STUDY PROFILE

Name of Chemical/Technical

Study Type:  Determination of Transferable Residue on Indoor Treated Surfaces

OPPTS Guideline Number:  875.2300

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]


CONCURRENT EXPOSURE  STUDY?:  
Yes / No 

[If yes, append and fill appropriate study template and calculate transfer coefficient template] 
WAS AIR SAMPLING CONDUCTED IN CONJUNCTION WITH SURFACE SAMPLING?
Yes / No   
[If yes, append and fill appropriate study template]
GUIDELINE OR PROTOCOL  FOLLOWED:  [state which -note if deviations and provide details in appropriate sections]
STUDY TYPE: 
Determination of Transferable Residue on [surface]  Treated with [test substance]
TEST MATERIAL: 
[specify formulation, active ingredient any breakdown-product sampled in study]

SYNONYMS:    
[common name, other names, code names]
CITATION:

[Director, Author [up to 3], Date, Title, Laboratory name (and location). Laboratory report number, 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 Unpublished (or if published, list Journal name, vol: pages)]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: 

Be brief (one or two paragraphs). 
This study was designed to collect data to calculate transferable residue dissipation  curves for [test substance] on [surface(s)]  at X test sites [specify types of sites - e.g., commercial, residential, etc] in [geographical regions].  [If surrogate study, state and discuss relevance].  Transferable residues were sampled using [specify method].  The application method,  rates, frequency (number and timing), and monitoring times (times after final application that residues were sampled) were relevant/not relevant  to the use pattern proposed (include additional discussion as appropriate).  Geographical, climatic, ventilation and other site conditions were relevant/not relevant to the proposed US/Canadian use pattern (if not, state why).  X sites were monitored with X replicates per sampling time per site (total replicates per sampling time = X) (adapt as appropriate).

Dissipation rates were modelled utilising pseudo first order kinetics (or explain) to estimate t( = X.    

State conclusions re. acceptability of, applicability of and overall confidence in study
I.   MATERIALS AND METHODS
A.  MATERIALS
1.  Test Material: 
Formulation:

Lot/Batch #  formulation:

Formulation guarantee:

CAS #(s):
Other Relevant Information:

2.  Relevance of Test Material to Proposed Formulation(s):
[Note similarities/differences in formulations.]
B.  STUDY DESIGN
[Note deviations from Protocol or from Guideline Standards]

Refer to:
Series 875 - Occupational and Residential Exposure Test guidelines.  Group B - Postapplication Exposure Monitoring Test Guidelines.  Version 5.4.  Working Draft.  U.S. Environmental Protection Agency, Office of  Prevention, Pesticides and Toxic Substances.  1998.    

1.   Site Description
[description of test site (e.g,. multiunit, construction of house, size of rooms etc)]
Test locations:
[Describe locations and note relevance to US/Canadian use patterns .  Consider environment, climate, etc.]
Meteorological Data: 
[Were sunlight, temperature, barometric pressure, relative humidity, etc. relevant to US/Canadian use pattern?]

Ventilation/Air-Filtration:
[Specify method, timing and duration of ventilation relative to application and sampling times.  Discuss relevance to proposed US/Canadian use pattern]
2.   Surface(s)  Monitored:

Room(s) Monitored:
[ Kitchen, living room, hallway, etc.]  

Room Size(s):
Types of Surface(s):
[Carpet, tile, hardwood, etc.  Specify horizontal or vertical surface]

Surface Characteristics:
[Specify surface condition (e.g., worn vs. new).  Specify whether vertical of horizontal surface.  If carpet, specify type(s), etc.] indicate type of carpet, who made it and whether the carpet was pretreated at the factory
Areas sprayed and sampled:
[Be specific - Use diagrams as appropriate] 
Discuss relevance of surfaces monitored to proposed uses.
Other products used:

3.   Physical State of  Formulation as Applied :

i.e., Granular / Liquid/dust/fogger
4.   Application Rates and Regimes
Residential or Commercial Applicator?:

Application rate(s):
Application Regime: 
(number and timing of applications broadcast vs crack and crevice)
Application Equipment:

Spray Volume:

Equipment Calibration Procedures:
[If  application rate, timing, equipment or other practices are different from proposed use, note, comment and conclude relevance]
Was total deposition measured?  
Yes / No 

[If yes, provide details of methodology and results.  Identify the % of target application range.]
5.  Transferable Residue Sampling Procedures
Method and Equipment:
[Provide details.  Reference any appropriate literature on method validation]
Sampling Procedure(s) :

Surface area(s) sampled:   

 Replicates per surface:

-  Replicates per sampling time:     

-  Number of sampling times:

Times of sampling: 
[length of time after final application]
Other Relevant Information:
6.  Sample Handling
Samples were [Describe sample handling during and after the exposure period; e.g., placed in pre-labelled glass jars and  frozen].   Samples were stored for xx days prior to analysis.  Note any aberrations.
7.   Analytical Methodology:
Extraction method(s):
[describe]
Detection method(s):
[e.g., briefly describe chromatographic conditions]
Method validation:
[expected  accuracy, precision and specificity.  State LOD, LOQ and working concentration range ]
Instrument performance and calibration:
[generation of standard curves, etc.]
Quantification:
[describe linear regression analysis or other statistical methods used to calculate field residues]    
8.  Quality Control:
(For US only: see Table 2a  for suggested table format for QA sampling)
(For Canada only: see Table 2b  for suggested table format for QA sampling)
Lab Recovery:
Each set of samples was run with x blank and x fortified controls at x spike levels (spanning the method limit of x μg and levels detected in field samples (x μg)) (or explain deviation).  

