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Section A6.14 Other tests related to the exposure of humans
Annex Point ITIA, VI.3
JUSTIFICATION FOR NON-SUBMISSION OF DATA geﬂi:;?;

Other existing data [ ]
Limited exposure [ ]

Technically not feasible [ |
Other justification [ ]

Scientifically unjustified [X]

Detailed justification:
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Conclusion R
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Section A6.15 Food and feeding stuffs
Annex Point ITTA, V1.4
JUSTIFICATION FOR NON-SUBMISSION OF DATA gﬁﬁ::j}l,

Other existing data [ ]
Limited exposure [ ]

Technically not feasible [ ]
Other justification [X]

Scientifically unjustified [ ]

Detailed justification:

Evaluation by Cbinpetent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Evaluation of applicant's
justification

Conclusion
Remarks

EVALUATION BY RAPPORTEUR MEMBER STATE
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JUSTIFICATION FOR NON-SUBMISSION OF DATA ziﬁ:;?;

Other existing data [ ]
Limited exposure [ ]

Technically not feasible [ ]
Other justification [X]

Scientifically unjustified [ |

Detailed justification:

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Evaluation of applicant's
justification

Conclusion
Remarks

EVALUATION BY RAPPORTEUR MEMBER STATE
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If the active substance is to be used in products for action
Section A6.17 against plants then tests to assess toxic effects of
Annex Point IT1A, VL6 metabolites from treated plants, if any, where different
from those identified in animals shall be required
JUSTIFICATION FOR NON-SUBMISSION OF DATA e oy

Other existing data | ]

Limited exposure [ ]

Technically not feasible [ ]
Other justification [ ]

Scientifically unjustified [X]

Detailed justification:

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Evaluation of applicant's
justification

Conclusion

Remarks

EVALUATION BY RAPPORTEUR MEMBER STATE
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Section A6.18 Summary of toxicology
Annex Point ITA,
V1.6.10

The toxicological properties of IPBC are summarised in Document IIA,
Chapter 3.
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Abbreviations

ROAT Repeated Open Application Test

MWF Metal Working Fluid

PBC 2-Propargyl Butyl Carbamate

PEG 400 Polyethyleneglycol 400

TSH Thyroid Stimulating Hormone
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IPBC Task Force 3-Iodopropynylbutyl Carbamate July 2006
(IPBC)
CA: DK
Section A6.12.6/01 Sensitisation/Allergenicity Observations
Annex Point ITA, V1.6.9.6
1 REFERENCE Official
use only
1.1 Reference Bryld, L.E.; Agner, T.; Rastogi, S.C. Menné, T. (1997): Todopropynyl

1.2 Data protection

3.1 Substance

3.2 Persons tested
3.2.1 Sex

322  Age/weight

3.2.3  Known Diseases
3.2.4  Number of persons
3.2.5  Other information
3.3 Exposure

33.1 Reason of exposure

3.3.2  Frequency of
exposure

3.3.3  Overall time period
of exposure

3.3.4  Duration of single
exposure

3.3.5 Exposure
concentration/dose

3.3.6  Other information

34 Examinations

3.5 Treatment
3.6 Remarks

butylcarbamate: a new contact allergen; Contact Dermatitis, Volume 36,
page 156 —158;

2 GUIDELINES AND QUALITY ASSURANCE
(NOT APPLICABLE)
3 MATERIALS AND METHODS

IPBC formulated in Glycasil-S™ was used for patch testing.

e

Patients from allergenicity hospitals (106 men, 205 women) were patch
tested.

Dermal

patch test .
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Annex Point ITA, V1.6.9.6

4 RESULTS

4.1 Results of
examinations

4.2 Effectivity of
medical treatment

4.3 Outcome

5 APPLICANT'S SUMMARY AND CONCLUSION
5.1 Materials and - s
methods
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(IPBC)

CA: DK

Section A6.12.6/01 Sensitisation/Allergenicity Observations

Annex Point ITA, V1.6.9.6

5.2 Results and

discussion

The authors reported about 3 positive patch tests and 3 irritant patch
tests. Thus, the concentration used (0.1%) might have been far the
tolerable concentration. Sodium bicarbonate did not produce positive
patch tests. A cross reactivity to thiuram could be excluded.

All 3 positive tested persons had dermatitis on hand/and or trunk which
lasted for about 6 months before being patch tested. A previous contact
to IPBC before the positive patch tests for 2 of the 3 persons could not
be demonstrated. The 3 persons had occupationally contact with IPBC
(about 30% concentration) and was further tested in a double-blind
study using TPBC diluted in Essex Cream™ or in alcohol (up to 0.1%
IPBC). There was no reaction until day 4 (itching and redness). After 3
days this developed to a eczematous reaction. The persons had no
symptoms when IPBC contact was avoided.

_ Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Materials and Methods
Results and discussion
Conclusion

Remarks

EVALUATION BY RAPPORTEUR MEMBER STATE




IPBC Task Force 3-Todopropynylbutyl Carbamate July 2006
(IPBC)

CA: DK

Section A6.12.6/02 Sensitisation/Allergenicity Observations

Annex Point ITA, V1.6.9.6

1.1

1.2

3.1

3.2

32.1
322
323
3.24
3.2.5
3.3

521
3.3.1

332
333
334
3.3.5

3.4

3.5

Reference

Data protection

Substance

Persons tested
Sex

Age/weight
Known Diseases
Number of persons
Other information

Exposure

Reason of exposure

Frequency of
exposure

Overall time period
of exposure

Duration of single
exposure

Exposure
concentration/dose

Other information

Examinations

Treatment

1 REFERENCE Official

use only
Pazzaglia, M., Tosti, A. (1999): Allergic contact dermatitis from 3-Iodo-
2-propynyl butylcarbamate in a cosmetic cream; Contact Dermatitis,
Volume 41, page 290-304;

2 GUIDELINES AND QUALITY ASSURANCE
(NOT APPLICABLE)
3 MATERIALS AND METHODS

IPBC formulated in Glycacil-L was used for patch testing.

140 men, 172 women

Dermal

jae
a
(e
=3
-t
a
W
—t




IPBC Task Force 3-Iodopropynylbutyl Carbamate July 2006
(IPBC)
CA: DK
Section A6.12.6/02 Sensitisation/Allergenicity Observations
Annex Point ITA, V1.6.9.6
4 RESULTS
4.1 Results of
examinations
4.2 Effectivity of B
medical treatment
4.3 Outcome _
5 APPLICANT'S SUMMARY AND CONCLUSION
5.1 Materials and A total of 312 persons was patch tested to investigate
: methods sensitisation/allergenicity potential of IPBC
5.2 Results and The authors reported about 3 persons showing reactions to the patch
discussion tests. The reactions of 2 persons were considered irritant. Only 1 person
reactions were interpreted as allergic.
_ Evaluation by Competent Authorities
Use separate "evaluation boxes" to provide transparency as
to the comments and views submitted
EVALUATION BY RAPPORTEUR MEMBER STATE
Date

Materials and Methods
Results and discussion
Conclusion

Remarks




IPBC Task Force 3-Iodopropynylbutyl Carbamate July 2006

(IPBC)

CA: DK

Section A6.12.6/03 Sensitisation/Allergenicity Observations
Annex Point 1TA, VL6.9.6

1.1

1.2

31

3.2

3.2.1
322
323
324
325
3.3

522
3.3.1

332

333

334

335

3.4

3.5

1 REFERENCE Official

use only

Reference Majoie, L. M.L; van Ginkel, C.J.W. (2000): The biocide iodopropynyl
butylcarbamate (IPBC) as an allergen in cutting oils; Contact

Dermatitis, Volume 43, page 238-240; [ I (published)

Data protection No, publication
2 GUIDELINES AND QUALITY ASSURANCE
(NOT APPLICABLE)
3 MATERIALS AND METHODS
Substance

Persons tested

Sex

Age/weight

Known Diseases

Number of persons 23 metalworkers

Other information |

Exposure Dermal

Reason of exposure patch test, ROAT

Frequency of e

Opverall time period _
of exposure

Duration of single |
exposure

Exposure L
concentration/dose

Other information

Examinations

Treatment




IPBC Task Force 3-lodopropynylbutyl Carbamate July 2006

CA: DK

(IPBC)

Section A6.12.6/03 Sensitisation/Allergenicity Observations
Annex Point ITA, V1.6.9.6 '

4.1

4.2

4.3

5.1

5.2

4 RESULTS
Results of Five of 23 metalworkers (with a history of dermatitis) patch-tested were
examinations positive for IPBC.

Effectivity of
medical treatment

Outcome

5 APPLICANT'S SUMMARY AND CONCLUSION

Materials and
methods

Results and The authors reported about 5 persons positively patch tested out of 23
discussion persons when IPBC at 0.5 to 2.5% was applied.
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(IPBC)

CA: DK

Section A6.12.6/03 Sensitisation/Allergenicity Observations

Annex Point ITA, VL.6.9.6

Evaluation by Competeht Authorities

Use separate "evaluation boxes" to provide transparency as
to the comments and views submitted

Date
Materials and Methods
Results and discussion

Conclusion

Remarks

EVALUATION BY RAPPORTEUR MEMBER STATE




IPBC Task Force 3-Iodopropynylbutyl Carbamate July 2006
(IPBC)

