STUDY PROFILE

Name of Chemical/Technical

Study Type: [In vitro Mammalian Cytogenetics (specify assay) OPPTS 870.5375 or In vitro Sister Chromatid Exchange Assay in (name species/cell type); OPPTS 870.5900]
OPPTS Guideline Number: [870.5375 or 870.5900]
Title of the Study:

Study Identification:

Prepared for:

Health Effects Division

Office of Pesticide Programs

U.S. Environmental Protection Agency

Prepared by:

Name of Registrant/Sponsor/Company
Study Report Date:

	STUDY PROFILE

prepared by [name of submitting company/lab]


STUDY TYPE: In vitro Mammalian Cytogenetics [specify assay] OPPTS 870.5375 [§84-2]; or In vitro Sister Chromatid Exchange Assay in  (name species/cell type); OPPTS 870.5900 [§84-2].

TEST MATERIAL (PURITY): [use name of material tested as referred to in the study (common agency chemical name in parenthesis)]
SYNONYMS: [other names and code names]
CITATION:
Author [up to 3] (Date) Title. Laboratory name (location if needed). Laboratory report number, full study completion date. MRID [no hyphen]. Unpublished (OR if published, list Journal name, vol.:pages)
SPONSOR:
(Name of Study Sponsor - indicate if different from Applicant).
INVESTIGATORS’ EXECUTIVE SUMMARY:
In a mammalian cell cytogenetics assay [Chromosome aberration or SCE](MRID [number]), [cell type, e.g., CHO/V79/L5178Y cell cultures/primary lymphocyte cultures] were exposed to [Chemical name, (% a.i., batch/lot #), include solvent if appropriate] at concentrations of 0, x, x, x (g/mL with and/or without metabolic activation [specify] for [give duration of exposure]. 

Chemical name was tested (up to cytotoxic or precipitating concentrations, or limit concentration, 5000 (g/mL). [include other details as appropriate, quantitate if positive (e.g. a dose related increase to 80% cells with aberrations at the top concentration, or large increase in deletions, rearrangements, etc. vs controls].  Positive controls induced (did not induce) the appropriate response.  There was (no) evidence (or a concentration related positive response) of [Chromosome aberration or SCE] induced over background.
I. MATERIALS AND METHODS
A. MATERIALS:
	1. Test Material:
	 [as named in study]

	
	Description:
	[e.g., technical, nature, color, stability]

	
	Lot/Batch #:
	

	
	Purity:
	        % a.i.

	
	CAS # of TGAI: 
	

	
	
	[Structure]

	
	Solvent Used:
	


	2. Control Materials:
	

	
	Negative control:
	[e.g., culture medium]

	
	Solvent control 

(final conc(n):
	

	
	Positive control:
	Nonactivation: 
(concentrations / solvent)

	
	
	Activation: 
(concentrations / solvent)


	3. Activation: S9 derived from [mark those with x that apply]

	
	
	
	induced
	
	
	Aroclor 1254
	
	Rat
	
	Liver

	
	
	
	non-induced
	
	
	Phenobarbitol
	
	Mouse
	
	Lung

	
	
	
	
	
	None
	
	Hamster
	
	Other (name)

	
	
	
	
	
	Other (name)
	
	Other (name)
	
	


Describe S9 mix composition: [if purchased, give details]
	4. Test cells: mammalian cells in culture   [identify cell line or primary cell culture (if human lymphocytes, describe subjects, e.g., donor's health, status, sex, smoker]

	
	
V79 cells (Chinese hamster lung fibroblasts)

	
	Human lymphocytes

	
	
Chinese hamster ovary (CHO) cells

	Media: (identify)

	Properly maintained?
	
	Yes
	
	No

	Periodically checked for Mycoplasma contamination?
	
	Yes
	
	No

	Periodically checked for karyotype stability?
	
	Yes
	
	No


	5. Test compound concentrations used: [For preliminary cytotoxicity test, if performed, and main assay]

	
	Nonactivated conditions:
	

	
	Activated conditions:
	


B. TEST PERFORMANCE
1. Preliminary Cytotoxicity Assay [if performed, describe method; i.e., cell cycle kinetics, mitotic index, trypan blue, monolayer confluency, cloning efficience]:

2. Cytogenetic Assay:
	a.
	Cell exposure time:
	Test Material
	Solvent Control
	Positive Control

	
	Non-activated:

Activated:
	h

h
	h

h
	h

h


	b.
	Spindle inhibition
	

	
	Inhibition used/concentration:
	

	
	Administration time:
	 x hours (before cell harvest)


	c.
	Cell harvest time after termination of treatment:
	Test Material
	Solvent Control
	Positive Control

	
	Non-activated:

Activated:
	h

h
	h

h
	h

h


d. Details of slide preparation:    [Describe briefly]
e. Metaphase analysis
	No. of cells examined per dose: 

	Scored for structural?
	
	Yes
	
	No

	Scored for numerical?
	
	Yes  If Y, list [e.g., polyploid, endoreduplicated cells, etc.]
	
	No

	Coded prior to analysis?
	
	Yes
	
	No


f. Evaluation criteria:  [Describe]
g. Statistical analysis:  [list parameters that were analysed and the statistical methods]
II. REPORTED RESULTS  [Report results of analytical determination if performed]
A. PRELIMINARY CYTOTOXICITY ASSAY:  [reported results, e.g., include dose range, solubility, evidence of cytotoxicity, rationale for exposure, harvest times and high dose with and without activation]
B. CYTOGENETIC or SCE ASSAY: [reported results, e.g., include appropriateness of negative, solvent and positive control frequencies; appropriateness of dose levels; statistical evaluation; types of structural aberrations for significant dose levels; include representative table, if appropriate]
III. INVESTIGATORS’ DISCUSSION AND CONCLUSIONS:  [Note any deficiencies and how they impact on the study results and interpretation, if at all]
