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P08: STATISTICAL ANALYSIS OF PRIMARY TUMORS
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CAS Number: TRIMVX
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Experiment Number: 20523 - 03 P08: STATISTICAL ANALYSIS OF PRIMARY TUMORS
Test Type: CHRONIC Metal Working Fluids: Trim VX
Route: RESPIRATORY EXPOSURE WHOLE BODY CAS Number: TRIMVX

Species/Strain: RATS/Wistar Han

HISTORICAL CONTROL STUDIES
From November 2014 report

SAME ROUTE
20601-03 -- Antimony trioxide (INHALATION AIR)
20515-03 -- Metal Working Fluids: CIMSTAR 3800 (INHALATION AIR)

ALL ROUTES

20601-03 -- Antimony trioxide (INHALATION AIR)

20203-03 -- Green Tea Extract (GAVAGE WATER)

20515-03 -- Metal Working Fluids: CIMSTAR 3800 (INHALATION AIR)

20209-03 -- Pentabromodiphenyl Oxide (Technical) (DE 71) (GAVAGE CORN OIL)
20320-03 -- Tetrabromobisphenol A (GAVAGE CORN OIL)

Page 2

Date Report Requested: 05/27/2015
Time Report Requested: 13:58:42
First Dose M/F: 07/20/09 / 07/20/09
Lab: BNW



Experiment Number: 20523 - 03 P08: STATISTICAL ANALYSIS OF PRIMARY TUMORS
Test Type: CHRONIC Metal Working Fluids: Trim VX
Route: RESPIRATORY EXPOSURE WHOLE BODY CAS Number: TRIMVX

Species/Strain: RATS/Wistar Han

Date Report Requested: 05/27/2015
Time Report Requested: 13:58:42
First Dose M/F: 07/20/09 / 07/20/09
Lab: BNW

FOR ALL DOSES THE TUMOR RATES IN THE FOLLOWING TISSUES/ORGANS ARE BASED ON NUMBER OF TISSUES EXAMINED.
IN OTHER TISSUES/ORGANS RATES ARE BASED ON THE NUMBER OF ANIMALS NECROPSIED.

Ovary
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Experiment Number: 20523 - 03 P08: STATISTICAL ANALYSIS OF PRIMARY TUMORS Date Report Requested: 05/27/2015

Test Type: CHRONIC Metal Working Fluids: Trim VX Time Report Requested: 13:58:42
Route: RESPIRATORY EXPOSURE WHOLE BODY CAS Number: TRIMVX First Dose M/F: 07/20/09 / 07/20/09
Species/Strain: RATS/Wistar Han Lab: BNW

SUMMARY OF STATISTICALLY SIGNIFICANT (P<=.05) RESULTS IN THE ANALYSIS OF METAL WORKING FLUIDS: TRIM VX

FEMALE RATS

Organ Morphology
Ovary Tubulostromal Carcinoma or Tubulostromal Adenoma
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Experiment Number: 20523 - 03 P08: STATISTICAL ANALYSIS OF PRIMARY TUMORS Date Report Requested: 05/27/2015

Test Type: CHRONIC Metal Working Fluids: Trim VX Time Report Requested: 13:58:42
Route: RESPIRATORY EXPOSURE WHOLE BODY CAS Number: TRIMVX First Dose M/F: 07/20/09 / 07/20/09
Species/Strain: RATS/Wistar Han Lab: BNW

STATISTICAL ANALYSIS OF PRIMARY TUMORS IN RATS(Wistar Han)
TERMINAL SACRIFICE AT 105 WEEKS

Females
DOSE Control 10 mg/m3 30 mg/m3 100 mg/m3
Ovary
Granulosa Cell Tumor: Benign or Malignant
TUMOR RATES
OVERALL (a) 1/50 (2%) 3/50 (6%) 0/50 (0%) 2/50 (4%)
POLY-3 RATE (b) 1/41.92 3/42.23 0/44.19 2/43.95
POLY-3 PERCENT (g) 2.4% 7.1% 0% 4.6%
TERMINAL (d) 1/30 (3%) 3/33 (9%) 0/33 (0%) 2/30 (7%)
FIRST INCIDENCE 731 (T) 731 (T) 731 (T)
HC TUMORS SAME ROUTE 1/100 (1%)
HC TUMORS ALL ROUTES 4/250 (2%)
STATISTICAL TESTS
POLY 3 P=0.581 P=0.307 P=0.489N P=0.516
POLY 1.5 P=0.575 P=0.302 P=0.493N P=0.510
POLY 6 P=0.587 P=0.317 P=0.486N P=0.524
COCH-ARM / FISHERS P=0.567 P=0.309 P=0.500N P=0.500
MAX-ISO-POLY-3 P=0.435N P=0.156 P=0.158N P=0.298
HISTCONT SAME RTE P=0.311 P=0.138 P=1.000 P=0.236
HISTCONT ALL RTES P=0.311 P=0.052 P=1.000 P=0.219
CURR VS HC SAME RTE P=0.611
CURR VS HC ALL RTES P=0.830
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Experiment Number: 20523 - 03 P08: STATISTICAL ANALYSIS OF PRIMARY TUMORS Date Report Requested: 05/27/2015

