STUDY PROFILE

Name of Chemical/Technical

Study Type:  Prenatal Developmental Toxicity Study - [Rodent species]
OPPTS Guideline Number: 870.3700

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: Prenatal Developmental Toxicity Study - [rodent species]; OPPTS 870.3700a [§83-3a].

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 Unpublished (OR if published, list Journal name, vol.:pages)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 developmental toxicity study (MRID [number]) [Chemical name (% a.i., batch/lot #)] was administered to [(# of females) strain] rats/dose in [diet, water, by capsule, by gavage] at dose levels of 0, x, x, or x   mg/kg bw/day from days [#] through [#] of gestation. 

[Describe maternal toxicity briefly.  If none, state that there were no treatment-related effects in survival, clinical signs, body weight, food consumption, or cesarean parameters. Include effects at doses >LOAEL.] The maternal LOAEL is       mg/kg bw/day, based on [endpoints].  The maternal NOAEL is       mg/kg bw/day. 

[Describe developmental toxicity briefly.  If none, state that there were no treatment-related effects in developmental parameters.  Include effects at doses > LOAEL.  The developmental LOAEL is       mg/kg bw/day, based on [endpoints].  The developmental NOAEL is      mg/kg bw/day. 

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.

	
	Compound Stability: 
	

	
	CAS #of TGAI: 
	

	
	
	[Structure]


2. Vehicle and/or positive control:  [when appropriate], Lot/Batch #; Purity  
	3. Test animals:
	[include information for females and males]

	
	Species:
	

	
	Strain:
	

	
	Age/weight at study initiation:
	

	
	Source:
	

	
	Housing:
	

	
	Diet:
	 [describe]    ad libitum

	
	Water: 
	 [describe]    ad libitum

	
	Environmental conditions:
	Temperature:

Humidity:

Air changes:

Photoperiod:
	(C

%

/hr

hrs dark/   hrs light

	
	Acclimation period:
	


B. PROCEDURES AND STUDY DESIGN
1. In life dates - Start:     End:

2. Mating:  [describe technique used, e.g., sexually mature females were mated with sexually mature males (verify males were same strain, source as female).]  Confirmation of mating was determined by [describe, e.g., the presence of sperm in the vaginal washing; or the presence of a copulatory plug] and was designated as day [0] of gestation.

3. Animal Assignment: Animals were assigned  [randomly?, how?]  to dose groups as indicated in Table 1 [The information in this table is MANDATORY].

TABLE 1.  Animal Assignment [change heading / units as appropriate for method of administration]
	Dose (mg/kg bw/day)
	0
	LDT
	MDT
	HDT

	# Females
	
	
	
	


4. Dose selection rationale: The dose levels were selected based on the results from [state study type(s)] where [route]- administration of up to [dose] resulted in [state effects]. [Use data from range‑finding study if available.]
5. Dosage preparation and analysis   [include frequency]
Test material-vehicle mixture was prepared [frequency] by mixing appropriate amounts of test substance with [vehicle] with storage at [describe] temperature.  Prior to the start of the study, stability of the test substance in [vehicle] was evaluated for a period of [number] days at [temperature].  Concentration and homogeneity (top, middle, and bottom) of the test mixture were evaluated [frequency].

Results - Homogeneity Analysis:  [Range of values]
Stability Analysis:  [Range of values]
Concentration Analysis:  [Range of values]
6. Dosage administration:  All doses were administered once daily by [route], on gestation days [#] through [#], in a volume of [#] mL/kg of body weight/day.  Dosing was based on the body weight on the most recent body weight determination [or on gestation day #].

C. OBSERVATIONS
1. Maternal Observations and Evaluations - The animals were checked for mortality or clinical signs [frequency].  Body weight and food consumption data were recorded on gestation days [description].  Dams were sacrificed on day [#] of gestation.  Examinations at sacrifice consisted of: [describe]
2. Fetal Evaluations - The fetuses were examined in the following manner: [describe in detail i.e., external, soft tissue and skeletal examination, including assignment of fetuses and standard/non-standard methodologies used]
D. DATA ANALYSIS
1. Statistical analyses: [Statistical procedures should be described in detail for each endpoint evaluated.  The litter should be considered the unit of statistical analysis.  Differentiate between parametric and non-parametric analysis  Describe any data transformations used.  General statistical assumptions need not be stated unless there are deviations from generally applied techniques.  Animals excluded from analyses should be in table footnotes.]
2. Indices: The following indices were calculated from cesarean section records of animals in the study: [Formulas or descriptions of pre- and postimplantation loss indices and any other indices as provided in the study report.]
3. Historical control data:  Historical control data were (not) provided to allow comparison with concurrent controls.  [Briefly describe source of data and what data were included.]
II.  RESULTS
A. MATERNAL TOXICITY
1. Mortality and Clinical Observations:  The following observations were reported: [Describe findings along with incidences or #animals affected/# animals examined]. [Tables are OPTIONAL]
2. Body Weight - Body weight data are summarized in Table 2 and as follows:  [Some form of this table is MANDATORY. Also include, body weight gain, corrected for gravid uterine weight, as necessary.]
TABLE 2.  Mean ((SD) Maternal Body Weight Gain (g) a
	Interval
	Dose in mg/kg bw/day (# of Dams)

	
	Control (N)
	LDT (N)
	MDT (N)
	HDT (N)

	Pretreatment:

Days # -#  
	
	
	
	

	Treatment:

Days # -#  
	
	
	
	

	Posttreatment:

Days # -#
	
	
	
	

	Corrected BW Gain
	
	
	
	


a  Data obtained from pages (insert page #s)  in the study report.

