C.1. Pigment Violet 29 (81-33-4) Systematic Review: Supplemental File for the
TSCA Risk Evaluation

Data Evaluation Scoring Sheets



Study Reference:

BASF. 2013. Physical-Chemical properties of “Paliogen Violet
5011”. BASF Study No. 11L00105. Competence Center
Analytics, BASF SE, D-67056 Ludwigshafen. Test Completion

Date: November, 28, 2011.

Note:

The characteristic evaluated in this form is Log Kow
(octanol/water partition coefficient)

Domain

Description/
Definition

Qualitative Determination
[i.e., High, Medium, Low,
Unacceptable, or Not rated]

Representativeness

The information or data reflects
the data and chemical
substance type.

High

Appropriateness

The information or data reflects
anticipated results based on
chemical structural features or
behaviors.

Not Rated

Evaluation/ Review

The information or data
reported has reliable review.

Not Rated

Reliability/ Unbiased
(Method Objectivity)

The method for producing the
data/information is not biased
towards a particular product or
outcome.

Not Rated

Reliability/ Analytic
Method

The information or data
reported is from a reliable
method.

Unacceptable




Study Reference:

BASF. 2013. Physical-Chemical properties of “Paliogen Violet
5011”. BASF Study No. 11L00105. Competence Center
Analytics, BASF SE, D-67056 Ludwigshafen. Test Completion

Date: November, 28, 2011.

Note: The characteristic evaluated in this form is melting point
L. Qualitative Determination
Description/ . . .
. . [i.e., High, Medium, Low,
Domain Definition
Unacceptable, or Not
rated]
The information or data reflects
Representativeness |the data and chemical High
substance type.
The information or data reflects
. anticipated results based on .
Appropriateness . High
chemical structural features or
behaviors.
The information or data .
. . . i Medium
Evaluation/ Review |reported has reliable review.
The method for producing the
Reliability/ Unbiased |data/information is not biased Hich
(Method Objectivity) [towards a particular product or &
outcome.
The information or data
Reliability/ Analytic |reported is from a reliable High

Method

method.




BASF. 1999. Determination of the Biodegradability of Perylimid F in the Manometric Respirometry

Study Test according to GLP, EN 45001 and ISO 9002. Study conducted by BASF Aktiengesellschaft Ecology
Reference: and Environmental Analytics Laboratory of Ecology D-67056 Ludwigshafen (Study Completion Date:
July, 1999).
Weighted Score
Qualitative Determination [i.e., Metric (Metric Score x
High, Medium, Low, Metric Weighting Metric Wt.
Domain Metric Unacceptable, or Not rated] Score Factor Factor)1
1. Test Subst
dencity __|MED ! 2 2
Test Substance T tyS bet
. Test Substance
. High 1 1 1
Purity
3. Study Controls High 1 2 2
Test Design (4. Test Subst
g e.s. ubstance High 1 1 1
Stability
. Test Meth
>- Test Method High 1 1 1
Suitability
Test Conditions 6. Test!ng Cond.ltlons H!gh 1 2 2
7. Testing Consistency [High 1 1 1
8. System T d
ystem fypeand —1n/a N/A N/A N/A
Design
. Test i -
9. Tes Or.ganlsm High 1 5 5
. Degradation
Test Organisms 10. Test Oreaniom
. Tes ism -
oSt e N/A N/A N/A N/A
Partitioning
11. Outcome
owme et |1 S R
Assessment gy
12. Sampling Methods |High 1 1 1
13. Confounding
. Medi 2 1 2
Confounding/ |Variables edium
Variable 14. Out
. Outcomes
Control Medium 2 1 2
Unrelated to Exposure
Data 15. Data Reporting High 1 2 2
Presentation [16. Statistical Methods Medium 5 1 5
and Analysis |& Kinetic Calculations
17. Verification or
- . 1 1 1
Other Plausibility of Results |High
18. Other High 1 1 1
18. QSAR Models N/A N/A N/A N/A
Sum of scores: 19 21 24
iadlum Low Overall Score = Sum of Overall
>17and <23 >23and <3 Weighted Scores/Sum of| 1.143 [Score: 1.1
Metric Weighting Factors: (Rounded)
Overall Quality Level: |HIGH




BASF. 1999. Determination of the Inhibition of Oxygen Consumption by Activated Sludge by Perylimid F

Study in the Activated Sludge Respiration Inhibition Test according to GLP, EN 45001 and ICO 9002. Study
Reference: conducted by BASF Aktiengesellschaft Ecology and Environmental Analytics Laboratory of Ecology D-
67056 Ludwigshafen (Study Completion Date: March, 1999).
Qualitative Weighted Score
Determination [i.e., Metric (Metric Score x
High, Medium, Low, Metric |Weighting Metric Wt.
Domain Metric Unacceptable, or Not Score |Factor Factor)1
Test Substance 1. Test Substance Identity High 1 2 2
2. Test Substance Purity High 1 1 1
3. Study Controls High 1 2
Test Design
& 4. Test Substance Stability High 1 1 1
5. Test Method Suitability High 1 1 1
Test Conditions 6. Test!ng Cond.ltlons H!gh 1 2
7. Testing Consistency High 1 1 1
8. System Type and Design N/A N/A N/A N/A
9. Test Organism - Degradation High 1 2 2
Test Organisms
10. Test Organism - Partitioning N/A N/A N/A N/A
Outcome i}éﬁ:ﬁ:e Assessment High 1 1 1
Assessment &y
12. Sampling Methods Medium 2 1 2
Confounding/ [13. Confounding Variables High 1 1 1
Variable
Control 14. Outcomes Unrelated to Exposure |High 1 1 1
Data 15. Data Reporting High 1 2 2
Presentation |16. Statistical Methods & Kinetic
. . N/A N/A N/A N/A
and Analysis |Calculations / / / /
17. Verificati Plausibility of
erification or Plausibility o High 3 1 3
Other Results
18. QSAR Models N/A N/A N/A N/A
Sum of scores: 17 19 22
Overall Score = Sum Overall
i Low f Weighted :
Wedium of Weig e. 1158 Score 12
; y y i< Scores/Sum of Metric (Rounded)
2L7and <23 223and <3 Weighting Factors:
Overall Quality Level: High




Study Reference:

BASF (2012). H-28548: Paliogen Violet 5011, Lemna gibba L., CPCC 310 Growth Inhibition Test according
to OECD Guideline No. 221. Study conducted by Institute of Industrial Organic Chemistry, Branch Pszcyna
Department of Ecotoxicology. (Study Completion Date: October, 2012), Pszczyna, Poland.

