Acute Estu/Mari Tox Mollusk TGAl D4F® Y8 930760-09, 409931-01 NR*
72-3(c) Acute Estu.Mari Tox Shrimp TGA! D4F® y8 930760-10, 408931-02 NR*

* In Bibliographic Citation column indicates study may be upgradeable



Date: 8/12/92 PHASE IV

CaseNo; 3055 DATA REQUIREMENTS FOR B : q
Chemical No: 008315 ECOLOGICAL EFFECTS BRANCH . i
. Does EPA Have Must Additional
Use ) Data To Satisfy Bibliographic Data Be Submitted
Data Requirements ‘ Composition’ . Pattem? This Requirement? Citation : under FIFRA3(c)(2)(B)?
. . (Yes, No) . :
72-3(d) Acute Estu/Mari Tox Fish  (TEP)
72:3(e) Acute Estu/Mari Tox Mollusk (TEP)
72-3(f) Acute Estu/Mari Tox Shiimp i+ """~ (TEP)
72-4(a) Early Life-Stage Fish TGAI D N R4
72-4(b) Live-Cycle Aquatic Invertebrate TGAI . D N R4

72-5 Life-Cycle Fish
72-6 Aquatic Org. Accumulation
72-7(a) Simulated Aquatic Field Study
72-7(b) Actual Aquatic Fleld Study
122-1(a) Seed Germ./Seedling Emerg.
12241 {b) Vegetative Vigor
122-2 Aquatic Plant Growth
123-1(a) Seed Germ./Seedling Emerg.
123-1(b) Vegetative Vigor
©123-2 Aquatic Plant Growth
124-1 Termestrial _u_m_a. Study
124-2 Aquatic Fleld Study
14141 Honey Bee Acute Contact
' 141-2 Honey Bee Residue on Follage -
1415 Fleld Test for vo___amnoi

* In Bibliographic Citation column indicates study may be upgradeable



1 .Composition: ~ TGAI=Technical grade of the active _:Ema_m:z PAIRA=Pure active ingredient, radiolabeled; TEP=Typlcal end-use product

2UsePattems:  A=Temrestrial Food Crop; B=Terrestrial Feed Crop; C=Terrestrial Non-Food Crop; U.u>acm=o Food Crop; E=Aquatic Non-Food Outdoor; F=Aquatic Non-Food.
Industrial; G=Aquatic Non-Food Residential; H=GreenhouseFood Crop; I=Greenhouse Non-Food Crop; J=Forestry; K=Outdoor Residentlal; L=Indoor Food;
Ms=Indoor Non-Food; N=Indoor Medical; O=IndoorResidential; Z=Use Group for Site 00000

3. Data for one avian dletary study and one avian acute oral study (bobwhite quail preferred) are anu_q& for uses not requiring a risk assessment. The other uses require two
avian dietary studies. .- ,

4. These studles are reserved for the use in Imrigation systems pending review of EFGWSB data. From the label, it appears that the chemical can be applied continuosly except
-when fertilizers and pesticidesare applied through the system. Its use on agricultural premises indicates that exposure of fish and wildiife, including estuarine organisms, is
probable,

g, t
5. Although, the 930760:05, .wm. and -07 studies are deficient, the others, -20, -27, -22, fulfill the guideline requirement.

8. Estuarine studles are required to support the following uses: once through water cooling systems, pulp/paper mills, secondary oil recovery Injection water, and oll recovery
driling muds/packer fluids, . ,




Categories: _Mmm_g_ Use Patterns: 4{ 7{ { 2,, 12
Chemical: )1 #AL 8 Dy A MEH, H/DASTON

Submitter: é o244

Chemical Review Manager: %MV@Z’ Phone #: ;;-_Z s é?)‘

label (s) attached: Yes () / No ().

Branch: Gé_? Review Section:

Reviewer

Signature :
Date /7

== GENERAL COMMENTS

&WW*«%’J’ l“f

S wonkibt ot 2ZZlt

_Lé[_/ Chemical/Case #: éj/r 3&:3——

-~



ECOIOGICAL EFFECTS BRANCH
Data Requirements for...

