1. Information on the study

Data point:

Report author Elodie Maillard and Gwenael Imfeld

Report year 2014

Report title Pesticide Mass Budget in a Stormwater Wetland
Document No Environmental Science & Technology 2014, 48, 8603-8611

Guidelines followed in study  None

Deviations from current test None

guideline
GLP/Officially recognised No, not conducted under GLP/Officially recognised testing
testing facilities facilities
Acceptability /Reliability: Yes/Supportive only (No relevant endpoint)
2. Assessment and conclusion

Assessment and conclusion by applicant:

The study reports the pesticide loss and input in a stormwater wetland in an agricultural region in
France. Several pesticides were analyzed, among them glyphosate and AMPA. Analytical methods
were poorly described in the article, but were provided in the supporting information.

The study is classified as relevant to the data requirement but only as supplementary information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements .
q Criteria met?

(indicated by the Yes /
corresponding EU Criteria for “Reliable” articles No /
data point) .
Uncertain

1. For guideline-compliant studies (GLP studies): OECD,
OPPTS, ISO, and others. The validity/quality criteria listed | No
in the corresponding guidelines met.

2. Previous exposure to other chemicals is documented No
(where relevant).
3. The test substance is dissolved in water or non-toxic No
solvent
4. Glyphosate, when the test substance, is sufficiently
documented - identity of the test material reported (i.e. No
General criteria for purity, source, content, storage conditions)
reliability considered | 5. Only glyphosate is the tested substance (excluding No
for all data mixture), and information on application of glyphosate is
requirements described
indicated by the 6. The endpoint measured can be considered a consequence Yes
corresponding EU of glyphosate (or a glyphosate metabolite)
data points as 7. Study design / test system is well described, including
specified in EC when relevant: concentration in exposure media (dose Yes
Regulation (EU) No rates, volume applied, etc.), dilution/mixture of test item
283/2013 (solvent, vehicle) where relevant.

8. Analytical verifications performed in test media
(concentration)/ collected samples, stability of glyphosate No
in test media documented

9. An endpoint can be derived. Findings do deliver a
regulatory endpoint, and/or is useful as supporting No
information

10. Assessment of the statistical power of the assay is possible | Yes
with reported data.

11. If statistical methodology was applied for findings




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria met?
Yes/
No /
Uncertain

reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

Yes

12.

Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

Yes

13.

Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

15.

For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16.

For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

20.

Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

21.

Analytical methods clearly described and adequate
Statement of specificity and sensitivity of the analytical
methods is included

22.

Radiolabel characterization: purity, specific activity,
location of label

23.

If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.

24.

Glyphosate monitoring data: description of matrix
analysed, and analytical methods fully described as above.

25.

For environmental fate studies: clear description of
application rate and relevance to approved uses.

Yes




1. Information on the study

Data point:
Report author

Report year
Report title

Document No
Guidelines followed in study

Deviations from current test
guideline

GLP/Officially recognised
testing facilities
Acceptability/Reliability:

Flavio Malaguerra, Hans-Jgrgen Albrechtsen, Laerke Thorling
Philip John Binning

2012

Pesticides in water supply wells in Zealand, Denmark: A
statistical analysis

Science of the Total Environment 414 (2012) 433—444

None

No

No, not conducted under GLP/Officially recognised testing
facilities

Yes/Supportive only (no presentation of measured values,
only of statistical correlation of concentrations with different

well properties)

2. Assessment and conclusion

Assessment and conclusion by applicant:

The study describes the statistical correlation of the occurrence of some pesticides, incl. glyphosate
in groundwater wells with different characteristics of the wells (e.g. geology, geographic
information, depth etc.). No measured values are reported.
The study is therefore classified as relevant to the data requirement but only as supplementary
information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes /
corresponding EU No /
data point) Uncertain
For guideline-compliant studies (GLP studies): OECD, OPPTS, No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.
Previous exposure to other chemicals is documented (where No
relevant).
General criteria for The test substance is dissolved in water or non-toxic solvent Yes
;zlrlill)lﬂé;};aconmdered Glyphosate, when the test substance, 'is sufﬁs:iently documented - No
requirements identity of thg 'test material reported (i.e. purity, source, content,
indicated by the storage conditions)
corresponding EU iny glyphosate is the tf:sted substance (e.xcluding mixture), and No
data points as information on application of glyphosate is described
specified in EC The endpoint measured can be considered a consequence of Yes
Regulation (EU) No glyphosate (or a glyphosate metabolite)
283/2013 Study design / test system is well described, including when Yes
relevant: concentration in exposure media (dose rates, volume
applied, etc.), dilution/mixture of test item (solvent, vehicle)
where relevant.
Analytical verifications performed in test media (concentration)/ No
collected samples, stability of glyphosate in test media
documented




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes /
corresponding EU No /
data point) Uncertain
9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information
10. Assessment of the statistical power of the assay is possible with Yes
reported data.
11. If statistical methodology was applied for findings reported, then Yes
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)
12. Field locations relevant/comparable to European conditions. Yes
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.
13. Characterization of soil: texture (sandy loam, silty loam, loam, No
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)
14. Other soils where information on characterization by the No
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass
15. For tests including agricultural soils, they should not have been No
treated with test substance or similar substances for a minimum
of | year
16. For soil samples, sampling from A-horizon, top 20 cm layers; No
soils freshly from field preferred (storage max 3 months at 4 +/-
2°C).
17. Data on precipitation is recorded No
18. The temperature was in the range between 20-25°C and the No
moisture was reported
19. The presence of glyphosate identified in samples collected from Yes
groundwater, soil, surface waters, sediments or air from
European areas
20. Analytical results present residues measurements which can be Yes
correlated with the existing residues definition of glyphosate
21. Analytical methods clearly described and adequate Statement of No
specificity and sensitivity of the analytical methods is included
22. Radiolabel characterization: purity, specific activity, location of No
label
23. If degradation kinetics are included: expect to see data tables No
provided, model description. Statistical parameters for kinetic fit.
24. Glyphosate monitoring data: description of matrix analysed, and No
analytical methods fully described as above.
25. For environmental fate studies: clear description of application No

rate and relevance to approved uses.




1. Information on the study

Data point:
Report author

Report year
Report title

Document No

Flavio Malaguerra, Hans-Jgrgen Albrechtsen, Philip John

Binning

2013

Assessment of the contamination of drinking water supply
wells by pesticides from surface water resources using a
finite element reactive transport model and global sensitivity

analysis techniques
Journal of Hydrology 476 (2013) 321-331

Guidelines followed in study  None

Deviations from current test No

guideline

GLP/Officially recognised

testing facilities

Acceptability/Reliability:

facilities

results)

No, not conducted under GLP/Officially recognised testing

Yes/Supportive only (No measured values, only modelling

2. Assessment and conclusion

Assessment and conclusion by applicant:

The study reflects a computation model simulation for the contamination of drinking water wells
with glyphosate and AMPA via filtration from surface waters. Generalized soil parameters were
considered that reflect European agricultural soil characteristics. The derived results represents
modelling results, no measured values.
The study is therefore classified as relevant to the data requirement but only as supplementary
information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

relevant: concentration in exposure media (dose rates, volume
applied, etc.), dilution/mixture of test item (solvent, vehicle)
where relevant.

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes/
corresponding EU No /
data point) Uncertain
For guideline-compliant studies (GLP studies): OECD, OPPTS, No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.
Previous exposure to other chemicals is documented (where No
General criteria for relevant).
reliability considered The test substance is dissolved in water or non-toxic solvent No
for all data
requirements Glyphosate, when the test substance, is sufficiently documented - No
indicated by the identity of the test material reported (i.e. purity, source, content,
corresponding EU storage conditions)
data points as Only glyphosate is the tested substance (excluding mixture), and No
specified in EC information on application of glyphosate is described
Regulation (EU) No The endpoint measured can be considered a consequence of Yes
283/2013 glyphosate (or a glyphosate metabolite)
Study design / test system is well described, including when Yes




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes /
corresponding EU No /
data point) Uncertain
8. Analytical verifications performed in test media (concentration)/ No
collected samples, stability of glyphosate in test media
documented
9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information
10. Assessment of the statistical power of the assay is possible with Yes
reported data.
11. If statistical methodology was applied for findings reported, then Yes
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)
12. Field locations relevant/comparable to European conditions. Yes
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.
13. Characterization of soil: texture (sandy loam, silty loam, loam, No
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)
14. Other soils where information on characterization by the Yes
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass
15. For tests including agricultural soils, they should not have been No
treated with test substance or similar substances for a minimum
of 1 year
16. For soil samples, sampling from A-horizon, top 20 cm layers; No
soils freshly from field preferred (storage max 3 months at 4 +/-
2°C).
17. Data on precipitation is recorded No
18. The temperature was in the range between 20-25°C and the No
moisture was reported
19. The presence of glyphosate identified in samples collected from No
groundwater, soil, surface waters, sediments or air from
European areas
20. Analytical results present residues measurements which can be Yes
correlated with the existing residues definition of glyphosate
21. Analytical methods clearly described and adequate Statement of No
specificity and sensitivity of the analytical methods is included
22. Radiolabel characterization: purity, specific activity, location of No
label
23. If degradation kinetics are included: expect to see data tables No
provided, model description. Statistical parameters for kinetic fit.
24. Glyphosate monitoring data: description of matrix analysed, and No
analytical methods fully described as above.
25. For environmental fate studies: clear description of application No

rate and relevance to approved uses.




1.

Information on the study

Data point:
Report author

Report year
Report title

Document No

Guidelines followed in study

Deviations from current test

guideline

GLP/Officially recognised

testing facilities

Acceptability/Reliability:

KCA 7.5 (water treatment)

Manassero A; Passalia C; Negro A C; Cassano A E;

Zalazar C S
2010

Glyphosate degradation in water employing the H,O./UVC

process

Water research, (2010 Jul) Vol. 44, No. 13, pp. 3875-82

None

No

No

Yes/ reliable

Assessment and conclusion

Assessment and conclusion by applicant:

The study describes the degradation of glyphosate under H>O»/UVC processes and the generation of
breakdown products. The experiment is well described. A degradation pathway is proposed.
The study is therefore considered as reliable (Category 1).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes /
corresponding EU No /
data point) Uncertain
1. For guideline-compliant studies (GLP studies): OECD, OPPTS, | No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.
2. Previous exposure to other chemicals is documented (where No
relevant).
3. The test substance is dissolved in water or non-toxic solvent Yes
G | criteria f 4. Glyphosate, when the test substance, is sufficiently documented - | No
T.n ir.?. crlterla} d or d identity of the test material reported (i.e. purity, source, content,
ice 1a111 (llt}; considere storage conditions)
orall cata 5. Only glyphosate is the tested substance (excluding mixture), and | Yes
requirements ) : o . :
. information on application of glyphosate is described
indicated by the p -
! 6. The endpoint measured can be considered a consequence of Yes
corresponding EU .
data points as glyphosate (or a glyphosate metabolite)
specified in EC 7. Study design / test system is well described, including when Yes
R . relevant: concentration in exposure media (dose rates, volume
egulation (EU) No . o . . .
applied, etc.), dilution/mixture of test item (solvent, vehicle)
283/2013
where relevant.
8. Analytical verifications performed in test media (concentration)/ | No
collected samples, stability of glyphosate in test media
documented
9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information
10. Assessment of the statistical power of the assay is possible with | No

reported data.




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements

(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria
met?
Yes/
No/
Uncertain

11.

If statistical methodology was applied for findings reported, then
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)

Yes

12.

Field locations relevant/comparable to European conditions.
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.

13.

Characterization of soil: texture (sandy loam, silty loam, loam,
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)

No

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass

15.

For tests including agricultural soils, they should not have been
treated with test substance or similar substances for a minimum
of 1 year

No

16.

For soil samples, sampling from A-horizon, top 20 cm layers;
soils freshly from field preferred (storage max 3 months at 4 +/-
2°C).

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected from
groundwater, soil, surface waters, sediments or air from
European areas

20.

Analytical results present residues measurements which can be
correlated with the existing residues definition of glyphosate

Yes

21.

Analytical methods clearly described and adequate Statement of
specificity and sensitivity of the analytical methods is included

Yes

22.

Radiolabel characterization: purity, specific activity, location of
label

23.

If degradation kinetics are included: expect to see data tables

provided, model description. Statistical parameters for kinetic fit.

24.

Glyphosate monitoring data: description of matrix analysed, and
analytical methods fully described as above.

25.

For environmental fate studies: clear description of application
rate and relevance to approved uses.




1. Information on the study
Data point: EU data requirement No.
Report author Martin, J. et al.
Report year 2013
Report title Sugar Cane, Herbicides And water Pollution in Reunion

Document No

Guidelines followed in study

Deviations from current test
guideline

GLP/Officially recognised
testing facilities
Acceptability/Reliability:

Island: Achievements and Perspectives at the End of the First
Decade of monitoring

Conference paper: 22nd Conference of COLUMA.
International Days on Weed Control, Dijon, France,
December 10-12, 2013 pp.641-651 ref.13

None

No
Yes, conducted under Officially recognised testing facilities

Yes/Supportive only (limited representativeness of herbicide
application to sugar cane on Reunion Island)

Assessment and conclusion

Assessment and conclusion by applicant:

The article summarizes the results of monitoring pesticides in groundwater and surface water
conducted by the responsible authorities of Reunion Island. As the data were generated by authorities,
it is assumed to be quality assured (even though no details on sample collection and analytical
methods are reported). Application of herbicides to sugar cane on Reunion Island is considered only
limited representative for European conditions.

The study is therefore classified as relevant to the data requirement but only as supplementary
information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes/
corresponding EU No/
data point) Uncertain
1. For guideline-compliant studies (GLP studies): OECD, OPPTS, | No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.
2. Previous exposure to other chemicals is documented (where No
o relevant).
General criteria for 3. The test substance is dissolved in water or non-toxic solvent No

reliability considered

for all data Glyphosate, when the test substance, is sufficiently documented -

identity of the test material reported (i.e. purity, source, content, | No

irﬁ?l?ci;:geg tsthe storage conditions)

correspon d?ng EU 5. iny glyphosate is the t.ested substance (elxcludin-g mixture), and | No
data points as information on application of glyphosate is described

specified in EC 6. The endpoint measured can be considered a consequence of Yes
Regulation (EU) No glyphosate (or a glyphosate metabolite)

283/2013 7. Study design / test system is well described, including when Yes

relevant: concentration in exposure media (dose rates, volume
applied, etc.), dilution/mixture of test item (solvent, vehicle)
where relevant.

8. Analytical verifications performed in test media (concentration)/ | No
collected samples, stability of glyphosate in test media




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements

(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria
met?
Yes/
No/
Uncertain

documented

An endpoint can be derived. Findings do deliver a regulatory
endpoint, and/or is useful as supporting information

Yes

10.

Assessment of the statistical power of the assay is possible with
reported data.

No

11.

If statistical methodology was applied for findings reported, then
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)

No

12.

Field locations relevant/comparable to European conditions.
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.

Yes

13.

Characterization of soil: texture (sandy loam, silty loam, loam,
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)

No

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass

15.

For tests including agricultural soils, they should not have been
treated with test substance or similar substances for a minimum
of | year

16.

For soil samples, sampling from A-horizon, top 20 cm layers;
soils freshly from field preferred (storage max 3 months at 4 +/-
2°C).

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected from
groundwater, soil, surface waters, sediments or air from
European areas

Yes

20.

Analytical results present residues measurements which can be
correlated with the existing residues definition of glyphosate

Yes

21.

Analytical methods clearly described and adequate Statement of
specificity and sensitivity of the analytical methods is included

22.

Radiolabel characterization: purity, specific activity, location of
label

23.

If degradation kinetics are included: expect to see data tables
provided, model description. Statistical parameters for kinetic fit.

24.

Glyphosate monitoring data: description of matrix analysed, and
analytical methods fully described as above.

No

25.

For environmental fate studies: clear description of application
rate and relevance to approved uses.

Yes




1. Information on the study

Data point:
Report author
Report year
Report title

Document No

Guidelines followed in study

Deviations from current test

KCA 7.5
Masiol, M. et al.
2018

Herbicides in river water across the northeastern Italy: occurrence
and spatial patterns of glyphosate, aminomethylphosphonic acid, and

glufosinate ammonium

Environmental Science and Pollution Research (2018)

25:24368-24378
None

No

guideline
GLP/Officially recognised testing No, not conducted under GLP/Officially recognised testing facilities
facilities
Acceptability/Reliability: Yes/fully reliable
2. Assessment and conclusion

Assessment and conclusion by applicant:

The study was seen as reliable (Category 1).

The study reports measurements of glyphosate and AMPA in surface waters in Northern Italy.

E-Fate: Reliability criteria for the detailed assessment of full-text documents
Data
requirements Criteria met?
(indicated by Criteria for “Reliable” articles Yes/
the No /
corresponding Uncertain
EU data point)

General criteria
for reliability
considered for
all data
requirements
indicated by the
corresponding
EU data points
as specified in
EC Regulation
(EU) No
283/2013

reported data.

1. For guideline-compliant studies (GLP studies): OECD, OPPTS, No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.

2. Previous exposure to other chemicals is documented (where No
relevant).

3. The test substance is dissolved in water or non-toxic solvent Yes

4. Glyphosate, when the test substance, is sufficiently documented - No
identity of the test material reported (i.e. purity, source, content,
storage conditions)

5. Only glyphosate is the tested substance (excluding mixture), and No
information on application of glyphosate is described

6. The endpoint measured can be considered a consequence of Yes
glyphosate (or a glyphosate metabolite)

7. Study design / test system is well described, including when Yes
relevant: concentration in exposure media (dose rates, volume
applied, etc.), dilution/mixture of test item (solvent, vehicle) where
relevant.

8. Analytical verifications performed in test media (concentration)/ No
collected samples, stability of glyphosate in test media documented

9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information

10. Assessment of the statistical power of the assay is possible with Yes




E-Fate: Reliability criteria for the detailed assessment of full-text documents

11. If statistical methodology was applied for findings reported, then Yes
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)

12. Field locations relevant/comparable to European conditions. Soils | Yes
not completely matching the OECD criteria but from Europe or to
some extent representative for the European Agriculture.

13. Characterization of soil: texture (sandy loam, silty loam, loam, No
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)

14. Other soils where information on characterization by the No
parameters: pH, texture, CEC, organic carbon, bulk density, water
holding capacity, microbial biomass

15. For tests including agricultural soils, they should not have been No
treated with test substance or similar substances for a minimum of
1 year

16. For soil samples, sampling from A-horizon, top 20 cm layers; soils | No
freshly from field preferred (storage max 3 months at 4 +/- 2°C).

17. Data on precipitation is recorded No

18. The temperature was in the range between 20-25°C and the No
moisture was reported

19. The presence of glyphosate identified in samples collected from Yes
groundwater, soil, surface waters, sediments or air from European
areas

20. Analytical results present residues measurements which can be Yes

correlated with the existing residues definition of glyphosate

21. Analytical methods clearly described and adequate Statement of Yes
specificity and sensitivity of the analytical methods is included

22. Radiolabel characterization: purity, specific activity, location of No
label

23. If degradation kinetics are included: expect to see data tables No
provided, model description. Statistical parameters for kinetic fit.

24. Glyphosate monitoring data: description of matrix analysed, and Yes
analytical methods fully described as above.

25. For environmental fate studies: clear description of application No

rate and relevance to approved uses.




1.

