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f® National Toxicology Program (NTP) Technical Reports

Technical Reports present NTP studies that were conducted to evaluate potential
toxicity and/or carcinogenic activity of substances due to public health concern

» Peer-review of draft Technical Reports:
— TR-599: Sodium Tungstate

— TR-600: Di-n-butyl phthalate (DBP)
} Phthalate Initiative

— TR-601: Di(2ethylhexyl) phthalate (DEHP)

» These reports present Level of Evidence (LOE) conclusions for the potential
carcinogenic activity of the chemical tested.

« Additional conclusion statements are in the DEHP report evaluating perinatal
exposure contribution to chronic toxicity and carcinogenic activity



Levels of Evidence (LOE) for Carcinogenic Activity

- Clear evidence of carcinogenic activity

— Dose-related (i) increase of malignant neoplasms, (ii) increase of a combination of malignant and
benign neoplasms, or (iii) marked increase of benign neoplasms if there is an indication from this or
other studies of the ability of such tumors to progress to malignancy

Some evidence of carcinogenic activity

— Chemical-related increased incidence of neoplasms in which the strength of the response is less
than that required for clear evidence

Equivocal evidence of carcinogenic activity

— Marginal increase of neoplasms that may be chemical related

No evidence of carcinogenic activity

Inadequate study



Statistics

Dose-relationship

Common versus uncommon lesions
Concurrent and historical control data
Multiplicity

Latency

Progression: benign to malignant and
metastases

Factors Considered in Applying LOE

* Pre-neoplastic lesions

* Survival

+ Body weight effects
 Structure-activity correlations

» Genetic toxicology

* Findings in the other sex or species

« Combinations of neoplasms in the
same tissue
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Historical Control

« The concurrent control is more important for comparison than the
historical control in interpreting findings

« However, historical control data can provide context of the findings.

* NTP historical controls, including current studies, are present in the
reports and are publicly available:

— https://ntp.niehs.nih.gov/results/dbsearch/historical



https://ntp.niehs.nih.gov/results/dbsearch/historical

NTP

National Toxicology Program

Questions?
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Charge for the Peer-Review Panel

« Review and evaluate the scientific and technical elements of the study
and its presentation.

- Determine whether the study’s experimental design, conduct, and
findings support NTP’s conclusions under the conditions of this study.



	Peer Review of Draft NTP Technical Reports 
	National Toxicology Program (NTP) Technical Reports
	Levels of Evidence (LOE) for Carcinogenic Activity
	Factors Considered in Applying LOE
	Historical Control
	Questions?
	Charge for the Peer-Review Panel




Accessibility Report





		Filename: 

		01- Introduction and Charge_508c.pdf









		Report created by: 

		



		Organization: 

		







[Enter personal and organization information through the Preferences > Identity dialog.]



Summary



The checker found no problems in this document.





		Needs manual check: 0



		Passed manually: 2



		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		Passed manually		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		Passed manually		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