/ 71-1(a) Acute Avian Oral Quail/Duck

71-1(b)

Acute Avian Oral Quail/Duck TEP

V/

71-2(a)

Acute Avian Diet/Quail

71-2(b)

Acute Avian Diet/Dugk

*71-3

Wild Mammal Toxicity

71-4 (a)

Avian Repro. Quail -

71-4(b)

Avian Repro. Duck

71-5(a)

Similated Field Study

71~5(b)

Actual Field Study

72=1(a)

Fish Toxicity Bluegill

/ 72-1(c)

72-1(b)

Fish Toxicity Bluegill/TEP

Fish Toxicity Rainbow Trout

72-1(q)

N

Fish Toxicity Rainbow Trout/TEP

72-2(a)

Invertebrate Toxicity

72-2(b)

Invertebrate Toxicity/TEP

Y
72-3(a)

Estu/Mari Tox Fish

7
72=3(b)

Estu/Mari Tox Mollusk

SS_S

4
72=3(c)

Estu/Mari Tox Shrimp

72-3(d)

Estu/Mari Tox Fish/TEP

72-3(e)

Estu/Mari Tox Mollusk/TEP

72-3(£)

Estu/Mari Tox Shrimp/TEP

72-4(a)

Early Life Stage Fish

72-4 (b)

Life Cycle Invertebrate

72-5

Life Cycle Fish

Aquatic Org. Accumilation

[0



72-7(a) simil. Field-Aquatic Organisms

72-7(b) Actual Field-Aquatic Organisms

|

122-1(a) Seed Germ/Seedling Emery. .

122-1(b) Vegetative Vigor

122-2 Aquatic Plant Growth

123-1(a) Seed Germ/Seedling Emerg.

123-1(b) Vegetative Vigor

123~2  Aguatic Plant Growth
124-1  Terrestrial Field

124-2 Aquatic Field

i BN

141-1 Honey Bee Acute Contact

141-2 Honéy Bee Residue on Foliage

141-5 Field Test for Follinators




‘The following tables should be used to encode Categories and Use Patterns on the
SRRD/GCSB Transmittal Sheet for Parts B/C/D.’

CATEGORTES : ——— USE PATTERNS :
Acaricide *(miticide).............
mtifwm-t....O.'...............
Avicide ....‘...;...I....l.‘.....

Biochemical Pest Control Agents.. 1.  Terrestrial/Food

Bim Wllm.'..‘... ...... L I N N ] 2. m&ial/Fw
Degradation Product.......... 3. Terrestrial Non-Food
Desiccant....cevveennnen. ceseaas . 4. Adquatic Food

FUNgicide svvrveennnnnnnnnnconnes
Growth Regulator tecesecessrrenns
Hemicide ..'I."Q.'Ol""..l'.'.l

5. Agquatic Non-Food (Outdoor)
6. Agquatic Non-Food (Industrial)
7. Agquatic Non-Food (Residential)

Insecticide .......cvvvninninnnn.
Microbial Pest Control Agent.....
MOlIUSCIiCid@eeerrnnnenenncannenns
Nematicide .eveeeeeeenoeeeaceoanes
Nitrificaticii Ihibitoreeeeeeo...
18 = o=
PisCicide v.vveveveceneenenannann
Rodenticide ..evvvceevencencennns
P {1 -
Termiticide .cvvvevnnenceeececen.
Wood Preservative ...eeeeeveeo...

8. Greenhouse Food
" 9. Greenhouse Non-Food
10. Forestry o
11. Residential outdoor -
12. Indoor Feod
13. Indoor Non-fFood

14. Indoor Medical _
15. Indoor Residential

zemwMObthmemmcmnmmN»

The following table may be used to decode the Part B Table 8 (How I will camply with

this data requirement).

LIST B/C/D RESFCNSE CODES

1. Previously submitted acceptable study. Raw data are available.
2. Previously sutmitted study. Raw data NOT available.

3. Prwimslycamittedtowpplyamsuny.

4. Will submit a new study. '

correspandence regarding this study. :
8. Interd to delete use(s) for which this study is a requirement.