Information on the study

Data point:
Report author

Report year
Report title

Document No

Sarah-Louise McManus, Karl G. Richards, Jim Grant,
Anthony Mannix, Catherine E. Coxon

2014

Pesticide occurrence in groundwater and the physical
characteristics in association with these detections in Ireland
Environmental Monit Assess (2014) 186:7819—-7836

Guidelines followed in study None
Deviations from current test None
guideline
GLP/Officially recognised Yes, conducted under GLP/Officially recognised testing
testing facilities facilities (EPA Ireland)
Acceptability/Reliability: Yes/fully reliable for the respective data requirement
2. Assessment and conclusion

Assessment and conclusion by applicant:

The study reports the evaluation of a two-years national groundwater monitoring campaign in

Ireland.

The study was seen as fully reliable to the data requirement (Category 1).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria
met?
Criteria for “Reliable” articles Yes /
No /
Uncertain

General criteria for
reliability
considered for all
data requirements
indicated by the
corresponding EU
data points as
specified in EC
Regulation (EU)
No 283/2013

. For guideline-compliant studies (GLP studies): OECD,

OPPTS, ISO, and others. The validity/quality criteria listed | No
in the corresponding guidelines met.

. Previous exposure to other chemicals is documented No
(where relevant).

. The test substance is dissolved in water or non-toxic No
solvent

. Glyphosate, when the test substance, is sufficiently

documented - identity of the test material reported (i.e. No
purity, source, content, storage conditions)

. Only glyphosate is the tested substance (excluding No

mixture), and information on application of glyphosate is
described

. The endpoint measured can be considered a consequence Yes

of glyphosate (or a glyphosate metabolite)

. Study design / test system is well described, including

when relevant: concentration in exposure media (dose Yes
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.

. Analytical verifications performed in test media

(concentration)/ collected samples, stability of glyphosate | No
in test media documented

. An endpoint can be derived. Findings do deliver a Yes

regulatory endpoint, and/or is useful as supporting




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria
met?
Yes /
No/

Uncertain

information

10. Assessment of the statistical power of the assay is possible
with reported data.

Yes

11. If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

Yes

12. Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

Yes

13. Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

No

14. Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

15. For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16. For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

17. Data on precipitation is recorded

18. The temperature was in the range between 20-25°C and the
moisture was reported

19. The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

Yes

20. Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

Yes

21. Analytical methods clearly described and adequate
Statement of specificity and sensitivity of the analytical
methods is included

Yes

22. Radiolabel characterization: purity, specific activity,
location of label

23.If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.

24. Glyphosate monitoring data: description of matrix
analysed, and analytical methods fully described as above.

25. For environmental fate studies: clear description of
application rate and relevance to approved uses.




1.

Information on the study

Data point:
Report author

Report year
Report title

Document No

Guidelines followed in study

Deviations from current test
guideline
GLP/Officially recognised

KCA 7.5 (monitoring data)

Meyer, Berenike; Pailler, Jean-Yannick; Guignard, Cedric;
Hoffmann, Lucien; Krein, Andreas

2011

Concentrations of dissolved herbicides and pharmaceuticals
in a small river in Luxembourg

Environmental Monitoring and Assessment, (2011) Vol. 180,
No. 1-4, pp. 127-146

None

No

Yes, conducted by officially recognised testing facility

testing facilities

Acceptability/Reliability:

(Department of Environmentand Agro-Biotechnologies

(EVA))
Yes/ reliable

Assessment and conclusion

Assessment and conclusion by applicant:

The reports describes a monitoring study in an agricultural area in Luxembourg. The study design
and the analytical methods are well described.
The study is therefore considered as reliable (Category 1).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes/
corresponding EU No /
data point) Uncertain
For guideline-compliant studies (GLP studies): OECD, OPPTS, | No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.
Previous exposure to other chemicals is documented (where No
relevant).
The test substance is dissolved in water or non-toxic solvent Yes
GT.H ir?l crlterla} df or J Glyphosate, when the test substance, is sufficiently documented - | No
rfzrlilll (lita};aconm ere identity of the test material reported (i.e. purity, source, content,
requirements storage conditioqs) . :
indicated by the iny glyphosate is the tfasted substance (e.xcludln.g mixture), and | No
corresponding EU information on application of glyphosate is described
data points as The endpoint measured can be consiqered a consequence of Yes
specified in BC glyphosate (or a glyphosate metabolite)
Regulation (EU) No Study design / test system is well described, including when Yes
283/2013 relevant: concentration in exposure media (dose rates, volume
applied, etc.), dilution/mixture of test item (solvent, vehicle)
where relevant.
Analytical verifications performed in test media (concentration)/ | No
collected samples, stability of glyphosate in test media
documented
An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements

(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria
met?
Yes/
No/
Uncertain

10.

Assessment of the statistical power of the assay is possible with
reported data.

No

11.

If statistical methodology was applied for findings reported, then
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)

Yes

12.

Field locations relevant/comparable to European conditions.
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.

Yes

13.

Characterization of soil: texture (sandy loam, silty loam, loam,
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)

No

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass

15.

For tests including agricultural soils, they should not have been
treated with test substance or similar substances for a minimum
of 1 year

No

16.

For soil samples, sampling from A-horizon, top 20 cm layers;
soils freshly from field preferred (storage max 3 months at 4 +/-
2°0).

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected from
groundwater, soil, surface waters, sediments or air from
European areas

Yes

20.

Analytical results present residues measurements which can be
correlated with the existing residues definition of glyphosate

Yes

21.

Analytical methods clearly described and adequate Statement of
specificity and sensitivity of the analytical methods is included

Yes

22.

Radiolabel characterization: purity, specific activity, location of
label

23.

If degradation kinetics are included: expect to see data tables
provided, model description. Statistical parameters for kinetic fit.

24.

Glyphosate monitoring data: description of matrix analysed, and
analytical methods fully described as above.

25.

For environmental fate studies: clear description of application
rate and relevance to approved uses.




1.

Information on the study

Data point:
Report author

Report year
Report title

Document No

Maria Mortl, Gyongyi Németh, Judit Juracsek, Béla Darvas,

Lisa Kamp, Fernando Rubio, Andras Székacs
2013

Determination of glyphosate residues in Hungarian water

samples by immunoassay
Microchemical Journal 107 (2013) 143-151

Guidelines followed in study None
Deviations from current test None
guideline

GLP/Officially recognised

testing facilities

Yes, conducted under GLP/Officially recognised testing
facilities (Central Food Research Institute)

Acceptability/Reliability: Yes/fully reliable for the respective data requirement

Assessment and conclusion

Assessment and conclusion by applicant:

The study describes a monitoring study where immunoassay analytical method was used. Several

findings in different compartments (surface waters, ground water) were reported.
The study was therefore seen as fully reliable to the data requirement (Category 1).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

General criteria for
reliability
considered for all
data requirements
indicated by the
corresponding EU
data points as
specified in EC
Regulation (EU)
No 283/2013

. For guideline-compliant studies (GLP studies): OECD,

OPPTS, ISO, and others. The validity/quality criteria listed | No
in the corresponding guidelines met.

. Previous exposure to other chemicals is documented No
(where relevant).

. The test substance is dissolved in water or non-toxic No
solvent

. Glyphosate, when the test substance, is sufficiently

documented - identity of the test material reported (i.e. No
purity, source, content, storage conditions)

. Only glyphosate is the tested substance (excluding Yes

mixture), and information on application of glyphosate is
described

. The endpoint measured can be considered a consequence Yes

of glyphosate (or a glyphosate metabolite)

. Study design / test system is well described, including

when relevant: concentration in exposure media (dose Yes
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.

. Analytical verifications performed in test media

(concentration)/ collected samples, stability of glyphosate | No
in test media documented

. An endpoint can be derived. Findings do deliver a Yes

regulatory endpoint, and/or is useful as supporting

Criteria

Uncertain




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria
met?
Yes /
No/

Uncertain

information

10. Assessment of the statistical power of the assay is possible
with reported data.

No

11. If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

Yes

12. Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

Yes

13. Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

No

14. Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

15. For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16. For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

17. Data on precipitation is recorded

18. The temperature was in the range between 20-25°C and the
moisture was reported

19. The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

Yes

20. Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

Yes

21. Analytical methods clearly described and adequate
Statement of specificity and sensitivity of the analytical
methods is included

22. Radiolabel characterization: purity, specific activity,
location of label

23.If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.

24. Glyphosate monitoring data: description of matrix
analysed, and analytical methods fully described as above.

25. For environmental fate studies: clear description of
application rate and relevance to approved uses.




1.

Information on the study

Data point:
Report author

Report year
Report title

Document No
Guidelines followed in study

Deviations from current test
guideline

GLP/Officially recognised
testing facilities

Acceptability/Reliability:

Charles Mottes, Magalie Lesueur Jannoyer, Marianne Le
Bail, Mathilde Guene, Celine Carles, Eric Malezieux

2017

Relationships between past and present pesticide applications
and pollution at a watershed outlet: The case of a
horticultural catchment in Martinique, French West Indies
Chemosphere (2017), Vol. 184, pp. 762

None

No

Yes, conducted under GLP/Officially recognised testing
facilities (Laboratoire Departemental d’Analyses de la
Drome)

Yes/fully reliable for the respective data requirement

Assessment and conclusion

Assessment and conclusion by applicant:

The study describes the monitoring of glyphosate among several pesticides in a horticultural
catchment in Martinique, French West India (part of the EU).
The study was therefore seen as fully reliable to the data requirement (Category 1).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes /
data point) No /
Uncertain
1. For guideline-compliant studies (GLP studies): OECD, No
OPPTS, ISO, and others. The validity/quality criteria listed
in the corresponding guidelines met.
2. Previous exposure to other chemicals is documented Yes
(where relevant).
General criteria for 3. The test substance is dissolved in water or non-toxic No
reliability et . Tt S
considered for all . Glyphosate, w. en t‘ ¢ test substance, 1s. sufficiently . o
data requirements documented - identity of the test material reported (i.e.
0 dicat(elg by the purity, source, content, storage conditions)
COMTESHON. d?n EU 5. Only glyphosate is the tested substance (excluding No
data pg ints asg mixture), and information on application of glyphosate is
specified in EC described - -
Regulation (EU) 6. The endpoint measured can be considered a consequence Yes
No 283/2013 of glyphosate (or a glyphosate metabolite)
7. Study design / test system is well described, including Yes
when relevant: concentration in exposure media (dose
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.
8. Analytical verifications performed in test media No
(concentration)/ collected samples, stability of glyphosate




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes/
data point) No/
Uncertain
in test media documented
9. An endpoint can be derived. Findings do deliver a Yes
regulatory endpoint, and/or is useful as supporting
information
10. Assessment of the statistical power of the assay is possible No
with reported data.
11. If statistical methodology was applied for findings No
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)
12. Field locations relevant/comparable to European No (but EU)
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.
13. Characterization of soil: texture (sandy loam, silty loam, No
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)
14. Other soils where information on characterization by the No
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass
15. For tests including agricultural soils, they should not have No
been treated with test substance or similar substances for a
minimum of 1 year
16. For soil samples, sampling from A-horizon, top 20 cm No
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).
17. Data on precipitation is recorded No
18. The temperature was in the range between 20-25°C and the No
moisture was reported
19. The presence of glyphosate identified in samples collected Yes
from groundwater, soil, surface waters, sediments or air
from European areas
20. Analytical results present residues measurements which Yes
can be correlated with the existing residues definition of
glyphosate
21. Analytical methods clearly described and adequate Yes
Statement of specificity and sensitivity of the analytical
methods is included
22. Radiolabel characterization: purity, specific activity, No
location of label
23.If degradation kinetics are included: expect to see data No
tables provided, model description. Statistical parameters
for kinetic fit.
24. Glyphosate monitoring data: description of matrix Yes
analysed, and analytical methods fully described as above.
25. For environmental fate studies: clear description of No

application rate and relevance to approved uses.




1. Information on the study

Data point:

Report author Sirajum Munira, Annemieke Farenhorst, Don Flaten, Cynthia
Grant

Report year 2016

Report title Phosphate fertilizer impacts on glyphosate sorption by soil

Document No Chemosphere 153 (2016) 471-477

Guidelines followed in study  OECD 106 (2000)

Deviations from current test None

guideline
GLP/Officially recognised No, not conducted under GLP/Officially recognised testing
testing facilities facilities
Acceptability/Reliability: Yes/Supportive only (no European climate and soil
conditions, validity check for study could not finalized)
2. Assessment and conclusion

Assessment and conclusion by applicant:

The study describes a sorption experiment with glyphosate on a Canadian agricultural soil
considering different treatments with phosphate fertilizer. Some information on soil and study
design are not reported (soil characteristics, mass balances, amount of soil), so no final validity
check is possible. The temperature of the experiment was set to 5°C.

The study is therefore classified as relevant to the data requirement but only as supplementary
information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes/
corresponding EU No /
data point) Uncertain
1. For guideline-compliant studies (GLP studies): OECD, OPPTS, No

ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.

2. Previous exposure to other chemicals is documented (where No
relevant).
3. The test substance is dissolved in water or non-toxic solvent Yes
General criteria for 4. Glyphosate, when the test substance, is sufficiently documented - Yes

reliability considered

identity of the test material reported (i.e. purity, source, content,
for all data Y P (i.e. purity

storage conditions)

requirements

indicated by the 5. iny glyphosate is the tfasted substance (e.xcludin.g mixture), and Yes
corresponding EU information on application of glyphosate is described

data points as 6. The endpoint measured can be considered a consequence of Yes
specified in EC glyphosate (or a glyphosate metabolite)

Regulation (EU) No | 7- Study design / test system is well described, including when Yes
283/2013 relevant: concentration in exposure media (dose rates, volume

applied, etc.), dilution/mixture of test item (solvent, vehicle)
where relevant.

8. Analytical verifications performed in test media (concentration)/ No
collected samples, stability of glyphosate in test media
documented

9. An endpoint can be derived. Findings do deliver a regulatory Yes

endpoint, and/or is useful as supporting information




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes /
corresponding EU No /
data point) Uncertain
10. Assessment of the statistical power of the assay is possible with Yes
reported data.
11. If statistical methodology was applied for findings reported, then Yes
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)
12. Field locations relevant/comparable to European conditions. No
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.
13. Characterization of soil: texture (sandy loam, silty loam, loam, No
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)
14. Other soils where information on characterization by the No
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass
15. For tests including agricultural soils, they should not have been No
treated with test substance or similar substances for a minimum
of 1 year
16. For soil samples, sampling from A-horizon, top 20 cm layers; Yes
soils freshly from field preferred (storage max 3 months at 4 +/-
2°C).
17. Data on precipitation is recorded No
18. The temperature was in the range between 20-25°C and the No
moisture was reported
19. The presence of glyphosate identified in samples collected from No
groundwater, soil, surface waters, sediments or air from
European areas
20. Analytical results present residues measurements which can be Yes
correlated with the existing residues definition of glyphosate
21. Analytical methods clearly described and adequate Statement of No
specificity and sensitivity of the analytical methods is included
22. Radiolabel characterization: purity, specific activity, location of Yes
label
23. If degradation kinetics are included: expect to see data tables No
provided, model description. Statistical parameters for kinetic fit.
24. Glyphosate monitoring data: description of matrix analysed, and No
analytical methods fully described as above.
25. For environmental fate studies: clear description of application No

rate and relevance to approved uses.




1.

Information on the study

Data point:
Report author
Report year
Report title

Document No

Guidelines followed in study

Deviations from current test
guideline

GLP/Officially recognised
testing facilities
Acceptability /Reliability:

Sirajum Munira & Annemieke Farenhorst

2017

Sorption and desorption of glyphosate, MCPA and tetracycline
and their mixtures in soil as influenced by phosphate

Journal of Environmental Science and Health, Part B 2017,
VOL. 52, NO. 12, pp. 887

OECD 106 (2000)

Temperature: 5°C, 0.01 M KCl

No, not conducted under GLP/Officially recognised testing
facilities
Yes/Supportive only (not valid against current guidelines)

Assessment and conclusion

Assessment and conclusion by applicant:

The study describes an OECD 106 experiment with glyphosate on a Canadian soil considering the
influence of phosphate additions. The study shows some deviations from the validity criteria for EU
guidelines (Temperature, usage of 0.01 M KCl instead of 0.01 M CaCl).

The study is therefore classified as relevant to the data requirement but only as supplementary information

(Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

D'flta -reqmrements Criteria met?
(indicated by the Yes /
corresponding EU Criteria for “Reliable” articles No /
data point) Uncertain
1. For guideline-compliant studies (GLP studies): OECD,
OPPTS, ISO, and others. The validity/quality criteria listed | No
in the corresponding guidelines met.
2. Previous exposure to other chemicals is documented No
(where relevant).
3. The test substance is dissolved in water or non-toxic Yes
solvent
General criteria for 4. Glyphosate, when the test substance, is sufficiently
reliability considered documented - identity of the test material reported (i.e. Yes
for all data purity, source, content, storage conditions)
requirements 5. Only glyphosate is the tested substance (excluding No
indicated by the mixture), and information on application of glyphosate is
corresponding EU described
data points as The endpoint measured can be considered a consequence Yes
specified in EC of glyphosate (or a glyphosate metabolite)
Regulation (EU) No Study design / test system is well described, including
283/2013 when relevant: concentration in exposure media (dose Yes
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.
Analytical verifications performed in test media
(concentration)/ collected samples, stability of glyphosate No
in test media documented
An endpoint can be derived. Findings do deliver a
regulatory endpoint, and/or is useful as supporting Yes




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria met?
Yes/
No /
Uncertain

information

10.

Assessment of the statistical power of the assay is possible
with reported data.

Yes

11.

If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

Yes

12.

Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

13.

Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

Yes

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

15.

For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16.

For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

Yes

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

20.

Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

21

. Analytical methods clearly described and adequate

Statement of specificity and sensitivity of the analytical
methods is included

22.

Radiolabel characterization: purity, specific activity,
location of label

23.

If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.

24.

Glyphosate monitoring data: description of matrix
analysed, and analytical methods fully described as above.

25.

For environmental fate studies: clear description of
application rate and relevance to approved uses.

Yes




1. Information on the study
Data point:
Report author Sirajum Munira, Annemieke Farenhorst, Wole Akinremi
Report year 2018
Report title Phosphate and glyphosate sorption in soils following long-

Document No
Guidelines followed in study

Deviations from current test
guideline

GLP/Officially recognised
testing facilities
Acceptability/Reliability:

term phosphate applications
Geoderma 313 (2018) 146-153
OECD 106 (2000)

No

No, not conducted under GLP/Officially recognised testing
facilities

Yes/Supportive only (No all validity criteria met for OECD
106, e.g. Temperature)

Assessment and conclusion

Assessment and conclusion by applicant:

The study describes a sorption experiment with phosphate and glyphosate to Canadian agricultural
soils. Some validation criteria of the underlying OECD 106 study protocol were not met, or not

sufficient information is reported.

