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 SEQ CHAPTER \h \r 1
Data 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 acute oral toxicity of {test material} to X-d-old {common name and scientific name} was assessed over ....days.  {Test material} was administered to the birds {enter the number of birds per treatment} by {method} at [Indicate doses used} mg ai/kg bw.  The ...day-acute oral LD50 was ....mg a.i/kg bw.  The ...day NOAEL of {test material} to the {species}, based on {endpoint} was ....mg a.i/kg bw.  According to the US EPA classification, {test material} would be classified as [toxicity classification] to {species} on an acute oral basis.

Describe toxicity briefly including mortality, behavioral abnormalities, and other signs of toxicity.  If there was no toxicity, state that there was no compound related toxicity effect.


Results Synopsis

Test Organism Size/Age (mean weight):


LD50: {.....mg a..i./kg bw}   
95% C.I.:  {....  to ... mg a.i./kg bw}      Probit Slope:  {............}


NOAEL:{.....mg a.i./kg bw}



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 radio-labeled 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 reporting water solubility, chemical stability in water and light, 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: 




Species (common and scientific names):  EPA recommends using either northern 

bobwhite [Colinus virginianus] or  mallard [Anas platrhynchos].  Species that can be used in addition to northern bobwhite or mallard but are not preferred as an alternative include: pigeon [Columba livia], Japanese quail [Coturnix coturnix japonica], ring-necked pheasant [Phasianus colchicus], and red-legged partridge [Alectoris rufa], may be tested   If species other than the northern bobwhite or mallard are used,it is important that they are responsive to the conditions of the test and do not avoid exposure to the test material through fasting.

Age at study initiation:  EPA recommends young adults of both sexes, not yet mated, and at least 16 weeks old at time of dosing.
Weight at study initiation: (mean and range):  Birds are typically uniform in size and weight and phenotypically indistinguishable from wild birds



Source: 

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):



Pen size and construction materials



Test duration



Dose preparation (Indicate method of confirmation of dose)

 

Mode of dose administration



Dose levels

Nominal:

Measured:



Solvent/vehicle, if used

Type:

Amount/bw:



Number of birds per groups/treatment

Negative control:

Solvent/vehicle control:

Treated:



No. of feed withholding days before dosing



Test conditions

Temperature:

Relative humidity:

Photoperiod:



Reference chemical, if used

Name:

Concentrations tested:



2. Observations:  









Table X: Observations
Criteria
Details
Remarks



Parameters measured

(mortality/individual body weight at test initiation and termination/ mean feed consumption/ others) 



Indicate if the test material was regurgitated



Groups on which necropsies were performed



Observation intervals



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 toxicity test endpoints.




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

(mg a.i./kg bw )


No. of Birds 

Cumulative Mortality



day 1
day 2
day 3
day 4
day n

Solvent/vehicle control

 





Test dose 1







Test dose 2







Test dose 3







Test dose n







NOEL


LD50


Reference chemical


Mortality








LD50



NOAEL


B. SUBLETHAL TOXICITY ENDPOINTS:

Briefly summarize behavioral abnormalities; other signs of toxicity (body weight loss, food consumption, organ effects, etc.).  Indicate effects that were related to the chemical properties of the test material.  Compare the sublethal effects with that of the reference chemical.


Table X: Sublethal Effect of {Test Material} on {Test Organism}, If Reported  

Treatment

(mg a.i./kg bw)
Observation


body  weight
food consumption
other endpoint


day  0
day x1
day x2
day 0
day x1
day x2
% affected

Negative control








Test dose 1








Test dose 2








Test dose 3








Test dose n








NOAEL


EC50


Reference chemical
effect









NOAEL



LD50



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:  Indicate the acceptability classification.  Provide the major conclusions , e.g., values for  LD50 (95% confidence interval), probit slope
(95% confidence

interval), NOAEL, and  sublethal effects. 

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.
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