. Weighted
. Metric .
Domain Metric Score Metric Weightin Score (Metric
Score B & Score x Metric
Factor
Wt. Factor)
1. Test substance identity High 1 2 2
Test substance 2. Test substance source High 1 1 1
3.Test substance purity Medium 2 1 2
4. Negative controls High 1 2 2
Test setup 5. Negative control response High 1 1 1
6. Randomized allocation High 1 1 1
7.E i tal Syst Test Medi
xperlr‘nen al System/Test Media High 1 5 5
Preparation
8. Consistency of exposure administration High 1 1 1
Exposure 9. Exposure Duration and Frequency High 1 2 2
characterization 10. Measurement of Test Substance .
. High 1 1 1
Concentration
11. Number of e dd
'u Xposure groups and dose High 1 1 1
spacing
12. Testing at or Below Solubility Limit High 1 1 1
13. Test organism characteristics High 1 2 2
14. Acclimatization and Pretreatment
o N/A N/A N/A N/A
. Conditions
Test organisms - -
15. Number of Organisms and Replicates per | .
High 1 1 1
group
16. Adequacy of Housing Conditions High 1 1
17. Outcome assessment methodology High 2 2
Outcome assessment . .
18. Consistency of outcome assessment High 1 1 1
Confounding/variable 19. Confounding variables in test setup and High 1 5 5
procedures
control
20. Outcomes unrelated to exposure N/A N/A N/A N/A
21. Statistical methods High 1 1 1
Data presentation and |22. Reporting of data High 1 2 2
analysis
¥ 23. Explanation of Unexpected Outcomes N/A N/A N/A N/A
Sum of scores: 21 28 29
Overall Score =
. , Low S § Overall
High Medium um o Score:
Weighted 1.036 1.0
>1.7and<2.3 >2.3and 3 Scores/Sum of (Rounded)
Metric
Overall Quality Level: HIGH




Study Reference:

BASF (2012). H-28548: Paliogen Violet 5011, Daphnia magna, Acute immibolization test. Study
conducted by Institute of Industrial Organic Chemistry, Branch Pszcyna Department of
Ecotoxicology. (Study Completion Date: May, 2012), Pszczyna, Poland.

. Weighted Score
. Metric .
Domain Metric Score Metric Weightin (Metric Score x
Score & & Metric Wt.
Factor
Factor)
1. Test substance identity High 1 2 2
Test substance 2. Test substance source High 1 1 1
3.Test substance purity Medium 2 1 2
4. Negative controls High 1 2 2
Test setup 5. Negative control response High 1 1 1
6. Randomized allocation Low 3 1 3
7.E i tal Syst Test
xpenmen a' ystem/Tes High 1 5 5
Media Preparation
8. Consist f
o.n.5|s en.cy of exposure High 1 1 1
administration
9.E Durati d
o xg::gre uration an High 1 5 5
Exposure characterization ! y
10. Measurement of Test .
. High 1 1 1
Substance Concentration
11. Number of exposure groups
EXPOSUTE BTOUPS | oh 1 1 1
and dose spacing
12. Testi t or Bel
e.s. |ng.a .or elow High 1 1 1
Solubility Limit
13. Test i
es o.rg?msm High 1 5 )
characteristics
14. Accli izati
cclimatization .a.nd High 1 1 1
. Pretreatment Conditions
Test organisms 15. Number of Organisms and
o & High 1 1 1
Replicates per group
16. Ad fH i
: (.equacy of Housing High 1 1 1
Conditions
17. Out t
mEth(L:(:Icoolome assessmen High 1 5 5
Outcome assessment ToNcont tgy Fout
. Consistency of outcome High 1 1 1
assessment
19. Confoundi iables i
. . onfounding variables in High 1 5 5
Confounding/variable |test setup and procedures
control 20. Health out lated
ealth outcomes unrelate High 1 1 1
to exposure
21. Statistical methods N/A N/A N/A N/A
Data presentation and [22. Reporting of data High 1 2 2
analysis 23. Explanation of Unexpected
L Sl w N/A N/A N/A N/A
Outcomes
Sum of scores: 24 29 32
Medium Low Overall Score =
3 . 5 o Sum of Weighted Overall
Sldands2d 223and Scores/Sum of 1.103 Score: 1.1
Metric Weighting (Rounded)
Factors:
Overall Quality Level: HIGH




Study Reference:

BASF. 1988. Testing the acute toxicity in the fish model Zebra danio (brachydanio rerio ) over the course
of 96 hours. Study conducted by Pharma Research Toxicology and Pathology, Hoechst Corporation
(Study Completion Date: July 1st, 1988), Frankfurt, Germany.

i Weighted
. Metric .
) ) Metric . Score (Metric
Domain Metric Score Weighting X
Score Score x Metric
Factor
Wt. Factor)
1. Test substance identity High 1 2 2
Test substance  |2. Test substance source Medium 2 1 2
3.Test substance purity Low 3 1 3
4. Negative controls High 1 2 2
Test setup 5. Negative control response High 1 1 1
6. Randomized allocation High 1 1 1
7.E i tal Syst Test
xperlmen a. ystem/ Tes High q 5 P
Media Preparation
8. Consist f
O-n.SIS en-cyo exposure High 1 q 1
administration
9. E Durati d
xposure Duration an High 1 5 5
Exposure Frequency
characterization |10. M t of Test
easurement o .es Medium 5 q 5
Substance Concentration
11. Numb f
umber o -exposure groups High 1 q 1
and dose spacing
12. Testi t or Below Solubilit
. .esmga or Below Solubility Medium 5 q 5
Limit
13. Test organism characteristics [High 1 2 2
14. Acclimatizati d
cclimatiza |on.a.n High 1 1 1
. Pretreatment Conditions
Test organisms -
15. Number of Organisms and .
. High 1 1 1
Replicates per group
16. Ade fH i
. .quacyo ousing High 1 1 1
Conditions
17. Out t
utcome assessmen Medium 5 5 4
Outcome methodology
assessment 18. Consistency of out
i y of outcome High 1 q 1
assessment
19. Confounding variables in test | .
. High 1 2 2
Confounding/ setup and procedures
variable control
20. Outcomes unrelated to .
High 1 1 1
exposure
21. Statistical methods N/A N/A N/A N/A
Data presentation [22. Reporting of data Medium 2 2 4
and analysis 23. Explanation of Unexpected
Y ALl 8l N/A N/A N/A N/A
Outcomes
Sum of scores: 28 29 38
Overall Score = Sum of
. Overall
Medium Low Weighted Scores/Sum 1310 |score: 13
of Metric Weighting ’ ’ ’
21.7and <2.3 22.3and <3 (Rounded)
Factors:
Overall Quality Level: HIGH




