


Shaughnessy No.: 060101

bate out of EFaw: DEC |5 1988

To: G. Werdig/R. Whiters
Product Manager # 50
Registration Division (TS=767)

Framn: Paul Mastradone, Ph.D., Acting Chief
Envirormental Chemistry Review Section 1
Envirommental Fate and Ground Water Branch
Envirormental Fate and Effects Division (TS=769-C)

THRU: Henry Jacoby, Acting Chief
Envirommental Fate and Ground Water |Branc ED (TsS~769C)

Attached, please fimd the EAB review of...

Reg./File # : 233-713

Chemical Name: Thiabendazole

Type Product : Fungicide

Product Name : MERTECT Fungicide products

Canpany Name : MERCK & Co.

Purpose : Review 135-day response to the Camprehensive Data Call-In
Notice.

Date Received: 10/24/88 Action Code: 400

Date Canpleted: EFGWB#(s): 90080

Total Reviewing Time (decimal days): 2.0 days

Deferrals to: Ecological Effects Branch, EFED
Science Integration & Policy Staff, EFED
Non-Dietary Exposure Branéh, HED
Dietary Exposure Branch, HED

Toxicology Branch, HED
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CHEMICAL: Cammon Name—~ thiabendazole

Chemical Name—~ 2-(4-thiazolyl)benzimidazole

Trade Name—- MERTECT products

Chemical Structure-

o

TEST MATERIAL: Not applicable.

. STUDY/ACTION TYPE: Merck & Co. is responding to a 135-day Camprehensive

Data Call-In Notice. They have provided rationales to
support waivers fromseveral studies: 1) Photodegradation
in Air, 2) Laboratory Volatility, 3) Field Volatility,
4) Field Dissipation (cambination and tank mixes), 5)
Field Rotational Crop, and 6) Fish Accumulation.

STUDY IDENTIFICATION: Not applicable.

REVIEWED BY:

1 <
Herbert L. Manning, Ph.D. Signature: H—D/"D*D«)r .
Microbiologist Date: —
EFGWB/EFED DEC ' 5 19;3.‘;

APPROVED BY:

Paul J. Mastradone, Ph.D. Signature: QMQQ /)Ww&"‘&

Acting Chief, Section 1, EFGWB/EFED Date: DEC 15

CONCLUSION:

EFGWB (Envirormental Fate and Ground Water Branch) reviewed the rationales
presented to support waivers. for certain envirommental fate studies, and have
concluded the following:

@ Photodegradation in Air These four studies are not required
e Lab Volatility for products containing thiabendazole
e Field Volatility as the active ingredient.

® Field Dissipation (tank mixes)
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e Field Rotational Crop The requirement for this study is reserved,
pending the results of the confined rotation-
al crop study.

e Fish Accumulation This study is required for a product with
a food crop use.

8. RECOMMENDATION:

EFGWB recommends that a flow-through, fish accumulation study (using bluegill
sunfish) be done using the active ingredient thiabendazole. EFGWB can concur
with the waivers of the photodegradation in air (§ 161-4), the laboratory
and field volatility (§ 163-2,3), and the tank mixes (§ 164-4) requirements.
EFGWB can also concur with reserving the field accumulation in rotational
pending the results of the confined study.

9. BACKGROUND:

A. Introduction- See the attached letter of 8/15/88 and Section‘3 of this
review.

B. Directions for Use- The labels for the thiabendazole uses are attached.

10. DISCUSSION OF RESPONSES TO DATA CALL-IN:

A. Thiabendazole labels- The labels of the formulated, registered products
that contain thiabendazole as the active ingredient are show below:

e MERTECT 40 Water Dispersible Antimycotic- Used to retard or control
‘ mold growth in reconstituted tobacco leaf.

® MERTECT Fungicide- For use in the manufacture of fungicidal formulations.

® MERTECT 340-F Fungicide- For use on wheat, potato, pome fruit, rice,
soybeans, sugar beets, and sweet potato.

o MERTECT LSP Fungicide- Used for a wheat seed treatment.
o MERTECT DF Fungicide- A water dispersible granular product.