Specify mean, standard deviation and range of percentage recoveries for each matrix. (If dependent on spike level, or if highly variable results, discuss and provide details;  If field recovery samples used for lab recovery, just note this.)
 Field blanks:
x samples of each matrix was exposed to the environment for x hours at each application site.  (Provide details of field location.  Specify results.)

Field recovery:
Triplicate samples of each media were fortified with x and xx μg of [test substance] on each of the sampling days. These samples were stored and analysed with the test samples (or explain).

Specify mean, standard deviation and range of percentage recoveries for each matrix.  (Use judgement: If recoveries vary between days or spike levels, tabulate  data and discuss which values are most relevant to correct field residue levels.  If recoveries are consistent between sites and/or spike levels, it may be sufficient to present overall means.  If recoveries are low or highly variable, discuss implications).   

Formulation:
xx field samples of  [test substance] was frozen and stored for analysis.  The analytical concentration was xx % of nominal.

Tank mix:
Each tank mix was sampled and analysed in triplicate.  Specify mean, standard deviation and range of percentage recoveries for each site (or test day, etc.). 
Travel Recovery:
[Discuss, if relevant.]
Storage Stability:
xx sets of samples were spiked in duplicate at three fortification levels.  (Describe - e.g., One set was analysed immediately, one at the length of time the field samples were frozen (X days) and two were stored to be analysed "if necessary").
Specify mean, standard deviation and range of percentage recoveries for each matrix. (If dependent on spike level, or if highly variable results, discuss and provide details;  If field recovery samples used for storage recovery, just note this)
II.   RESULTS AND CALCULATIONS:
Use spreadsheet formats when possible to minimize calculation and transcription errors and to facilitate data adjustments during peer review, etc.   

· Specify recovery corrections.   (Note: It is not necessary to correct for field recoveries  > 90%.  If field, lab and storage recoveries are not determined concurrently the recovery correction factor (%) is field recovery (%) x lab recovery (%) x  storage recovery (%)).
· Specify treatment of values < LOD or LOQ.   Generally values > LOD  and < LOQ  should be set to (LOQ.  Values <  LOD should be set to (LOD.

· Tabulate arithmetic means and standard deviations for all residue replicate samples for each field test for sampling interval (e.g., see Table 2).  

· Specify the number of replicates per calculation

· Present and discuss all data points.

· Develop an equation that describes chemical dissipation over time.   Specify any transformations of data prior to regression analysis.   [It is usually appropriate to assume that decay follows pseudo-first order kinetics (i.e., to ln transform transferable residue data before regression.   If other models are used, specify  and rationalise statistical methods used to determine data distributions and append the output from any statistical data analysis.].    

· Include a graphic presentation of  the dissipation kinetics, showing individual data points and predicted best-fit line or curve.

· List slope, constant, r-squared, correlation coefficient, half-life.

III   INVESTIGATORS’ DISCUSSION
A.   LIMITATIONS OF THE STUDY:
Note any limitations of the study and their implications (e.g., low field recovery, short or inadequate replicates, etc.)
B.   CONCLUSIONS:

Reiterate major  study or data limitations.  

Table 1.  Transferable Residue Sampling Times (For use with Canadian submissions only)
	
	Interval

	
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10

	Site 1
	Time from last application (days)
	
	
	
	
	
	
	
	
	
	

	
	Number of replicates
	
	
	
	
	
	
	
	
	
	

	
	Surface sampled
	
	
	
	
	
	
	
	
	
	

	
	Area (cm2)
	
	
	
	
	
	
	
	
	
	

	Site 2
	Time from last application (days)
	
	
	
	
	
	
	
	
	
	

	
	Number of replicates
	
	
	
	
	
	
	
	
	
	

	
	Surface sampled
	
	
	
	
	
	
	
	
	
	

	
	Area (cm2)
	
	
	
	
	
	
	
	
	
	


Table 2a.  Transferable Residue Data for (specify surface, sample site, etc.) [For US submissions only]
	Sampling Interval

(Days after treatment)
	Transferable Residue Level

(μg/cm2)
	Statistical summary of Transferable Residue Levels

	
	Replicate 1
	Replicate 2
	Replicate 3
	Arithmetic Mean

(μg/cm2)
	Standard Deviation

(μg/cm2)
	Coefficient of Variation

(%)
	Natural Log of Mean

(μg/cm2)

	0 hrs
	
	
	
	
	
	
	

	2 hrs
	
	
	
	
	
	
	

	12 hrs
	
	
	
	
	
	
	

	24 hrs
	
	
	
	
	
	
	

	48 hrs
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


Footnote:  Triplicate carpet samples of 100 cm2 surface area
Table 2b.  Transferable Residue Data for (specify surface, sample site, etc.) [For use with Canadian submissions only]
	Sampling Interval

(Days after treatment)
	Transferable Residue Level

(μg/cm2)
	Statistical summary of Transferable Residue Levels

	
	Replicate 1
	Replicate 2
	Replicate 3
	Replicate 4
	Replicate 5
	Arithmetic Mean

(μg/cm2)
	Standard Deviation

(μg/cm2)
	Coefficient of Variation

(%)
	Natural Log of Mean

(μg/cm2)

	0 hrs
	
	
	
	
	
	
	
	
	

	2 hrs
	
	
	
	
	
	
	
	
	

	12 hrs
	
	
	
	
	
	
	
	
	

	24 hrs
	
	
	
	
	
	
	
	
	

	48 hrs
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


Qaulity Control for Study Design
	Field Recoveries

	Fortification
	Results
	X and standard or CV

	Low
	
	

	
	
	

	
	
	

	
	
	

	Medium
	
	

	
	
	

	
	
	

	
	
	

	High
	
	

	
	
	

	
	
	

	
	
	

	                                                                                                                            overall X