The study is therefore classified as relevant to the data requirement but only as supplementary

information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes /
data point) No /
Uncertain
1. For guideline-compliant studies (GLP studies): OECD, No
OPPTS, ISO, and others. The validity/quality criteria listed
in the corresponding guidelines met.
2. Previous exposure to other chemicals is documented No
(where relevant).
3. The test substance is dissolved in water or non-toxic Yes
General criteria for solvent
reliability 4. Glyphosate, when the test substance, is sufficiently Yes
considered for all documented - identity of the test material reported (i.e.
data requirements purity, source, content, storage conditions)
indicated by the 5. Only glyphosate is the tested substance (excluding No
corresponding EU mixture), and information on application of glyphosate is
data points as described
specified in EC 6. The endpoint measured can be considered a consequence Yes
Regulation (EU) of glyphosate (or a glyphosate metabolite)
No 283/2013 7. Study design / test system is well described, including Yes
when relevant: concentration in exposure media (dose
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.
8. Analytical verifications performed in test media No
(concentration)/ collected samples, stability of glyphosate
in test media documented




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes/
data point) No/
Uncertain
9. An endpoint can be derived. Findings do deliver a Yes
regulatory endpoint, and/or is useful as supporting
information
10. Assessment of the statistical power of the assay is possible Yes
with reported data.
11. If statistical methodology was applied for findings Yes
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)
12. Field locations relevant/comparable to European No
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.
13. Characterization of soil: texture (sandy loam, silty loam, Yes
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)
14. Other soils where information on characterization by the Yes
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass
15. For tests including agricultural soils, they should not have No
been treated with test substance or similar substances for a
minimum of 1 year
16. For soil samples, sampling from A-horizon, top 20 cm Yes
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).
17. Data on precipitation is recorded No
18. The temperature was in the range between 20-25°C and the No
moisture was reported
19. The presence of glyphosate identified in samples collected No
from groundwater, soil, surface waters, sediments or air
from European areas
20. Analytical results present residues measurements which Yes
can be correlated with the existing residues definition of
glyphosate
21. Analytical methods clearly described and adequate No
Statement of specificity and sensitivity of the analytical
methods is included
22. Radiolabel characterization: purity, specific activity, Yes
location of label
23.If degradation kinetics are included: expect to see data No
tables provided, model description. Statistical parameters
for kinetic fit.
24. Glyphosate monitoring data: description of matrix No
analysed, and analytical methods fully described as above.
25. For environmental fate studies: clear description of Yes

application rate and relevance to approved uses.




1.

Information on the study

Data point:
Report author
Report year
Report title

Document No

Guidelines followed in study

Deviations from current test

guideline

GLP/Officially recognised

testing facilities

Acceptability/Reliability:

Marco Napoli et al.
2015

Leaching of Glyphosate and Aminomethylphosphonic Acid
through Silty Clay Soil Columns under Outdoor Conditions
Journal of Environmental Quality 44:1667-1673 (2015)

None

None

facilities

validity against current guideline)

No, not conducted under GLP/Officially recognised testing

Yes/Supportive only (Not sufficiently described to check

Assessment and conclusion

Assessment and conclusion by applicant:

The study describes a lysimeters study with glyphosate using three lysimeters from the Chianti

region in Italy. The study is well described, however, there is some information missing to check
the validity of the study against current guidelines.
The study is therefore classified as relevant to the data requirement but only as supplementary
information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes/
data point) No /
Uncertain
1. For guideline-compliant studies (GLP studies): OECD, OPPTS, | No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.
2. Previous exposure to other chemicals is documented (where No
relevant).
3. The test substance is dissolved in water or non-toxic solvent Yes
4. Glyphosate, when the test substance, is sufficiently documented - | No
G | criteria f identity of the test material reported (i.e. purity, source, content,
T.n i)r‘?.tcrlten? dor d storage conditions)
reliability considere 5. Only glyphosate is the tested substance (excluding mixture), and | Yes
for all data . . L . :
. information on application of glyphosate is described
requirements ; -
. 6. The endpoint measured can be considered a consequence of Yes
indicated by the .
y glyphosate (or a glyphosate metabolite)
corresponding EU - - . : :
data points as 7. Study design / test system is well described, including when Yes
: . relevant: concentration in exposure media (dose rates, volume
specified in EC . o . . .
R . applied, etc.), dilution/mixture of test item (solvent, vehicle)
egulation (EU) No
where relevant.
283/2013 ; . - - - -
8. Analytical verifications performed in test media (concentration)/ | No
collected samples, stability of glyphosate in test media
documented
9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information
10. Assessment of the statistical power of the assay is possible with | Yes
reported data.
11. If statistical methodology was applied for findings reported, then | Yes




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria
met?
Yes/
No/

Uncertain

the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)

12.

Field locations relevant/comparable to European conditions.
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.

Yes

13.

Characterization of soil: texture (sandy loam, silty loam, loam,
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)

Yes

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass

No

15.

For tests including agricultural soils, they should not have been
treated with test substance or similar substances for a minimum
of 1 year

Yes

16.

For soil samples, sampling from A-horizon, top 20 cm layers;
soils freshly from field preferred (storage max 3 months at 4 +/-
2°C).

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected from
groundwater, soil, surface waters, sediments or air from
European areas

Yes

20.

Analytical results present residues measurements which can be
correlated with the existing residues definition of glyphosate

Yes

21.

Analytical methods clearly described and adequate Statement of
specificity and sensitivity of the analytical methods is included

22.

Radiolabel characterization: purity, specific activity, location of
label

23.

If degradation kinetics are included: expect to see data tables
provided, model description. Statistical parameters for kinetic fit.

24.

Glyphosate monitoring data: description of matrix analysed, and
analytical methods fully described as above.

25.

For environmental fate studies: clear description of application
rate and relevance to approved uses.




1. Information on the study

Data point:
Report author

Report year
Report title

Document No
Guidelines followed in study

Deviations from current test

Marco Napoli, Anna Dalla Marta, Camillo A. Zanchi, and
Simone Orlandini

2016

Transport of Glyphosate and Aminomethylphosphonic Acid
under Two Soil Management Practices in an Italian Vineyard
Journal of Environmental Quality 45:1713-1721 (2016)

None

None

guideline

GLP/Officially recognised

testing facilities

Acceptability /Reliability:

facilities

Yes/fully reliable for the respective data requirement

No, not conducted under GLP/Officially recognised testing

2. Assessment and conclusion

Assessment and conclusion by applicant:

The study describes a runoff experiment with glyphosate in a vineyard in Italy. The runoff was
measured for glyphosate and AMPA residues.
The study was therefore seen as fully reliable to the data requirement (Category 1).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes/
corresponding EU No/
data point) Uncertain
1. For guideline-compliant studies (GLP studies): OECD, OPPTS, No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.
2. Previous exposure to other chemicals is documented (where No
relevant).
3. The test substance is dissolved in water or non-toxic solvent Yes
4. Glyphosate, when the test substance, is sufficiently documented - No
o identity of the test material reported (i.e. purity, source, content,
General criteria for storage conditions)
reliability considered 5. Only glyphosate is the tested substance (excluding mixture), and No
for a.11 data information on application of glyphosate is described
.req}nrements 6. The endpoint measured can be considered a consequence of Yes
indicated by the Ivphosat Ivphosat tabolit
corresponding EU glyphosa § (or a glyphosa ? metaboli e) . .
data points as 7. Study design / test s'yste'm is well descrll?ed, including when Yes
specified in EC releYant: concer’ltra'tlon in exposure m;dla (dose rates, Vplume
Regulation (EU) No applied, etc.), dilution/mixture of test item (solvent, vehicle)
283/2013 where relevant.
8. Analytical verifications performed in test media (concentration)/ No
collected samples, stability of glyphosate in test media
documented
9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information
10. Assessment of the statistical power of the assay is possible with Yes
reported data.
11. If statistical methodology was applied for findings reported, then Yes
the data analysis applied is clearly reported (e.g., checking the




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes /
corresponding EU No /
data point) Uncertain
plots and confidence intervals)
12. Field locations relevant/comparable to European conditions. Yes
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.
13. Characterization of soil: texture (sandy loam, silty loam, loam, Yes
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)
14. Other soils where information on characterization by the No
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass
15. For tests including agricultural soils, they should not have been No
treated with test substance or similar substances for a minimum
of 1 year
16. For soil samples, sampling from A-horizon, top 20 cm layers; No
soils freshly from field preferred (storage max 3 months at 4 +/-
2°C).
17. Data on precipitation is recorded Yes
18. The temperature was in the range between 20-25°C and the No
moisture was reported
19. The presence of glyphosate identified in samples collected from Yes
groundwater, soil, surface waters, sediments or air from
European areas
20. Analytical results present residues measurements which can be Yes
correlated with the existing residues definition of glyphosate
21. Analytical methods clearly described and adequate Statement of No
specificity and sensitivity of the analytical methods is included
22. Radiolabel characterization: purity, specific activity, location of No
label
23. If degradation kinetics are included: expect to see data tables No
provided, model description. Statistical parameters for kinetic fit.
24. Glyphosate monitoring data: description of matrix analysed, and No
analytical methods fully described as above.
25. For environmental fate studies: clear description of application No

rate and relevance to approved uses.




1.

Information on the study

Data point:
Report author
Report year
Report title

Document No
Guidelines followed in study

Deviations from current test
guideline

GLP/Officially recognised testing
facilities
Acceptability/Reliability:

KCA 7.1.2.1.1
Nguyen, Nghia. K., et al.
2013

Soil properties governing biodegradation of the herbicide
glyphosate in agricultural soils

24th Asian Pacific Weed Science Society pg 312-324
None

None

No, not conducted under GLP/Officially recognised testing
facilities

Reliable with restrictions (no sufficient data for evaluation of
degradation behaviour reported, only mineralization after 32 days)

Assessment and conclusion

Assessment and conclusion by applicant:

The study describes the dissipation of glyphosate in agricultural soils in Europe. While a lot of experimental
details are reported, the data are insufficient for kinetic evaluation since tests were run for 32 days in
maximum only and determination of mineralization only, i.e. no detailed analysis for active substance and
metabolites. The study is therefore classified as reliable with restrictions (Category 2).




1. Information on the study
Data point:
Report author Trine Norgaard et al.
Report year 2014
Report title Leaching of Glyphosate and Aminomethylphosphonic Acid

Document No

Guidelines followed in study

Deviations from current test
guideline

GLP/Officially recognised
testing facilities
Acceptability/Reliability:

from an Agricultural Field over a Twelve-Year Period
Vadose Zone J.

doi:10.2136/vzj2014.05.0054

None

None

No, not conducted under GLP/Officially recognised testing
facilities

Yes/Supportive only (insufficient information to check
validity against current guidelines)

Assessment and conclusion

Assessment and conclusion by applicant:

The study describes a field leaching study with glyphosate on an agricultural field in Denmark. Not
sufficient information is provided to check the validity of the study against current guidelines.
The study is therefore classified as relevant to the data requirement but only as supplementary

information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes /
data point) No /
Uncertain
1. For guideline-compliant studies (GLP studies): OECD,
OPPTS, ISO, and others. The validity/quality criteria listed | No
in the corresponding guidelines met.
2. Previous exposure to other chemicals is documented No
(where relevant).
3. The test substance is dissolved in water or non-toxic Yes
General criteria for solvent
reliability 4. Glyphosate, when the test substance, is sufficiently
considered for all documented - identity of the test material reported (i.e. Yes
data requirements purity, source, content, storage conditions)
indicated by the 5. Only glyphosate is the tested substance (excluding Yes
corresponding EU mixture), and information on application of glyphosate is
data points as described
specified in EC 6. The endpoint measured can be considered a consequence Yes
Regulation (EU) of glyphosate (or a glyphosate metabolite)
No 283/2013 7. Study design / test system is well described, including
when relevant: concentration in exposure media (dose Yes
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.
8. Analytical verifications performed in test media No
(concentration)/ collected samples, stability of glyphosate
in test media documented




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria
met?
Yes /
No/

Uncertain

9. An endpoint can be derived. Findings do deliver a
regulatory endpoint, and/or is useful as supporting
information

Yes

10. Assessment of the statistical power of the assay is possible
with reported data.

Yes

11. If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

Yes

12. Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

Yes

13. Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

No

14. Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

No

15. For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16. For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

17. Data on precipitation is recorded

Yes

18. The temperature was in the range between 20-25°C and the
moisture was reported

No

19. The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

Yes

20. Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

Yes

21. Analytical methods clearly described and adequate
Statement of specificity and sensitivity of the analytical
methods is included

22. Radiolabel characterization: purity, specific activity,
location of label

23.If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.

24. Glyphosate monitoring data: description of matrix
analysed, and analytical methods fully described as above.

No

25. For environmental fate studies: clear description of
application rate and relevance to approved uses.

Yes




Information on the study

Data point:

Report author Norgaard, Trine; de Jonge, Lis; Moldrup, Per; Olsen, Preben;
Johnsen, Anders

Report year 2015

Report title Can Simple Soil Parameters Explain Field-Scale Variations in
Glyphosate-, Bromoxyniloctanoate-, Diflufenican-, and
Bentazone Mineralization?

Document No Water, Air, & Soil Pollution (2015) 226: 262

Guidelines followed in study None

Deviations from current test None

guideline

GLP/Officially recognised No, not conducted under GLP/Officially recognised testing

testing facilities facilities

Acceptability/Reliability: Yes/Supportive only (not sufficient data provided to check

validity against current guidelines)

Assessment and conclusion

Assessment and conclusion by applicant:

The study reports the results from an aerobic soil mineralization experiment with glyphosate
(among other pesticides) in the lab. In parallel the leaching behavior of the substances in the field
where the soils used in the mineralization experiment come from, was investigated. The provided
data does not allow to check the validity of the study against current guidelines. Furthermore, no
data on glyphosate content per sampling data and no half-lives were provided, i.e. no endpoint is
available.

The study is therefore classified as relevant to the data requirement but only as supplementary

information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes/
data point) No /
Uncertain

1. For guideline-compliant studies (GLP studies): OECD,
OPPTS, ISO, and others. The validity/quality criteria listed | No

General criteria for in the corresponding guidelines met.

reliability 2. Previous exposure to other chemicals is documented Yes

considered for all (where relevant).

data requirements 3. The test substance is dissolved in water or non-toxic Yes

indicated by the solvent

corresponding EU | 4. Glyphosate, when the test substance, is sufficiently

data points as documented - identity of the test material reported (i.e. Yes

specified in EC purity, source, content, storage conditions)

Regulation (EU) 5. Only glyphosate is the tested substance (excluding No

No 283/2013 mixture), and information on application of glyphosate is
described

6. The endpoint measured can be considered a consequence Yes




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria
met?
Yes /
No/

Uncertain

of glyphosate (or a glyphosate metabolite)

7. Study design / test system is well described, including
when relevant: concentration in exposure media (dose
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.

Yes

8. Analytical verifications performed in test media
(concentration)/ collected samples, stability of glyphosate
in test media documented

9. An endpoint can be derived. Findings do deliver a
regulatory endpoint, and/or is useful as supporting
information

Yes

10. Assessment of the statistical power of the assay is possible
with reported data.

No

11. If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

Yes

12. Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

Yes

13. Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

Yes

14. Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

15. For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

No

16. For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

Yes

17. Data on precipitation is recorded

No

18. The temperature was in the range between 20-25°C and the
moisture was reported

No

19. The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

Yes

20. Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

Yes

21. Analytical methods clearly described and adequate
Statement of specificity and sensitivity of the analytical
methods is included

No

22. Radiolabel characterization: purity, specific activity,
location of label

Yes

23. If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters

No




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes/
data point) No/
Uncertain
for kinetic fit.
24. Glyphosate monitoring data: description of matrix No
analysed, and analytical methods fully described as above.
25. For environmental fate studies: clear description of Yes

application rate and relevance to approved uses.




1. Information on the study

Data point:

Report author Elodie Passeport, Benjamin Richard, Cédric Chaumont,
Christelle Margoum, Lucie Liger, Jean-Joél Gril, Julien
Tournebize

Report year 2014

Report title Dynamics and mitigation of six pesticides in a “Wet” forest
buffer zone

Document No Environmental Science and Pollution Research (2014) 21:4883—
4894

Guidelines followed in study  None

Deviations from current test None

guideline
GLP/Officially recognised No, not conducted under GLP/Officially recognised testing
testing facilities facilities
Acceptability /Reliability: Yes/Supportive only (Not all parameters are reported to check
validity of the study)
2. Assessment and conclusion

Assessment and conclusion by applicant:

The study describes the mitigation of glyphosate among other pesticides by a wet forest buffer
zone in France.

The study is classified as relevant to the data requirement but only as supplementary information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements o
q Criteria met?

(indicated by the Yes /
corresponding EU Criteria for “Reliable” articles No /
data point) .
Uncertain

1. For guideline-compliant studies (GLP studies): OECD, No
OPPTS, ISO, and others. The validity/quality criteria listed
in the corresponding guidelines met.

2. Previous exposure to other chemicals is documented No
(where relevant).
3. The test substance is dissolved in water or non-toxic Yes
G | criteria f solvent
enera’ criteria tor 4. Glyphosate, when the test substance, is sufficiently
reliability considered . . . .
for all dat documented - identity of the test material reported (i.e. No
r(e)rjireriejlts purity, source, content, storage conditions)
ingica ted by the 5. Only glyphosate is the tested substance (excluding No
Y mixture), and information on application of glyphosate is
corresponding EU .
data points as described
h . 6. The endpoint measured can be considered a consequence No
specified in EC .
. of glyphosate (or a glyphosate metabolite)
Regulation (EU) No - - ; - :
283/2013 7. Study design / test system is well described, including
when relevant: concentration in exposure media (dose Yes

rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.

8. Analytical verifications performed in test media
(concentration)/ collected samples, stability of glyphosate No
in test media documented

9. An endpoint can be derived. Findings do deliver a




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria met?
Yes /
No /
Uncertain

regulatory endpoint, and/or is useful as supporting
information

Yes

10.

Assessment of the statistical power of the assay is possible
with reported data.

Yes

11.

If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

12.

Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

Yes

13.

Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

No

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

15.

For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16.

For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

Yes

20.

Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

Yes

21.

Analytical methods clearly described and adequate
Statement of specificity and sensitivity of the analytical
methods is included

22.

Radiolabel characterization: purity, specific activity,
location of label

23.

If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.

24,

Glyphosate monitoring data: description of matrix
analysed, and analytical methods fully described as above.

25.

For environmental fate studies: clear description of
application rate and relevance to approved uses.




1. Information on the study

Data point:
Report author Jens Petersen et al.
Report year 2012
Report title Sampling of herbicides in streams during flood events
Document No J. Environ. Monit., 2012, 14, 3284
Guidelines followed in study None
Deviations from current test None
guideline
GLP/Officially recognised No, not conducted under GLP/Officially recognised testing
testing facilities facilities
Acceptability/Reliability: Yes/Supportive only (No relevant endpoint)
2. Assessment and conclusion

Assessment and conclusion by applicant:

The study describes an experiment in a Danish agricultural area, where glyphosate concentrations
were measured during stream flood events. The development of concentrations levels after
precipitation events were investigated. Different analytical methods were described.

The study is classified as relevant to the data requirement but only as supplementary information
(Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes /
data point) No /
Uncertain

1. For guideline-compliant studies (GLP studies): OECD,
OPPTS, ISO, and others. The validity/quality criteria listed | No
in the corresponding guidelines met.

2. Previous exposure to other chemicals is documented Yes
(where relevant).

3. The test substance is dissolved in water or non-toxic Yes
solvent

General criteria for 4

liabilit . Glyphosate, when the test substance, is sufficiently
reliability documented - identity of the test material reported (i.e. No
considered for all . diti
data requirements purity, source, content, storage conditions)
indicated by the 5. Only glyphosate is the tested substance (excluding No

Y mixture), and information on application of glyphosate is
corresponding EU described
data points as eSCTDEC_ -
; . 6. The endpoint measured can be considered a consequence Yes

specified in EC X
R . of glyphosate (or a glyphosate metabolite)

egulation (EU) - - - - .
No 283/2013 7. Study design / test system is well described, including

when relevant: concentration in exposure media (dose Yes
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.