CA: DK

Section A6.12.6/04 Sensitisation/Allergenicity Observations

Annex Point ITA, V1.6.9.6
1 REFERENCE o
Bryld, L.E.; Agner, T.; Menné, T. (2001): Allergic contact dermatitis
from 3-iodo-2-propynyl-butylcarbamate (IPBC) — an update; Contact

11 Reference Dermatitis, Volume 44, page 276 — 278 ; [k it | (published)

1.2 Data protection No, publication

31

3.2

3.2.1
322
323
324
325

3.3

523
33.1

332

33.3

334

335

3.4

3.5

Substance

Persons tested
Sex

Age/weight
Known Diseases
Number of persons

Other mformation

Exposure

Reason of exposure

Frequency of
exposure

Overall time period
of exposure

Duration of single
exposure

Exposure
concentration/dose

Other information

Examinations

Treatment

2 GUIDELINES AND QUALITY ASSURANCE
(NOT APPLICABLE)
3 MATERIALS AND METHODS

The initially used material for patch test was a preparation of IPBC in
sodium bicarbonate (Glycasil-S™). Subsequently, Biodocarb and
Troysan was used.

1070 men, 2077 women

Dermal
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3-Iodopropynylbutyl Carbamate

IPBC Task Force July 2006
(IPBC)
CA: DK
Section A6.12.6/04 Sensitisation/Allergenicity Observations
Annex Point ITA, V1.6.9.6
4 RESULTS

4.1 Results of

examinations
4.2 Effectivity of

medical treatment

4.3 Outcome
5 APPLICANT'S SUMMARY AND CONCLUSION
51 Materials and
methods
The authors reported about 4 new persons (all women) reacting positive
52 Results and to patch tests. In 2 cases sensitisation from cosmetics was identified, and
discussion in 2 cases sensitisation was suspected.
Evaluation by Competent Authorities ,
Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted
EVALUATION BY RAPPORTEUR MEMBER STATE
Date

Materials and Methods
Results and discussion

Conclusion

Remarks




IPBC Task Force 3-Iodopropynylbutyl Carbamate July 2006
(IPBC)
CA: DK
Section A6.12.6/05 Sensitisation/Allergenicity Observations
Annex Point ITA, VI.6.9.6
1 REFERENCE Official
use only
1.1 Reference Schnuch, A., Geier, J., Brasch, J., Uter, W. (2002): The preservative
iodopropynyl butylcarbamtate: frequency of allergic reactions and
diagnostic considerations; Contact Dermatitis, Volume 46, page 153 —
156; ISR (i)
1.2 Data protection _
2 GUIDELINES AND QUALITY ASSURANCE
(NOT APPLICABLE)
3 "MATERIALS AND METHODS
3.1 Substance .
3.2 Persons tested
32,1  Sex Male and female
322 Agelweight T
323 KnownDiseases [ e
3.2.4  Number of persons [Ea
32,5 Other information [ SEC e e s
3.3 Exposure Dermal
52.4  Reason of exposure patch test
33.1  Frequency of B
exposure
33.2  Overall time period —
of exposure
333  Duration of single [T
exposure
3.34  Exposure B
concentration/dose
3.3.5  Other information
34 Examinadors
3.5 Treatment —
4 RESULTS
4.1 Results of
examinations
42  Effectivity of B

medical treatment




IPBC Task Force 3-lodopropynylbutyl Carbamate - July 2006
(IPBC)
CA: DK

Section A6.12.6/05 Sensitisation/Allergenicity Observations
Annex Point ITA, V1.6.9.6

4.3 Outcome

5 APPLICANT'S SUMMARY AND CONCLUSION
5.1 Materials and
methods
5.2 Results and Patch testing of 4883 persons with IPBC yielded a proportion of 0.3 %
discussion with positive skin reactions and 0.5 % with a doubtful skin reaction on

day 3.

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STATE
Date
Materials and Methods
Results and discussion
Conclusion

Remarks




IPBC Task Force

3-Iodopropynylbutyl Carbamate July 2006
(IPBC)

CA: DK

Section A6.12.6/06 Sensitisation/Allergenicity Observations

Annex Point ITA, V1.6.9.6

1.1

1.2

3.1

3.2

3.2.1
322
323
324
325

3.3

5.2.5
33.1

33.2

333

334

335
3.4

3.5

Reference

Data protection

Substance
Persons tested
Sex

Age/weight
Known Diseases
Number of persons

Other information

Exposure

Reason of exposure

Frequency of
exposure

Overall time period
of exposure

Duration of single
exposure

Exposure
concentration/dose

Other information

Examinations

Treatment

1 REFERENCE Official

use only

Jensen, C. D., Thormann, J., Andersen, K. E. (2003); Airborne allergic
contact dermatitis from 3-iodo-2-propynyl-butylcarbamtate at a paint
factory; Contact Dermatitis, Volume 48, page 155 — 157,