BASF. 1975. Acute oral toxicity with rats. BASF Report XXV/454. Product Safety Basel,
BASF Schweiz AG, Switzerland. Report Date: January 31, 2018. [as reported in
Translated PV29 Tox Summaries, Product Safety Basel, BASF Schweiz AG,
Switzerland, January 31, 2018]

Study Reference:

Qualitative
Det inati i.e., High, . Metri .
. - e ermma. ion [i.e., Hig Metric -e rl‘c Weighted
Domain Metric Medium, Low, Weighting
Score Score
Unacceptable, or Not Factor
rated]
1. Test
substance High 1 2 2
identity
2. Test
Test Substance |sybstance Low 3 1 3
source
3. Test
substance Low 3 1 3
purity
4. Negative and
ce N/A N/A N/A N/A
Vehicle controls
Test Setu 5. Positive
P v N/A N/A N/A N/A
controls
6. Randomized
an ‘omlze Low 3 1 3
allocation
7. Preparation
and storage of Low 3 1 3

test substance

8. Consistency
of exposure Low 3 1 3
administration

9. Reporting of
doses / High 1 2 2
concentrations

Exposure

Characterization 10. Exposure

frequency and High 1 1 1
duration

11. Number of
exposure
groups and
dose spacing

High 1 1 1

12. Exposure
route and High 1 1 1
method

13. Test animal

High 1 2 2
characteristics g




14. Adequacy
and onsistency

Test Organisms |of animal Medium 2 1 2
husbandry
conditions
15. Number per High 1 1 1
group
16. Outcome
assessment High 1 2 2
methodology
17. Consistency
of outcome Medium 2 1 2
Bl assessmer.mt
Assessment 18. Sampling High 1 1 1
adequacy
19. Blinding of Medium 5 1 5
assessors
20. Negative
Control N/A N/A N/A N/A
Response
21.
Confounding
variables in test Medium 2 2 4
Confounding/ setup and
Variable Control procedures
22. Health
outcomes High 1 1 1
unrelated to
exposure
23. Statistical .
Data Presentation|methods High 1 1 1
and Analysis  |24. Reporting of Medium 5 5 4
data
Sum of scores: 27 44
Overall Score = Sum of overall
Meditm Low Weighted Scores/Sum of 1630 Score: 16
Si7and<ia | s23ad€ | |Metric Weighting ' (Rounded)

Factors:

Overall Quality Level:

High




Study Reference:

BASF. 1978. Study report for CAS 81-33-4, Acute oral toxicity with rats. BASF Report 77/360.
[as reported in Translated PV29 Tox Summaries, Product Safety Basel, BASF Schweiz AG,
Switzerland, January 31, 2018]

Qualitative
Determination [i.e., . . .
i i 'e ermlna. fon [i.e Metric Metric Weighted
Domain Metric High, Medium, Low, s,
Score |Weighting Factor Score
Unacceptable, or Not
rated]
1. Test subst
: es. substance High 1 5 5
identity
Test Substance A IR HCT High 1 1 1
source
3. Test substance purity High 1 1 1
4. Negative and Vehicle
8 N/A N/A N/A N/A
controls
Test Setup —
5. Positive controls N/A N/A N/A N/A
6. Randomized
an 'omlze Low 3 1 3
allocation
7. Preparation and
storage of test Low 3 1 3
substance
8. Consistency of
exposure Low 3 1 3
administration
9.R ti fd
epor |ng of doses / High 1 5 5
Exposure concentrations
Characterization it ;
. Exposure frequenc
R High 1 1 1
and duration
11. Number of
exposure groups and High 1 1 1
dose spacing
12.E t d
Xposure route an High 1 1 1
method
13. Test animal
estanima Low 3 2 6
characteristics
Test Organisms 14. Adequacy an'd .
onsistency of animal Medium 2 1 2
husbandry conditions
15. Number per group High 1 1 1
16. Outcome
assessment High 1 2 2
methodology
17. Consist f
onsistency o Medium 2 1 2
Outcome outcome assessment
Assessment 18. Sampling adequacy High 1 1 1




19, Blindi
9. Blinding of Medium ) 1 2
assessors
20. Negative Control
egative Contro N/A N/A N/A N/A
Response
21. Confounding
Confounding/ vagables |2 test setup Medium 2 2 4
Variable Control and procedures
22. Health outcomes .
High 1 1 1
unrelated to exposure
23. Statistical methods High 1 1 1
Data Presentation
and Analysis  |24. Reporting of data Medium 2 2 4
Sum of scores: 27 44
Overall Score = Sum of
Medium Low Weightec.l Scor.es/S.um 1.630 Overall Score: r
of Metric Weighting (Rounded)
21.7and<2.3 22.3and €3 Factors:

Overall Quality Level:

High




Study Reference:

Rupprich, N, Weigand, W. 1984. Testing the acute oral toxicity in the male and female Wistar
rat. Hoechst, Pharma Research Toxicology. Report No. 84.0225. Report date: May 2, 1984.

Qualitative Determination

Metri
. . [i.e., High, Medium, Low, Metric . |.c Weighted
Domain Metric Weighting
Unacceptable, or Not Score Score
Factor
rated]
1. Test subst
: es. substance High 1 5 5
identity
Test Substance 2. Test substance High 1 1 1
source
3. T
'est substance Low 3 1 3
purity
4. Negati d
cgative an N/A N/A N/A N/A
Vehicle controls
Test Setup 5. Positive controls N/A N/A N/A N/A
6.R i
an(?iomlzed Low 3 1 3
allocation
7. Preparation and
storage of test Low 3 1 3
substance
8. Consistency of
exposure Medium 2 1 2
administration
9.R ti fd
epor |ng.o oses High 1 2 2
Exposure / concentrations
Characterization
10. Exposure
frequency and High 1 1 1
duration
11. Number of
exposure groups and High 1 1 1
dose spacing
12. Exposure route
High 1 1 1
and method =
13. Test animal
estanima Medium 2 2 4
characteristics
14. Adequacy and
Test Organisms |onsistency of animal High 1 1 1
husbandry conditions
15. Numb
umber per High 1 1 1
group
16. Outcome
assessment High 1 2 2
methodology
17. Consistency of .
High 1 1 1

Outcome

Accacecmant

outcome assessment




T 18. Sampling High 1 1 1
adequacy
19. Blinding of Medium 5 1 5
assessors
20. Negative Control N/A N/A N/A N/A
Response
21. Confounding
variables in test Medium 2 2 4