8. Analytical verifications performed in test media
(concentration)/ collected samples, stability of glyphosate | No
in test media documented

9. An endpoint can be derived. Findings do deliver a Yes




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria
met?
Yes /
No/

Uncertain

regulatory endpoint, and/or is useful as supporting
information

10. Assessment of the statistical power of the assay is possible
with reported data.

Yes

11. If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

Yes

12. Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

Yes

13. Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

No

14. Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

15. For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16. For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

17. Data on precipitation is recorded

Yes

18. The temperature was in the range between 20-25°C and the
moisture was reported

No

19. The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

Yes

20. Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

Yes

21. Analytical methods clearly described and adequate
Statement of specificity and sensitivity of the analytical
methods is included

Yes

22.Radiolabel characterization: purity, specific activity,
location of label

23.If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.

No

24. Glyphosate monitoring data: description of matrix
analysed, and analytical methods fully described as above.

Yes

25. For environmental fate studies: clear description of
application rate and relevance to approved uses.




1. Information on the study

Data point:
Report author

Report year
Report title

Document No

Guidelines followed in study

Deviations from current test
guideline

GLP/Officially recognised
testing facilities
Acceptability /Reliability:

Poiger Thomas, Buerge, Ignaz, Bachli, Astrid, Miller Markus,
Balmer Marianne

2017

Occurrence of the herbicide glyphosate and its metabolite
AMPA in surface waters in Switzerland determined with on-
line solid phase extraction LC-MS/MS

Environmental Science and Pollution Research (2017)
24:1588-1596

None

None

Yes, conducted under GLP/Officially recognised testing
facilities (Agroscope)
Yes/fully reliable for the respective data requirement

2. Assessment and conclusion

Assessment and conclusion by applicant:

The study describes the derivation of a simplified procedure for the determination of glyphosate
and AMPA in water samples. More than 1000 samples from ground and surface waters, and from
treated wastewaters in Switzerland were tested with this method and the results are reported.
The study was therefore seen as fully reliable to the data requirement (Category 1).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria met?
R o . . y . Yes /
(indicated by the Criteria for “Reliable” articles No /
corresponding EU Uncertain
data point)
1. For guideline-compliant studies (GLP studies): OECD, OPPTS, No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.
2. Previous exposure to other chemicals is documented (where No
relevant).
3. The test substance is dissolved in water or non-toxic solvent Yes
General criteria for 4. Glyphosate, when the test substance, is sufficiently documented - Yes
reliability considered identity of the test material reported (i.e. purity, source, content,
for all data storage conditions)
requirements 5. Only glyphosate is the tested substance (excluding mixture), and Yes
indicated by the information on application of glyphosate is described
corresponding EU 6. The endpoint measured can be considered a consequence of Yes
data points as glyphosate (or a glyphosate metabolite)
specified in EC 7. Study design / test system is well described, including when Yes
Regulation (EU) No relevant: concentration in exposure media (dose rates, volume
283/2013 applied, etc.), dilution/mixture of test item (solvent, vehicle) where
relevant.
8. Analytical verifications performed in test media (concentration)/ No
collected samples, stability of glyphosate in test media documented
9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information
10. Assessment of the statistical power of the assay is possible with Yes
reported data.




Data requirements

Criteria met?

(indicated by the Criteria for “Reliable” articles ;ZS //
corresponding EU Uncertain
data point)

11. If statistical methodology was applied for findings reported, then Yes
the data analysis applied is clearly reported (e.g., checking the plots
and confidence intervals)

12. Field locations relevant/comparable to European conditions. Soils Yes
not completely matching the OECD criteria but from Europe or to
some extent representative for the European Agriculture.

13. Characterization of soil: texture (sandy loam, silty loam, loam, No
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)

14. Other soils where information on characterization by the No
parameters: pH, texture, CEC, organic carbon, bulk density, water
holding capacity, microbial biomass

15. For tests including agricultural soils, they should not have been No
treated with test substance or similar substances for a minimum of
1 year

16. For soil samples, sampling from A-horizon, top 20 cm layers; soils No
freshly from field preferred (storage max 3 months at 4 +/- 2°C).

17. Data on precipitation is recorded No

18. The temperature was in the range between 20-25°C and the No
moisture was reported

19. The presence of glyphosate identified in samples collected from Yes
groundwater, soil, surface waters, sediments or air from European
areas

20. Analytical results present residues measurements which can be Yes
correlated with the existing residues definition of glyphosate

21. Analytical methods clearly described and adequate Statement of Yes
specificity and sensitivity of the analytical methods is included

22. Radiolabel characterization: purity, specific activity, location of No
label

23. If degradation kinetics are included: expect to see data tables No
provided, model description. Statistical parameters for kinetic fit.

24. Glyphosate monitoring data: description of matrix analysed, and Yes
analytical methods fully described as above.

25. For environmental fate studies: clear description of application No

rate and relevance to approved uses.




1. Information on the study

Data point:
Report author
Report year
Report title

Document No

Guidelines followed in study

Deviations from current test

guideline

GLP/Officially recognised

testing facilities

Acceptability/Reliability:

E. Ariel Rampoldi, Susana Hang, and Enrique Barriuso

2014

Carbon-14-Glyphosate  Behavior in

Relationship  to
Pedoclimatic Conditions and Crop Sequence

Journal of Environmental Quality 43:558-567 (2014)

None

None

facilities

validity check)

No, not conducted under GLP/Officially recognised testing

Yes/Supportive only (No EU conditions, missing information for

2. Assessment and conclusion

Assessment and conclusion by applicant:

The study describes the sorption and degradation behavior of *C-labelled glyphosate in different
agricultural soils from Argentina. Sorption parameters and mineralization of the substance are
reported. However, essential parameters are not described, or there are some deviations from
current guidelines. In addition, the pedo-climatic conditions do not correspond to EU conditions.
The study is therefore classified as relevant to the data requirement but only as supplementary
information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria met?
Yes/
No /
Uncertain

General criteria for
reliability considered
for all data
requirements
indicated by the
corresponding EU
data points as
specified in EC
Regulation (EU) No
283/2013

For guideline-compliant studies (GLP studies): OECD,
OPPTS, ISO, and others. The validity/quality criteria listed
in the corresponding guidelines met.

No

Previous exposure to other chemicals is documented
(where relevant).

No

The test substance is dissolved in water or non-toxic
solvent

Yes

Glyphosate, when the test substance, is sufficiently
documented - identity of the test material reported (i.e.
purity, source, content, storage conditions)

Yes

Only glyphosate is the tested substance (excluding
mixture), and information on application of glyphosate is
described

Yes

The endpoint measured can be considered a consequence
of glyphosate (or a glyphosate metabolite)

Yes

Study design / test system is well described, including
when relevant: concentration in exposure media (dose
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.

Yes

Analytical verifications performed in test media
(concentration)/ collected samples, stability of glyphosate
in test media documented

Yes

An endpoint can be derived. Findings do deliver a




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria met?
Yes /
No /
Uncertain

regulatory endpoint, and/or is useful as supporting
information

yes

10.

Assessment of the statistical power of the assay is possible
with reported data.

Yes

11.

If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

Yes

12.

Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

13.

Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

Yes

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

15.

For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16.

For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

20.

Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

Yes

21.

Analytical methods clearly described and adequate
Statement of specificity and sensitivity of the analytical
methods is included

Yes

22.

Radiolabel characterization: purity, specific activity,
location of label

Yes

23.

If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.

24,

Glyphosate monitoring data: description of matrix
analysed, and analytical methods fully described as above.

25.

For environmental fate studies: clear description of
application rate and relevance to approved uses.




1. Information on the study
Data point:
Report author Carmel T Ramwell, Melanie Kah and Paul D Johnson
Report year 2014
Report title Contribution of household herbicide usage to glyphosate and

Document No

Guidelines followed in study

Deviations from current test
guideline

GLP/Officially recognised
testing facilities
Acceptability/Reliability:

its degradate aminomethylphosphonic acid in surface water
drains

Society of Chemical Industry (wileyonlinelibrary.com) DOI
10.1002/ps.3724

None

None

No, not conducted under GLP/Officially recognised testing
facilities

Yes/Supportive only (No agricultural area, insufficient
description of the experiment)

Assessment and conclusion

Assessment and conclusion by applicant:

The study describes the contribution of the household usage of glyphosate to concentrations of the
active and AMPA in surface water drains. The set-up of the experiment excluded agricultural use.
The sample site was an urban area in the UK. Some information missing, e.g. sample storage.

The study is therefore classified as relevant to the data requirement but only as supplementary

information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria
met?
Yes/
No/

Uncertain

Criteria for “Reliable” articles

1. For guideline-compliant studies (GLP studies): OECD,
OPPTS, ISO, and others. The validity/quality criteria listed No
in the corresponding guidelines met.

2. Previous exposure to other chemicals is documented (where | No
relevant).

General criteria for | 3. The test substance is dissolved in water or non-toxic solvent | Yes
reliability 4. Glyphosate, when the test substance, is sufficiently

considered for all documented - identity of the test material reported (i.e. Yes
data requirements purity, source, content, storage conditions)

indicated by the 5. Only glyphosate is the tested substance (excluding mixture), | Yes
corresponding EU and information on application of glyphosate is described

data points as 6. The endpoint measured can be considered a consequence of | Yes
specified in EC glyphosate (or a glyphosate metabolite)

Regulation (EU) No | 7. Study design / test system is well described, including when
283/2013 relevant: concentration in exposure media (dose rates, Yes

volume applied, etc.), dilution/mixture of test item (solvent,
vehicle) where relevant.

8. Analytical verifications performed in test media No
(concentration)/ collected samples, stability of glyphosate in
test media documented




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria
met?
Yes/
No/

Uncertain

9. An endpoint can be derived. Findings do deliver a regulatory
endpoint, and/or is useful as supporting information

Yes

10. Assessment of the statistical power of the assay is possible
with reported data.

Yes

11. If statistical methodology was applied for findings reported,
then the data analysis applied is clearly reported (e.g.,
checking the plots and confidence intervals)

Yes

12. Field locations relevant/comparable to European conditions.
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.

13. Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

14. Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass

15. For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16. For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

17. Data on precipitation is recorded

18. The temperature was in the range between 20-25°C and the
moisture was reported

19. The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air from
European areas

Yes

20. Analytical results present residues measurements which can
be correlated with the existing residues definition of
glyphosate

Yes

21. Analytical methods clearly described and adequate Statement
of specificity and sensitivity of the analytical methods is
included

Yes

22. Radiolabel characterization: purity, specific activity,
location of label

23.If degradation kinetics are included: expect to see data tables
provided, model description. Statistical parameters for
kinetic fit.

No

24. Glyphosate monitoring data: description of matrix analysed,
and analytical methods fully described as above.

Yes

25. For environmental fate studies: clear description of
application rate and relevance to approved uses.

Yes




1. Information on the study

Data point:
Report author
Report year
Report title

Document No

KCA 7.5 (Monitoring Data)
Raviera, S. et al.
2019

Monitoring of Glyphosate, Glufosinate-ammonium, and

(Aminomethyl) phosphonic acid in ambient air of
Provence-Alpes-Cote-d’ Azur Region, France
Atmospheric Environment 204 (2019) 102-109

Guidelines followed in study None
Deviations from current test No
guideline
GLP/Officially recognised testing No, not conducted under GLP/Officially recognised testing facilities
facilities
Acceptability/Reliability: Yes/fully reliable
2. Assessment and conclusion

Assessment and conclusion by applicant:

The study was seen as reliable (Category 1).

The study describes the results of a monitoring exercise of glyphosate and AMPA in the air of 4
different sites in the south-east of France.

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data
requirements
(indicated by

the
corresponding
EU data point)

Criteria for “Reliable” articles

Criteria met?
Yes /
No /
Uncertain

General criteria
for reliability
considered for
all data
requirements
indicated by the
corresponding
EU data points
as specified in
EC Regulation
(EU) No
283/2013

reported data.

1. For guideline-compliant studies (GLP studies): OECD, OPPTS, No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.

2. Previous exposure to other chemicals is documented (where Yes
relevant).

3. The test substance is dissolved in water or non-toxic solvent Yes

4. Glyphosate, when the test substance, is sufficiently documented - Yes
identity of the test material reported (i.e. purity, source, content,
storage conditions)

5. Only glyphosate is the tested substance (excluding mixture), and No
information on application of glyphosate is described

6. The endpoint measured can be considered a consequence of Yes
glyphosate (or a glyphosate metabolite)

7. Study design / test system is well described, including when Yes
relevant: concentration in exposure media (dose rates, volume
applied, etc.), dilution/mixture of test item (solvent, vehicle) where
relevant.

8. Analytical verifications performed in test media (concentration)/ No
collected samples, stability of glyphosate in test media documented

9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information

10. Assessment of the statistical power of the assay is possible with Yes




E-Fate: Reliability criteria for the detailed assessment of full-text documents

11.

If statistical methodology was applied for findings reported, then
the data analysis applied is clearly reported (e.g., checking the plots
and confidence intervals)

No

12.

Field locations relevant/comparable to European conditions. Soils
not completely matching the OECD criteria but from Europe or to
some extent representative for the European Agriculture.

Yes

13.

Characterization of soil: texture (sandy loam, silty loam, loam,
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk density, water
holding capacity, microbial biomass

15.

For tests including agricultural soils, they should not have been
treated with test substance or similar substances for a minimum of
1 year

16.

For soil samples, sampling from A-horizon, top 20 cm layers; soils
freshly from field preferred (storage max 3 months at 4 +/- 2°C).

No

17.

Data on precipitation is recorded

Yes

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected from
groundwater, soil, surface waters, sediments or air from European
areas

Yes

20.

Analytical results present residues measurements which can be
correlated with the existing residues definition of glyphosate

Yes

21.

Analytical methods clearly described and adequate Statement of
specificity and sensitivity of the analytical methods is included

Yes

22.

Radiolabel characterization: purity, specific activity, location of
label

23.

If degradation kinetics are included: expect to see data tables
provided, model description. Statistical parameters for kinetic fit.

24.

Glyphosate monitoring data: description of matrix analysed, and
analytical methods fully described as above.

Yes

25.

For environmental fate studies: clear description of application
rate and relevance to approved uses.

No




Brice Reoyo-Prats, Dominique Aubert, Christophe Menniti,
Wolfgang Ludwig, Jennifer Sola, Mireille Pujo-Pay, Pascal
Conand, Olivier Verneau, Carmen Palacios a,b, x

1. Information on the study
Data point:
Report author
Report year 2017
Report title

Document No

Guidelines followed in study

Deviations from current test
guideline

GLP/Officially recognised
testing facilities
Acceptability/Reliability:

Multicontamination phenomena occur more often than
expected in Mediterranean coastal watercourses: Study case
of the Tét River (France)

B. Reoyo-Prats et al. / Science of the Total Environment 579
(2017) 10-21

None

None

No, not conducted under GLP/Officially recognised testing
facilities

Yes/Supportive only (Contribution of agricultural use of
pesticides is not clearly definable)

Assessment and conclusion

Assessment and conclusion by applicant:

The study reports the contamination scheme of a Mediterranean river with different pollutant,
among others glyphosate and AMPA. The considered approach identified that high concentrations
peaks are caused by specific weather conditions, e.g. heavy rainfall after a dry period with
consecutive overflow of WWTP, and other sources. The experiment does not focus explicitly on

agricultural conditions.

The study is therefore classified as relevant to the data requirement but only as supplementary

information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria met?
- - . . Yes /
(indicated by the Criteria for “Reliable” articles No /
corresponding EU Uncertain
data point)
For guideline-compliant studies (GLP studies): OECD, OPPTS, No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.
Previous exposure to other chemicals is documented (where No
General criteria for relevant).
reliability considered The test substance is dissolved in water or non-toxic solvent Yes
for all data
requirements indicated Glyphosate, when the test substance, is sufficiently documented - No
by the corresponding identity of the test material reported (i.e. purity, source, content,
EU data points as storage conditions)
specified in EC Only glyphosate is the tested substance (excluding mixture), and No
Regulation (EU) No information on application of glyphosate is described
283/2013 The endpoint measured can be considered a consequence of Yes
glyphosate (or a glyphosate metabolite)
Study design / test system is well described, including when Yes
relevant: concentration in exposure media (dose rates, volume
applied, etc.), dilution/mixture of test item (solvent, vehicle) where




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements

Criteria met?

(indicated by the Criteria for “Reliable” articles YN%S //
corresponding EU Uncertain
data point)

relevant.

8. Analytical verifications performed in test media (concentration)/ No
collected samples, stability of glyphosate in test media documented

9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information

10. Assessment of the statistical power of the assay is possible with No
reported data.

11. If statistical methodology was applied for findings reported, then No
the data analysis applied is clearly reported (e.g., checking the plots
and confidence intervals)

12. Field locations relevant/comparable to European conditions. Soils Yes
not completely matching the OECD criteria but from Europe or to
some extent representative for the European Agriculture.

13. Characterization of soil: texture (sandy loam, silty loam, loam, No
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)

14. Other soils where information on characterization by the No
parameters: pH, texture, CEC, organic carbon, bulk density, water
holding capacity, microbial biomass

15. For tests including agricultural soils, they should not have been No
treated with test substance or similar substances for a minimum of
1 year

16. For soil samples, sampling from A-horizon, top 20 cm layers; soils No
freshly from field preferred (storage max 3 months at 4 +/- 2°C).

17. Data on precipitation is recorded No

18. The temperature was in the range between 20-25°C and the No
moisture was reported

19. The presence of glyphosate identified in samples collected from Yes
groundwater, soil, surface waters, sediments or air from European
areas

20. Analytical results present residues measurements which can be Yes
correlated with the existing residues definition of glyphosate

21. Analytical methods clearly described and adequate Statement of No
specificity and sensitivity of the analytical methods is included

22. Radiolabel characterization: purity, specific activity, location of No
label

23. If degradation kinetics are included: expect to see data tables No
provided, model description. Statistical parameters for kinetic fit.

24. Glyphosate monitoring data: description of matrix analysed, and No
analytical methods fully described as above.

25. For environmental fate studies: clear description of application No

rate and relevance to approved uses.




1.

Information on the study

Data point:
Report author

Report year
Report title

Document No
Guidelines followed in study

Deviations from current test
guideline

GLP/Officially recognised
testing facilities
Acceptability /Reliability:

Annette E. Rosenbom, Preben Olsen, Finn Plauborg, Ruth
Grant, Rene K. Juhler, Walter Briisch, Jeanne Kjar
2015

Pesticide leaching through sandy and loamy fields e Long-term
lessons learnt from the Danish Pesticide Leaching Assessment
Programme

Environmental Pollution 201 (2015) 75 - 90

None

None
Yes, conducted under GLP/Officially recognised testing facilities

Yes/fully reliable for the respective data requirement

Assessment and conclusion

Assessment and conclusion by applicant:

The study describes results from the Danish pesticide leaching program. Analytics are not well
described but there is a statement of carful selection and strong quality control of the laboratories.
The study was therefore seen as fully reliable to the data requirement (Category 1).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

D'flta 'reqmrements Criteria met?
(indicated by the Yes /
corresponding EU Criteria for “Reliable” articles No /
data point) Uncertain
1. For guideline-compliant studies (GLP studies): OECD, No
OPPTS, ISO, and others. The validity/quality criteria listed
in the corresponding guidelines met.
2. Previous exposure to other chemicals is documented No
(where relevant).
3. The test substance is dissolved in water or non-toxic Yes
solvent
- 4. Glyphosate, when the test substance, is sufficiently
General criteria for . . . .
L . documented - identity of the test material reported (i.e. No
reliability considered . o
purity, source, content, storage conditions)
for all data - -
. 5. Only glyphosate is the tested substance (excluding
requirements . . . . .
. mixture), and information on application of glyphosate is No
indicated by the .
corresponding EU described
d . 6. The endpoint measured can be considered a consequence Yes
ata points as .
specified in EC of glyphosate (or a glyphosate metabolite)
Regulation (EU) No 7. Study design / test system is well described, including
283/2013 when relevant: concentration in exposure media (dose Yes
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.
8. Analytical verifications performed in test media
(concentration)/ collected samples, stability of glyphosate No
in test media documented
9. An endpoint can be derived. Findings do deliver a
regulatory endpoint, and/or is useful as supporting Yes
information




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements

- ”
(indicated by the Criteria met?

corresponding EU Criteria for “Reliable” articles YNeoS//
data point) -
Uncertain

10. Assessment of the statistical power of the assay is possible | Yes
with reported data.

11. If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported Yes
(e.g., checking the plots and confidence intervals)

12. Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD Yes
criteria but from Europe or to some extent representative
for the European Agriculture.

13. Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity, | Yes
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

14. Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk No
density, water holding capacity, microbial biomass

15. For tests including agricultural soils, they should not have
been treated with test substance or similar substances fora | No
minimum of 1 year

16. For soil samples, sampling from A-horizon, top 20 cm

layers; soils freshly from field preferred (storage max 3 No
months at 4 +/- 2°C).
17. Data on precipitation is recorded No

18. The temperature was in the range between 20-25°C and the | No
moisture was reported

19. The presence of glyphosate identified in samples collected

from groundwater, soil, surface waters, sediments or air Yes
from European areas

20. Analytical results present residues measurements which Yes
can be correlated with the existing residues definition of
glyphosate

21. Analytical methods clearly described and adequate No

Statement of specificity and sensitivity of the analytical
methods is included

22. Radiolabel characterization: purity, specific activity, No
location of label
23. If degradation kinetics are included: expect to see data No

tables provided, model description. Statistical parameters
for kinetic fit.

24. Glyphosate monitoring data: description of matrix No
analysed, and analytical methods fully described as above.
25. For environmental fate studies: clear description of No

application rate and relevance to approved uses.




1.

Information on the study

Data point:
Report author
Report year
Report title

Document No

Guidelines followed in study
Deviations from current test

guideline

GLP/Officially recognised testing

facilities

Acceptability/Reliability:

KCA 7.5 (water treatment)
Ruel, S.M. et al.
2011

On-site evaluation of the removal of 100 micro-pollutants through
advanced wastewater treatment processes for reuse applications
Water Science & Technology (2011), Vol. 63, No.11, pp.2486

None
No

Yes/fully reliable for the respective data requirement

Yes, conducted at officially recognised testing facilities

Assessment and conclusion

Assessment and conclusion by applicant:

The study describes the efficiency of different wastewater treatment processes to remove glyphosate
and AMPA among other substances from wastewater for reuse application. Different processes are
described and their specific efficiency is reported.

The study was therefore seen as fully reliable to the data requirement (Category 1).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes/
data point) No/
Uncertain
1. For guideline-compliant studies (GLP studies): OECD, OPPTS, | No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.
2. Previous exposure to other chemicals is documented (where No
relevant).
3. The test substance is dissolved in water or non-toxic solvent Yes
4. Glyphosate, when the test substance, is sufficiently documented - | No
identity of the test material reported (i.e. purity, source, content,
General criteria for storage conditions)
reliability considered | 5. Only glyphosate is the tested substance (excluding mixture), and | No
for all data information on application of glyphosate is described
requirements 6. The endpoint measured can be considered a consequence of Yes
indicated by the glyphosate (or a glyphosate metabolite)
corresponding EU 7. Study design / test system is well described, including when Yes
data points as relevant: concentration in exposure media (dose rates, volume
specified in EC applied, etc.), dilution/mixture of test item (solvent, vehicle)
Regulation (EU) No where relevant.
283/2013 8. Analytical verifications performed in test media (concentration)/ | No
collected samples, stability of glyphosate in test media
documented
9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information
10. Assessment of the statistical power of the assay is possible with | No
reported data.
11. If statistical methodology was applied for findings reported, then | Yes

the data analysis applied is clearly reported (e.g., checking the




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria
met?
Yes/
No/

Uncertain

plots and confidence intervals)

12.

Field locations relevant/comparable to European conditions.
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.

Yes

13.

Characterization of soil: texture (sandy loam, silty loam, loam,
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)

No

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass

No

15.

For tests including agricultural soils, they should not have been
treated with test substance or similar substances for a minimum
of 1 year

No

16.

For soil samples, sampling from A-horizon, top 20 cm layers;
soils freshly from field preferred (storage max 3 months at 4 +/-
2°C).

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected from
groundwater, soil, surface waters, sediments or air from
European areas

Yes

20.

Analytical results present residues measurements which can be
correlated with the existing residues definition of glyphosate

Yes

21.

Analytical methods clearly described and adequate Statement of
specificity and sensitivity of the analytical methods is included

Yes

22.

Radiolabel characterization: purity, specific activity, location of
label

23.

If degradation kinetics are included: expect to see data tables
provided, model description. Statistical parameters for kinetic fit.

24.

Glyphosate monitoring data: description of matrix analysed, and
analytical methods fully described as above.

Yes

25.

For environmental fate studies: clear description of application
rate and relevance to approved uses.

No




1.

Information on the study

Data point:
Report author
Report year
Report title

Document No

Deviations from current te
guideline

GLP/Officially recognised
facilities
Acceptability/Reliability:

KCA 7.5 (Water treatment)
Ruel, S.M. et al.
2012

Occurrence and fate of relevant substances in wastewater treatment

plants regarding Water Framework Directive and future

legislations

Water Science & Technology (2012), Vol. 65, No.7, pp. 1179
Guidelines followed in study None

st No

testing Yes, conducted at officially recognised testing facilities

Yes/Supportive only (no drinking water addressed, analytical
methods poorly described, no information about breakdown

processes and products provided)

Assessment and conclusion

Assessment and conclusion by applicant:

The study describes the occurrence of glyphosate and AMPA among other substances in different
wastewater treatment plants in France. The analytical methods are poorly described. No information
is provided about breakdown processes and products.

The study is therefore classified as relevant to the data requirement but only as supplementary

information (Category 2).

E-Fate: Reliability crite

ria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes /
data point) No /
Uncertain
1. For guideline-compliant studies (GLP studies): OECD, OPPTS, | No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.
2. Previous exposure to other chemicals is documented (where No
relevant).
3. The test substance is dissolved in water or non-toxic solvent Yes
General criteria for 4. Glyphosate, when the test substance, is sufficiently documented - | No
reliability considered identity of the test material reported (i.e. purity, source, content,
for all data storage conditions)
requirements 5. Only glyphosate is the tested substance (excluding mixture), and | No
indicated by the information on application of glyphosate is described
corresponding EU 6. The endpoint measured can be considered a consequence of Yes
data points as glyphosate (or a glyphosate metabolite)
specified in EC 7. Study design / test system is well described, including when No
Regulation (EU) No relevant: concentration in exposure media (dose rates, volume
283/2013 applied, etc.), dilution/mixture of test item (solvent, vehicle)
where relevant.
8. Analytical verifications performed in test media (concentration)/ | No
collected samples, stability of glyphosate in test media
documented
9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria
met?
Yes/
No/
Uncertain

10.

Assessment of the statistical power of the assay is possible with
reported data.

No

11.

If statistical methodology was applied for findings reported, then
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)

No

12.

Field locations relevant/comparable to European conditions.
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.

Yes

13.

Characterization of soil: texture (sandy loam, silty loam, loam,
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass

No

15.

For tests including agricultural soils, they should not have been
treated with test substance or similar substances for a minimum
of 1 year

16.

For soil samples, sampling from A-horizon, top 20 cm layers;
soils freshly from field preferred (storage max 3 months at 4 +/-
2°0).

No

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected from
groundwater, soil, surface waters, sediments or air from
European areas

Yes

20.

Analytical results present residues measurements which can be
correlated with the existing residues definition of glyphosate

Yes

21.

Analytical methods clearly described and adequate Statement of
specificity and sensitivity of the analytical methods is included

22.

Radiolabel characterization: purity, specific activity, location of
label

23.

If degradation kinetics are included: expect to see data tables
provided, model description. Statistical parameters for kinetic fit.

24.

Glyphosate monitoring data: description of matrix analysed, and
analytical methods fully described as above.

25.

For environmental fate studies: clear description of application
rate and relevance to approved uses.




1. Information on the study

Data point:

Report author Pierre Sabatiera, Jérome Poulenard, Bernard Fanget, Jean-
Louis Reyss, Anne-Lise Develle, Bruno Wilhelm,
Estelle Ployon, Cécile Pignol, Emmanuel Naffrechoux, Jean-
Marcel Dorioz, Bernard Montuelle, and Fabien Arnaud

Report year 2014

Report title Long-term relationships among pesticide applications, mobility, and
soil erosion in a vineyard watershed

Document No PNAS vol. 111 no. 44, pp. 15647

Guidelines followed in study  None

Deviations from current test None

guideline

GLP/Officially recognised No, not conducted under GLP/Officially recognised testing
testing facilities facilities

Acceptability /Reliability: Yes/fully reliable for the respective data requirement

Assessment and conclusion

Assessment and conclusion by applicant:

The study evaluates the long-term relationship among pesticide applications, mobility and soil
erosion in a French vineyard watershed. The sediment of an adjacent lake were investigated and
compared with available information on historical usage of pesticides. It is concluded that the
increasing use of glyphosate initiate the remobilization of banned remnant pesticides (e.g. DDT).
The study was therefore seen as fully reliable to the data requirement (Category 1).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements o
q Criteria met?

(indicated by the Yes /
corresponding EU Criteria for “Reliable” articles No /
data point) .
Uncertain

1. For guideline-compliant studies (GLP studies): OECD, No
OPPTS, ISO, and others. The validity/quality criteria listed
in the corresponding guidelines met.

2. Previous exposure to other chemicals is documented Yes
(where relevant).
General criteria for 3. The test substance is dissolved in water or non-toxic Yes
L . solvent
;elrlilﬁllcllta};aconmdered 4. Glyphosate, when the test substance, is sufficiently
r(e) irement documented - identity of the test material reported (i.e. No
ingﬁza o deb Sthe purity, source, content, storage conditions)
COrrespon d?n EU 5. Only glyphosate is the tested substance (excluding No
data g ints asg mixture), and information on application of glyphosate is
pomn described
specified in EC - :
Regulation (EU) No 6. The endpoint measured can be considered a consequence Yes
283/2013 of glyphosate (or a glyphosate metabolite)
7. Study design / test system is well described, including
when relevant: concentration in exposure media (dose Yes

rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.

8. Analytical verifications performed in test media
(concentration)/ collected samples, stability of glyphosate No




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria met?
Yes/
No /
Uncertain

in test media documented

An endpoint can be derived. Findings do deliver a
regulatory endpoint, and/or is useful as supporting
information

Yes

10.

Assessment of the statistical power of the assay is possible
with reported data.

yes

11.

If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

yes

12.

Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

Yes

13.

Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

15.

For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16.

For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

Yes

20.

Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

21

. Analytical methods clearly described and adequate

Statement of specificity and sensitivity of the analytical
methods is included

22.

Radiolabel characterization: purity, specific activity,
location of label

23.

If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.

24.

Glyphosate monitoring data: description of matrix
analysed, and analytical methods fully described as above.

25.

For environmental fate studies: clear description of
application rate and relevance to approved uses.




1.

Information on the study

Data point:
Report author

Report year
Report title

Document No

Data point:
Report author

Report year
Report title

Document No

Guidelines followed in study

Deviations from current test
guideline

GLP/Officially recognised
testing facilities
Acceptability/Reliability:

CA 7S5

Josep Sanchis & Lina Kantiani & Marta Llorca & Fernando
Rubio & Antoni Ginebreda & Josep Fraile & Teresa Garrido
& Marinella Farré

2012

Determination of glyphosate in groundwater samples using
an ultrasensitive immunoassay and confirmation by on-line
solid-phase extraction followed by liquid chromatography
coupled to tandem mass spectrometry

Anal Bioanal Chem (2012) 402:2335-2345

CA 75

Josep Sanchis & Lina Kantiani & Marta Llorca & Fernando
Rubio & Antoni Ginebreda & Josep Fraile & Teresa Garrido
& Marinella Farré

2012

Erratum to: Determination of glyphosate in groundwater
samples using an ultrasensitive immunoassay and
confirmation by on-line solid-phase extraction followed by
liquid chromatography coupled to tandem mass spectrometry
Anal Bioanal Chem (2012) 404:617

None

Not applicable
Yes

Reliable

Assessment and conclusion

Assessment and conclusion by applicant:

The study presents an analytical method to determine glyphosate in groundwater samples from
Catalonia / Spain. Glyphosate findings in the respective groundwater samples are presented.
Methods and results are well described. Maximum concentration of glyphosate measured at 2560
ng/L in 2010. The article is considered reliable.

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?

corresponding EU Criteria for “Reliable” articles Yes /

data point) No/
Uncertain

General criteria for | 1. For guideline-compliant studies (GLP studies): OECD, No

reliability OPPTS, ISO, and others. The validity/quality criteria listed

considered for all in the corresponding guidelines met.

data requirements 2. Previous exposure to other chemicals is documented No

indicated by the (where relevant).

corresponding EU | 3. The test substance is dissolved in water or non-toxic No

data points as solvent




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes/
data point) No/
Uncertain
specified in EC 4. Glyphosate, when the test substance, is sufficiently Yes
Regulation (EU) documented - identity of the test material reported (i.e.
No 283/2013 purity, source, content, storage conditions)
5. Only glyphosate is the tested substance (excluding Yes
mixture), and information on application of glyphosate is
described
6. The endpoint measured can be considered a consequence Yes
of glyphosate (or a glyphosate metabolite)
7. Study design / test system is well described, including Yes
when relevant: concentration in exposure media (dose
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.
8. Analytical verifications performed in test media No
(concentration)/ collected samples, stability of glyphosate
in test media documented
9. An endpoint can be derived. Findings do deliver a Yes
regulatory endpoint, and/or is useful as supporting
information
10. Assessment of the statistical power of the assay is possible Yes
with reported data.
11. If statistical methodology was applied for findings Yes
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)
12. Field locations relevant/comparable to European Yes
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.
13. Characterization of soil: texture (sandy loam, silty loam, No
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)
14. Other soils where information on characterization by the No
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass
15. For tests including agricultural soils, they should not have No
been treated with test substance or similar substances for a
minimum of 1 year
16. For soil samples, sampling from A-horizon, top 20 cm No
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).
17. Data on precipitation is recorded No
18. The temperature was in the range between 20-25°C and the No
moisture was reported
19. The presence of glyphosate identified in samples collected Yes
from groundwater, soil, surface waters, sediments or air
from European areas
20. Analytical results present residues measurements which Yes

can be correlated with the existing residues definition of
glyphosate




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes/
data point) No/
Uncertain
21. Analytical methods clearly described and adequate Yes
Statement of specificity and sensitivity of the analytical
methods is included
22. Radiolabel characterization: purity, specific activity, No
location of label
23.If degradation kinetics are included: expect to see data No
tables provided, model description. Statistical parameters
for kinetic fit.
24. Glyphosate monitoring data: description of matrix Yes
analysed, and analytical methods fully described as above.
25. For environmental fate studies: clear description of No

application rate and relevance to approved uses.




1. Information on the study

Data point:
Report author

Report year
Report title

Document No
Guidelines followed in study

Deviations from current test
guideline

GLP/Officially recognised
testing facilities
Acceptability /Reliability:

Verena C. Schreiner, Eduard Szdcs, Avit Kumar Bhowmik,
Martina G. Vijver, Ralf B. Schéafer

2016

Pesticide mixtures in streams of several European countries
and the USA

Science of the Total Environment 573 (2016) 680-689

None

None

No, not conducted under GLP/Officially recognised testing
facilities
Yes/fully reliable

2. Assessment and conclusion

Assessment and conclusion by applicant:

The study summarizes monitoring results of pesticides in some EU Member States and the USA.
Glyphosate measurements were derived from databases from Germany, France, the Netherlands
and the USA and were reported and evaluated.

The study was therefore seen as fully reliable to the data requirement (Category 1).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria met?
. s . . Yes /
(indicated by the Criteria for “Reliable” articles No /
corresponding EU Uncertain
data point)
1. For guideline-compliant studies (GLP studies): OECD, OPPTS, No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.
2. Previous exposure to other chemicals is documented (where No
relevant).
3. The test substance is dissolved in water or non-toxic solvent No
4. Glyphosate, when the test substance, is sufficiently documented - No
o identity of the test material reported (i.e. purity, source, content,
General criteria for storage conditions)
reliability considered "5 ™}y glyphosate is the tested substance (excluding mixture), and No
forall data information on application of glyphosate is described
requirements 1nd1gated 6. The endpoint measured can be considered a consequence of Yes
by the corresponding Ivohosat Ivphosat tabolit
EU data points as glyphosa ? (or a glyphosa e.: metaboli e). . .
specified in EC 7. Study design / test system is well described, including when Yes
Regulation (EU) No relevant: concentration in exposure media (dose rates, volume
gula . o . . )
183/2013 applied, etc.), dilution/mixture of test item (solvent, vehicle) where
relevant.
8. Analytical verifications performed in test media (concentration)/ No
collected samples, stability of glyphosate in test media documented
9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information
10. Assessment of the statistical power of the assay is possible with Yes
reported data.
11. If statistical methodology was applied for findings reported, then Yes
the data analysis applied is clearly reported (e.g., checking the plots




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements

Criteria met?

(indicated by the Criteria for “Reliable” articles YN(:)S //
corresponding EU Uncertain
data point)

and confidence intervals)

12. Field locations relevant/comparable to European conditions. Soils Yes
not completely matching the OECD criteria but from Europe or to
some extent representative for the European Agriculture.

13. Characterization of soil: texture (sandy loam, silty loam, loam, No
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)

14. Other soils where information on characterization by the No
parameters: pH, texture, CEC, organic carbon, bulk density, water
holding capacity, microbial biomass

15. For tests including agricultural soils, they should not have been No
treated with test substance or similar substances for a minimum of
1 year

16. For soil samples, sampling from A-horizon, top 20 cm layers; soils No
freshly from field preferred (storage max 3 months at 4 +/- 2°C).

17. Data on precipitation is recorded No

18. The temperature was in the range between 20-25°C and the No
moisture was reported

19. The presence of glyphosate identified in samples collected from Yes
groundwater, soil, surface waters, sediments or air from European
areas

20. Analytical results present residues measurements which can be Yes
correlated with the existing residues definition of glyphosate

21. Analytical methods clearly described and adequate Statement of No
specificity and sensitivity of the analytical methods is included

22. Radiolabel characterization: purity, specific activity, location of No
label

23. If degradation kinetics are included: expect to see data tables No
provided, model description. Statistical parameters for kinetic fit.

24. Glyphosate monitoring data: description of matrix analysed, and No
analytical methods fully described as above.

25. For environmental fate studies: clear description of application No

rate and relevance to approved uses.




1.

Information on the study

Data point:
Report author
Report year
Report title
Document No

Guidelines followed in study
Deviations from current test

guideline

GLP/Officially recognised
testing facilities
Acceptability/Reliability:

KCA 7.5 (Water treatment)

Shen, Y. et al.