=
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CHEMICAL CODE: 006315
CASE NUMBER: 3055

f“’,""e. .

i % UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
7 WASHINGTON, D.C. 20460

"4 ot

DEC 1 0 1990

OFFICE OF
PESTICIDES AND TOXIC SUSSTANCES

Dear Phase 3 Submitter:

Your Reregistration Phase 3 submission captioned above has
been screened for compliance with PR Notice 89-3, and has been
found unacceptable for further review. Due to its size we have .
not returned your submission to you, but the entire package is
available for pickup at during normal business hours at the
street address listed ‘below. ‘

We have listed below the major problem areas we 1dent1f1ed
in our screenlng of your package. The presentation of your
submission was too confu31ng to allow us to itemize every
problem. Please review the Phase 3 guidance package,
particularly PR Notice 89-3, before resubmitting your package.

o There must be a valid MRID in column 5 for each summary °
and reformatted version of a prev1ously submitted study
being submitted. , . <

o All summaries and reformats submitted must correspond

to appropriate marks in columns 7 and 9 of the Phase 3
Response Worksheet.

o Submit one copy of each'documént;-

o Each summary and reformat must have a title that begins
with- the words "Phase 3 Summary (or Reformat) of MRID
NNNNNNNN...",

o Each summary and reformatted study must have a Good

' Laboratory Practice compliance statement on page 3
signed by the study director, the  study sponsor, and
the study submitter. See 40 CFR 160.12.

o Page 4 of each summary must bear a Certification of
Access to Raw Data using the mandatory language
specified in Section VIII(D) of PR Notice 89-3 and one
of the two alternative forms of the Certification
of Accuracy of the Summary and Adequacy of the Study
defined in Section VIII(E) of PR Notice 89- 3.

If your corrected resubmission of these documents is
received within three weeks of the date of this letter, your
Phase 3 response will still be accepted. If you have any
questions about the basis for these rejections, or about what you

25
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must do to make these documents agceptable, please call (703)557-
2363.

When you resubmit, identify your resubmission clearly as a
"Phase 3 Resubmission" and submit it by mail to: '

Reregistration Phase 3 Response
US EPA: Office of Pesticide Programs
PO Box 14890

Silver Spring, MD 20911-4890
or by private courier or express company to:

Reregistration Phase 3 Response
c/o Automated Sciences Group, Inc.
Attn: Norman Spurling

1010 Wayne Avenue, Suite 600
Silver Spring, MD 20910

Sincerely,
Thnsea 2. D) {n

John M. Carley, Manager
Phase 3 In-Processing

24
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LONZA INC.
Headgquarters
?:gol;a;:te dequ February 14, 1991
Fair Lawn, N.J. 07410
——y ’
n F'r“—’f? < ' t_,
€§!L i e ; ‘

Mr. Norman Spurling 'r FEB 1L 5 1981 |
Reregistration Phase 3 Response . - B
_c/o AUTOMATED SCIENCES GROUP, INC. S L u e
1010 Wayne Avenue, Suite 600 e
Silver Spring, MD 20910

o n.y

==

RE: HALOHYDANTOIN PHASE 3 REREGISTRATION DOCUMENTS

Dear Mr. Spurling:

~Enclosed is one copy of the revised Phase 3 Rereglstratlon re-
sponse package for the following chemicals:

1. Bromo-3-chloro-5,5-dimethylhydantoin
- Chemical Number. 006315

2. Dibromo-s,S-dimethylhydantoin,
Chemical Number 006317

3. Dichloro-5,5-dimethylhydantoin
Chemical Number 028501

4. Dichloro-5-ethyl-5-methylhydantoin
Chemical Namber 128826

The chemistry package submission for DANTOBROMIM represents data
obtained on the commercial product as sold by Lonza. The process
used for the manufacture of the product, as described in the pack-
age, results directly in the mixture of components given in the
Confidential Statement of Formula. These components are not iso-

lated separately, nor are they manufactured in purified form by
Lonza. :

Original Phase 2 submissions identified the separate chemical
entities as the title compounds. These materials are not used by
Lonza in the formulation of DANTOBROMTM. Halogen distribution in -
a mixed bromine/chlorine product of this type is an equilibrium
process that results in a statistical distribution of all possible
halogen isomers. Isolation of the pure components from this tech-
nical mixture is not a practical route to obtain the amounts re-
quired for a comprehensive analysis program.

Continued ....

7
Tel. 201-784-2400 o Telex - 4754135 e FAX 201-784-2597 ’
A member of the Ask Alusuisse-Lonza Group : U..‘



Mr. Norman Spurling -2 - february 14, 1991
Reregistration Phase 3 :
Response

We intend to comply fully with all pertinent regulatlons ‘but may
require further guidance from EPA in this area.