B. Merck & Co. Responses to Data Requirements-

1. Photodegradation in Air- Merck claims the study is not required
because it is conditionally required for products intended
for orchard or field crops where there may be significant
worker exposure. Fifteen years of commercial experience do
not indicate significant worker exposure.

2. Laboratory Volatility- Merck claims the study is not required because
1) the vapor pressure of thiabendazole is very low (4 x 10-9 mm
Hg at 25 C), 2) the acute inhalation toxicity is in Toxicity




Category III, aud 3) 15 years of commercial experience do iokt
indicate significant worker inhalation exposure.

Field Volatility- Merck cited the veasous given above for lab volatility.

Field Dissipation (tauk mixes)- The study does uot apply to thia-
bendazole since it is not used with other pesticides.

Field Rotational Crops- Mervck states that the ineed for the study will

be determined wh en the confined study is doue. They claim that
these data are ot required because significaint amount of thia-
beindazole/degradates are not likely to occur in aquatic envire-
oumeanks/orgainisms.

Fish Accumulation~- The exact same statement was used as for #5 above

(Field Rotational Crops).

C. Reviewer Comment- EFGWB agrees that the photodegradation in air and the

lab volatility studies are not required for the food crop uses,
since the vapor pressure is very low (4 x 10"9 mm Hg at 25 C)
and the acute inhalation toxicity is in category III. The field
volatility would also unot be required. .

We agree that, because thiabeudazole is ot used with other
pesticides, the field dissipation (tauk mixes) study is
not regquired.

For item #5, we agree that a field rotational crop study is
‘oilly be required if a coufined study warraunts it. It appears
that part of their statemeut (a refereuce to the unlikely
presence of thiabaeindazole in agquatic envirouments/organisms)
was ouly meant for item #6 (fish accumulation) and was mis-
takeuly placed here.

Ia item #6 (fish accumulation), the exact statement was given
that was used to address item #5 (field rotational crops).
However, we do ot agree that "...these data are not applicable
as siquificant coucentrations of the active iugredient and/or
its principle degradation products are NOT likely to occur in
aquatic euviroumeuts or organisms." Siguificant couceutra-
tions may occur (through runoff or spray drift); thus, a fish
accumulation study is required for a food crop use.

11. COMPLETION OF ONE-LINER:

Not applicable.

12. CBI APPENDIX:

There is

10 CBI in this review.



MERCK SHARP & DOHME RESEARCH LABORATORIES
DIVISION OF MER"K & CO., INC.
HILLEBOROUGH ROAD, THREE BRIDQGES, NEW JERSEY o8ssy

SAMUEL F, RICKARD, Ph.D. ’ (201) 369-3031
ASSOCIATE DIRECTOR, REGULATORY AFFAIRS
AGRICULTURAL RESEARCH & DEVELOPMENT

DC I 3/ few
August 15, 1988

Ms. Geraldine W. Werdig, Chief

Data Call In Program

Registration Division (TS-767C)
Office of Pesticide Programs

U.S. Environmental Protection Agency
401 M Street, S.W.

Washington, D.C. 20460

Dear Ms. Werdig:

-Thiabendazole: 135-Day Response to the Comprehensive
Data Ca In Notice

The accompanying documents are being submitted in triplicate by Merck &
- Co., Inc. as its 135-day response to the comprehensive. data call in
notice for thiabendazole.

Options 1, 2, and 7 are indicated on Attachment F of the data call in
notice as our responses to the data requirements. This book contains
the administrative documents required in our response and includes the
completed Attachment F Tabulation and Summary Sheets, Attachment G Cover
Sheets for Option 1 (copies) and Option 2 responses, statements of
rationale supporting our.selection of .Option -7 responses, and labels:and
Confidential Statements of Formula for those thiabendazole products for
which Merck is defending the registrations (EPA Reg. Nos. 618-58; -67;
-75; -84; and -92).

