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 SEQ CHAPTER \h \r 1Data Requirement:


PMRA Data Code:      










OECD Data Point:












EPA Guideline:









Test material:












Purity (%):




Common name

Chemical name:


IUPAC:

 
CAS name:


CAS No.:


Synonyms:
Reference/Submission No.:


Company Code: 


[For PMRA]

Active Code:



[For PMRA]


Use Site Category:

[For PMRA]
EPA PC Code: 




CITATION:  Indicate: author(s),year, study title, laboratory name and location, laboratory report

 number, sponsor, full study date.  If published, list the name of the journal, volume, pages, year.  

EXECUTIVE SUMMARY:
The (one-generation) reproductive toxicity of (test material) to groups of  (indicate the number) pairs of ......-day-old (species) was assessed over ....... days.  (Test material) was administered to the birds in the diet at (indicate test concentrations)..... mg ai/kg diet. The NOAEC of (test material) to the (species) was determined to be ...... mg ai/kg diet based on (the reproductive parameters) at the ...... mg ai/kg  diet level (LOAEC) when compared to the control.

Describe toxicity to parental generation, including behavioral abnormalities and other signs of toxicity.  Describe any avoidance of treated diet, differences in weight gain among treated groups as compared to the control group, and any other symptoms reported in the study.

Describe toxicity on reproductive parameters, including effects on egg production, hatching and growth of hatchlings.


Results Synopsis

Test Organism Size/Age(mean weight):


NOAEC:{.....mg a.i./kg diet}




LOAEC:{.....mg a.i./kg diet}


Endpoint(s) Affected:{............}

I. MATERIALS AND METHODS
GUIDELINE FOLLOWED:

Specify the guideline(s) that were followed and any deviations from the guideline(s).  State if the deviations affect the validity of the study.


COMPLIANCE:




Indicate if signed and dated GLP, Quality Assurance and Data Confidentiality statements were  provided.  

A. MATERIALS:
1. Test Material  




Complete this subsection using the information provided in the methodology section of the study report.  Name of test material as cited in the study report. 



Description: 





e.g., chemical state of the test material


Lot No./Batch No. : 

Purity: 






Indicate the % of active ingredient.  If radiolabeled material was used, indicate its a.i. purity and radio purity and location(s) of the label.




Stability of Compound 



under Test Conditions:


OECD recommends chemical stability in water, light, and diet, water solubility, pKa, Pow, and vapor pressure of test compound.
Storage Conditions of 



Test Chemicals: 




Indicate if the test material was frozen, refrigerated,  maintained in the dark.




Physicochemical properties of [test material], if provided



Parameter
Values
Comments

Water solubility at 200C



Vapor  pressure



UV absorption



pKa



Kow





2. Test organism: 

Parameter
Details
Remarks



Species (common and scientific names): 



Age at study initiation:



Body  weight: (mean and range)



Source of test birds:




B. STUDY DESIGN:
1. Experimental Conditions  


a. Range-finding Study:  If a range-finding study was conducted, briefly outline the test concentrations and other relevant conditions.  Indicate the results from the preliminary study that were used to determine the conditions for the definitive study.  


b.  Definitive Study








Table X . Experimental Parameters
Parameter
Details
Remarks

Acclimation Period:

Conditions (same as test or not):

Feeding:

Health (any mortality observed):



Test duration (weeks)

Pre-laying exposure:

Egg-laying exposure:

Withdrawal period, if applicable:



Pen (for parental and offspring)

Size:

Construction materials:

Number:



Number of birds per pen (male:female)



Number of pens per group/treatment 

Negative control:

Solvent control:

Treated:



Test concentrations (mg ai/kg diet)

Nominal:

Measured:



Maximum field residue anticipated from maximum application rate on product label; state  source of information for determining residue level



Solvent/vehicle, if used

Type:

Amount:



Was detailed description and nutrient analysis of the basal diet provided (Yes/No)



Preparation of test diet







Indicate whether stability and homogeneity of test material in diet was determined (Yes/No)



Were concentrations in diet verified by chemical analysis?



Did chemical analysis confirm that diet was stable and homogeneous?



Feeding and husbandry



Test conditions (pre-laying)

Temperature:

Relative humidity:

Photoperiod:



Egg Collection and Incubation

Egg collection and storage

Collection interval:

Storage temperature:

Storage humidity:





Were eggs candled for cracks prior to setting for incubation?



Were eggs set weekly?



When was candling done for fertility?



When were the eggs transferred to the hatcher?



Hatching conditions

Temperature:

Humidity:

Photoperiod:



Day the hatched eggs were removed and counted



Were egg shells washed and dried for at least 48 hrs before measuring?



Egg shell thickness

No. of eggs used:

Intervals:

Mode of measurement:



Reference chemical, if used




2. Observations:  












Table X: Observations
Parameter
Details
Remarks

Parameters measured

Parental:

(mortality, body weight, mean feed consumption)

Egg collection and subsequent development:

(no. of eggs laid, no. of eggs cracked, shell thickness, no. of  eggs set, no. of viable embryos, no. of live 3-week embryos, no. hatched,

no. of 14-day survivors, average weight of 14-d old survivors, mortality, gross pathology, others)









Indicate if the test material was regurgitated



Observation intervals (for various parameters)



Were raw data included?



II. RESULTS AND DISCUSSION:

A. MORTALITY:  Briefly summarize mortality; indicate if there was a dose-response effect; slope values, if provided.  Compare with reference chemical mortality.





Table X: Effect of {Test Material} on Mortality of {Species}
Treatment 

(mg a.i./kg diet)

[record measured and nominal conc. used]
Observation Period


Day x
Day x
Day x


No. Dead 

Male           Female
No. Dead 

Male          Female
No. Dead 

Male        Female

Control
 






Vehicle control







Test concentration 1







Test  concentration  2







Test concentration 3







Test concentration n









B. REPRODUCTIVE AND OTHER ENDPOINTS:  Describe the toxicity to parental

generation, including the effect on food consumption and body weight and any observation of food repellancy or food palatability.  Describe briefly the various reproductive effects of the chemical, including the time of onset of symptoms, duration and severity of effects, and numbers affected, if applicable.  Indicate the most sensitive reproductive endpoints, the results of gross necropsies, and compare with the reference chemical.

Table X. Reproductive and Other Parameters - Results for each test group (use similar tables for reference chemical, if used); indicate the units of measurement
Parameter
Control
Test conc. 1
Test conc. 2
Test conc. 3
Test conc. n
NOAEC/

LOAEC

No. eggs laid/pen







No. eggs laid/hen/day







% of eggs cracked







No. eggs set







Shell thickness (mm " SD)







No. viable embryos 







No. live 3-week embryos







No. of hatchling/hen







No. of normal hatchlings







Hatchling weight (g)







No. 14-day old survivors







14-day old survivors weight (g)







Mean food consumption (g)







Weight of adult females 

at test initiation:

at onset of egg laying/other:







Weight of adult males 

at test initiation:

at onset of egg laying/other:







Gross pathology







Other, if any








C. REPORTED STATISTICS:   List the parameters that were analyzed and the statistical tests that were performed.   A copy of the statistical methods from the study may be attached.  


D. CONCLUSIONS:     Provide the major conclusions for the following parameters: 


NOAEC:{.....mg a.i./kg diet}




LOAEC:{.....mg a.i./kg diet}





Endpoint(s) Affected:  {............}


Effect on reproductive parameters and the most sensitive end point:     

III.  REFERENCES:   Provide references that were cited in the study report: Studies in the open literature, references to other study reports in the submission, or other studies conducted by the applicant. 