Confounding/ |setup and procedures

Variable Control
22. Health outcomes
unrelated to High 1 1 1
exposure
23. Statistical .
Data Presentation|methods High 1 . .
and Analysis 24. Reporting of data High 1 2 2
Sum of scores: 27 39
Overall Score = Sum of Overall Score:
l High * Fedivm ‘ Low ‘ Weighted Scores/Sum of|  1.444 1.4
>1.7and <2.3 223 and <3 Metric Weighting Factors: (Rounded)
Overall Quality Level: HIGH




Study Reference:

BASF. 1975. Acute inhalation toxicity with rats. BASF Report XXV/454. Product Safety
Basel, BASF Schweiz AG, Switzerland. Report Date: January 31, 2018. [as reported in
Translated PV29 Tox Summaries, Product Safety Basel, BASF Schweiz AG, Switzerland,

January 31, 2018]

Qualitative
Determination [i.e., Metric .
. . . . [ . - Weighted
Domain Metric High, Medium, Low, [Metric Score| Weighting Score
Unacceptable, or Not Factor
rated]
1. Test substance
. . High 1 2 2
identity
Test Substance 2. Test substance Low 3 1 3
source
3. Test subst
.es substance Low 3 1 3
purity
4. Negative and
o8 N/A N/A N/A N/A
Vehicle controls
Test Setup 5. Positive controls N/A N/A N/A N/A
6. Randomized
. Low 3 1 3
allocation
7. Preparation and
storage of test Low 3 1 3
substance
8. Consistency of
exposure Low 3 1 3
administration
9.R i
eportlng.of doses Low 3 5 6
Exposure / concentrations
Characterization
10. Exposure
frequency and Medium 2 1 2
duration
11. Number of
exposure groups and Medium 2 1 2
dose spacing
12. Exposure route Hich 1 1 1
and method .
13. Test animal
est anima Low ) 2 .
characteristics
14. Adequacy and
Test Organisms |onsistency of animal Medium 2 1 2
husbandry conditions
15. Number per
P High 1 1 1
group
16. Outcome
assessment High 1 2 2

methodology




17. Consistency of

High 1 1 1
outcome assessment
Outcome
Assessment 18.S li
ampiing High 1 1 1
adequacy
19. Blindi f
9. Blinding 0 Medium 2 1 2
assessors
20. Negative Control
& N/A N/A N/A N/A
Response

21. Confounding
variables in test setup Medium 2 2 4
Confounding/ |and procedures

Variable Control
22. Health outcomes

High 1 1 1
unrelated to exposure '8
23. Statistical .
Data Presentation [methods High 1 1 !
and Analysis
g 24. Reporting of data Medium 2 2 4
Sum of scores: 27 53
Overall Score = Sum of overall Score:
Madium Low Weighted Scores/Sum )
s . ohti 1.963 (Rounded) 2.0
217and<23 | 223and <3 of Metric Weighting
' Factors:

Overall Quality Level: Medium




Study Reference:

BASF. 1978. Study report for CAS 81-33-4, Acute inhalation toxicity with rats. BASF Report 77/360. [as
reported in Translated PV29 Tox Summaries, Product Safety Basel, BASF Schweiz AG, Switzerland,

January 31, 2018]

Note: Study report indicated that this study was not conducted according to a test guideline
ualitative Determination
. . Q ) . . Metric Weighting | Weighted
Domain Metric [i.e., High, Medium, Low, Metric Score
Factor Score
Unacceptable, or Not rated]
1. Test subst
: es‘ substance High 1 5 5
identity
2. Test subst
Test Substance est substance High 1 1 1
source
3. Test subst
.es substance High 1 1 1
purity
4.N ti d
egative an N/A N/A N/A N/A
Vehicle controls
Test Setup 5. Positive controls N/A N/A N/A N/A
6. Randomi
an .omlzed Low 3 1 3
allocation
7. Preparation and
storage of test Low 3 1 3
substance
8. Consistency of
exposure Low 3 1 3
administration
9. Reporting of
doses / Low 3 2 6
Exposure NI
Characterization concentra
10. Exposure
frequency and Medium 2 1 2
duration
11. Number of
exposure groups and Low 3 1 3
dose spacing
12. Exposure route
High 1 1 1
and method =
13. Test animal
estanima Low 3 2 6
characteristics
14. Adequacy and
Test Organisms cor’n5|stency of Low 2 1 2
animal husbandry
conditions
15. Numb
UmBber per High 1 1 1
group
16. Outcome
assessment High 1 2 2
methodology
17. Consistency of
i High 1 1 1
outcome assessment
Outcome
Assessment 18.S li
S High 1 1 1
adequacy
19. Blindi f
IniEie Medium 2 1 2
assessors
20. Negative Control
egative Contro N/A N/A N/A N/A

Response




21. Confounding
variables in test Medium 5 5 4
setup and
Confounding/ |procedures
Variable Control
22. Health outcomes
unrelated to High 1 1 1
exposure
23. Statistical .
Data Presentation |methods High ! ! !
and Analysis |24.R ti f
y eporting o High 1 2 2
data
Sum of scores: 27 48
] = f
High Low 9vera Score = Sum o Overall Score:
5 8 ‘ Weighted Scores/Sum of 1.778 (Rounded) 1.8
217and <23 223and 3 Metric Weighting Factors:
Overall Quality Level: Medium




Study Reference:

BASF. 1975. Summary of toxicological investigations with CAS 81-33-4, Acute intraperitoneal
toxicity with mice. BASF Report XXV/454. [as reported in Translated PV29 Tox Summaries,
Product Safety Basel, BASF Schweiz AG, Switzerland, January 31, 2018]

Qualitative
Determination [i.e., Metric .
. . . . [ . N Weighted
Domain Metric High, Medium, Low, Metric Score Weighting Score
Unacceptable, or Not Factor
rated]
1. Test subst
- 1est substance High 1 2 2
identity
Test Substance 2. Test substance Low 3 1 3
source
3.T
.est substance Low 3 1 3
purity
4. Negative and
cBatlv N/A N/A N/A N/A
Vehicle controls
Test Setup 5. Positive controls N/A N/A N/A N/A
6. Randomized
an : omize Low 3 1 3
allocation
7. Preparation and
storage of test Low 3 1 3
substance
8. Consistency of
exposure Low 3 1 3
administration
Exposure
Characterization |g Reporting of doses :
. High 1 2 2
/ concentrations
10. Exposure
frequency and High 1 1 1
duration
11. Number of
exposure groups and High 1 1 1
dose spacing
12. Exposure route
High 1 1 1
and method &
13. Test animal
estanima High 1 2 2
characteristics
14. Adequacy and
Test Organisms onsistency of animal Medium 2 1 2
husbandry
conditions
15. Numb
umber per High 1 1 1

group




16. Outcome
assessment High 1 2 2
methodology
17.C i
onsistency of Medium 5 q 5
outcome assessment
Outcome
Assessment 18.S li
e High 1 1 1
adequacy
19. Blindi f
9. Blinding o Medium 2 1 2
assessors
20. Negative Control
& N/A N/A N/A N/A
Response
21. Confounding
variables in test .
setup and Medium 2 2 4
Confounding/ pd
Variable Control procedures
22. Health outcomes
unrelated to High 1 1 1
exposure
23. Statistical .
Data Presentation |methods High 1 1 !
and Analysis
g 24. Reporting of data Medium 2 2 4
Sum of scores: 27 44
Overall Score = Sum of
High fhedium Low Weighted Scores/Sum 1.630 Overall Score: 16
17 and <23 $23and 3 of Metric Weighting (Rounded)
Factors:

Overall Quality Level:

High




BASF. 1978. Study report for CAS 81-33-4, Acute intraperitoneal toxicity with mice.
Study Reference: |BASF Report 77/360. [as reported in Translated PV29 Tox Summaries, Product Safety
Basel, BASF Schweiz AG, Switzerland, January 31, 2018]
Qualitative
Det inati i.e., . Metri .
. ) .e ermma. fon [i.e Metric .e n_c Weighted
Domain Metric High, Medium, Low, Weighting
Score Score
Unacceptable, or Not Factor
rated]
1. Test subst
: es: substance High 1 5 5
identity
Test Substance ChlCHEE il High 1 1 1
source
3. Test subst
.es substance High 1 1 1
purity
4. Negati d
egative an N/A N/A N/A N/A
Vehicle controls
Test Setup 5. Positive controls N/A N/A N/A N/A
6. Ranc.jom|zed Low 3 1 3
allocation
7. Preparation and
storage of test Low 3 1 3
substance
8. Consistency of
exposure Low 3 1 3
administration
9.R ti f d
epor mg.o oses High 1 5 5
Exposure / concentrations
Characterization
10. Exposure
frequency and High 1 1 1
duration
11. Number of
exposure groups and High 1 1 1
dose spacing
12. Exposure route
High 1 1 1
and method .
13. Test animal
estanima High 1 2 2
characteristics
14. Adequacy and
Test Organisms onsistency of animal Medium 2 1 2
husbandry
conditions
15. Numb
Umber per High 1 1 1
group
16. Outcome
assessment High 1 2 2
methodology




17. Consist f
ONSISLENCY @ Medium 2 1 2
outcome assessment
Outcome
Assessment 18. li
8. Sampling High 1 1 1
adequacy
19. Blindi f
9. Blinding 0 Medium 2 1 2
assessors
20. Negative Control
egative Contro N/A N/A N/A N/A
Response
21. Confounding
iables in test
variables n tes Medium 2 2 4
Confounding/ upd
Variable Control procecures
22. Health outcomes
unrelated to High 1 1 1
exposure
23. Statistical .
Data Presentation|methods High ! ! !
and Analysis
g 24. Reporting of data Medium 2 2 4
Sum of scores: 27 40
I 1 Low I'| Overall Score = Sum
High Meditm W | of Weighted Overall Score:
[STERd=I7 217and<23 | 223and <3 | Scores/Sum of| 1.481 ((Rounded) 1.5
Metric Weighting
Factors:
Overall Quality Level: HIGH




Study Reference:

Stark, D., Treumann, S., van Ravenzwaay, B. 2013. Reproduction/developmental Toxicity
Screening Test in Wistar Rats Oral Administration (Gavage). BASF SE, Germany. Project No.
80R0223/11C162. For BASF SE, Germany.

Note: Study report indicates the study was conducted according to OECD TG 421 and OPPTS
Qualitative Determination Metric Metric Weighted
Domain Metric [i.e., High, Medium, Low, Weighting &
Score Score
Unacceptable, or Not rated] Factor
1. Test subst
: es' substance High 1 5 5
identity
Test Substance 2. Test substance High 1 1 1
source
3. Test substance .
. High 1 1 1
purity
4. Negati d
egative an High 1 2 2
Vehicle controls
Test Setup 5. Positive controls N/A N/A N/A N/A
6. Ran(?lom|zed Medium 5 1 5
allocation
7. Preparation and
storage of test High 1 1 1
substance
8. Consistency of
exposure High 1 1 1
administration
9.R ti fd
epor |ng of doses / High 1 5 5
Exposure concentrations
Characterization |10. Exposure
frequency and High 1 1 1
duration
11. Number of
exposure groups and High 1 1 1
dose spacing
12. Exposure route
High 1 1 1
and method b
13. Test animal .
. High 1 2 2
characteristics
14. Adequacy and
Test Organisms |onsistency of animal High 1 1 1
husbandry conditions
15. Number per group High 1 1 1
16. Outcome
assessment High 1 2 2
methodology
17. Consistency of .
High 1 1 1
outcome assessment
Outcome
Assessment 18. Sampling adequacy High 1 1 1
19. Blinding of
8 N/A N/A N/A N/A

assessors




20. Negative Control High 1 1 1
Response
21. Confounding
variables in test setup High 1 2 2
Confounding/ |and procedures
Variable Control
22. Health outcomes High 1 1 1
unrelated to exposure
Data Presentation|23. Statistical methods High 1 1 1
and Analysis - -
24. Reporting of data High 1 2 2
Sum of scores: 29 30
Overall Score = Sum of
High ’ Medium Low ‘ Weighted Scores/Sum of  1.034 Overall Score: 1
217and<23 | 223and<3 Metric Weighting Factors: (Rounded):
Overall Quality Level: HIGH




Study Reference:

BASF. 1975. Skin irritation study. BASF Report XXV/454. Product Safety Basel, BASF Schweiz AG,
Switzerland. Report Date: January 31, 2018. [as reported in Translated PV29 Tox Summaries,
Product Safety Basel, BASF Schweiz AG, Switzerland, January 31, 2018]