Data for Option 1 responses are being submitted as Document Nos. 1-19
according to PR-Notice 86-5. The transmittal document is attached,apd a
copy is also included in Section II of the administrative hnnk, ‘A.topy
of this book is being sent to the EPA Office of Compliarice Monitoring

(EN-342) as instructed in the data call in notice. ) ot

It should be noted that the TGAI (Technical Grade Active Ingredient) and
the MP (Manufacturing Use Product) are synooymous for tHiabendazole:"



Ms. G. Werdig : -2~ August 15, 1988

Please direct all communications to Merck regarding this data call in
for thiabendazole to my attention at the letterhead address and

telephone number.

Samuel F. Rickard
1cqg

Attachments

cc: EPA Office of Compliance Monitoring (EN-340) -
Administrative book only



THIABENDAZOLE
158.130: ENVIRONMENTAL FATE

161-4: PHOTODEGRADATION
AIR

RATIONALE FOR SELECTING OPTION 7

Merck & Co. Inc., claim these requirements are not applicable for
thiabendazole products. The guidelines indicate these data are conditionally
required to support the registration of end use products intended for orchard
or field vegetable crop uses that involve potentially significant exposure to
workers. He do not believe that thiabendazole uses result in significant
worker exposure which is based on 15 years of commercial usage and experience

Product 1abels and statement of confidential_fofmulas are attached.



THIABENDAZOLE
158.103: ENVIRONMENTAL FATE

163-2: MOBILITY STUDIES
VOLATIBILITY (LAB)

RATIONALE FOR SELECTING OPTION 7

Merck & Co. Inc., claim these conditional requirements are not applicable for
thiabendazole products. The vapor pressure of thiabendazole is virtually nil
(4 x 109 mm Hg at 250C). Also, the acute inhalation toxicity allows
thiabendazole to be in toxicity Category III. Finally, the uses do not result

in significant inhalation exposure to workers as based on over 15 years of
commercial usage and experience.

Product labels and statement of confidential.fdrmulas are attached.



THIABENDAZOLE
158.130: ENVIRONMENTAL FATE

163-3: MOBILITY STUDIES
VOLATILITY (FIELD)

RATIONALE FOR SELECTING OPTION 7

Merck & Co. Inc., claim these conditional requirements are not applicable for
thiabendazole products. The vapor pressure of thiabendazole is virtually nil
(4 x 109 mm Hg at 259C). Also, the acute inhalation toxicity allows
thiabendazole to be in toxicity Category III. Finally, the uses do not result
in significant inhalation exposure to workers as based on over 15 years of
commercial usage and experience.

Product labels and statement of confidential»fdrmulas are attached.



THIABENDAZOLE
158.130 ENVIRONMENTAL FATE
DISSIPATION STUDIES - FIELD
164-4: COMBINATION AND TANK MIXES

RATIONALE FOR SELECTING OPTION 7

Merck & Co. Inc., claim this data requirement is not applicable for
thiabendazole products. Thiabendazole products are not meant to be or
registered to be applied in combination with other pesticide products.

Product labels and statement of confidential formulas are attached.
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THIABENDAZOLE
158.130: ENVIRONMENTAL FATE

ACCUMULATION STUDIES
165-2: ROTATIONAL CROPS (FIELD)

RATIONALE FOR SELECTING OPTION 7

Determination for the need for this data will be made after the confined
(165-1) rotational crops studies are completed. Merck and Co., Inc. claim
that these data are not applicable as significant concentrations of the active
ingredient and/or its principle degradation products are NQT 1ikely to occur
in aquatic environments or organism. Further determination can be made after
the confined (165-1) rotational crop studies are completed.

Product labels and statement of confidential formulas are attached..
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THIABENDAZOLE
158.130: ENVIRONMENTAL FATE

ACCUMULATION STUDIES
165-4: FISH

RATIONALE FOR SELECTING OPTION 7

Determination for the need for this data will be made after the confined
(165-1) rotational crops studies are completed. Merck and Co., Inc. claim
that these data are not applicable as significant concentrations of the active
ingredient and/or its principle degradation products are NOT .1ikely to occur
in aquatic environments or organisms. Further determination can be made after
the confined (165-1) rotational crop studies are completed.