2011

Ozonation of Herbicide Glyphosate

Acta Scientiae Circumstantiae,31(8): 1647-1652

None
No

facilities

method, unlabelled test item)

No, not conducted under GLP/Officially recognised testing

Reliable with restrictions (low sensitivity of the analytical

Assessment and conclusion

Assessment and conclusion by applicant:

The article describes the degradation of unlabeled glyphosate during ozonation in water with different initial
concentrations and different pH values. The degradation products resulting from the ozonation process are
described as well. The analytical method is not very sensitive (LOQ 0.1 mg/L for glyphosate).

The study is therefore classified as reliable with restrictions (Category 2)

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data
requirements
(indicated by

the
corresponding
EU data point)

Criteria for “Reliable” articles

Criteria met?
Yes/
No/

Uncertain

General criteria
for reliability
considered for
all data
requirements
indicated by the
corresponding
EU data points
as specified in
EC Regulation
(EU) No
283/2013

reported data.

1. For guideline-compliant studies (GLP studies): OECD, OPPTS, No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.

2. Previous exposure to other chemicals is documented (where No
relevant).

3. The test substance is dissolved in water or non-toxic solvent Yes

4. Glyphosate, when the test substance, is sufficiently Yes
documented - identity of the test material reported (i.e. purity,
source, content, storage conditions)

5. Only glyphosate is the tested substance (excluding mixture), and Yes
information on application of glyphosate is described

6. The endpoint measured can be considered a consequence of Yes
glyphosate (or a glyphosate metabolite)

7. Study design / test system is well described, including when Yes
relevant: concentration in exposure media (dose rates, volume
applied, etc.), dilution/mixture of test item (solvent, vehicle) where
relevant.

8. Analytical verifications performed in test media (concentration)/ No
collected samples, stability of glyphosate in test media documented

9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information

10. Assessment of the statistical power of the assay is possible with No




E-Fate: Reliability criteria for the detailed assessment of full-text documents

11.

If statistical methodology was applied for findings reported, then
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)

12.

Field locations relevant/comparable to European conditions. Soils
not completely matching the OECD criteria but from Europe or to
some extent representative for the European Agriculture.

No

13.

Characterization of soil: texture (sandy loam, silty loam, loam,
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5 %), bulk density, water retention, microbial
biomass (~1 % of organic carbon)

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk density, water
holding capacity, microbial biomass

15.

For tests including agricultural soils, they should not have been
treated with test substance or similar substances for a minimum of
1 year

16.

For soil samples, sampling from A-horizon, top 20 cm layers; soils
freshly from field preferred (storage max 3 months at 4 +/- 2°C).

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected from
groundwater, soil, surface waters, sediments or air from European
areas

20.

Analytical results present residues measurements which can be
correlated with the existing residues definition of glyphosate

Yes

21.

Analytical methods clearly described and adequate Statement of
specificity and sensitivity of the analytical methods is included

Yes

22.

Radiolabel characterization: purity, specific activity, location of
label

23.

If degradation kinetics are included: expect to see data tables
provided, model description. Statistical parameters for kinetic fit.

24.

Glyphosate monitoring data: description of matrix analysed, and
analytical methods fully described as above.

25.

For environmental fate studies: clear description of application rate
and relevance to approved uses.




1. Information on the study

Data point:
Report author
Report year
Report title

Document No

Guidelines followed in study

Deviations from current test

guideline

GLP/Officially recognised

testing facilities

Acceptability/Reliability:

Pauline Sidoli, Nicole Baran, Rafael Angulo-Jaramillo

2016

Glyphosate and AMPA adsorption in soils: laboratory

experiments and pedotransfer rules

Environmental Science and Pollution Research (2016)

23:5733-5742
OECD 106 (2000)

None

facilities

validity criteria for the study)

No, not conducted under GLP/Officially recognised testing

Yes/Supportive only (Not all parameters reported to check the

2. Assessment and conclusion

Assessment and conclusion by applicant:

the study.

(Category 2).

The study describes and sorption experiment with glyphosate on 17 soils from France. The OECD
106 guideline was considered. However, not all parameters were reported to check the validity of

The study is therefore classified as relevant to the data requirement but only as supplementary information

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria met?
Yes /
No /
Uncertain

General criteria for
reliability considered
for all data
requirements
indicated by the
corresponding EU
data points as
specified in EC
Regulation (EU) No
283/2013

For guideline-compliant studies (GLP studies): OECD,
OPPTS, ISO, and others. The validity/quality criteria listed
in the corresponding guidelines met.

No

Previous exposure to other chemicals is documented
(where relevant).

No

The test substance is dissolved in water or non-toxic
solvent

Yes

Glyphosate, when the test substance, is sufficiently
documented - identity of the test material reported (i.e.
purity, source, content, storage conditions)

Yes

Only glyphosate is the tested substance (excluding
mixture), and information on application of glyphosate is
described

Yes

The endpoint measured can be considered a consequence
of glyphosate (or a glyphosate metabolite)

Yes

Study design / test system is well described, including
when relevant: concentration in exposure media (dose
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.

Yes

Analytical verifications performed in test media
(concentration)/ collected samples, stability of glyphosate
in test media documented

An endpoint can be derived. Findings do deliver a
regulatory endpoint, and/or is useful as supporting

Yes




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria met?
Yes /
No /
Uncertain

information

10.

Assessment of the statistical power of the assay is possible
with reported data.

Yes

11.

If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

Yes

12.

Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

Yes

13.

Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

Yes

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

15.

For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16.

For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

Yes

20.

Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

Yes

21.

Analytical methods clearly described and adequate
Statement of specificity and sensitivity of the analytical
methods is included

Yes

22.

Radiolabel characterization: purity, specific activity,
location of label

Yes

23.

If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.

24.

Glyphosate monitoring data: description of matrix
analysed, and analytical methods fully described as above.

25.

For environmental fate studies: clear description of
application rate and relevance to approved uses.




1.

Information on the study

Data point: KCA 7.5 (Monitoring data)
Report author Silva, V. et al.
Report year 2018
Report title Distribution of glyphosate and aminomethylphosphonic acid (AMPA)
in agricultural topsoils of the European Union
Document No Science of the total environment (2018) 15:1352
Guidelines followed in study None
Deviations from current test No
guideline
GLP/Officially recognised testing Yes, conducted under GLP/Officially recognised testing facilities
facilities (JRC, ESTAT)
Acceptability/Reliability: Yes/Supportive only (extrapolated values for EU)
2. Assessment and conclusion

Assessment and conclusion by applicant:

The study describes the result from a field experiment with consecutive GIS analysis to estimate the distribution
of glyphosate and AMPA in European topsoils. The study should give a basis for the understanding of
glyphosate loss from soils via wind and water erosion, i.e. experimental information from the sample sites were
extrapolated to the EU area. A detailed and tabulated overview on the results is given in the supporting
information.

The study is classified as relevant to the data requirement but only as supplementary information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes /
data point) No/
Uncertain

1. For guideline-compliant studies (GLP studies): OECD, OPPTS, | No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.

2. Previous exposure to other chemicals is documented (where | No
relevant).

3. The test substance is dissolved in water or non-toxic solvent No

4. Glyphosate, when the test substance, is sufficiently | No
documented - identity of the test material reported (i.e. purity,

General criteria for source, content, storage conditions)

reliability considered | 5. Only glyphosate is the tested substance (excluding mixture), and | No

for all data information on application of glyphosate is described

requirements 6. The endpoint measured can be considered a consequence of | Yes

indicated by  the glyphosate (or a glyphosate metabolite)

corresponding  EU | 7. Study design / test system is well described, including when | No

data points as relevant: concentration in exposure media (dose rates, volume

specified in  EC applied, etc.), dilution/mixture of test item (solvent, vehicle)

Regulation (EU) No where relevant.

283/2013 8. Analytical verifications performed in test media (concentration)/ | No
collected samples, stability of glyphosate in test media
documented

9. An endpoint can be derived. Findings do deliver a regulatory | Yes
endpoint, and/or is useful as supporting information

10. Assessment of the statistical power of the assay is possible with | Yes
reported data.

11. If statistical methodology was applied for findings reported, then | Yes
the data analysis applied is clearly reported (e.g., checking the




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes /
data point) No /
Uncertain
plots and confidence intervals)

12. Field locations relevant/comparable to European conditions. Soils | Yes
not completely matching the OECD criteria but from Europe or to
some extent representative for the European Agriculture.

13. Characterization of soil: texture (sandy loam, silty loam, loam, | No
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5 %), bulk density, water retention, microbial
biomass (~1 % of organic carbon)

14. Other soils where information on characterization by the | No
parameters: pH, texture, CEC, organic carbon, bulk density, water
holding capacity, microbial biomass

15. For tests including agricultural soils, they should not have been | No
treated with test substance or similar substances for a minimum of
1 year

16. For soil samples, sampling from A-horizon, top 20 cm layers; | No
soils freshly from field preferred (storage max 3 months at 4
+/-2°0).

17. Data on precipitation is recorded No

18. The temperature was in the range between 20-25°C and the | No
moisture was reported

19. The presence of glyphosate identified in samples collected from | Yes
groundwater, soil, surface waters, sediments or air from European
areas

20. Analytical results present residues measurements which can be | Yes
correlated with the existing residues definition of glyphosate

21. Analytical methods clearly described and adequate Statement of | No
specificity and sensitivity of the analytical methods is included

22. Radiolabel characterization: purity, specific activity, location of | No
label

23. If degradation kinetics are included: expect to see data tables | No
provided, model description. Statistical parameters for kinetic fit.

24. Glyphosate monitoring data: description of matrix analysed, and | Yes
analytical methods fully described as above.

25. For environmental fate studies: clear description of application | No

rate and relevance to approved uses.




1. Information on the study
Data point: KCA 7.1.3.1.1, KCA 7.1.3.1.2
Report author Skeff, W. et al.
Report year 2018
Report title Adsorption behaviors of glyphosate, glufosinate,

Document No

Guidelines followed in study

Deviations from current test

guideline

GLP/Officially recognised testing

facilities

Acceptability/Reliability:

aminomethylphosphonic acid, and 2-aminoethylphosphonic acid on

three typical Baltic Sea sediments
Marine Chemistry 198 (2018) 1-9
None

No

to check validity of the results)

No, not conducted under GLP/Officially recognised testing facilities

Yes/Supportive only (no agricultural conditions, not sufficient data

Assessment and conclusion

Assessment and conclusion by applicant:

The study describes the sorption of glyphosate and AMPA to sediments of the Baltic Sea. The
described sediments are not relevant for agricultural land use. Some information is missing to check
the validity of the experiment (no mass balances, test items not sufficiently described).

The study is therefore classified as reliable with restrictions (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents
Data
requirements Criteria met?
(indicated by Criteria for “Reliable” articles Yes/
the No /
corresponding Uncertain
EU data point)

General criteria
for reliability
considered for
all data
requirements
indicated by the
corresponding
EU data points
as specified in
EC Regulation
(EU) No
283/2013

For guideline-compliant studies (GLP studies): OECD, OPPTS, No
ISO, and others. The validity/quality criteria listed in the

corresponding guidelines met.

Previous exposure to other chemicals is documented (where No
relevant).

The test substance is dissolved in water or non-toxic solvent Yes
Glyphosate, when the test substance, is sufficiently documented - No
identity of the test material reported (i.e. purity, source, content,

storage conditions)

Only glyphosate is the tested substance (excluding mixture), and Yes
information on application of glyphosate is described

The endpoint measured can be considered a consequence of Yes
glyphosate (or a glyphosate metabolite)

Study design / test system is well described, including when Yes
relevant: concentration in exposure media (dose rates, volume

applied, etc.), dilution/mixture of test item (solvent, vehicle) where
relevant.

Analytical verifications performed in test media (concentration)/ Yes
collected samples, stability of glyphosate in test media documented

An endpoint can be derived. Findings do deliver a regulatory Yes

endpoint, and/or is useful as supporting information




E-Fate: Reliability criteria for the detailed assessment of full-text documents

10. Assessment of the statistical power of the assay is possible with No
reported data.

11. If statistical methodology was applied for findings reported, then Yes
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)

12. Field locations relevant/comparable to European conditions. Soils | No
not completely matching the OECD criteria but from Europe or to
some extent representative for the European Agriculture.

13. Characterization of soil: texture (sandy loam, silty loam, loam, No
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)

14. Other soils where information on characterization by the Yes
parameters: pH, texture, CEC, organic carbon, bulk density, water
holding capacity, microbial biomass

15. For tests including agricultural soils, they should not have been No
treated with test substance or similar substances for a minimum of
1 year

16. For soil samples, sampling from A-horizon, top 20 cm layers; soils | No
freshly from field preferred (storage max 3 months at 4 +/- 2°C).

17. Data on precipitation is recorded No

18. The temperature was in the range between 20-25°C and the Yes
moisture was reported

19. The presence of glyphosate identified in samples collected from Yes
groundwater, soil, surface waters, sediments or air from European
areas

20. Analytical results present residues measurements which can be No

correlated with the existing residues definition of glyphosate

21. Analytical methods clearly described and adequate Statement of No
specificity and sensitivity of the analytical methods is included

22. Radiolabel characterization: purity, specific activity, location of No
label

23. If degradation kinetics are included: expect to see data tables No
provided, model description. Statistical parameters for kinetic fit.

24. Glyphosate monitoring data: description of matrix analysed, and No
analytical methods fully described as above.

25. For environmental fate studies: clear description of application No

rate and relevance to approved uses.




1. Information on the study

Data point:

Report author Marianne Stenrgd

Report year 2015

Report title Long-term trends of pesticides in Norwegian agricultural
streams and potential future challenges in northern climate

Document No Acta Agriculturae Scandinavica, Section B - Soil & Plant

Science, 2015 Vol. 65, No. Supplement 2, 199-216
Guidelines followed in study  None

Deviations from current test None

guideline
GLP/Officially recognised Yes, conducted under GLP/Officially recognised testing
testing facilities facilities (Bioforsk)
Acceptability/Reliability: Yes/Supportive only (no focus on glyphosate, only few
information reported)
2. Assessment and conclusion

Assessment and conclusion by applicant:
The studies evaluates data from Norwegian monitoring programs for pesticides to identify trends

and future challenges for the Norwegian agriculture. For glyphosate, deficiencies in the monitoring
methods were reported and only few information on the active ingredient is reported.

The study is therefore classified as relevant to the data requirement but only as supplementary
information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

D?ta -requlrements Criteria met?
(indicated by the Yes /
corresponding EU Criteria for “Reliable” articles No /
data point) Uncertain
1. For guideline-compliant studies (GLP studies): OECD,
OPPTS, ISO, and others. The validity/quality criteria listed | No
in the corresponding guidelines met.
2. Previous exposure to other chemicals is documented No
(where relevant).
3. The test substance is dissolved in water or non-toxic No
G | criteria f solvent
enera’ criteria tor 4. Glyphosate, when the test substance, is sufficiently
reliability considered . . . .
for all dat documented - identity of the test material reported (i.e. No
rgr airen?eits purity, source, content, storage conditions)
in?lﬁ:ate dby the 5. Only glyphosate is the tested substance (excluding No
Y mixture), and information on application of glyphosate is
corresponding EU .
data points as described
: . 6. The endpoint measured can be considered a consequence Yes
specified in EC .
Reoulati of glyphosate (or a glyphosate metabolite)
egulation (EU) No - - - : :
183/2013 7. Study design / test system is well described, including
when relevant: concentration in exposure media (dose No
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.
8. Analytical verifications performed in test media
(concentration)/ collected samples, stability of glyphosate No
in test media documented
9. An endpoint can be derived. Findings do deliver a




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria met?
Yes/
No /
Uncertain

regulatory endpoint, and/or is useful as supporting
information

Yes

10.

Assessment of the statistical power of the assay is possible
with reported data.

yes

11.

If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

yes

12.

Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

Yes

13.

Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

No

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

15.

For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16.

For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

20.

Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

21.

Analytical methods clearly described and adequate
Statement of specificity and sensitivity of the analytical
methods is included

22.

Radiolabel characterization: purity, specific activity,
location of label

23.

If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.

24,

Glyphosate monitoring data: description of matrix
analysed, and analytical methods fully described as above.

25.

For environmental fate studies: clear description of
application rate and relevance to approved uses.




1.

Information on the study

Data point: KCA 7.1.1.1.1

Report author Sun et al.

Report year 2019

Report title Degradation of glyphosate and bioavailability of phosphorus derived

from glyphosate in a soil-water system

Document No Water Research 163 (2019) 114840

Guidelines followed in study None
Deviations from current test None
guideline

GLP/Officially recognised testing None
facilities

Acceptability/Reliability: Reliable with restrictions (some validity criteria of the OECD 307
guideline not met, no information about the used soil, no tabulated

values available)

Assessment and conclusion

Assessment and conclusion by applicant:

The article describes a soil degradation experiment with glyphosate, where also AMPA was identified as
metabolite. The main focus of the article is the transformation of glyphosate-derived phosphorous. In general,
the methods and results are well described but the relevant experiment (incubation with 1 pmol/g non-labelled
glyphosate for 175 d) shows some deviations from the OECD 307 study guideline: soil properties are not
reported, exact soil water content during incubation is unclear, the mass of soil incubated is not clearly stated
(1 g soil was used for extraction). Further, concentrations of glyphosate and AMPA are only presented in
figures, not as tabulated values. DTsy values according to SFO were calculated for glyphosate and AMPA

(based on max. concentration) but details on fits and statistics are not provided.

The article is therefore considered as reliable with restrictions (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes /
corresponding EU No/
data point) Uncertain
For guideline-compliant studies (GLP studies): OECD, OPPTS, | No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.
Previous exposure to other chemicals is documented (where No
relevant).
General criteria for The test substance is dissolved in water or non-toxic solvent Yes
reliability considered
for all data Glyphosate, when the test substance, is sufficiently No
requirements documented - identity of the test material reported (i.e. purity,
indicated by the source, content, storage conditions)
corresponding EU Only glyphosate is the tested substance (excluding mixture), and | Yes
data points as information on application of glyphosate is described
specified in EC The endpoint measured can be considered a consequence of Yes
Regulation (EU) No glyphosate (or a glyphosate metabolite)
283/2013 Study design / test system is well described, including when No
relevant: concentration in exposure media (dose rates, volume
applied, etc.), dilution/mixture of test item (solvent, vehicle)
where relevant.
Analytical verifications performed in test media (concentration)/ | No
collected samples, stability of glyphosate in test media




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements

(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria
met?
Yes/
No /

Uncertain

documented

An endpoint can be derived. Findings do deliver a regulatory
endpoint, and/or is useful as supporting information

No

10.

Assessment of the statistical power of the assay is possible with
reported data.

No

11.

If statistical methodology was applied for findings reported, then
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)

Yes

12.

Field locations relevant/comparable to European conditions.
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.

No

13.

Characterization of soil: texture (sandy loam, silty loam, loam,
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5 %), bulk density, water retention, microbial
biomass (~1 % of organic carbon)

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass

No

15.

For tests including agricultural soils, they should not have been
treated with test substance or similar substances for a minimum
of 1 year

16.

For soil samples, sampling from A-horizon, top 20 cm layers;
soils freshly from field preferred (storage max 3 months at 4 +/-
2°0).

Yes

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected from
groundwater, soil, surface waters, sediments or air from
European areas

20.

Analytical results present residues measurements which can be
correlated with the existing residues definition of glyphosate

Yes

21.

Analytical methods clearly described and adequate Statement of
specificity and sensitivity of the analytical methods is included

Yes

22.

Radiolabel characterization: purity, specific activity, location of
label

No

23.