Qualitative Determination

i.e., High, Medium, Low, . Metric Weighting| Weighted
Domain Metric fi-e., Hig edium, tow Metric Score etric Weighting elghte
Unacceptable, or Not Factor Score
rated]
.1. Tes.t substance High 1 5 5
identity
Test Substance 2. Test substance Low 3 1 3
source
3. T.est substance Low 3 1 3
purity
4, N.egatlve and Medium 5 5 4
Vehicle controls
Test Setup 5. Positive controls N/A N/A N/A N/A
6. Randomized
an : omize Low 3 1 3
allocation
7. Preparation and
storage of test Low 3 1 3
substance
8. Consistency of
exposure Low 3 1 3
administration
9.R ti fd
epor |ng.o oses Low 3 5 6
Exposure / concentrations
Characterization
10. Exposure
frequency and High 1 1 1
duration
11. Number of
exposure groups and High 1 1 1
dose spacing
12. Exposure route .
High 1 1 1
and method .
13. Test a.nlr.nal Medium 5 5 4
characteristics
14. Adequacy and
Test Organisms onsistency of animal Low 2 1 2
husbandry
conditions
15. Number per Low 3 1 3
group
16. Outcome
assessment High 1 2 2
methodology
17. Consist f
onsistency o High 1 1 1
outcome assessment
Outcome
Assessment 18.S li
ampling High 1 1 1
adequacy
19. Blinding of Low 3 1 3

assessors




20. Negative Control

Medium 2 1 2
Response
21. Confounding
variables in test .
setup and Medium 2 2 4
Confounding/ upd
Variable Control procecures
22. Health outcomes
unrelated to High 1 1 1
exposure
23. Statistical .
Data Presentation |methods High ! ! !
and Analysis .
24. Reporting of data Low 3 2 6
Sum of scores: 30 60
High Mediam Low 9vera|l Score = Sum of Overall Score:
T — Weighted Scores/Sum of 2.000 (Rounded) 2.0
>1. <2. 2. < . .
an an Metric Weighting Factors:
Overall Quality Level: Medium




Study Reference:

BASF. 1978. Study report for CAS 81-33-4, Skin irritation study. BASF Report 77/360. [as reported
in Translated PV29 Tox Summaries, Product Safety Basel, BASF Schweiz AG, Switzerland, January

31, 2018]
Qualitative Determination Metric R
. . ) . . . s Weighted
Domain Metric [i.e., High, Medium, Low, | Metric Score | Weighting Score
Unacceptable, or Not rated] Factor
1. Test subst
. es. substance High 1 5 5
identity
2. Test subst
Test Substance est substance High 1 1 1
source
3. Test subst
.es substance High 1 1 1
purity
4. Negati d
.ega ve an Medium 2 2 4
Vehicle controls
Test Setup 5. Positive controls N/A N/A N/A N/A
6. Randomized
an : omize Low 3 1 3
allocation
7. Preparation and
storage of test Low 3 1 3
substance
8. Consistency of
exposure Low 3 1 3
administration
9.R ti fd
epor |ng.o oses Low 3 5 6
Exposure / concentrations
Characterization
10. Exposure
frequency and High 1 1 1
duration
11. Number of
exposure groups and High 1 1 1
dose spacing
12. Exposure route
High 1 1 1
and method E
13. Test animal
estanima High 1 2 2
characteristics
14. Adequacy and
Test Organisms |onsistency of animal Medium 2 1 2
husbandry conditions
15. Numb
umber per Low 3 1 3
group
16. Outcome
assessment High 1 2 2
methodology
17. Consist f
onsistency o High 1 1 1
outcome assessment
Outcome
Assessment 18.S li
eI High 1 1 1
adequacy
19. Blindi f
e Low 3 1 3

assessors




20. Negative Control Medium 5 1 5
Response
21. Confounding
variables in test setup Medium 2 2 4
Confounding/ |and procedures
Variable Control
22. Health outcomes
unrelated to High 1 1 1
exposure
23. Statistical .
Data Presentation |methods High ! ! !
and Analysis .
24. Reporting of data Low 3 2 6
Sum of scores: 30 54
Overall Score = Sum of Overall Score:
High Medium Low Weighted Scores/Sum of 1.800 1.8
2l7and<23 ] 223and 3 Metric Weighting Factors: (Rounded)
Overall Quality Level: Medium




Study Reference:

BASF. 1975. Eye Irritation Study. BASF Report XXV/454. Product Safety Basel, BASF Schweiz AG,
Switzerland. Report Date: January 31, 2018. [as reported in Translated PV29 Tox Summaries, Product

Safety Basel, BASF Schweiz AG, Switzerland, January 31, 2018]

Qualitative Determination [i.e., ) ) L .
. . . R Metric Metric Weighting | Weighted
Domain Metric High, Medium, Low,
Score Factor Score
Unacceptable, or Not rated]
1. Test subst:
: es. substance High 1 5 5
identity
Test Substance |2. Test substance source Low 3 1 3
3. Test substance purity Low 3 1 3
4. Negati d Vehicl
egative and Vehicle High 1 5 5
controls
Test Setup 5. Positive controls N/A N/A N/A N/A
6. Randomized
andomize N/A N/A N/A N/A
allocation
7. Preparation and
storage of test Medium 2 1 2
substance
8. Consist f
onsis ency'o. . High 1 1 1
exposure administration
9.R ti fd
epor |n.g of doses / High ] > 5
Exposure concentrations
Characterization TR U S———
. Exposu u
e LAY High 1 1 1
and duration
11. Number of
umber o exposu.re Medium 5 1 5
groups and dose spacing
12.E t d
Xposure route an High 1 1 1
method
13.T i
est a'nlr.nal Low 3 5 6
characteristics
Test Organisms 14. Adequacy anc! .
consistency of animal Medium 2 1 2
husbandry conditions
15. Number per group Low 3 1 3
16. Outcome
assessment High 1 2 2
methodology
17. Consist f
onsistency o High 1 1 1
Outcome outcome assessment
Assessment 18. Sampling adequacy High 1 1 1
19. Blinding of assessors NA NA N/A NA
20. Negative Control
egative Contro High 1 1 1
Response
21. Confounding
Confounding/ va:::ables iz test setup High 1 2 2
Variable Control [one PTOCECUTes
22. Health outcomes X
High 1 1 1
unrelated to exposure
Data Presentation
and Analysis  |23. Statistical methods High 1 1 1
24. Reporting of data High 1 2 2




Sum of scores: 28 41
Low (o] s =S f Weighted
Medium verall Score = Sum of Weighte Overall Score:

Scores/Sum of Metric Weighting  1.464 1.5

>1.7and <2.3 >2.3and <3 (Rounded)
Factors:

Overall Quality Level: HIGH



Study Reference:

Rupprich, N., Weigand, W. 1984. Perylimid Testing the acute dermal irritant effects/caustic
effects on the rabbit eye. Hoechst Pharma Research Toxicology, Germany. Report No.
84.0228. For Farben Nord, Werk Hochst.

