STUDY PROFILE

Name of Chemical/Technical

Study Type:  In Vivo Mammalian Cytogenetics ‑ Erythrocyte Micronucleus assay in [name species]
OPPTS Guideline Number:  870.5395

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 Vivo Mammalian Cytogenetics - Erythrocyte Micronucleus assay in (name species); OPPTS 870.5395 [§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 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 Unpublished (OR if published, list Journal name, vol.:pages)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 (strain) mouse [or rats or other acceptable mammalian species] bone marrow micronucleus assay (MRID [number]), (number/sex/dose) were treated [route] with Chemical name (% a.i., batch/lot #) at doses of 0, x, x, or x mg/kg bw.  Bone marrow cells were harvested at (list hours) post-treatment.  The vehicle was (state vehicle).  (Note the route of exposure and if acute or multiple dosing)
There were (no) signs of toxicity (list if present) during the study.  [Note, the signs of cytotoxicity, if present, and the quantitative evidence for a positive micronucleus response, if any].  Chemical name was (not) tested at an adequate dose (based on     ).  The positive control induced the appropriate response.  There was (not) a significant increase in the frequency of micronucleated polychromatic erythrocytes in bone marrow after any treatment time.
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

 (if not vehicle) :
	
	Final Volume:
	Route:

	
	Vehicle:
	
	Final Volume:
	Route:

	
	Positive control :
	
	Final Dose(s):
	Route:

	
	
	
	
	


	3. Test animals:
	

	
	Species:
	

	
	Strain:
	

	
	Age/weight at study initiation:
	

	
	Source:
	

	
	No. animals used per dose
	x   males;    x  females

	
	Properly Maintained?
	Yes / No


	4. Test compound administration:   

	
	
	Dose Levels
	Final Volume
	Route

	
	Preliminary:

Main Study:
	
	
	


B. TEST PERFORMANCE
1. Treatment and Sampling Times: [can combine a, b, and c, when appropriate]
	a. Test compound:
	

	
	Dosing:
	
	once
	
	twice (24 hrs apart)
	
	Other  (describe)

	
	Sampling (after last dose):[mark all that are appropriate],
	
	6 hr
	
	12 hr
	
	24 hr
	
	48 hr
	
	72 hr

	
	Other [describe]: 
	
	
	
	
	
	
	
	
	
	


	b. Negative and/or vehicle control:
	

	
	Dosing:
	
	once
	
	twice (24 hrs apart)
	
	Other  (describe)

	
	Sampling (after last dose):[mark all that are appropriate],
	
	6 hr
	
	12 hr
	
	24 hr
	
	48 hr
	
	72 hr

	
	Other [describe]: 
	
	
	
	
	
	
	
	
	
	


	c. Positive control:
	

	
	Dosing:
	
	once
	
	twice (24 hrs apart)
	
	Other  (describe)

	
	Sampling (after last dose):[mark all that are appropriate],
	
	6 hr
	
	12 hr
	
	24 hr
	
	48 hr
	
	72 hr

	
	Other [describe]: 
	
	
	
	
	
	
	
	
	
	


	2. Tissues and Cells Examined:
	

	
	Bone marrow  OR other (identify):
	

	
	No. of polychromatic erythrocytes (PCE) examined per animal:
	

	
	No. of normochromatic erythrocytes (NCE; more mature RBCs) examined per animal:
	

	
	Other (if other cell types examined, describe):
	


3. Details of slide preparation:  [Describe briefly; were slides coded?]
4. Evaluation Criteria:  [Describe]
5. Statistical methods:  [list parameters that were analyzed and the statistical methods]
II. REPORTED RESULTS [Report results of analytical determination if performed]
A. PRELIMINARY TOXICITY ASSAY: [reported results, e.g., include dose range; signs of toxicity - e.g., MTD considerations; clinical signs; number of animals, rationale for dose selection for micronucleus assay]
B. MICRONUCLEUS ASSAY: [reported results, e.g., include in life animal observations, induction of micronuclei; appropriateness of negative, solvent and positive control micronucleus frequencies; ratio of PCE/NCE; sex differences (if any); appropriateness of dose levels and route; statistical evaluation; 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]