Product labels and statement of confidential formulas are attached.
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Thiabendazole: 135-Day Response to the
Comprehensive Data Call In Notice

PRODUCT LABELS ‘
Registrant: Merck & Co., Inc.

MERTECT 40 Water Dispersible Antimycotic: EPA Reg. No. 618-58
MERTECT Fungicide: EPA Reg. No. 618-67

MERTECT 340-F Fungicide: EPA Reg. No. 618-75

MERTECT LSP Fungicide: EPA Reg. No. 618-84

MERTECT DF Fungicide: EPA Reg. No. 618-92

]7



THIABENDAZOLE Shi# 060101

Page is not included in this copy.

Pages ZS through Zé are not included.

The material not included contains the following type
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.

Sales or other commercial/financial information.

The product confidential statement of fortiula.
Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page(s) .

§<: A draft product label.

The document is not responsive to the request.

of

The information not included is generally considered confidential
by product registrants. If you have any questions, please contact

the individual who prepared the response to your request.
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DRAFT 6/15/88

‘MERTECT 340-F

. _SUPPLEMENTAL LABELING FOR CHEMIGATION APPLICATION

+——THROUGH CENTER PIVOT SPRINKLER IRRIGATION SYSTEMS

Pesticide: Thiabendazole . Product 48015
Formulastion: MERTECT® 340-F Fungicide (EPA Reg. No. 618-75)

- DIRECTIONS FOR USE
nisaviolaﬁonofFederal(U.S.A.)hwtousemisprodudhamnnef&mnsistemmitslabeling. ;
For specific rates of application, see container label. ‘

Apply this product through sooakiBRingYiCenter pivot irigation systems. Do not this product through
any other type of irrigation system. prect orst 4pply this prod o8

Crop injury, lack of effectiveness, or illegal pesticide residues in the crop can resutt from nonuniform distribution
of treated water.

if you have any questions about calibration, you should contact State Extension Service specialists, equipment
manufacturers, or other experts. :

Do not connect an imrigation system (including greenhouse systems) used for pesticide application o a public
water system unless the pesticide label prescribed safety devices for public water systems are in place.

A person knowledgeable of the chemigation system and responsibie for its operation, or under the supervision
of the responsible person, shall shut the system down and make the necessary adjustments should the need
arise.

Constant siurry or nurse tank agitation is required.
Apply MERTECT 340-F continuously for the duration of the irtigation period.

For mixing instructions to determine amount of MERTECT 340-F required, select the desired rate (see container
label) and multiply by the number of acres to be treated and add to proper volume of water in nurse tank.

Apply this product in the equivalent of 0.1-0.2 inches of water per acre.
SYSTEM REQUIREMENTS FORSPRINKLER CHEMIGATION _ CENTER PIVOT

The system must contain a functional check valve, vacuum relief valve, and low pressure drain appropriately
bacidiow.

located on the imrigation pipeline to prevent water source contamination from
The pesticide injection pipeline must contain a functional, automatic, quick-closing check vaive to prevent the
flow of fluid back toward the injection pump.
The pesticide injection pipeline must also contain a functional, normally closed, solenoid-operated valve located
on the intaké.side of the injection pump and connected to the system interlock to prevent fiuid from being
withdrawn from the supply tank when the irrigation system is either automatically or manually shut down.
The system must contain functional interlocking controls to automatically shut off the pesticide injection pump
when the water pump motor stops. .:' -_
The irrigation line or water pump must include a functional pressure switch which will stog. the, water pump motor
mm_wmaaawbnmmmmumwmz.‘
Systems must use a metering pump, such as a positive displacement injection pump (6.9, diaphragm pump)
effectively esigned and constructed of materials that are compatibie with pesticides and capeble of being fitted
with a-system interiock. orges, .
Do.not apply when wind speed favors drift beyond the area intended for treatment. eeses’
i " MPORTANT .
BEFORE USING MERTECT 340-F, READ AND CAREFULLY OBSERVE THE PRECAUTIONA
STATEMENTS AND ALL OTHER INFORMATION APPEARING ON THE PRODUCT LABEL. -

This supplemental label contains new instructions for the use of this product which may not appear on the

. mwmmhmmdmmummqm.