If degradation kinetics are included: expect to see data tables

provided, model description. Statistical parameters for kinetic fit.

No

24.

Glyphosate monitoring data: description of matrix analysed, and
analytical methods fully described as above.

Yes

25.

For environmental fate studies: clear description of application
rate and relevance to approved uses.

Yes




1.

Information on the study

Data point: KCA 7.5 (Monitoring data)

Report author Székacs, A. et al.

Report year 2014

Report title Monitoring and biological evaluation of surface water and soil

micropollutants in hungary
Carpathian Journal of Earth and Environmental Sciences, August
2014, Vol. 9, No. 3, p. 47 - 60

Document No

Guidelines followed in study None

Deviations from current test None

guideline

GLP/Officially recognised testing No, not conducted under GLP/Officially recognised testing
facilities facilities (literature publication)

Acceptability/Reliability: Yes/ reliable with restrictions (No comprehensive list of glyphosate
findings presented, no relationship between sampling site (and

compartment) and glyphosate findings possible)

2. Assessment and conclusion

Assessment and conclusion by applicant:

The study reports measurements of glyphosate among other pesticides, organic pollutants, heavy metals and
other microelements in soils, surface waters and groundwater bodies in Hungary. The effect of the found
concentrations of the different substance on D. magna was investigated. The reported glyphosate findings
cannot be assigned to the respective sampling site. Furthermore, no comprehensive list of glyphosate findings
is presented.

The study is therefore classified as reliable with restrictions (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data o
. Criteria
requirements met?
(indicated by the Criteria for “Reliable” articles \;Ies//
corresponding EU Unce(;tain
data point)
1. For guideline-compliant studies (GLP studies): OECD, No
OPPTS, ISO, and others. The validity/quality criteria
listed in the corresponding guidelines met.
2. Previous exposure to other chemicals is documented No
General criteria for (where relevant).
reliability 3. The test substance is dissolved in water or non-toxic Yes
considered for all solvent
data requirements Glyphosate, when the test substance, is sufficiently No
indicated by the documented - identity of the test material reported (i.e.
corresponding EU purity, source, content, storage conditions)
data points as Only glyphosate is the tested substance (excluding No
specified in EC mixture), and information on application of glyphosate is
Regulation (EU) described
No 283/2013 The endpoint measured can be considered a consequence | Yes
of glyphosate (or a glyphosate metabolite)
Study design / test system is well described, including Yes
when relevant: concentration in exposure media (dose
rates, volume applied, etc.), dilution/mixture of test item




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data
requirements

(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria
met?
Yes/
No/

Uncertain

(solvent, vehicle) where relevant.

8. Analytical verifications performed in test media
(concentration)/ collected samples, stability of
glyphosate in test media documented

No

9. An endpoint can be derived. Findings do deliver a
regulatory endpoint, and/or is useful as supporting
information

Yes

10. Assessment of the statistical power of the assay is
possible with reported data.

11. If statistical methodology was applied for findings
reported, then the data analysis applied is clearly
reported (e.g., checking the plots and confidence
intervals)

No

12. Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

Yes

13. Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange
capacity, organic carbon (0.5-2-5 %), bulk density, water
retention, microbial biomass (~1 % of organic carbon)

14. Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

No

15. For tests including agricultural soils, they should not
have been treated with test substance or similar
substances for a minimum of 1 year

16. For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max
3 months at 4 +/- 2°C).

17. Data on precipitation is recorded

18. The temperature was in the range between 20-25°C and
the moisture was reported

19. The presence of glyphosate identified in samples
collected from groundwater, soil, surface waters,
sediments or air from European arcas

Yes

20. Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

Yes

21. Analytical methods clearly described and adequate
Statement of specificity and sensitivity of the analytical
methods is included

22. Radiolabel characterization: purity, specific activity,
location of label

23. If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data -
. Criteria
requirements met?
(indicated by the Criteria for “Reliable” articles \gﬁ)s //
correspond.lng EU Uncertain
data point)
24. Glyphosate monitoring data: description of matrix Yes
analysed, and analytical methods fully described as
above.
25. For environmental fate studies: clear description of No
application rate and relevance to approved uses.




1. Information on the study

Data point:
Report author
Report year
Report title

Document No

Andras Székacs, Maria Mortl, and Béla Darvas
2015

Monitoring Pesticide Residues in Surface and Ground Water in

Hungary: Surveys in 1990-2015
Journal of chemistry (2015), Article ID 717948

Guidelines followed in study  None

Deviations from current test No

guideline

GLP/Officially recognised

testing facilities

Acceptability/Reliability:

Yes, conducted under GLP/Officially recognised testing

facilities (Agro-Environmental Research Institute, National

Agricultural Research and Innovation Centre)

the monitoring program are reported.)

Yes/Supportive only (No details on glyphosate measurements in

2. Assessment and conclusion

Assessment and conclusion by applicant:

were reported.

The study reports monitoring results for pesticide residues in surface and groundwater in Hungary.
For Glyphosate a specific analytical method was used as with the methods used for other
substances, no reliable LOD’s were achieved. Only limited information on the results for glyphosate

The study is therefore classified as relevant to the data requirement but only as supplementary
information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes/
corresponding EU No /
data point) Uncertain

For guideline-compliant studies (GLP studies): OECD, OPPTS, No

ISO, and others. The validity/quality criteria listed in the

corresponding guidelines met.

Previous exposure to other chemicals is documented (where No

relevant).

The test substance is dissolved in water or non-toxic solvent Yes
r(}eTgiri?ilt}C/réfrils? df;)rre J Glyphosate, when the test substance, .is sufﬁgiently documented - No
for all data identity of thp test material reported (i.e. purity, source, content,
requirements storage cond1t10n§) : .
indicated by the iny glyphosate is the t.ested substance (e.xcludln.g mixture), and No
corresponding EU information on application of glyphosate is described
data points as The endpoint measured can be considered a consequence of Yes
specified in EC glyphosate (or a glyphosate metabolite)

Regulation (EU) No Study design / test system is well described, including when Yes
283/2013 relevant: concentration in exposure media (dose rates, volume

applied, etc.), dilution/mixture of test item (solvent, vehicle)

where relevant.

Analytical verifications performed in test media (concentration)/ No

collected samples, stability of glyphosate in test media

documented

An endpoint can be derived. Findings do deliver a regulatory Yes

endpoint, and/or is useful as supporting information




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes /
corresponding EU No /
data point) Uncertain
10. Assessment of the statistical power of the assay is possible with No
reported data.
11. If statistical methodology was applied for findings reported, then No
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)
12. Field locations relevant/comparable to European conditions. Yes
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.
13. Characterization of soil: texture (sandy loam, silty loam, loam, No
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)
14. Other soils where information on characterization by the No
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass
15. For tests including agricultural soils, they should not have been No
treated with test substance or similar substances for a minimum
of 1 year
16. For soil samples, sampling from A-horizon, top 20 cm layers; No
soils freshly from field preferred (storage max 3 months at 4 +/-
2°C).
17. Data on precipitation is recorded No
18. The temperature was in the range between 20-25°C and the No
moisture was reported
19. The presence of glyphosate identified in samples collected from Yes
groundwater, soil, surface waters, sediments or air from
European areas
20. Analytical results present residues measurements which can be Yes
correlated with the existing residues definition of glyphosate
21. Analytical methods clearly described and adequate Statement of No
specificity and sensitivity of the analytical methods is included
22. Radiolabel characterization: purity, specific activity, location of No
label
23. If degradation kinetics are included: expect to see data tables No
provided, model description. Statistical parameters for kinetic fit.
24. Glyphosate monitoring data: description of matrix analysed, and Yes
analytical methods fully described as above.
25. For environmental fate studies: clear description of application No

rate and relevance to approved uses.




1. Information on the study

Data point:
Report author

Report year
Report title

Document No

Guidelines followed in study

Deviations from current test

guideline

GLP/Officially recognised

testing facilities

Acceptability /Reliability:

Ting Tang, Wesley Boénne, Nele Desmet, Piet Seuntjens, Jan

Bronders, Ann van Griensven
2015

Quantification and characterization of glyphosate use and loss

in a residential area

Science of the Total Environment 517 (2015) 207-214

None

None

facilities

households)

No, not conducted under GLP/Officially recognised testing

Yes/Supportive only (No agricultural area considered, only

2. Assessment and conclusion

(Category 2).

Assessment and conclusion by applicant:
The study describes a modelling exercise to quantify and characterize the loss of glyphosate in a

residential area to surface waters in Belgium. No agricultural area was considered.
The study is therefore classified as relevant to the data requirement but only as supplementary information

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria met?
Yes /
No /
Uncertain

General criteria for
reliability considered
for all data
requirements
indicated by the
corresponding EU
data points as
specified in EC
Regulation (EU) No
283/2013

For guideline-compliant studies (GLP studies): OECD,
OPPTS, ISO, and others. The validity/quality criteria listed
in the corresponding guidelines met.

No

Previous exposure to other chemicals is documented
(where relevant).

No

The test substance is dissolved in water or non-toxic
solvent

Glyphosate, when the test substance, is sufficiently
documented - identity of the test material reported (i.e.
purity, source, content, storage conditions)

Only glyphosate is the tested substance (excluding
mixture), and information on application of glyphosate is
described

Yes

The endpoint measured can be considered a consequence
of glyphosate (or a glyphosate metabolite)

Yes

Study design / test system is well described, including
when relevant: concentration in exposure media (dose
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.

Yes

Analytical verifications performed in test media
(concentration)/ collected samples, stability of glyphosate
in test media documented

No

An endpoint can be derived. Findings do deliver a
regulatory endpoint, and/or is useful as supporting
information

yes




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria met?
Yes /
No /
Uncertain

10.

Assessment of the statistical power of the assay is possible
with reported data.

Yes

11.

If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

12.

Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

Yes

13.

Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

15.

For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16.

For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

17.

Data on precipitation is recorded

Yes

18.

The temperature was in the range between 20-25°C and the
moisture was reported

No

19.

The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

Yes

20.

Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

Yes

21.

Analytical methods clearly described and adequate
Statement of specificity and sensitivity of the analytical
methods is included

Yes

22.

Radiolabel characterization: purity, specific activity,
location of label

23.

If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.

24.

Glyphosate monitoring data: description of matrix
analysed, and analytical methods fully described as above.

25.

For environmental fate studies: clear description of
application rate and relevance to approved uses.




1. Information on the study

Data point:

Report author Hector R. Tévez, Maria dos Santos Afonso

Report year 2015

Report title pH dependence of Glyphosate adsorption on soil horizons
Document No Boletin de la Sociedad Geoldgica Mexicana Vol 67, Num. 3,

2015, P. 509-516
Guidelines followed in study  None

Deviations from current test None

guideline
GLP/Officially recognised No, not conducted under GLP/Officially recognised testing
testing facilities facilities
Acceptability/Reliability: Yes/Supportive only (the soil used for the experiment does
not reflect European conditions (climate and soil
characterization))
2. Assessment and conclusion

Assessment and conclusion by applicant:

The study describes the adsorption of non-labelled glyphosate on an agricultural soil from
Argentina. The pH-dependency was evaluated in addition. The soil and climate conditions do not
reflect European conditions. However, the soil characterization and the results for adsorption,
Freundlich isotherm and pH dependency are well described.

The study is therefore classified as relevant to the data requirement but only as supplementary
information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes/
corresponding EU No /
data point) Uncertain
1. For guideline-compliant studies (GLP studies): OECD, OPPTS, No

ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.

2. Previous exposure to other chemicals is documented (where No
relevant).
L 3. The test substance is dissolved in water or non-toxic solvent Yes
General criteria for
reliability considered - -
4. Glyphosate, when the test substance, is sufficiently documented - No

for all data . . . . .
identity of the test material reported (i.e. purity, source, content,

requirements ..

indicated by the storage cond1t10n§ ) - -

corresponding EU 5. iny glyphosate I the t.ested substance (e.xcludln.g mixture), and Yes
data points as information on application of glyphosate is described

specified in EC 6. The endpoint measured can be considered a consequence of Yes
Regulation (EU) No glyphosate (or a glyphosate metabolite)

283/2013 7. Study design / test system is well described, including when Yes

relevant: concentration in exposure media (dose rates, volume
applied, etc.), dilution/mixture of test item (solvent, vehicle)
where relevant.

8. Analytical verifications performed in test media (concentration)/ No
collected samples, stability of glyphosate in test media
documented




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes /
corresponding EU No /
data point) Uncertain
9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information
10. Assessment of the statistical power of the assay is possible with No
reported data.
11. If statistical methodology was applied for findings reported, then No
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)
12. Field locations relevant/comparable to European conditions. No
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.
13. Characterization of soil: texture (sandy loam, silty loam, loam, Yes
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)
14. Other soils where information on characterization by the Yes
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass
15. For tests including agricultural soils, they should not have been No
treated with test substance or similar substances for a minimum
of | year
16. For soil samples, sampling from A-horizon, top 20 cm layers; No
soils freshly from field preferred (storage max 3 months at 4 +/-
2°C).
17. Data on precipitation is recorded No
18. The temperature was in the range between 20-25°C and the No
moisture was reported
19. The presence of glyphosate identified in samples collected from No
groundwater, soil, surface waters, sediments or air from
European areas
20. Analytical results present residues measurements which can be Yes
correlated with the existing residues definition of glyphosate
21. Analytical methods clearly described and adequate Statement of No
specificity and sensitivity of the analytical methods is included
22. Radiolabel characterization: purity, specific activity, location of No
label
23. If degradation kinetics are included: expect to see data tables No
provided, model description. Statistical parameters for kinetic fit.
24. Glyphosate monitoring data: description of matrix analysed, and No
analytical methods fully described as above.
25. For environmental fate studies: clear description of application No

rate and relevance to approved uses.




1.

Information on the study

Data point:
Report author

Report year
Report title

Document No
Guidelines followed in study

Deviations from current test
guideline

GLP/Officially recognised
testing facilities
Acceptability /Reliability:

Gorana Rampazzo Todorovic, Nicola Rampazzo, Axel Mentler,
Winfried E.H. Blum, Alexander Eder, and Peter Strauss

2014

Influence of soil tillage and erosion on the dispersion of
glyphosate and aminomethylphosphonic acid in agricultural
soils

International Agrophysics, 2014, 28, 93-100

None

None

No, not conducted under GLP/Officially recognised testing
facilities

Yes/Supportive only (study design not sufficiently described
to relate results to real field conditions)

Assessment and conclusion

Assessment and conclusion by applicant:
The study describes the runoff behavior of glyphosate and AMPA in two field experiments in two

different European agricultural soils with artificial rainfall. No details are provided on the used
precipitation conditions (amount, intensity).
The study is therefore classified as relevant to the data requirement but only as supplementary

information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes/
corresponding EU No /
data point) Uncertain
1. For guideline-compliant studies (GLP studies): OECD, OPPTS, No
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.
2. Previous exposure to other chemicals is documented (where No
relevant).
L 3. The test substance is dissolved in water or non-toxic solvent Yes
General criteria for
lrczlrlzll)lll(liz};acon31dered 4. Glyphosate, when the test substance, is sufficiently documented - Yes
. identity of the test material reported (i.e. purity, source, content,
requirements .
indicated by the storage cond1t10n§ ) - -
. 5. Only glyphosate is the tested substance (excluding mixture), and Yes
corresponding EU ) . N . :
data points as information on application of glyphosate is described
specified in EC 6. The endpoint measured can be considered a consequence of Yes
Regulation (EU) No glyphosate (or a glyphosate metabolite)
283/2013 7. Study design / test system is well described, including when No
relevant: concentration in exposure media (dose rates, volume
applied, etc.), dilution/mixture of test item (solvent, vehicle)
where relevant.
8. Analytical verifications performed in test media (concentration)/ No
collected samples, stability of glyphosate in test media
documented




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes /
corresponding EU No /
data point) Uncertain
9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information
10. Assessment of the statistical power of the assay is possible with No
reported data.
11. If statistical methodology was applied for findings reported, then No
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)
12. Field locations relevant/comparable to European conditions. Yes
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.
13. Characterization of soil: texture (sandy loam, silty loam, loam, Yes
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)
14. Other soils where information on characterization by the Yes
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass
15. For tests including agricultural soils, they should not have been No
treated with test substance or similar substances for a minimum
of | year
16. For soil samples, sampling from A-horizon, top 20 cm layers; Yes
soils freshly from field preferred (storage max 3 months at 4 +/-
2°C).
17. Data on precipitation is recorded No
18. The temperature was in the range between 20-25°C and the No
moisture was reported
19. The presence of glyphosate identified in samples collected from Yes
groundwater, soil, surface waters, sediments or air from
European areas
20. Analytical results present residues measurements which can be Yes
correlated with the existing residues definition of glyphosate
21. Analytical methods clearly described and adequate Statement of No
specificity and sensitivity of the analytical methods is included
22. Radiolabel characterization: purity, specific activity, location of No
label
23. If degradation kinetics are included: expect to see data tables No
provided, model description. Statistical parameters for kinetic fit.
24. Glyphosate monitoring data: description of matrix analysed, and No
analytical methods fully described as above.
25. For environmental fate studies: clear description of application No

rate and relevance to approved uses.




Information on the study

Data point:

Report author Barbro Ulen, Gunborg Alex, Jenny Kreuger, Annika
Svanback & Ararso Etana

Report year 2012

Report title Particulate-facilitated leaching of glyphosate and phosphorus
from a marine clay soil via tile drains

Document No Acta Agriculturae Scandinavica Section B - Soil and Plant
Science, 2012; 62: Supplement 2, 241-251

Guidelines followed in study None

Deviations from current test None

guideline

GLP/Officially recognised No, not conducted under GLP/Officially recognised testing

testing facilities facilities

Acceptability/Reliability: Yes/Supportive only (Not enough information provided to
check validity)

Assessment and conclusion

Assessment and conclusion by applicant:

The study describes a field leaching experiment with glyphosate in Sweden on an agriculturally
used soil. Not information is provided to check the validity of the study against current standards.
The study is therefore classified as relevant to the data requirement but only as supplementary
information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
(indicated by the met?
corresponding EU Criteria for “Reliable” articles Yes /
data point) No/
Uncertain

1. For guideline-compliant studies (GLP studies): OECD,
OPPTS, ISO, and others. The validity/quality criteria listed | No
in the corresponding guidelines met.

2. Previous exposure to other chemicals is documented No
(where relevant).
General criteria for | 3. The test substance is dissolved in water or non-toxic Yes
reliability solvent
considered for all 4. Glyphosate, when the test substance, is sufficiently
data requirements documented - identity of the test material reported (i.e. No
indicated by the purity, source, content, storage conditions)
corresponding EU | 5. Only glyphosate is the tested substance (excluding Yes
data points as mixture), and information on application of glyphosate is
specified in EC described
Regulation (EU) 6. The endpoint measured can be considered a consequence Yes
No 283/2013 of glyphosate (or a glyphosate metabolite)
7. Study design / test system is well described, including
when relevant: concentration in exposure media (dose Yes

rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.

8. Analytical verifications performed in test media




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria
met?
Yes /
No/

Uncertain

(concentration)/ collected samples, stability of glyphosate
in test media documented

No

9. An endpoint can be derived. Findings do deliver a
regulatory endpoint, and/or is useful as supporting
information

Yes

10. Assessment of the statistical power of the assay is possible
with reported data.

Yes

11. If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

Yes

12. Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

Yes

13. Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

Yes

14. Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

15. For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16. For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

17. Data on precipitation is recorded

Yes

18. The temperature was in the range between 20-25°C and the
moisture was reported

No

19. The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

Yes

20. Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

Yes

21. Analytical methods clearly described and adequate
Statement of specificity and sensitivity of the analytical
methods is included

22. Radiolabel characterization: purity, specific activity,
location of label

23.If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.

