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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 21-day chronic toxicity of {test chemical} to Daphnia {species} was studied under {static renewal/flow-through} conditions. Daphnids were exposed to {control, solvent control, and test chemical} at {nominal/measured} concentrations of  { x1, x2, x3,.......xn mg a.i/L}.  The 21-day NOAEC/LOAEC  based on {lethal/sublethal effect; specify the effect} was ...... mg a.i/L.  The lethal/sublethal effects included were {provide a list of these effects}.  (For OECD, the 21-day ECx {e.g., EC15, EC20, EC25 } based on {lethal/sublethal} effects as ..... mg a.i./L can be an option.)   Production of offspring in the treated groups indicated that {test chemical} did or did not have an effect on the reproduction at concentrations greater than {...... mg a.i/L). The most sensitive endpoint was {specify}.

Results Synopsis

Test Organism Age at Test Initiation (e.g., 1st instar):


Test Type (Flow-through,  Static Renewal):


Most  Sensitive:


NOAEC:

{............mg a.i./L}



LOAEC: 
{............mg a.i./L}



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


Minimum Significant Detectable Difference, i.e., power of test: { for all endpoints }

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. Indicate 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 also used, indicate its a.i. purity and the radiopurity and the 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.




Physicochemical properties of [test material], if provided



Parameter
Values
Comments

Water solubility at 200C



Vapor  pressure



UV absorption



pKa



Kow



Storage conditions of 



test chemicals: 



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





2. Test Organism: 



Species: 





EPA prefers Daphnia magna. 



Age of the parental stock:  




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



Parental acclimation:

Period:

Conditions: (same as test or not)

Feeding:

Health: (any mortality observed)



Test condition:

Static renewal/flow-through:

Type of dilution system-  for flow through method.

Renewal rate for static renewal



Aeration, if any



Duration of the test



Test vessel

Material: (glass/stainless steel)

Size: (for growth and reproduction/survival test)

Fill Volume



Biomass loading rate





Source of dilution water



Water parameters:
Hardness

pH

Dissolved oxygen

Temperature

Total Organic Carbon

Particulate matter

Metals

Pesticides

Chlorine

Alkalinity

Conductivity

COD (when testing cationic compounds)

Intervals of water quality measurement



Treatment concentrations

Nominal (corrected/uncorrected):

Measured:



Solvent (type, and concentration, if used)







Number of organisms/replicate/group:

Negative control:

Positive control:

Treatments:





Number of replicates 

Negative control:

Treatments:



Lighting



Recovery of chemical 

Level of Quantitation

Level of Detection

Method recoveries

% of nominal



Stability of chemical in the test system 



Variability of chemical in test system



Other parameters, if any



2. Observations:  








Table X: Observations
Parameters
Details
Remarks



Data endpoints measured (list)



Observation intervals 



Were raw data included?



Other observations, if any



II. RESULTS AND DISCUSSION

A. MORTALITY:

Briefly summarize mortality, concentration-response relationship, slope of response, if provided, and LC50/EC50 .  EPA recommends control mortality # 30%, and daphnids in each control produce at least 40 young after 21 days.  OECD recommends control mortality #20%, and daphnids in each control produce $20 young after three broods.



Table X: Effect of {Test Material} on Growth and Survival of Daphnia sp.
Treatment 

(mg a.i./L)

[record measured and nominal conc. used]
F0  mortality  (dead or immobile)
# young produced/

adult
F0 dry weight
F0 length
endpoint x


No Dead
% 





Negative control   









 Positive  control, if used (indicate carrier concentration)







Test concentration 1







Test concentration 2







Test concentration 3







Test concentration 4







Test concentration 5







Test concentration n







NOAEC







LOAEC







ECx








B. EFFECT ON  REPRODUCTION:  Discuss the number of offspring produced,

length/dry weight of offspring; any behavioral abnormalities; presence of aborted eggs; immobilized offspring; or other signs of toxicity.  Indicate any  results related to the chemical properties of the test material. Provide NOAEC, LOAEC, (optional ECx); report the most sensitive endpoint.


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, e.g., values for LOAEC, NOAEC and the most sensitive endpoint(s)]  

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.  Do not include references to standard guidelines or methodologies.
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