Test Type: CHRONIC Metal Working Fluids: Trim VX Time Report Requested: 13:58:42
Route: RESPIRATORY EXPOSURE WHOLE BODY CAS Number: TRIMVX First Dose M/F: 07/20/09 / 07/20/09
Species/Strain: RATS/Wistar Han Lab: BNW

STATISTICAL ANALYSIS OF PRIMARY TUMORS IN RATS(Wistar Han)
TERMINAL SACRIFICE AT 105 WEEKS

Females
DOSE Control 10 mg/m3 30 mg/m3 100 mg/m3
Ovary
Tubulostromal Carcinoma or Tubulostromal Adenoma
TUMOR RATES
OVERALL (a) 0/50 (0%) 0/50 (0%) 0/50 (0%) 3/50 (6%)
POLY-3 RATE (b) 0/41.92 0/42.23 0/44.19 3/43.95
POLY-3 PERCENT (g) 0% 0% 0% 6.8%
TERMINAL (d) 0/30 (0%) 0/33 (0%) 0/33 (0%) 3/30 (10%)
FIRST INCIDENCE 731 (T)
HC TUMORS SAME ROUTE 2/100 (2%)
HC TUMORS ALL ROUTES 2/250 (1%)
STATISTICAL TESTS
POLY 3 P=0.008** (e) (e) P=0.127
POLY 1.5 P=0.008** (e) (e) P=0.124
POLY 6 P=0.008** (e) (e) P=0.130
COCH-ARM / FISHERS P=0.009** (e) (e) P=0.121
MAX-ISO-POLY-3 P=0.013* (e) (e) P=0.045*
HISTCONT SAME RTE P=0.130 (e) (e) P=0.211
HISTCONT ALL RTES P=0.040* (e) (e) P=0.034*
CURR VS HC SAME RTE P=0.406
CURR VS HC ALL RTES P=0.576
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Experiment Number: 20523 - 03 P08: STATISTICAL ANALYSIS OF PRIMARY TUMORS Date Report Requested: 05/27/2015

Test Type: CHRONIC Metal Working Fluids: Trim VX Time Report Requested: 13:58:42
Route: RESPIRATORY EXPOSURE WHOLE BODY CAS Number: TRIMVX First Dose M/F: 07/20/09 / 07/20/09
Species/Strain: RATS/Wistar Han Lab: BNW

STATISTICAL ANALYSIS OF PRIMARY TUMORS IN RATS(Wistar Han)
TERMINAL SACRIFICE AT 105 WEEKS

Females
DOSE Control 10 mg/m3 30 mg/m3 100 mg/m3
Uterus
Carcinoma or Adenoma
TUMOR RATES # # # #
OVERALL (a) 2/50 (4%) 2/50 (4%) 6/50 (12%) 2/50 (4%)
POLY-3 RATE (b) 2/41.92 2/42.53 6/44.56 2/44.05
POLY-3 PERCENT (g) 4.8% 4.7% 13.5% 4.5%
TERMINAL (d) 2/30 (7%) 1/33 (3%) 4/33 (12%) 1/30 (3%)
FIRST INCIDENCE 731 (T) 649 677 705
HC TUMORS SAME ROUTE 4/100 (4%)
HC TUMORS ALL ROUTES 12/250 (5%)
STATISTICAL TESTS
POLY 3 P=0.519N P=0.689N P=0.152 P=0.676N
POLY 1.5 P=0.528N P=0.693 P=0.145 P=0.683N
POLY 6 P=0.513N P=0.678N P=0.161 P=0.668N
COCH-ARM / FISHERS P=0.550N P=0.691N P=0.134 P=0.691N
MAX-ISO-POLY-3 P=0.362 P=0.493N P=0.087 P=0.479N
HISTCONT SAME RTE P=0.332 P=1.000 P=0.108 P=1.000
HISTCONT ALL RTES P=0.292 P=1.000 P=0.018* P=1.000
CURR VS HC SAME RTE P=0.888
CURR VS HC ALL RTES P=0.849
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Experiment Number: 20523 - 03 P08: STATISTICAL ANALYSIS OF PRIMARY TUMORS Date Report Requested: 05/27/2015

