STUDY PROFILE

Name of Chemical/Technical

Study Type:  In vitro Microbial Gene Mutation  - [OPPTS 870.5100 - Reverse mutation E. coli WP2 and WP2uvrA, OPPTS 870.5140, S. typhimurium TA 97, TA98, TA100, TA1535, TA1537, 870.5140 - Gene mutation Aspergillus nidulans, OPPTS 870.5250 - Gene mutation Neurospora crassa]
OPPTS Guideline Number: 870.5xxx 

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 Bacterial Gene Mutation (Bacterial system, Salmonella typhimurium; E. coli)/ mammalian activation gene mutation assay; OPPTS 870.5100
 [§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 Unpublished (OR if published, list Journal name, vol.:pages)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 reverse gene mutation assay in bacteria (MRID [number]), strains [specify] of S. typhimurium [or other acceptable bacterial strains, i.e., E. coli wp2 (pKM101) and WP2uvrA(pKM101)] were exposed to [Chemical name, (% a.i., batch/lot #), include solvent if appropriate] at concentrations of , , , (g/plate in the presence and absence of mammalian metabolic activation [specify] in the plate incorporation or pre-incubation procedure [specify]. 

(Chemical name) was tested [up to cytotoxic (or insoluble) concentrations or limit concentration (5000 (g/plate or 5 (L/plate), include other details as appropriate].  (quantitate if positive for number of revertants e.g., a dose related increase to 782 revertants at the highest concentration vs. 110 revertants in control for strain TA 100).  The positive controls induced (did not induce) the appropriate responses in the corresponding strains.  There was (no) evidence (or a concentration related positive response) of induced mutant colonies over background.
I. MATERIALS AND METHODS
A. MATERIALS:
	1. Test Material:
	 [as named in study]

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

	
	Lot/Batch #:
	

	
	Purity:
	        % a.i.

	
	CAS # of TGAI: 
	

	
	
	[Structure]

	
	Solvent Used:
	


	2. Control Materials:
	

	
	Negative:
	[e.g., culture medium]

	
	Solvent (final conc(n):
	

	
	Positive:
	Nonactivation:

Sodium azide           (g/plate  TA100, TA1535

2-Nitrofluorene           (g/plate  TA98, TA1538

9-Aminoacridine         (g/plate  TA97, TA1537

Other (list):

	
	
	Activation: 

2-Aminoanthracene (2-anthramine)            (g/plate usually all strains

Other (list):


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

	
	
	
	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 organisms:  S. typhimurium strains [mark those that apply with x]

	
	
	
	TA97
	
	TA98
	
	TA100
	
	TA102
	
	TA104

	
	
	
	TA1535
	
	TA1537
	
	TA1538
	
	list any others
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	Properly maintained?
	
	Yes
	
	No

	Checked for appropriate genetic markers (rfa mutation, R factor)?
	
	Yes
	
	No


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

Activated conditions:

[Note: list strains used and number of replicates per dose, per strain, per condition along with doses]
B. TEST PERFORMANCE
1. Type of Salmonella assay: 
    standard plate test

    pre-incubation (    minutes)

    "Prival" modification (i.e. azo-reduction method)
    spot test

    other [describe]
2. Protocol: [brief description, if appropriate; e.g. include stain preparation, media used, incubation times, assay evaluation]:

3. Statistical Analysis: [list parameters that were analyzed and the statistical methods used; include a statement that the Reviewer considers the analyses used to be appropriate.  If inappropriate, provide alternative/rationale]
4. Evaluation Criteria: [describe]
II. REPORTED RESULTS  [Report results of analytical determination if performed]
A. PRELIMINARY CYTOTOXICITY ASSAY:  [include concentration ranges, activation and nonactivation; strain(s) used; reported results, e.g., cytotoxicity indices (effect on background lawn; reduction in revertants) and solubility]
B. MUTAGENICITY ASSAY: [reported results, e.g., induction of revertants - individual plate counts and/or summary given; appropriateness of positive and background (concurrent and/or historical) revertant levels; number of concentration levels used; number of replicate plates; include representative table(s), if appropriate]
III. INVESTIGATORS’ DISCUSSION AND CONCLUSIONS:  [Note any deficiencies and how they impact on the study results and interpretation, if at all]
     �870.5100 - Reverse mutation E. coli WP2 and WP2uvrA; S. typhimurium TA 97, TA98, TA100, TA1535, TA1537


870.5140 - Gene mutation Aspergillus nidulans


870.5250 - Gene mutation Neurospora crassa





