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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:

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, vol., pages, year.

EXECUTIVE SUMMARY:
[Modify the Executive Summary if required, incorporating the following critical elements and the level of detail.]

In a ...... -hour acute toxicity study, the cultures of {class, species, strain} were exposed to {test material} at {nominal/measured} concentrations of {0, x1, x2, ...xn mg a.i/L} under static or renewal conditions in accordance with the ....... {specify the guideline followed}   The water pH, temperature and lighting intensity were ...... After x hours of exposure, percent inhibition of cell density was .... at concentrations x1, x2, x3...., respectively.  The corresponding biomass was .....; the corresponding growth rate was ......   The NOAEC or EC05 and EC50/IC50 values based on cell density {or other endpoints} were ........ and ....... mg a.i/L, respectively.  The % growth inhibition in the treated algal culture as compared to the control ranged from .... to ...... 

The following abnormalities were noted: (list abnormalities that may include unusual cell shape, colour differences, flocculation, adherence of algae to test vessels, aggregation of algal cell, precipitation in the test solution, or stimulation).  If toxicity and abnormalities were not observed, state: “There were no compound related phytotoxic effects.”

Results Synopsis

Test Organism:


Test Type (Flow-through, Static, Static Renewal):


......hr EC05: {.....mg a..i./L}



95% C.I.:  {....  to ... mg a.i./L}


......hr EC50/ IC50: {.....mg a.i./L}


95% C.I.:  {....  to ... mg a.i./L}


......hr NOAEC:{.....mg a.i./L}


Probit Slope:  {............}



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:




Specify the GLP standard used.  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 radiolabelled material was also used, indicate its a.i. purity and the radio purity and the location(s) of the label



Stability of Compound 



Under Test Conditions:

OECD recommends water solubility, 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].



Parameter
Values
Comments

Water solubility at 20EC



Vapour pressure



UV absorption



pKa



Kow




2. Test organism: 




Name: (class and species)


EPA recommends the freshwater green alga (Pseudokrichneriella subcapitata -




formerly known as Selenestrum capricornutum and also as Raphidocelis 




subcapitata), the marine diatom (Skeletonema costatum), the freshwater diatom 



(Navicular pelliculosa), and the blue-green alga (Anabaena flos-aquae). 

OECD suggests the following species:  Pseudokrichneriella subcapitata (formerly Selenastrum  capricornutum), Scenedesmus subspicatus, and Chlorella vulgaris. If other species are used, the strain should be reported





Strain:




Source:  laboratory, culture collection

Age of inoculum: at test initiation







Method of cultivation:

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:

Culturing media and conditions: (same as test or not)

Health: (any toxicity observed)



Test system

Static/static renewal:

Renewal rate for static renewal:



Incubation facility



Duration of the test



Test vessel

Material: (glass/polystyrene)

Size:

Fill volume:



Details of growth medium

Name:

pH at test initiation:

pH at test termination:

Chelator  used:

Carbon source:

Salinity (for marine algae):




If non-standard nutrient medium was used, detailed composition provided (Yes/No)



Dilution water 

Source:

Type:

pH:

Salinity (for marine algae):

Total Organic Carbon:

Particulate matter:

Metals:

Pesticides:

Chlorine:

Water pretreatment (if any):

Intervals of water quality measurement



Indicate how the test material is added to the medium (added directly or used stock solution)



Aeration or agitation



Initial cells density



Number of replicates

Control:

Solvent control:

Treated ones:



Test Material



Test concentrations 

Nominal:

Measured:



Solvent (type, percentage, if used)



Method and interval of analytical verification:

Limit of Detection: 

Limit of Quantitation:



Test conditions

Temperature:

Photoperiod:

Light intensity and quality:



Reference chemical, if used

Name:

Concentrations: 



Other parameters, if any





2. Observations:  











Table X: Observation 

Parameters
Details
Remarks




Parameters measured including the growth inhibition/other toxicity symptoms



Measurement technique for cell density and other end points



Observation intervals 



Other observations, if any



Indicate whether there was exponential growth in the control



Water quality was acceptable (Yes/No)





Were raw data included?



II. RESULTS AND DISCUSSION:

A. INHIBITORY EFFECTS:

Briefly describe the phytotoxic inhibition, including the effect on cell density, dry weight,  growth rate, and dose response relationship.


Describe the other relevant effects - unusual cell shape, colour differences, flocculation, adherence of algae to test vessels, aggregation of algal cells, precipitation in the test solution, etc.  There was/was not a major change in pH during the study.  If there was no observed toxicity, state: “There were no compound-related phytotoxic effects.”



Table X: Effect of [test material] on algal growth (common name and scientific name)*

Treatment (record measured and nominal concentration (mg a.i./L)
Initial cell

density

Cell density at



24  hours
48  hours
xn hours





cell count
% inhibition

Negative control






Solvent control (if used)






Treatment 1






Treatment 2






Treatment x






Reference chemical, if used






*  If more than one endpoint parameter was measured, use a different table for other major endpoints.









Table X: Statistical endpoint values.
Statistical Endpoint
 Biomass 
Growth rate
other parameter

NOAEC or EC05
(mg a.i./L)




EC50 (mg a.i./L) (95% C.I.)




IC50 (mg a.i./L) (95% C.I.)




other (IC25/EC25)




Reference chemical, if used
NOAEC

IC50/EC50





B. 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.

NOAEC:  






Probit Slope:




95% C.I.:


C. CONCLUSIONS:   Provide the major conclusions, e.g., values for EC05 or EC50/IC50 and NOAEC  


.....hr EC50/IC50



......hr NOAEC or EC05 

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 proponent.
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