Test Type: CHRONIC Metal Working Fluids: Trim VX Time Report Requested: 13:58:42

Route: RESPIRATORY EXPOSURE WHOLE BODY CAS Number: TRIMVX First Dose M/F: 07/20/09 / 07/20/09

Species/Strain: RATS/Wistar Han Lab: BNW

LEGEND

@) Number of tumor-bearing animals/number of animals examined at site.

(b) Number of tumor-bearing animals/Poly-3 number

(d) Observed incidence at terminal Kill.

(e) Value of statistic cannot be computed.

) Beneath the control incidence are the P-values associated with the trend test. Beneath the dosed group incidence are the P-values corresponding to
pairwise comparisons between the controls and that dosed group.

(9) Poly-3 adjusted lifetime tumor incidence.

(h) Historical Controls statistic is not calculated when the HC Poly-3 rate is higher than the Poly-3 rates for all dose groups.

(n) No statistics are calculated if all dose groups have fewer than two tumors.

) Interim sacrifice

) Terminal sacrifice

# Tumor rates based on numbers of animals necropsied.

* To the right of any statistical result, indicates significance at (P<=0.05).

** To the right of any statistical result, indicates significance at (P<=0.01).

N Indicates a negative trend for all tests

The Cochran-Armitage and Fishers exact tests compare directly the overall incidence rates.

*** END OF REPORT ***

Page 8



	Females Ovary
	Females Uterus
	Legend



Accessibility Report



		Filename: 

		20523.03 uterine pt.08_508.pdf






		Report created by: 

		Jeter, Shawn (NIH/NIEHS) [E]


		Organization: 

		





 [Personal and organization information from the Preferences > Identity dialog.]


Summary


The checker found no problems in this document.



		Needs manual check: 2


		Passed manually: 0


		Failed manually: 0


		Skipped: 1


		Passed: 29


		Failed: 0





Detailed Report



		Document




		Rule Name		Status		Description


		Accessibility permission flag		Passed		Accessibility permission flag must be set


		Image-only PDF		Passed		Document is not image-only PDF


		Tagged PDF		Passed		Document is tagged PDF


		Logical Reading Order		Needs manual check		Document structure provides a logical reading order


		Primary language		Passed		Text language is specified


		Title		Passed		Document title is showing in title bar


		Bookmarks		Passed		Bookmarks are present in large documents


		Color contrast		Needs manual check		Document has appropriate color contrast


		Page Content




		Rule Name		Status		Description


		Tagged content		Passed		All page content is tagged


		Tagged annotations		Passed		All annotations are tagged


		Tab order		Passed		Tab order is consistent with structure order


		Character encoding		Passed		Reliable character encoding is provided


		Tagged multimedia		Passed		All multimedia objects are tagged


		Screen flicker		Passed		Page will not cause screen flicker


		Scripts		Passed		No inaccessible scripts


		Timed responses		Passed		Page does not require timed responses


		Navigation links		Passed		Navigation links are not repetitive


		Forms




		Rule Name		Status		Description


		Tagged form fields		Passed		All form fields are tagged


		Field descriptions		Passed		All form fields have description


		Alternate Text




		Rule Name		Status		Description


		Figures alternate text		Passed		Figures require alternate text


		Nested alternate text		Passed		Alternate text that will never be read


		Associated with content		Passed		Alternate text must be associated with some content


		Hides annotation		Passed		Alternate text should not hide annotation


		Other elements alternate text		Passed		Other elements that require alternate text


		Tables




		Rule Name		Status		Description


		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot


		TH and TD		Passed		TH and TD must be children of TR


		Headers		Passed		Tables should have headers


		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column


		Summary		Skipped		Tables must have a summary


		Lists




		Rule Name		Status		Description


		List items		Passed		LI must be a child of L


		Lbl and LBody		Passed		Lbl and LBody must be children of LI


		Headings




		Rule Name		Status		Description


		Appropriate nesting		Passed		Appropriate nesting







Back to Top