24. Glyphosate monitoring data: description of matrix
analysed, and analytical methods fully described as above.

Yes

25. For environmental fate studies: clear description of
application rate and relevance to approved uses.

Yes




1. Information on the study

Data point:
Report author

Report year
Report title

Document No

Guidelines followed in study

Deviations from current test

guideline

GLP/Officially recognised

testing facilities

Acceptability /Reliability:

Barbro M Ulen, Mats Larsbo, Jenny K Kreuger and Annika

Svanback
2014

Spatial variation in herbicide leaching from a marine clay soil

via subsurface drains

Pest Management Science (2014), Vol. 70, No. 3, pp. 405

None

None

facilities

missing)

No, not conducted under GLP/Officially recognised testing

Yes/Supportive only (essential parameters to derive endpoint

2. Assessment and conclusion

(Category 2).

Assessment and conclusion by applicant:
The study describes a leaching experiment from a Swedish marine clay soil with agricultural land

use. Glyphosate among other herbicides was considered in analysis. The study provides supportive
information but not all parameters to derive endpoints are reported.
The study is therefore classified as relevant to the data requirement but only as supplementary information

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria met?
Yes/
No /
Uncertain

General criteria for
reliability considered
for all data
requirements
indicated by the
corresponding EU
data points as
specified in EC
Regulation (EU) No
283/2013

For guideline-compliant studies (GLP studies): OECD,
OPPTS, ISO, and others. The validity/quality criteria listed
in the corresponding guidelines met.

No

Previous exposure to other chemicals is documented
(where relevant).

No

The test substance is dissolved in water or non-toxic
solvent

Yes

Glyphosate, when the test substance, is sufficiently
documented - identity of the test material reported (i.e.
purity, source, content, storage conditions)

Only glyphosate is the tested substance (excluding
mixture), and information on application of glyphosate is
described

The endpoint measured can be considered a consequence
of glyphosate (or a glyphosate metabolite)

Yes

Study design / test system is well described, including
when relevant: concentration in exposure media (dose
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.

Yes

Analytical verifications performed in test media
(concentration)/ collected samples, stability of glyphosate
in test media documented




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria met?
Yes /
No /
Uncertain

An endpoint can be derived. Findings do deliver a
regulatory endpoint, and/or is useful as supporting
information

Yes

10.

Assessment of the statistical power of the assay is possible
with reported data.

Yes

11.

If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

12.

Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

Yes

13.

Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

No

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

15.

For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16.

For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

17.

Data on precipitation is recorded

Yes

18.

The temperature was in the range between 20-25°C and the
moisture was reported

No

19.

The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

Yes

20.

Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

Yes

21.

Analytical methods clearly described and adequate
Statement of specificity and sensitivity of the analytical
methods is included

22.

Radiolabel characterization: purity, specific activity,
location of label

23.

If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.

24.

Glyphosate monitoring data: description of matrix
analysed, and analytical methods fully described as above.

25.

For environmental fate studies: clear description of
application rate and relevance to approved uses.




1.

Information on the study

Data point:
Report author

Report year
Report title
Document No

Guidelines followed in study

Deviations from current test

guideline

GLP/Officially recognised

testing facilities

Acceptability/Reliability:

C. Vialle, C. Sablayrolles, J. Silvestre, L. Monier, S. Jacob,

M.-C. Huau, M. Montrejaud-Vignoles
2013

Pesticides in roof runoff: Study of a rural site and a suburban site
Journal of Environmental Management 120 (2013) 48 - 54

None

None

facilities (literature publication)

enough parameter reported for validity check)

No, not conducted under GLP/Officially recognised testing

Yes/Supportive only (Not focusing directly on agriculture, not

Assessment and conclusion

Assessment and conclusion by applicant:

The study reports the concentrations of glyphosate and AMPA among some other hundreds of
substances in the roof runoff from two experimental sites in France, one in a rural area, the other
one in a suburban area. The sources for pesticide contamination of the roof runoff was identified as
entry from the surrounding agriculturally used fields.
The study is therefore classified as relevant to the data requirement but only as supplementary information

(Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria met?
Yes/
No /
Uncertain

General criteria for
reliability considered
for all data
requirements
indicated by the
corresponding EU
data points as
specified in EC
Regulation (EU) No
283/2013

For guideline-compliant studies (GLP studies): OECD,
OPPTS, ISO, and others. The validity/quality criteria listed
in the corresponding guidelines met.

No

Previous exposure to other chemicals is documented
(where relevant).

No

The test substance is dissolved in water or non-toxic
solvent

Yes

Glyphosate, when the test substance, is sufficiently
documented - identity of the test material reported (i.e.
purity, source, content, storage conditions)

Only glyphosate is the tested substance (excluding
mixture), and information on application of glyphosate is
described

The endpoint measured can be considered a consequence
of glyphosate (or a glyphosate metabolite)

Yes

Study design / test system is well described, including
when relevant: concentration in exposure media (dose
rates, volume applied, etc.), dilution/mixture of test item
(solvent, vehicle) where relevant.

Analytical verifications performed in test media
(concentration)/ collected samples, stability of glyphosate




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements
(indicated by the
corresponding EU
data point)

Criteria for “Reliable” articles

Criteria met?
Yes /
No /
Uncertain

in test media documented

An endpoint can be derived. Findings do deliver a
regulatory endpoint, and/or is useful as supporting
information

Yes

10.

Assessment of the statistical power of the assay is possible
with reported data.

11.

If statistical methodology was applied for findings
reported, then the data analysis applied is clearly reported
(e.g., checking the plots and confidence intervals)

Yes

12.

Field locations relevant/comparable to European
conditions. Soils not completely matching the OECD
criteria but from Europe or to some extent representative
for the European Agriculture.

Yes

13.

Characterization of soil: texture (sandy loam, silty loam,
loam, loamy sand), pH (5.5-8.0), cation exchange capacity,
organic carbon (0.5-2-5%), bulk density, water retention,
microbial biomass (~1% of organic carbon)

14.

Other soils where information on characterization by the
parameters: pH, texture, CEC, organic carbon, bulk
density, water holding capacity, microbial biomass

15.

For tests including agricultural soils, they should not have
been treated with test substance or similar substances for a
minimum of 1 year

16.

For soil samples, sampling from A-horizon, top 20 cm
layers; soils freshly from field preferred (storage max 3
months at 4 +/- 2°C).

17.

Data on precipitation is recorded

18.

The temperature was in the range between 20-25°C and the
moisture was reported

19.

The presence of glyphosate identified in samples collected
from groundwater, soil, surface waters, sediments or air
from European areas

Yes

20.

Analytical results present residues measurements which
can be correlated with the existing residues definition of
glyphosate

21.

Analytical methods clearly described and adequate
Statement of specificity and sensitivity of the analytical
methods is included

22.

Radiolabel characterization: purity, specific activity,
location of label

23.

If degradation kinetics are included: expect to see data
tables provided, model description. Statistical parameters
for kinetic fit.

24.

Glyphosate monitoring data: description of matrix
analysed, and analytical methods fully described as above.

25.

For environmental fate studies: clear description of
application rate and relevance to approved uses.




1. Information on the study
Data point:
Report author Shizong Wang, Bettina Seiwert, Matthias Kastner, Anja
Miltner, Andreas Schaffer, Thorsten Reemtsma, Qi Yang,
Karolina M. Nowak
Report year 2016
Report title (Bio)degradation of glyphosate in water-sediment microcosms

Document No

Guidelines followed in study

Deviations from current test

guideline

GLP/Officially recognised

testing facilities

Acceptability /Reliability:

- A stable isotope co-labeling approach
Water Research 99 (2016) 91-100
OECD guideline 308

None

facilities
Yes/fully reliable for the respective data requirement

No, not conducted under GLP/Officially recognised testing

Assessment and conclusion

Assessment and conclusion by applicant:

The study reports the results from a water-sediment dissipation experiment with 13C->N-labelled-
glyphosate, conducted according to OECD guideline 308. The system was taken from a German
small water body in an area with agricultural land use. The validity criteria of OECD 308 were met.
A detailed overview on the different degradation products of glyphosate in water-sediment systems
and a degradation pathway are discussed. Tabulated values for the different measurements to
calculate degradation kinetics are provided in the supplementary data that were attached to the
summary. The authors did not calculate any degradation or dissipation half-times, however, the
presented data would allow the derivation of these values by an additional calculation step.

The study was therefore seen as fully reliable to the data requirement (Category 1).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements

Criteria met?

(indicated by the Criteria for “Reliable” articles ‘IE;:)S //
corresponding EU U .
. ncertain
data point)
For guideline-compliant studies (GLP studies): OECD, OPPTS, Yes
ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.
Previous exposure to other chemicals is documented (where No
o relevant).
Gep er.a.l criteria for The test substance is dissolved in water or non-toxic solvent Yes
reliability considered
for all : :
ora data o Glyphosate, when the test substance, is sufficiently documented - Yes
requirements indicated . . . . .
by the corresponding identity of the test material reported (i.e. purity, source, content,
EU data points as storage conditions)
specified in EC Only glyphosate is the tested substance (excluding mixture), and Yes
Regulation (EU) No information on application of glyphosate is described
283/2013 The endpoint measured can be considered a consequence of Yes
glyphosate (or a glyphosate metabolite)
Study design / test system is well described, including when Yes

relevant: concentration in exposure media (dose rates, volume
applied, etc.), dilution/mixture of test item (solvent, vehicle) where
relevant.




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements

Criteria met?

(indicated by the Criteria for “Reliable” articles YN%S //
corresponding EU Uncertain
data point)

8. Analytical verifications performed in test media (concentration)/ Yes
collected samples, stability of glyphosate in test media documented

9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information

10. Assessment of the statistical power of the assay is possible with Yes
reported data.

11. If statistical methodology was applied for findings reported, then Yes
the data analysis applied is clearly reported (e.g., checking the plots
and confidence intervals)

12. Field locations relevant/comparable to European conditions. Soils Yes
not completely matching the OECD criteria but from Europe or to
some extent representative for the European Agriculture.

13. Characterization of soil: texture (sandy loam, silty loam, loam, No
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)

14. Other soils where information on characterization by the No
parameters: pH, texture, CEC, organic carbon, bulk density, water
holding capacity, microbial biomass

15. For tests including agricultural soils, they should not have been No
treated with test substance or similar substances for a minimum of
1 year

16. For soil samples, sampling from A-horizon, top 20 cm layers; soils No
freshly from field preferred (storage max 3 months at 4 +/- 2°C).

17. Data on precipitation is recorded No

18. The temperature was in the range between 20-25°C and the Yes
moisture was reported

19. The presence of glyphosate identified in samples collected from Yes
groundwater, soil, surface waters, sediments or air from European
areas

20. Analytical results present residues measurements which can be Yes
correlated with the existing residues definition of glyphosate

21. Analytical methods clearly described and adequate Statement of Yes
specificity and sensitivity of the analytical methods is included

22. Radiolabel characterization: purity, specific activity, location of Yes
label

23. If degradation kinetics are included: expect to see data tables Yes
provided, model description. Statistical parameters for kinetic fit.

24. Glyphosate monitoring data: description of matrix analysed, and No
analytical methods fully described as above.

25. For environmental fate studies: clear description of application Yes

rate and relevance to approved uses.




1. Information on the study

Data point:

Report author Sally Zgheib, Regis Moilleron, Ghassan Chebbo

Report year 2012

Report title Priority pollutants in urban stormwater: Part 1 — Case of
separate storm sewers

Document No Water research 46 (2012) 6683-6692

Guidelines followed in study  None

Deviations from current test None

guideline
GLP/Officially recognised No, not conducted under GLP/Officially recognised testing
testing facilities facilities (literature publication)
Acceptability /Reliability: Yes/Supportive only (Information on pollution in urban areas,
no agricultural)
2. Assessment and conclusion

Assessment and conclusion by applicant:

The study reports the contamination of stormwater with organic and mineral pollutants in the
urban region of Paris. Among other substances, glyphosate and AMPA were measured and
identified. The detected concentrations derive from atmospheric deposition and surface runoff from
the urban environment, i.e. agricultural uses are not in the focus.

The study is therefore classified as relevant to the data requirement but only as supplementary
information (Category 2).

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes/
corresponding EU No /
data point) Uncertain
1. For guideline-compliant studies (GLP studies): OECD, OPPTS, No

ISO, and others. The validity/quality criteria listed in the
corresponding guidelines met.

2. Previous exposure to other chemicals is documented (where No
relevant).
3. The test substance is dissolved in water or non-toxic solvent No
General criteria for 4. Glyphosate, when the test substance, is sufficiently documented - No

reliability considered

identity of the test material reported (i.e. purity, source, content,
for all data Y P (i.e. purity

storage conditions)

irrelgzlcl:;geél tsthe 5. Only glyphosate is the tested substance (excluding mixture), and No
correspon d?ng EU information on application of glyphosate is described

data points as 6. The endpoint measured can be consi.dered a consequence of Yes
specified in EC glyphosate (or a glyphosate metabolite)

Regulation (EU) No | 7. Study design / test system is well described, including when Yes
283/2013 relevant: concentration in exposure media (dose rates, volume

applied, etc.), dilution/mixture of test item (solvent, vehicle)
where relevant.

8. Analytical verifications performed in test media (concentration)/ No
collected samples, stability of glyphosate in test media
documented

9. An endpoint can be derived. Findings do deliver a regulatory Yes

endpoint, and/or is useful as supporting information




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes /
corresponding EU No /
data point) Uncertain
10. Assessment of the statistical power of the assay is possible with Yes
reported data.
11. If statistical methodology was applied for findings reported, then Yes
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)
12. Field locations relevant/comparable to European conditions. No
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.
13. Characterization of soil: texture (sandy loam, silty loam, loam, No
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)
14. Other soils where information on characterization by the No
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass
15. For tests including agricultural soils, they should not have been No
treated with test substance or similar substances for a minimum
of 1 year
16. For soil samples, sampling from A-horizon, top 20 cm layers; No
soils freshly from field preferred (storage max 3 months at 4 +/-
2°C).
17. Data on precipitation is recorded No
18. The temperature was in the range between 20-25°C and the No
moisture was reported
19. The presence of glyphosate identified in samples collected from Yes
groundwater, soil, surface waters, sediments or air from
European areas
20. Analytical results present residues measurements which can be Yes
correlated with the existing residues definition of glyphosate
21. Analytical methods clearly described and adequate Statement of No
specificity and sensitivity of the analytical methods is included
22. Radiolabel characterization: purity, specific activity, location of No
label
23. If degradation kinetics are included: expect to see data tables No
provided, model description. Statistical parameters for kinetic fit.
24. Glyphosate monitoring data: description of matrix analysed, and No
analytical methods fully described as above.
25. For environmental fate studies: clear description of application No

rate and relevance to approved uses.




1. Information on the study

Data point:
Report author
Report year
Report title

Document No
Guidelines followed in study

Deviations from current test
guideline

GLP/Officially recognised
testing facilities
Acceptability/Reliability:

Alena Zhelezova & Harald Cederlund & John Stenstrém
2017

Effect of Biochar Amendment and Ageing on Adsorption
and Degradation of Two Herbicides

Water Air Soil Pollut (2017) 228: 216

OECD 106 (2000)

No

No, not conducted under GLP/Officially recognised testing
facilities

Yes/Supportive only (not all validity criteria reported for the
sorption experiment, no guideline followed, no endpoint can
be derived according to current guidance for the degradation
experiment)

Assessment and conclusion

Assessment and conclusion by applicant:

information (Category 2).

The study describes the adsorption and degradation behavior of two pesticides in two different
agricultural soils from Northern Europe after amendment of a biochar at different portions. Data on
adsorption and degradation were evaluated for Glyphosate as well for the original soils without
biochar amendment. The study design is well described and the adsorption parameters are
sufficiently reported. The adsorption experiments was conducted according to the OECD guideline
106. However, not all validity criteria could be cross-checked as they are not reported. For the
evaluation of the degradation behavior of Glyphosate, no information on the use of a specific
guideline was reported. The results were only evaluated against Single First Order kinetics with
partly poor fits. No information of the Glyphosate findings for the samples at different time points
are reported, i.e. no additional kinetic evaluation is possible with the presented data.

The study is therefore classified as relevant to the data requirements but only as supplementary

E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes/
corresponding EU No/
data point) Uncertain
1. For guideline-compliant studies (GLP studies): OECD, OPPTS, Yes
ISO, and others. The validity/quality criteria listed in the
General criteria for corresponding guidelines met.
reliability considered 2. Previous exposure to other chemicals is documented (where Yes
for all data relevant).
requirements 3. The test substance is dissolved in water or non-toxic solvent Yes
indicated by the
corresponding EU Glyphosate, when the test substance, is sufficiently documented - Yes
data points as identity of the test material reported (i.e. purity, source, content,
specified in EC storage conditions)
Regulation (EU) No Only glyphosate is the tested substance (excluding mixture), and Yes
283/2013 information on application of glyphosate is described
The endpoint measured can be considered a consequence of Yes
glyphosate (or a glyphosate metabolite)




E-Fate: Reliability criteria for the detailed assessment of full-text documents

Data requirements Criteria
met?
(indicated by the Criteria for “Reliable” articles Yes /
corresponding EU No /
data point) Uncertain
7. Study design / test system is well described, including when Yes
relevant: concentration in exposure media (dose rates, volume
applied, etc.), dilution/mixture of test item (solvent, vehicle)
where relevant.
8. Analytical verifications performed in test media (concentration)/ No
collected samples, stability of glyphosate in test media
documented
9. An endpoint can be derived. Findings do deliver a regulatory Yes
endpoint, and/or is useful as supporting information
10. Assessment of the statistical power of the assay is possible with Yes
reported data.
11. If statistical methodology was applied for findings reported, then Yes
the data analysis applied is clearly reported (e.g., checking the
plots and confidence intervals)
12. Field locations relevant/comparable to European conditions. Yes
Soils not completely matching the OECD criteria but from
Europe or to some extent representative for the European
Agriculture.
13. Characterization of soil: texture (sandy loam, silty loam, loam, yes
loamy sand), pH (5.5-8.0), cation exchange capacity, organic
carbon (0.5-2-5%), bulk density, water retention, microbial
biomass (~1% of organic carbon)
14. Other soils where information on characterization by the Yes
parameters: pH, texture, CEC, organic carbon, bulk density,
water holding capacity, microbial biomass
15. For tests including agricultural soils, they should not have been No
treated with test substance or similar substances for a minimum
of 1 year
16. For soil samples, sampling from A-horizon, top 20 cm layers; Yes
soils freshly from field preferred (storage max 3 months at 4 +/-
2°0C).
17. Data on precipitation is recorded Yes
18. The temperature was in the range between 20-25°C and the Yes
moisture was reported
19. The presence of glyphosate identified in samples collected from Yes
groundwater, soil, surface waters, sediments or air from
European areas
20. Analytical results present residues measurements which can be Yes
correlated with the existing residues definition of glyphosate
21. Analytical methods clearly described and adequate Statement of No
specificity and sensitivity of the analytical methods is included
22. Radiolabel characterization: purity, specific activity, location of Yes
label
23. If degradation kinetics are included: expect to see data tables No
provided, model description. Statistical parameters for kinetic fit.
24. Glyphosate monitoring data: description of matrix analysed, and No
analytical methods fully described as above.
25. For environmental fate studies: clear description of application Yes

rate and relevance to approved uses.