*  Statistically different (p <0.05) from the control.

** Statistically different (p <0.01) from the control.
3. Food Consumption - Food consumption data are summarized as follows: [Describe findings]. (Include table only if needed).
4. Gross Pathology - Gross pathology data are summarized as follows:  [Describe findings].
5. Cesarean Section Data - Data are as follows: [Describe findings]; as summarized in Table 3. [Some form of this table is MANDATORY; data should be presented as both fetal and litter incidences]
TABLE 3  Cesarean Section Observations a [Include (SD with mean values, as appropriate.]
	Observation
	Dose (mg/kg bw/day)

	
	0
	LDT
	MDT
	HDT

	# Animals Assigned (Mated)
	
	
	
	

	# Animals Pregnant
	
	
	
	

	  
Pregnancy Rate (%)
	
	
	
	

	# Nonpregnant
	
	
	
	

	Maternal Wastage
	
	
	
	

	  
# Died
	
	
	
	

	# Died Pregnant
	
	
	
	

	# Died Nonpregnant
	
	
	
	

	# Aborted
	
	
	
	

	# Premature Delivery
	
	
	
	

	Total # Corpora Lutea

Corpora Lutea/Dam
	
	
	
	

	Total # Implantations

(Implantations/Dam)
	
	
	
	

	Total # Litters
	
	
	
	

	Total # Live Fetuses

(Live Fetuses/Dam)
	
	
	
	

	Total # Dead Fetuses

(Dead Fetuses/Dam)
	
	
	
	

	Total # Resorptions
	
	
	
	

	Early
	
	
	
	

	Late
	
	
	
	

	Resorptions/Dam
	
	
	
	

	Early
	
	
	
	

	Late
	
	
	
	

	Litters with Total Resorptions
	
	
	
	

	Mean Fetal Weight (g)
	
	
	
	

	Males
	
	
	
	

	Females
	
	
	
	

	Sex Ratio (% Male)
	
	
	
	

	Preimplantation Loss (%)
	
	
	
	

	Postimplantation Loss (%)
	
	
	
	


a   Data obtained from pages (insert page #s)  in the study report.

*  Statistically different (p <0.05) from the control.

** Statistically different (p <0.01) from the control.
B. DEVELOPMENTAL TOXICITY  [Special instructions for Tables 4a, b, c: generally present variations and malformations (or other classifications of anomalies) separately; if there are no treatment-related findings include only a few of the most common findings; give the total visceral, skeletal and visceral alterations when applicable. Some form of these tables are MANDATORY.]
1. External Examination - [Describe noteworthy findings].

2. Visceral Examination - [Describe noteworthy findings].
3. Skeletal Examination - [Describe noteworthy findings].
TABLE 4a.  External Examinations a
	Observations b
	Dose (mg/kg bw/day)

	
	0
	LDT
	MDT
	HDT

	#Fetuses(litters) examined
	
	
	
	

	#Fetuses(litters) affected
	
	
	
	

	[Finding]
	    (  ) c
	    (  )
	    (  )
	    (  )

	
	
	
	
	

	
	
	
	
	


a  Data obtained from pages (insert page #s)  in the study report.

b  Some observations may be grouped together.

c  Fetal (litter) incidence

*  Statistically different (p <0.05) from the control.

** Statistically different (p <0.01) from the control.
TABLE 4b. Visceral Examinations  a
	Observations b
	Dose (mg/kg bw/day)

	
	0
	LDT
	MDT
	HDT

	#Fetuses(litters) examined
	
	
	
	

	#Fetuses(litters) affected
	
	
	
	

	[Finding]
	    (  ) c
	    (  )
	    (  )
	    (  )

	
	
	
	
	

	
	
	
	
	


a  Data obtained from pages (insert page #s)  in the study report.

b  Some observations may be grouped together.

c  Fetal (litter) incidence

*  Statistically different (p <0.05) from the control.

** Statistically different (p <0.01) from the control.
TABLE 4c. Skeletal Examinations a
	Observations b
	Dose (mg/kg bw/day)

	
	0
	LDT
	MDT
	HDT

	#Fetuses(litters) examined
	
	
	
	

	#Fetuses(litters) affected
	
	
	
	

	[Finding]
	    (  ) c
	    (  )
	    (  )
	    (  )

	
	
	
	
	

	
	
	
	
	


a  Data obtained from pages (insert page #s)  in the study report.

b  Some observations may be grouped together.

c  Fetal (litter) incidence

*  Statistically different (p <0.05) from the control.

** Statistically different (p <0.01) from the control.
III. INVESTIGATORS’ DISCUSSION and CONCLUSIONS:  [Note any deficiencies and how they impact on the study results and interpretation, if at all.  Include the following points in your discussion/conclusions section.]
[Describe the significant maternal findings and provide justification for the conclusions.] The maternal LOAEL is       mg/kg bw/day, based on [endpoints].  The maternal NOAEL is       mg/kg bw/day. 

[Describe developmental toxicity briefly.]

a. Deaths/Resorptions:

b. Altered Growth:

c. Developmental Variations:

d. Malformations:   
[If none, state that there were no treatment-related effects in developmental  parameters. Include effects at doses >LOAEL.]  The developmental LOAEL is       mg/kg bw/day, based on [endpoints].  The developmental NOAEL is      mg/kg bw/day.
