
Test Substance 
Labeling Concerns

I keep myself up at night worrying about it



Test Substance Labels at a minimum should contain:

• Name

• Batch number

• Expiration date

• Storage conditions

This is a GLP Requirement.  It’s not just QA being weird.



• If any of the the label requirements are missing, transfer them 
from the Certificate of Analysis.

• If the COA is missing any of these requirements contact the Study 
Director

• Remember the SD doesn’t exactly know what you will receive

• If you have any doubts, call the Study Director, they need to be aware of 
any concerns



•QA checks the label when we conduct an In-Life 
Inspection, because we are cool like that

• We are extremely skeptical of these manufacturer labels
• If the TS name doesn’t exactly match the Protocol we dig a little deeper
• Give QA some time to check the label during the CPI and confirm that it’s the right TS
• In some cases, the chemical might not be even GLP

•Manufacturers label their TS containers differently, so don’t assume the 
labels to be complete



• Besides a complete label, when you receive the test substance   
you should also;

• Check that the TS matches the Protocol for a particular study

• Check whether or not it will expire before the necessary applications

• Better to check this upon receipt rather than day of application

• If your technician picks up the sample make sure they also do these things



•QA will only visit about 30-40% of your trials in 
any given year

• So, it’s your responsibility to make sure the TS label is complete

• It’s not a bad time to see if the adjuvant label is complete as well

• Name

• Concentration
• Expiration date
• Storage conditions



• So here’s the deal;

• EPA did find a test substance label without a expiration date at an 
inspection this year.

• Even though the study had not yet been submitted, it was written up

• This is something that they look for, after all it’s a GLP requirement

• Try to make sure that ALL your test substances have the proper labeling in 
preparation for any EPA inspection you might have





Things You Don’t Have to 
Date and Initial

No, I’m totally serious



You do not need to add initials and date to entries made on:

• Plot Markers

• Sample Bags

• Container Labels

• SOP additions



• These items are not part of the Study Record and are not retained

• You still are free to initial and date these entries, it might be helpful to initial 
and date to inform about the who and when. 

• As a QA, I don’t want to dissuade you from this habit.



Rounding

Too Much of a Good Thing



• You can certainly record a rounded calculated value in the Databook.  But, 
don’t use that rounded number as you are progressing through a calculation

• Test Substance amounts

• Plot Area
• Output volume

• Using a rounded value can introduce quite a bit of error in the system

• The smaller the rounded value the greater the percentage difference.



55 ft   x   3.3 ft   x   4 passes      =       726 ft2 0.017 Acre



0.017A x   333.5 ml/A  =  5.67 ml plot

35 gpa x  0.017A      =   2252 ml   

2252 ml =     5.67 ml

3000 ml 7.55 ml

125.3 sec  x  18.0 ml/sec  =  2255 ml

7.50 ml =  0.0025  x   2255 ml    = 5.62 ml =   99.1%
3007.5 ml 5.67 ml plot



FIELD ID NO: ____________                            

IR-4 FIELD DATA BOOK 

PART 6.  APPLICATION RECORDS 

A.  EQUIPMENT 
INSTRUCTIONS:  Complete a separate form for each piece of test substance application equipment used in the trial. 

EQUIPMENT USED FOR APPLICATION NUMBER(S) ______________ 
 
EQUIPMENT IDENTIFIER1 _____________________________________________________________________________ 
 1Each test substance application equipment must have a unique identifying name or code 
 
APPLICATION EQUIPMENT TYPE (Check one)     TRACTOR_____     BACKPACK____     GRANULAR____ 

OTHER____ (Describe) _________________________________________________________________________ 

    PROPELLANT (Check one)       CO2_______      COMPRESSED AIR_______      PUMP______ 

 OTHER____ (Describe) _________________________________________________________________________ 

TYPE OF APPLICATION (Check all that apply)  
1) FOLIAR______   TO THE GROUND______   
2) BROADCAST_____  BANDED______  DIRECTED______  IN-FURROW_____ 

3)        OTHER_____ (Describe)________________________________________________________________ 

NUMBER OF PASSES THAT ARE NEEDED TO TREAT THE PLOT __________________________________________ 

NUMBER OF NOZZLES OR HOPPER OUTLETS USED  

MESH SIZE USED IN 
THE STRAINERS 

 SPACING BETWEEN NOZZLES 
OR HOPPER OUTLETS 

 

NOZZLE BRAND/TYPE/SIZE (e.g. T-JET 8004, even flat fan):  

TREATED AREA2____________________________________________________________________________________ 

2Calculated width of nozzle discharge pattern (CWNDP) at proper boom height X length of plot sprayed or treated.  
For a broadcast application, CWNDP = (# of nozzles X nozzle spacing).  For a banded application, CWNDP = # of 
nozzles X swath per nozzle. If application is foliar or soil directed enter row width X # of rows X length of plot 
sprayed or treated; treated row width may differ from actual row width when the actual row width is wider or 
narrower than local commercial practices.  In this circumstance, the application rate should be calculated using a 
local commercial row width, and an explanation should be included on this page or inserted behind this page.  
Contact the Study Director if guidance is needed. 

DOES TREATED AREA (for application rate calculations) = PLOT AREA (from Parts 5C and 5F)?   YES_____  NO_____ 

(For foliar directed and soil directed applications, check “YES” above unless local commercial row widths are used instead of 
the actual row width on the research plot.  This prompt is intended to help data reviewers calculate the application rates 
correctly.) 
IF NO, PLEASE EXPLAIN: ____________________________________________________________________________ 

____________________________________________________________________________________________________ 

____________________________________________________________________________________________________ 

ABOVE DATA ENTERED BY: ____________________________________________________ DATE: ________________ 

PART 6 PAGE ___         Trial Year 2019 

Total number of pages in this section at initial pagination:  ____   
------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------- 
COMPLETE IF APPROPRIATE: "THIS IS A TRUE COPY OF THE ORIGINAL" 
THE ORIGINAL IS IN IR-4 FIELD DATA BOOK NO. _________________ INITIALS ____________DATE____________ 

55 ft   x   3.3 ft   x   4 passes      =       726 ft2 0.02 Acre



0.02A x  333.5 ml/A  =  6.67 ml plot

35 gpa x   0.02A      =   2650 ml   

2650 ml =     6.67 ml

3000 ml 7.55 ml

125.3 sec  x  18.0 ml/sec  =  2255 ml

7.50 ml =  0.0025  x   2255 ml    = 5.62 ml =   84.3%
3007.5 ml 6.67 ml plot



• Fall back to your SOP on Rounding

• Be mindful of documenting rounded values in prompts that they do not 
end up being used in the calculation

• There will always be a difference in how you calculate and how QA 
calculates a value.  We are trying to maintain a margin of error of 1%

• In a nutshell: Don’t round until the final value



Any Questions?