B (published)
B

2 GUIDELINES AND QUALITY ASSURANCE
(NOT APPLICABLE)

3 MATERIALS AND METHODS
IPBC unspecified

female

Dermal

Occupational, patch test




IPBC Task Force 3-Todopropynylbutyl Carbamate July 2006
(IPBC)
CA: DK

Section A6.12.6/06 Sensitisation/Allergenicity Observations

Annex Point IIA, V1.6.9.6
4 RESULTS
4.1 Results of The patient showed strong reactions to all 3 concentrations tested.
examinations

4.2 Effectivity of
medical treatment

4.3 Outcome

5 APPLICANT'S SUMMARY AND CONCLUSION
5.1 Materials and This publication is a case report of @ woman with an occupational
methods exposure to IPBC.
5.2 Results and The woman was positively patch tested with 0.01, 0.03, and 0.1% IPBC
discussion in petrolatum.

 Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted
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Document ITI-A.7
Page 3 of 264

IPBC

Section A7.1.1.1.1/01

Hydrolysis as a function of pH and identification of
breakdown products

Annex Point ITA,
VIL.7.6.2.1
Official
1 REFERENCE use only
1.1 Reference Jungheim (2001): Preventol MP 100 — Abiotic degradation; Bayer AG,
7ZF-Zentrale Analytik, Leverkusen, Germany; Study No.: N00/0070/05
Lev; I 29.06.2001; IS
1.2 Data protection - »
1.2.1 Data owner _
122 Companies witn
letter of access -
123 crerniorcu |
protection
2 GUIDELINES AND QUALITY ASSURANCE
2.1 Guideline study Yes. EG guideline C7. 92/69
22 GLP [ B
2.3 Deviations No
3 MATERIAL AND METHODS
31 Test material |
3.1.1  Lot/Batch number | N NNEEEIE
3.1.2 Specification As given in section 2
3.1.3  Purity B
3.1.4  Description of test _
substance
3.1.5  Further relevant ]
properties
3.2 Reference .
substance
32.1 Initial concentration || GcNzN

of reference
substance
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Section A7.1.1.1.1/01  Hydrolysis as a function of pH and identification of
Annex Point TIA, breakdown products

VIL7.6.2.1

3.3

34
34.1
342

343

3.4.4
3.4.5

3.4.6
3.4.7

3.5

4.1

42

4.3

4.4

4.5

Test solution

Testing procedure
Test system

Temperature

pH

Duration of the test

Number of
replicates

Sampling
Analytical methods

Preliminary test

“I II'|II|| '||

£

RESULTS

Concentration and
hydrolysis values

Hydrolysis rate
constant (kp)

Dissipation time

Concentration —
time data

il

Specification of
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Section A7.1.1.1.1/01  Hydrolysis as a function of pH and identification of

Annex Point TIA, breakdown products
VIL7.6.2.1
the transformation
products
5 APPLICANT’S SUMMARY AND CONCLUSION
51 Materials and The aqueous hydrolysis test was conducted according to test method C.7
methods for determination of abiotic degradation, EG guideline 92/69.

5.2 Results and _

discussion

521 kg The test substance IPBC is not degradable at pH 4 and pH 7.

At pH9 the hydrolysis rate constants ky are 0.0025h™ at 50°C,
0.0224 h* at 65°C and 0.125 h™* at 80°C. The hydrolysis rate constant at
25°C was extrapolated according to the Arrhenius equation and
calculated to be 536 x 10° h™',

522 DT The test substance IPBC is not degradable at pH 4 and pH 7.

DTs, values at pH 9:
5.6 h=0.2 days (80°C)
31 h=1.3 days (65°C)
282 h =11.8 days (50°C)
12942 h = 539 days (25°C)

53  Conclusion I

IPBC was found to be stable under acidic and neutral conditions. Under
alkaline conditions IPBC degraded slowly at ambient temperatures with
a DTy of 539 days.

53.1 Reliability i

5.3.2  Deficiencies Yes

Formation of degradation products was not investigated. However, the
study is acceptable to predict the hydrolysis rate constant and dissipation
times of the parent substance IPBC.
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Section A7.1.1.1.1/01  Hydrolysis as a function of pH and identification of
Annex Point TIA, breakdown products
VIL7.6.2.1

Evaluation by Competent Authorities

EVALUATION BY RAPPORTEUR MEMBER STATE
Date

Materials and Methods

Results and discussion

Conclusion
Reliability
Acceptability
Remarks
COMMENTS FROM ...
Date Give date of comments submitted

| Materials and Methods

Results and discussion
Conclusion

Reliability
Acceptability

Remarks

Discuss additional relevant discrepancies referring to the (sub)heading numbers
and to applicant's summary and conclusion,
Discuss if deviating firom view of rapporteur member state

Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Section A7.1.1.1.1/02 Hydrolysis as a function of pH and identification of
Annex Point ITA, breakdown products
VIL7.6.2.1

Official
1 REFERENCE use only

1.1 Reference Reynolds, JL. (1994): Hydrolysis of ™C-3-Todo-2-propynyl-n-
butylcarbamate (**C-IPBC); XenoBiotic Laboratories, Inc., Plainsboro, NJ,
U.S.A.; Study No.: XBL 94051; Lab.-Report No.: RPT00201; Doc. No.
711-003; 13.12.1994; (unpublished)

1.2 Data protection -
1.2.1  Data owner

122  Companies with
letter of access

1.2.3  Criteria for data
protection

2 GUIDELINES AND QUALITY ASSURANCE

2.1 Guideline study Yes,
U.S. EPA Pesticide Assessment Guidelines, Subdivision N, § 161-1,
Chemistry: Environmental Fate

2.2 GLP [ |
No

2.3 Deviations

3 MATERIAL AND METHODS
3.1 Test material “C-IPBC, labelled in the n-butyl-1-position of the molecule

3.1.1  Lot/Batch [

number
3.1.2  Specification As given in section 2
3.1.3  Purity I

314 Descriptionof | NN

test substance

315 Futherrelevant R

properties

3.2 Reference .
substance
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Section A7.1.1.1.1/02 Hydrolysis as a function of pH and identification of

Annex Point TIA, breakdown products
VIL7.6.2.1
3.2.1 Initial

concentration of

reference

substance

33 Test solution

3.4 Testing
procedure

3.4.1  Testsystem

342  Temperature
343 pH

3.44  Duration of the
test

3.4.5 Number of
replicates

34,6  Sampling

3.4.7  Analytical
methods

3.5 Preliminary test

b

4.1 Concentration
and hydrolysis
values

4.2 Hydrolysis rate
constant (k)

4.3 Dissipation time
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Section A7.1.1.1.1/02 Hydrolysis as a function of pH and identification of

Annex Point TIA, breakdown products

VIL7.6.2.1
.
- OO OO OO OO O O]
|

44 Concentration — | NN

time data

tion products

5.1 Materials and
methods

5.2 Results and

discussion
52.1 kg
522 DTs
523 1
53 Conclusion

5.3.1  Reliability

5.3.2  Deficiencies

wn

APPLICANT’S SUMMARY AND CONCLUSION

The aqueous hydrolysis test was conducted according to U.S. EPA
Pesticide Assessment Guidelines, Subdivision N, § 161-1, Chemistry:
Environmental Fate.

pH 5: 0.0026 d!
pH 7: 0.00279 d™!

pH 9: 0.00302 d™*

pH 5: 267 days (25°C)

pH 7: 248 days (25°C)

pH 9: 229 days (25°C)

Correlation coefficients ranged from 0.657 to 0.796.

Validity criteria can be considered as fulfilled.

IPBC was found to be hydrolytically stable in sterile aqueous solutions at
ambient temperatures.

No
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Section A7.1.1.1.1/02 Hydrolysis as a function of pH and identification of
breakdown products

Annex Point ITA,
VIL7.6.2.1
' Evaluation by Competent Authorities
EVALUATION BY RAPPORTEUR MEMBER STATE
Date

Materials and Methods
Results and discussion
Conclusion

Reliability
Acceptability

Remarks

Date
Materials and Methods

Results and discussion
Conclusion

Reliability
Acceptability
Remarks

COMMENTS FROM ...

Give date of comments submitted

Discuss additional relevant discrepancies referring to the (sub)heading numbers and
to applicant's summary and conclusion.
Discuss if deviating firom view of rapporteur member state

Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state

Discuss if deviating fiom view of rapporteur member state
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Section Phototransformation in water including identity of
A7.1.1.1.2/01/02 transformation products
Annex Point ITA,
VIL7.6.2.1
Official
1 REFERENCE use only
1.1 Reference A7.1.1.1.2/01: Lee, D. et al. (1991): Photostability of organoiodine wood
preservatives I, Progressive degradation and loss in fungal inhibition rate
through photoirradiation; Mokuzai Gakkaishi Vol. 37, No. 1, p. 76 — 81;
Doc. No. 792-005, (published).
A7.1.1.1.2/02: Lee, D. et al. (1991): Photostability of organciodine wood
preservatives II, The photolytic process of preservatives; Mokuzai
Gakkaishi Vol. 37, No. 3, p. 261 —265; Doc. No. 792-004, (published).
1.2 Data protection .
1.2.1  Data owner —
1.2.2  Companies with _ :
letter of access
12.3  Criteria for data ]
protection
2 GUIDELINES AND QUALITY ASSURANCE
21 Guideline study No,
publication
2.2 GLP .
2.3 Deviations Not applicable
3 MATERIAL AND METHODS
3.1 Test material IPBC
3.1.1  Lot/Batch number —
3.1.2  Specification Not indicated]
313 Purity [
3.1.4  Description of test _
substance
3.1.5  Radiolabelling I
3.1.6  UV/VIS absorption [ NN
spectra and ‘
absorbance value
3.1.7  Further relevant EE

properties
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Section
A7.1.1.1.2/01/02