We appreciate your patience in allow1ng us this extended deadline
for the submission. We regret any inconvenience the previous
submnission may have caused. -

Sincerely yours,

LONZA INC.
%Q?QR@@WM
Joseph R. Robinson

Associate Director
Regulatory Services

JRR/ac
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CHANGES MADE TO REREGISTRATION PHASE 3 WORKSHEET

CASE: 2055
CHEMICAL: 0o03IS
" COMPANY: 063726

CHANGES MADE BY: M- Spwte
DATE: 2119041

Lowza reversed T8 grdelins merkinp. for 723 (L) and.
72-3(c) o Tha wovl('il\uj—. I ‘Awe P’"Cj““'r\z& 71""*?
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Crop

Guideline/

Company (006836): LONZA
Chemical (006315):

INC

old
MRID

Phase 3 Deficiency Listing - Page 1

S/R

Bromo-3-chloro-5,5-dimethylhydantoin

Deficiencies Noted

61-1

61-2(a)

61-2 (b)

161208

161208

161208

S

You have marked portions of the document
confidential, but have not included a
supplemental statement of data
confidentiality claims. You must either
delete these markings or include a
complete supplemental statement of data
confidentiality claims as defined in
section VI (D) (4) and Attachment 4 of PR
Notice 86-5. Prs

Page 4 of each summary must bear a
Certification of Access to Raw Data,
using the mandatory language specified
in section VIII(D) of PR Notice 89-3.

Page 4 of each summary must bear one of
the two alternative standard forms of
the Certification of Accuracy of Summary
and Adequacy of Study defined in section
VIII(E) of PR Notice 89-3. :

165636

Page 4 of each summary must bear a
Certification of Access to Raw Data,
using the mandatory language specified
in section VIII(D) of PR Notice 89-3.

81-6

"137460

Page 4 of each summary must bear a
Certification of Access to Raw Data,
using the mandatory language specified
in section VIII(D) of PR Notice 89-3.

63-2

63-3

161208

161208

161208

Page 4 of each summary must bear a
Certification of Access to Raw Data,
using the mandatory language specified
in section VIII(D) of PR Notice 89-3.

Page 4 of each summary must bear one of
the two alternative standard forms of
the Certification of Accuracy of Summary

30
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Phase 3 Deficiency Listing - Page 2

Company (006836): LONZA INC

Chemical (006315): Bromo-3-chloro-5,5-dimethylhydantoin

Guideline/ old
Crop MRID S/R Deficiencies Noted
and Adequacy of Study defined in section
63-5 161208 S VIII(E) of PR Notice 89-3.
, The old MRID cited in column 5 is
63-7 161208 S invalid. You must determine the valid
MRID for the previously submitted study
[ you are citing.
63-8 ' 161208 s

63-12 161208

'63-13

81=1 ' 137112

Page 4 of each summary must bear a
Certification of Access to Raw Data,
using the mandatory language specified
in section VIII(D) of PR Notice 89-3.

3/
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Company (006836): LONZA INC

~ Chemical (006315): Bromo-3-chloro-5,5~-dimethylhydantoin

oo ot 2/20(q

Phase 3 Submission Directory - Page 1

old . Summary -Reformat

Guideline Crop MRID MRID
61-1 161208 | Rejected
61-2(a) 161208 | Rejected
61-2(b) 161208 ) Rejected
63-2 161208 | Rejected
63-3 161208 | Rejected
63-4 161208 | Rejected
© 63-5 161208 | Rejected
63-7 161208 | Rejected
63-8 161208 | Rejected
63-12 161208 | Rejected
63-13 Rejected
71-1(a) . 137088 93076002
71-2(a) 137087 93076003
71-2(b) 137089 93076004
72-1(a) 137090 93076005
' 145356 93076020
72-1(c) 139551 93076006
145358 93076027
72-2(a) 139091 93076007
. .. . 145357 . 93076022
72-3(a) 40993103 93076008
72-3(b) 40993101 93076009
72-3(c) 40993102 93076010
81-1 " 137105 93076011
161229 93076012
81-2 84176 93076013
137110 93076025
81-3 137107 93076014
'81-4 . 137108 93076015
1656363 Rejected
81-5 84172 93076026
137109 93076017
161228 93076028
81-6 137460’ Rejected
84-2(b) 40348201 93076021
81-1 137112 ] Rejected
84-2(a) 137100 93076031
137095 93076029
84-2(b) 137101 93076032
137096 93076024
84-2 137103 93076034
137098 - 93076035