MERTECT REG TM MERCK & CO., INC.
8712100

MISBAGVET BB oivision of Merck & Co.,inc... PO, Box 2000, Ratway, New Jersey 07065-012

4

)7



THIABENDAZOLE Sh# 060101

Page 20O is not included in this copy.

Pages through are not included.

The material not included contains the following type
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.

Sales or other commercial/financial information.

The product confidential statement of formula.
Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page(s) .

§<f A draft product label.

The document is not responsive to the request.

of

The information not included is generally considered confidential
by product registrants. If you have any questions, please contact

the individual who prepared the response to your request.
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. MERTECT'DF  mome

UPPLEMENTAL LABELING FOR CHEMIGATION APPLICATION

THROUGH CENTER PIVOT SPRINKLER IRRIGATION SYSTEMS

Pesticide: Thisbendazole Product
Formulation: MERTECT*® DF (EPA Reg. No. 618-82) 48018

"DIRECTIONS FOR USE
it is a violation of Federal (U.S.A)) law to use this product in a manner inconsistent with its labeling.
For speciic rates of application, see container label. )

Apply this product through sprirideninahisiog center pivot irmigation systems. Do not apply this product thfough
any other type of irrigation system.

Crop injury, lack of effectiveness, or illegal pesticide residues in the crop can resuit from nonuniform distribution
of treated water.

if you have any questions about calibration, you should contact State Extension Service specialists, equipment
manufacturers, or other experts. :

Do not connect an irrigation system (including greenhouse systems) used for pesticide application to a public
water system unless the pesticide label prescribed safety devices for public water systems are in place.

A person knowledgeable of the chemigation system and responsible for its operation, or under the supervision of
the responsible person, shall shut the system down and make the necessary adjustments should the need arise.

Constant slurry or nurse tank agitation is required.
Apply MERTECT DF continuously for the duration of the irrigation period.

For mixing instructions to determine amount of MERTECT DF required, select the desired rate (see container
label) and multiply by the number of acres to be treated and add to proper volume of water in nurse tank.

Apply this product in the equivalent of 0.1-0.2 inches of water per acre.
inches CENTER PIVOT
SYSTEM REQUIREMENTS FOR'SPRINKLER CHEMIGATION ’

The system must contain a functional check valve, vacuum relief valve, and low pressure drain appropriately
located on the ifrigation pipeline to prevent water source contamination from backflow.

The pesticide injection pipeline must contain a functional, automatic, quick-closing check valive to prevent the
flow of fluid back toward the injection pump.

The pesticide injection pipeline must also contain a functional, normally closed. solenoid-operated valve located
on the intake side of the injection pump and connected to the system interiock to prevent fluid from being

withdrawn from the supply tank when the irrigation system is either automatically or manualty shut down.

The system must contain functional interlocking controls to automatically shut off the pesticide injection pump

when the water pump motor stops.

The irrigation line or water pump must include a functional pressure switch which will stop the water pump motor

when the water pressure decreases to the point where pesticide distribution is adversely affected.

Systems must use & metering pump, such as a positive displacement injection pump (e.g.. diaphragm pu_mp)

effectively designed and constructed of materials that are compatible with pesticides and capable of being fitted
with a system interiock. . .

Dondapp!ymnwindspoedhmdﬂﬂbemmmamemdbrmméi'i'
- ’:j’;i: B 'MPORTANT 00606

BEFORE USING MERTECT:OF, READ AND CAREFULLY OBSERVE THE PREGAUTIONARY
STATEMENTS AND'ALL OTHER INFORMATION APPEARING ON THE PRCTJUCT LABEL

This supplemental label contains new instructions for the use of this product whtg!.\‘:':ty not appoar on the
package label. Follow these instructions cacetully. R

This abel must be in the possession of 118 iser at the time of application. -

__ .o T | MERTECT REG TM MERCK-& CO., INC.
Y: BPPE R , 8716401
Division of MERCK & CO., INC. .-
Rehway, New Jersey 07085, USA. ‘
*m——l
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