Annex Point 1A,
VIL7.6.2.1

Phototransformation in water including identity of

transformation products

3.2

33

3.4
34.1

342

343

344
345
34.6
347

3438

349

Reference
substance

Test solution

Testing procedure

Test system

Properties of light
source

Determination of
irradiance

Temperature
pH
Duration of the test

Number of
replicates

Sampling

Analytical methods

Im
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Section Phototransformation in water including 1dent1ty of
A7.1.1.1.2/01/02 transformation products

Annex Point IIA,

VIL7.6.2.1

3.4,10 Calculations

3.5 Transformation
products

3.5.1  Method of analysis
for transformation

products
4
4.1 Screening test
4.2 Actinometer data

4.3 Controls
4.4 Photolysis data

44.1  Concentration
values

442  Mass balance

443 k%

44.4  Kinetic order

445 K1k,

44.6 Reaction quantum
yield (%)

447 kg

4.4.8 Half-life (t;,p)

4.5 Specification of
the transformation
products

il
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Section Phototransformation in water including identity of
A7.1.1.1.2/01/02 transformation products

Annex Point ITA,

VIL7.6.2.1 '

5.1 Materials and
methods

5.2 Results and

discussion
521 k%
522 Kg
523 ¢%
524ty
5.3 Conclusion

53.1 Reliability

5.3.2  Deficiencies

5 APPLICANT’S SUMMARY AND CONCLUSION

IPBC was dissolved in ethanol and exposed to sunlight lamps and UV
lamps for up to 50 days. In addition, wood slices were dipped in an IPBC
solution and irradiated for up to 50 days.

Extracts were analysed by GC-MS.
In irradiated ethanol solutions approximately 25 % of the initial IPBC
was degraded within 17 days of exposure.

Results on the decomposition of IPBC in wood suggest that
photodegradation will also occur in a thin layer of the wood surface.
After 25 to 50 days of irradiation the recovery rate of IPBC decreased to
approximately 40 to 50 %.

IPBC was converted to propargyl butyl carbamate (PBC) by photolytic
cleavage of the carbon-iodine bond and release of the iodine.

Not indicated
Not indicated
Not indicated
Not indicated

The test results show that IPBC may be subject to photolytical
degradation.

Yes

The publication shows methodological and reporting deficiencies.
However, the test results show that [IPBC may be subject to photolytical
degradation.
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Results and discussion

Conclusion

Reliability

Acceptability
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Annex Point ITA,
VIL7.6.2.1
Remarks
COMMENTS FROM ...
Date Give date of comments submitted
Materials and Methods Discuss additional relevant discrepancies referring to the (sub)heading numbers

Results and discussion
Conclusion

Reliability
Acceptability

Remarks

and to applicant's summary and conclusion.
Discuss if deviating from view of rapporteur member state

Discuss if deviating firom view of rapporteur member state
Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Section A7.1.1.1.2/03

Phototransformation in water including identity of
transformation products

Annex Point IIA,
VIL7.6.2.2
Addendum 2 to
Dossier
Official
1 REFERENCE use only
1.1 Reference Phaff, R. (2005): Aqueous photolysis of IPBC and determination of the
quantum yield; RCC, Itingen Switzerland; Doc. No. 712-001
(unpublished).
1.2 Data protection -
121 Damowner [
122 Companies with | EEEEEE
letter of access
123 Criteria for data [
protection —
2 GUIDELINES AND QUALITY ASSURANCE
2.1 Guideline study Yes, OECD Guideline for Testing of Chemicals, draft document, August
2000
2.2 GLP [ |
2.3 Deviations No
3 MATERIAL AND METHODS
31 Test material I
3.1.1  Lot/Batchnumber ||
3.1.2  Specification As given in section 2
3.13  Purity I
3.1.4  Description of test —
substance
3.1.5 Radiolabelling [
3.1.6  UV/VIS absorption
spectra and
absorbance value
3.1.7  Further relevant

properties
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Section A7.1.1.1.2/03  Phototransformation in water including identity of