3z
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Phase 3 Submission Diréctory - Page 2

Company (006836): LONZA INC .
Chemical (006315): Bromo-3-chloro-5,5-dimethylhydantoin

0ld sSummary Reformat
Guideline Crop MRID MRID MRID
84-4 : 137102 93076030

137097 93076033

33



DRAFT - Addendum Report

Company: 006836 LONZA INC
FAIR LAWN, NJ

Chemical: 006315 Bromo-3-chloro-5,5~dimethylhydantoin

07/06/92

Case: 3055 ' EPA Manager: Tom Myers

GDLN # DESCRIPTION "REGISTRANT’S EPA DECISION
REQUEST/MRID

62-1 Preliminary Analysis

Comments: Data is required for the technical grade active
ingredient. Refer to Subdivision D, Product
Chemistry Guidelines. '



'72-4(a)

72-4 (b)

Early life stage fish

Comments: A comply code was not marked on your Phase II
response. Clarify your intentions in your Phase
III response.

Life cycle invertebrate

Comments: See guideline 72-4(a).

e



122-2

Aquatic plant growth

Comments: This requirement is reserved.



165-5 Bioaccum-aquatic non-target

Comments: This requirement is reserved.

171-4 (a) Nature of residue - plants

comments: This requirement is reserved pending closer



_ DRAFT - Addendum Report - 07/06/92
Chemical: 006315 )
Company: 006836

REGISTRANT'’S
GDLN # DESCRIPTION " REQUEST/MRID EPA DECISION

GDLN Comments Continued: :
examination of the uses and product chemistry data
in Phases IV and V.

171-4 (b) Nature of residue - livestock

Comments: See guideline 171-4(a).

171-4(c) Res. analyt. method - plant

Comments: See guideline 171-4(a).

171-4(d) Res. analyt. method - animal

Comments: See guideline 171-4(a).

171-4(e) Storage stability

Comments: See guideline 171-4(a).

171-4 (i) Mag. of res. food handling-

Comments: See guideline 171-4(a).

171-4(j) Mag. meat/milk/poultry/eqgqg

Comments: See guideline 171-4(a).

General Comments For This Chemical:

Product chemistry data is required for each

37



DRAFT - Addendum Report 07/06/92
‘Chemical: 006315 - '
Company: 006836

: » REGISTRANT'’S
GDLN # DESCRIPTION REQUEST/MRID EPA DECISION

GDLN Comments Continued:
technical grade active ingredient being supported.

The following residue chemistry guidelines are also
reserved pending closer examination of the uses and
product chemistry data in Phases IV and V.

171-4 (1) Processed food

171-6 Proposed tolerance
171-7 Support for tolerance
171-13 Anal. reference standard

Your testing proposal to use DMH/EMH as a testing
material dated December 1, 1989 was superceded by
an amended Phase II submission received on April 5,
1990. The amended Part B included a proposal to
use DMH for environmental and toxicology testing
and cited additional data.

Registration numbers 6836-112 and -119 were not
included in reregistration because the active
ingredients in these products (chemical numbers
11501 and 11502) were first registered after
November of 1984. They are not candidates for
reregistration at this time. '

Applicability of test material for cited studies to
fulfill data requirements for individual active
ingredients will be determined in Phase IV.
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LONZA

LONZA INC.
Corporate Headquarters »
1717 Route 208 : July 24, 1990
Fair Lawn, N.J. 07410 : .
Mr. Tom Myers
Product Manager
Reregistration Phase 3 Response
U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs
P.O. Box 14890
Silver Spring, MD 20911-4890
RE: PHASE 3 RESPONSE
’ CONMPANY KNAME: Lonza Inc.
COMPANY NUMBER: 6836
CASE NUMBER: 3055 : '
- ‘CASE NAME: Bromo-3-Chloro-5,5-Dimethylhydantoin

Dibromo—-5,5-Dimethylhydantoin
Dichloro-5,5-Dimethylhydantoin

Dichloro-5,Ethyl-6-Methylhydantoin

CHEMICAL NUMBER: 6315; 6317; 28501;‘128826

Dear Mr. Myers:

MRID: NR 93076299

Lonza, by this letter, is agreeing to perform all of the necessary
testing to maintain the following registrations:

PRODUCT

Glychlor Powder
Bromchlor
Glycoserve LAD
Glycoserve -

. Dantochlor RW
Dantochlor
Dantobrom RW
Dantobrom S
Dantobrom
Dantobrom P
Dantogard
Glybrom RW-90
Glybrom RW-92.5
Glybrom RW-93.5
Glybrom RW-95
Glybrom RW-97.5

EPA REG. NO.

