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8.1 Treatment Groups: 
 
To more accurately describe the proposed study design, the text 
 

There are two experimental groups, namely 1) a ‘treated’ group of 
subjects treated with the test products, of which there are three 
formulations, and 2) an untreated (‘negative’) control group. 

 
is replaced with 
     

There is one experimental group consisting of subjects testing 
repellent formulations, with their own untreated skin serving as a 
negative control. 
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9.1.6 Enrollment of alternate subjects and its relation to individual 
 privacy: 
 



Carroll-Loye Biological Research 
  711 Oak Avenue        Davis, California  95616          Tel (530)297-6080   http://www.carroll-loye.com/ 
                

    Errata EMD-003 p.2 
 

 
 

The second to last sentence is corrected by the insertion of the underlined 
text 
 

Separate forms would also assume that we may fairly treat individual 
subjects unequally on the basis of postulated gender-based differences 
in the information they merit receiving in order to arrive at their 
informed consent decision. 
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10.2  When Variable will be Assessed: 
 
Text in the last paragraph is corrected by the insertion of the underlined text 

 
Subjects will record any Crossings as they occur. Data are recorded in 
three-minute exposures at 15- minute intervals 
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11.3.2. Repellency: 
 
Text in the second paragraph of section is corrected by the deleted (struck 
through) and underlined text 
 

Complete protection time (CPT) is measured as the length of time 
from initial application to the First Confirmed Crossing. A FCC is a 
Crossing followed by another Crossing within 30 minutes.  For 
example, a Crossing at 120 90 minutes followed by another at 135 
minutes is not confirmed, but a third Crossing 
 

Text in the fourth paragraph in corrected by replacing the word ‘the’ with 
‘that’ (underlined) 
 

Such complementary information is important because it gives a rate 
function for performance that is intuitively explicable,   
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13   QUALITY ASSURANCE: 
 
For better accuracy, first two words ‘An independent’ have been replaced 
with those underlined 
 
A separate, professional Quality Assurance Unit (QAU) will inspect 