Annex Point TTA, transformation products

VIL7.6.2.2

Addendum 2 to

Dossier

32 Reference |
substance

3.3 Testsolution _

34 Testing procedure |-

341 Testsystem I

3.4.2  Properties of light
source

243 Doemisionof |1
irradiance

344  Temperature I

345 pH I

3.4.6 Duration of the test || [ EIIN :

347 Number of _
replicates

3.48  Sampling L]
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Dossier

Phototransformation in water including identity of

transformation products

349  Analytical methods

3.4.10 Calculations

3.5 Transformation
products

3.5.1 Method of analysis

for transformation
products

4.1 Screening test

4.2 Actinometer data

4.3 Controls

4.4 Photolysis data

4.4.1 Concentration
values

4 RESULTS
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Annex Point ITA,
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Addendum 2 to
Dossier

Phototransformation in water including identity of
transformation products

442

443
444
445
44.6

4.4.7
44.8
4.5

5.1

5.2

52.1
522
523
524

53

53.1

Mass balance

k%
Kinetic order

ke, /K5,

Reaction quantum

yield (¢°)
ko

Half-life (t 1 /2E)

Specification of
the transformation

products

Materials and

methods

Results and
discussion

K
Koe
0%
tiE

Conclusion

Reliability

5 APPLICANT’S SUMMARY AND CONCLUSION

The rate of photochemical degradation of IPBC was determined under
simulated sunlight in sterilised aqueous buffer solution at pH 7 and
natural pond water at a pH value of about 8.5.

The results show that IPBC was stable within 3 days of continuous
irradiation (corresponding to 6.1 days natural summer sunlight at latitude
50° N). Since IPBC was stable during the incubation period no half-lives
and no quantum yield could be calculated.

Not indicated
Not indicated
Not indicated
Not indicated

The results of the study demonstrate that IPBC is stable to direct and
indirect photolysis in the aquatic environment.
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Section A7.1.1.1.2/03

Phototransformation in water including identity of

transformation products

Annex Point ITA,
VIL.7.6.2.2
Addendum 2 to
Dossier
5.3.2 Deficiencies No
Evaluation by Competent Authorities
EVALUATION BY RAPPORTEUR MEMBER STATE
Date

Materials and Methods

Results and discussion

Conclusion
Reliability
Acceptability
Remarks
COMMENTS FROM ...
Date Give date of comments submitted

Materials and Methods

Results and discussion
Conclusion

Reliability
Acceptability
Remarks

Discuss additional relevant discrepancies referring to the (sub)heading numbers

and to applicant's summary and conclusion.
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
Discuss if deviating firom view of rapporteur member state
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Section A7.1.1.2.1/01

Biodegradability (ready)

Annex Point ITA,
VIL7.6.1.1
Official
1 REFERENCE use only
1.1 Reference Griitzner, 1. (2002): Ready biodegradability of IPBC in a Manometric
Respirometry Test; RCC Ltd, Environmental Chemistry &
Pharmanalytics Division; Itingen, Switzerland; Lab.-Study No.: 831172;
11.03.2002; Doc. No. 713-002; unpublished
12 Data protection -
1.2.1  Data owner _
122 Companies with | N N NN
letter of access
123 Criteria for data |
protecion — ]
2 GUIDELINES AND QUALITY ASSURANCE
2.1 Guideline study  Yes, OECD guideline 301 F
22 GLP [
2.3 Deviations No
3 MATERIAL AND METHODS
31 Test material I
3.1.1  Lot/Batch number [N
3.1.2  Specification As given in section 2
3.1.3  Purity [
3.1.4 Description of test [
substance
3.1.5  Further relevant —
properties
3.1.6  Composition of —
Product ,
17 1S iy o |

microorganisms
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Section A7.1.1.2.1/01  Biodegradability (ready)

Annex Point I1A,
V11.7.6.1.1

3.1.8  Specific chemical
analysis

3.2 Reference
substance

32.1 Initial concentration
of reference
substance

3.3 Testing procedure

33.1 Inoculum/
test species

332  Testsystem

3.3.3  Test conditions

33.4  Method of
preparation of test
solution

3.3.5 Initial TS
concentration

33.6  Duration of test

337  Analytical
parameter

3.3.8  Sampling

3.3.9 Intermediates/
degradation
products

3.3.10 Nitrate/nitrite
measurement

3.3.11 Controls

A

3.3.12 Statistics

4

RESULTS

4.1 Degradation of
test substance
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Section A7.1.1.2.1/01  Biodegradability (ready)
Annex Point ITA,
VIL7.6.1.1
41.1  Graph I
4,12  Degradation -24 t0 26 % after 28 days based on ThODyyy
-20 to —22 % after 28 days based on ThODyo;3
The biochemical oxygen demand (BOD) of the test item IPBC in the
test media was lower than in the inoculum controls. Consequently, IPBC
was found to be not biodegradable under the test conditions within 28
days.
4.13  Other observations [l
414 Degradation of TS —
in abiotic control
reference substance
4.1.6  Intermediates/ ]
degradation
products
5 APPLICANT’S SUMMARY AND CONCLUSION
5.1 Materials and A manometric respirometry test was conducted according to OECD
methods Guideline 301 F over a period of 28 days.
5.2 Results and
discussion
53 Conclusion According to the guideline all validity criteria were fulfilled. IPBC was
not ready biodegradable under the test conditions within 28 days.
53.1  Reliability |
5.3.2  Deficiencies No
Y,Evalu:at'ioh by Clﬁﬁpetent Authorities
Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted
EVALUATION BY RAPPORTEUR MEMBER STATE
Date _