6836-109
6836-110
6836-111
6836-112
6836-113
6836-114
6836-115
6836-116
6836-117
6836-118
6836-119
6836-120
6836-121
6836-122
6836-123
6836-124

Tel. 201-784-2400 ¢ TWX - 7109882243 ¢ Telex - 4754135

) ot %



Mr. Tom Myers -2 - July 24, 1990
EPA : .

Lonza has withdrawn our offer to cite the data currently being
generated by Great Lakes Chemical Co. preferring to develop our
own data package. All new data will be developed on dimethyl-
hydantoin (DMH) as per the Agency’s request and instruction.
Per our conference call of July 20, 1990, C. Rice (EPA), S.
Schatzow (Lonza attorney), and J. Conti (Lonza), all existing
data meeting EPA "Adequacy Standards"” conducted prior to July
1990 on any of the following:

(A) dimethylhydantoin and/or its halogenated species and
(B) ethylmethylhydantoin and/or its halogenated species
could be used to sat1sfy requirements.

It is further stated that the chemistry package supplied on
Dantobrom can be used to satisfy all component chemistry require-
ments since none of these chemicals are manufactured separately
nor are they commercially available through Lonza.

It is the understandlng of Lonza that this data package will
satisfy:

1). All halogenated dimethyl and ethylmethyl
hydantoins (EMH) i.e. 100% ethylmethyl
hydantoin and 100% dlnethylhydant01n and
all combinations thereof.

2). All methylol derivatives of dimethyl and
ethylmethyl hydantoin. Including compounds
registered after November of 1984 to present

- i.e. Registration numbers 6836-111, 6836-112,
6836-119.

3). All esterified and ethoxylated derivatives of
dimethyl and ethylmethyl hydantoin, currently
there are no EPA’registrations}

Based upon our evaluation for Phase 2 Reregistration, anza has
determined our use group areas to be:

1). Agquatic non-food industrial
2). ‘Aquatic non-food residential
3). Indoor food

4). Indoor non-food

2.

Continued ....

L//



‘Mr. Tom Myers -3 - July 24, 1990
EPA

Lonza looks forward to meeting with the Agency at anytime if
further discussion or clarification of the above listed points
is required. '

Sincerely yours,

LONZA INC.

%ﬁ@%ﬁm’w

Joseph R. Robinson
Associate Director
Regulatory Services

JRR/1le

cc: Mr. Jay Ellenberger
Generic Chemical Support Branch (H7508C)
Special Review and Reregistration Division-
U.S. ENVIRONMENTAL PROTECTION AGENCY
1921 Jefferson Davis Highway
Arlington, VA 20222

Dr. Chris Rice '

Office of Pesticide Programs (H7504C)
U.S. ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW '
Washington, DC 20460
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New Topic

1/3
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CORRESPONDENCE
Guideline Reference:

63-6 Boiling Point

The halohydantoins are solids at room temperature.

Therefore, this requirement is not applicable.



CORRESPONDENCE
Guideline Reference:

63-9 Vapor Pressure

Halohydantoins have a melting point greater than 30°c.

Therefore, this requirement is not applicable.



CORRESPONDENCE
Guideline Reference:

‘63-10ADissociation constant

Conditionally required by Agency direction.



CORRESPONDENCE
Guideline Reference:

63-11 Octanol/Water Partition Coefficient

The halohydantoins are organic and polar. Therefore, this

requirement is not applicable.



. CORRESPONDENCE
Guideline Reference:

g82-1(b) 90-Day Feeding = Nonrodent

A two-week palatability study, an eight-week dose range
finding study and a one-year chronic toxicity stqdy are
scheduled to be conducted, The availability of these studies
should preclude the requirement for this 90-day study.