Qualitative
Determination [i.e., Metric .
. . . . [ . - Weighted
Domain Metric High, Medium, Low, [ Metric Score [ Weighting Score
Unacceptable, or Not Factor
rated]
1. Test substance
et High 1 2 2
identity
Test Substance 2. Test substance Medium 2 1 2
source
3. Test substance
st st Medium 2 1 2
purity
4. Negative and
egatlv N/A N/A N/A N/A
Vehicle controls
Test Setup 5. Positive controls N/A N/A N/A N/A
6. Randomized
. N/A N/A N/A N/A
allocation
7. Preparation and
storage of test High 1 1 1
substance
8. Consistency of
exposure High 1 1 1
administration
9. Reporting of doses
porting High 1 2 2
Exposure / concentrations
Characterization
10. Exposure
frequency and High 1 1 1
duration
11. Number of
exposure groups and High 1 1 1
dose spacing
12. Exposure route Hich 1 1 1
and method &
13. Test animal
i Medium 2 2 4
characteristics
14. Adequacy and
Test Organisms onsistency of animal High 1 1 1
husbandry
conditions
15. Number per
umberp High 1 1 1
group
16. Outcome
assessment High 1 2 2

methodology




17. Consist f
onsistency o High 1 1 1
outcome assessment
Outcome
Assessment
18.S li
sl High 1 1 1
adequacy
19. Blindi f
e N/A N/A N/A N/A
assessors
20. Negative Control
egative Contro N/A N/A N/A N/A
Response
21. Confounding
iables in test
etupand High ! 2 2
Confounding/ pd
Variable Control |PX2ccCUres
22. Health outcomes
unrelated to High 1 1 1
exposure
23. Statistical .
Data Presentation|methods High 1 ! !
and Analysis i .
24. Reporting of data High 1 2 2
Sum of scores: 25 29
Overall Score = Sum of overall Score:
High Medium Low Weighted Scores/Sum ’
. . . 1.160 (Rounded) 1.2
217and<23 | 223and<3 of Metric Weighting
Factors:
Overall Quality Level: HIGH




Study Reference:

BASF. 1978. Eye Irritation Study. BASF Report 77/360. Product Safety Basel, BASF Schweiz AG,
Switzerland. Report Date: January 31, 2018. [as reported in Translated PV29 Tox Summaries,
Product Safety Basel, BASF Schweiz AG, Switzerland, January 31, 2018]

Qualitative Determination [i.e.,

. . . R Metric  |Metric Weighting| Weighted
Domain Metric High, Medium, Low,
Score Factor Score
Unacceptable, or Not rated]
1. Test subst
: es. substance High 1 5 5
identity
Test Substance 2. Test substance High 1 1 1
source
3. Test subst
.es substance High 1 1 1
purity
4. Negative and
High 1 2 2
Vehicle controls '8
Test Setup 5. Positive controls N/A N/A N/A N/A
6. Randomized
andomize N/A N/A N/A N/A
allocation
7. Preparation and
storage of test Medium 2 1 2
substance
8. Consistency of
exposure High 1 1 1
administration
9.R ti fd
epor |ng.o oses High : 5 5
Exposure / concentrations
Characterization
10. Exposure
frequency and High 1 1 1
duration
11. Number of
exposure groups and High 1 1 1
dose spacing
12. Exposure route
High 1 1 1
and method =
13. Test animal
estanima Low 3 2 6
characteristics
14. Adequacy and
Test Organisms [consistency of animal Medium 2 1 2
husbandry conditions
15. Numb
UmBber per High 1 1 1
group
16. Outcome
assessment High 1 2 2
methodology
17. Consist f
onsistency o High 1 1 1

Outcome
Assessment

outcome assessment




18. li
8. Sampling High 1 1 1
adequacy
19. Blindi f
el N/A N/A N/A N/A
assessors
20.N i |
0. Negative Contro High 1 1 1
Response
21. Confounding
\S/::llabge:dln test High 1 5 5
Confounding/ pd
Variable Control proceaures
22. Health outcomes
unrelated to High 1 1 1
exposure
23. Statistical
High 1 1 1
Data Presentation|methods =
and Analysis
g 24. Reporting of data High 1 2 2
Sum of scores: 28 34
Overall Score = Sum of
Low Overall Score:
Hih Weighted Scores/Sum of| 1.214 (Rounded) 1.2
217and<23 | 223and<3 Metric Weighting Factors:
Overall Quality Level: HIGH




Study Reference:

Rupprich, N, Weigand, W. 1984. Perylimid Testing the acute irritant effects/caustic effects on
the rabbit eye. Hoechst Pharma Research Toxicology, Germany. Report No. 84.0229. For
Farben Nord, Werk Hochst.

Qualitative Determination

Metric

Weighted
Domain Metric [i.e., High, Medium, Low, | Metric Score | Weighting Scire
Unacceptable, or Not rated] Factor
1. Test subst
: es' substance High 1 5 5
identity
Test Substance 2. Test substance Medium 2 1 2
source
3. Test subst
.es substance Medium 2 1 2
purity
4. Negative and Hich 1 5 5
Vehicle controls &
Test Setup 5. Positive controls N/A N/A 1 N/A
6. Randomized
. N/A N/A 1 N/A
allocation
7. Preparation and
storage of test Medium 2 1 2
substance
8. Consistency of
exposure High 1 1 1
administration
9.R i
eportlng.of doses High 1 5 5
Exposure / concentrations
Characterization
10. Exposure
frequency and High 1 1 1
duration
11. Number of
exposure groups and High 1 1 1
dose spacing
12. Exposure route Hich 1 1 1
and method &
13. Test animal .
. Medium 2 2 4
characteristics
14. Adequacy and
Test Organisms |onsistency of animal High 1 1 1
husbandry conditions
15. Numb
HMBEr PEr High 1 1 1
group
16. Outcome
assessment High 1 2 2
methodology
17. Consist f
onsistency o High 1 1 1
outcome assessment
Outcome
Assessment 18.S li
it High 1 1 1
adequacy
19. Blinding of
g N/A N/A N/A N/A

assessors




20. Negative Control
egative Contro High 1 1 1
Response
21. Confounding
variables in test setup High 1 2 2
Confounding/ |and procedures
Variable Control
22. Health outcomes
unrelated to High 1 1 1
exposure
23. Statistical .
Data Presentation |methods High ! ! !
and Analysis
g 24. Reporting of data High 1 2 2
Sum of scores: 30 33
Medum Low Overall Score = Sum of Overall
1 7and <23 233 Welighted‘ Sco.res/Sum of 1.100 Score: 1.1
Metric Weighting Factors: (Rounded)
Overall Quality Level: HIGH




Study Reference:

Johnson, I.R. 1999. Perylimid F: Local Lymph Node Assay. Central Toxicology Laboratory, UK.
Project No. CTL/P/6194. For BASF Aktiengesellschaft, Germany.