Materials and Methods

Results and discussion
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Section A7.1.1.2.1/01 Biodegradability (ready)

Annex Point IIA,
VIL7.6.1.1
Conclusion .|
Reliability ]
Acceptability I
Remarks
COMMENTS FROM ...
Date Give date of comments submitted
Materials and Methods Discuss additional relevant discrepancies referring to the (sub)heading numbers
and to applicant's summary and conclusion.
Discuss if deviating from view of rapporteur member state
Results and discussion Discuss if deviating from view of rapporteur member state
Conclusion Discuss if deviating from view of rapporteur member state
Reliability Discuss if deviating from view of rapporteur member state
Acceptability Discuss if deviating from view of rapporteur member state
Remarks

|
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Section A7.1.4.1 Field study on accumulation in the sediment
Annex Point IITA, XII.2.1

JUSTIFICATION FOR NON-SUBMISSION OF DATA ziﬁ:;i*;
Other justification
Detailed justification: According to the TNsG on data requirements, a field study on

accumulation in the sediment is required if non-extractable residues are
formed exceeding 70 % of the initial dose in the water/sediment study or
if the mineralisation rate in the water/sediment study is less than 5 % in
100 days.

Therefore, a field study on accumulation in the sediment is not regarded
to be warranted.

Evaluation by Conipeiéﬁf?AlgtﬁBﬁﬁés

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STATE

Date I
Evaluation of applicant's _
justification
Conclusion L0
Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)
Date Give date of comments submitted

Evaluation of applicant's  Discuss if deviating from view of rapporteur member state
justification

Conclusion Discuss if deviating firom view of rapporteur member state

Remarks
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Official
1 REFERENCE use only
1.1 Reference Blumhorst, M. R. (1992): Aerobic soil metabolism of P-100; EPL Bio-

1.2 Data protection
1.2.1  Data owner

1.2.2  Companies with
letter of access

1.2.3  Criteria for data
protection

2.1 Guideline study

2.2 GLP
2.3 Deviations
3.1 Test material

3.1.1  Lot/Batch number

3.1.2  Specification
3.1.3  Purity

3.1.4  Description of test
substance

3.1.5  Further relevant
properties

3.1.6  Composition of
Product

Analytical Services Inc., Harristown, IL, U.S.A.; Study No.: 147-004;
Doc. No. 722-001; 05.05.1992; (unpublished)

e

R
L ]
— |

2 GUIDELINES AND QUALITY ASSURANCE

Yes, U.S. EPA Pesticide Assessment Guidelines, Subdivision N, § 162-
1, Chemistry: Environmental Fate

N

(o]

3 MATERIAL AND METHODS

"
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Annex Point IITA, VIL4,
XIL1.1

3.1.7 TS inhibitory to
microorganisms

3.1.8  Specific chemical
analysis

3.2 Reference
substance

3.2.1 Initial concentration
of reference
substance

3.3 Test solution

3.4 Testing procedure

1

34.1 Testsoil

34.2  Test system

3.4.3  Temperature

3.44  TInitial TS
concentration

3.4.5 Duration of test

34.6 Analytical
parameter

347 Sampling

i)
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Section 7.2.1/01 Aerobic degradation in soil, initial study
Annex Point ITTA, VIL4,
XIL.1.1

3.4.8  Analytical methods

3.4.9 Calculations

=S

RESULTS
4.1 Material balance

4.2 Distribution of
radioactivity
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Annex Point ITTA, VIL4,
XII.1.1 _
43 Concentration— |
time data T
44 Specification of |
the transformation |
products R
4.5 Dissipation time Soil DTsy and DTy, values of IPBC and propargyl butyl carbamate were
calculated assuming pseudo first-order kinetics (see table A7.2.1/01-8).
DTs, of IPBC:
- 2.13 hours (nonsterile, 22°C)
- 8.6 hours (nonsterile, 5°C)
DT50 of PBC:
- 4.3 days (nonsterile, 22°C)
5 APPLICANT’S SUMMARY AND CONCLUSION
5.1 Materials and The aerobic biodegradation test was conducted according to U.S. EPA
methods Pesticide Assessment Guidelines, Subdivision N, § 162-1, Chemistry:

Environmental Fate.

5.2 Results and
discussion
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