Qualitative Determination . Metric .
. . X . R Metric . Weighted
Domain Metric [i.e., High, Medium, Low, Weighting
Score Score
Unacceptable, or Not rated] Factor
1. Test subst
. es. substance High 1 5 5
identity
Test Substance 2. Test substance High 1 1 1
source
3. Test subst
.es substance High 1 1 1
purity
4, Negati d
egative an High 1 2 2
Vehicle controls
Test Setup 5. Positive controls High 1 1 1
6.R i
anqom|zed Low 3 1 3
allocation
7. Preparation and
storage of test Medium 2 1 2
substance
8. Consistency of
exposure High 1 1 1
administration
9. Reporting of doses
et High 1 2 2
Exposure / concentrations
Characterization
10. Exposure
frequency and High 1 1 1
duration
11. Number of
exposure groups and High 1 1 1
dose spacing
12. Exposure route
High 1 1 1
and method '8
13. T i
est animal Medium 2 2 4
characteristics
14. Adequacy and
Test Organisms onsistency of animal High 1 1 1
husbandry
conditions
15. N
umber per High 1 1 1
group
16. Outcome
assessment High 1 2 2
methodology
17. Consistency of .
High 1 1 1
outcome assessment
Outcome
Assessment 18.S i
ampling High 1 1 1
adequacy
19. Blinding of
incing N/A N/A N/A N/A
assessors
20. Negative Control
egative Contro High 1 1 1

Response




21. Confounding
variables in test .
setup and High 1 2 2
Confounding/ pd
Variable Control proceaures
22. Health outcomes
unrelated to High 1 1 1
exposure
23. Statistical .
Data Presentation |methods High ! ! !
and Analysis
g 24. Reporting of data High 1 2 2
Sum of scores: 30 35
Low Overall Score = Sum of Overall
High Medum Weighted Scores/Sum of 1.167 Score: 1.2
217and<23 | 223and<3 Metric Weighting Factors: (Rounded)
Overall Quality Level: HIGH




Jung, R., Weigand, W. 1983. Perylimid Study of the Mutagenic Potential in Strains of

Study Reference: |Salmonella Typhimurium (Ames Test) and Escherichia coli. Hoechst Aktiengesellschaft,
Germany. Report No. 83.0695. For Hoechst, Farbenforschung, Germany.
Qualitative Determination Metric .
. . - . - . L Weighted
Domain Metric [i.e., High, Medium, Low, | Metric Score | Weighting Score
Unacceptable, or Not rated] Factor
1. Test
: es. substance High 1 5 5
identity
Test Substance 2. Test substance Medium 2 1 2
source
3. Test
'es substance High 1 1 1
purity
4. Negati
cgative High 1 2 2
controls
5. Positive controls High 1 2 2
Test Setup 6 A
- ASsay High 1 1 1
procedures
7. Standards f
andards for N/A N/A N/A N/A
test
8. Preparation and
storage of test High 1 1 1
substance
9. Consistency of
exposure High 1 1 1
administration
10.R ti f
Exposure epor |'ng ° High 1 2 2
. concentrations
Characterization —
- sl High 1 2 2
duration
12. Number of
exposure groups High 1 1 1
and dose spacing
13. Metaboli
Vietabolic High 1 1 1
activation
14. Test model High 1 2 2
Test Model 15. Numb
umber per High n 1 1
group
16. Outcome
assessment High 1 2 2
methodology
17. Consistency of
Outcome outcome High 1 1 1
Assessment assessment
18.S li
i High 1 2 2
adequacy
19. Blindi f
Hilirs N/A N/A N/A N/A

assessors




20. Confounding
variables in test

setup and High . 2 2
Confounding/ procedures -
Variable Control 21..Confo.und|ng
variables in
Outcomes High 1 1 1
unrelated to
exposure
22. Data analysis High 1 1 1
23. Data
. __|interpretation High . 2 2
Data Presentation —
R e e N/A N/A N/A N/A
data
25. Reporting of High 1 5 5
data
Sum of scores: 33 34
Overall Score = Sum of Overall
Heh | Medium Low Weighted Scores/Sum of 1.030 Score: 1.0
217and<23 | 223and <3 Metric Weighting Factors: (Rounded)
Overall Quality Level: HIGH




Study Reference:

Wollny, H. 2012. Gene Mutation Assay in Chinese Hamster V79 Cells In Vitro (V79/HPRT)
With Paliogen Violet 5011. Harlan Cytotest Cell Research GmbH, Germany. Report No.
1443105. For BASF SE, Germany.

Qualitative
Determination [i.e., . Metri .
) ) ,e ermlna- fon [i.e Metric ,e "_c Weighted
Domain Metric High, Medium, Low, Weighting
Score Score
Unacceptable, or Not Factor
rated]
1. Test subst
: es. substance High 1 5 5
identity
Test Substance 2. Test substance High 1 1 1
source
3. Test substance purity High 1 1 1
4. Negative controls High 1 2 2
5. Positive controls High 1 2 2
Test Setup -
6. Assay procedures High 1 1 1
7. Standards for test High 1 1 1
8. Preparation and
storage of test High 1 1 1
substance
9. Consistency of
exposure High 1 1 1
administration
Exposure 10.R ti f
st eporting o High 1 2 2
Characterization |concentrations
11. Exposure duration High 1 2 2
12. Number of
exposure groups and High 1 1 1
dose spacing
13. Metaboli
(Vierabolic High 1 1 1
activation
Test Model 14. Test model H!gh 1 2 2
15. Number per group High 1 1 1
16. Outcome
assessment High 1 2 2
methodology
Outcome 17. Consist f
onsistency o High 1 1 1
Assessment  |outcome assessment
18. Sampling adequacy High 1 2 2
19. Blindi f
el N/A N/A N/A N/A
assessors
20. Confounding
variables in test setup High 1 2 2
Confounding/ |and procedures
Variable Control |21. Confounding
variables in Outcomes High 1 1 1
unrelated to exposure
22. Data analysis High 1 1 1




Data Presentation|23. Data interpretation High 1 2 2
and Analysis — -
24. Cytotoxicity data High 1 1 1
25. Reporting of data High 1 2 2
Sum of scores: 35 35
- - - | | Overall Score = Sum of overall
High ! Medium i | Weighted Scores/Sum
I i . s L. 1.000 |Score: 1.0
i standei7 | — =z of Metric Weighting
[ | (Rounded)
Factors:

Overall Quality Level: HIGH
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