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AMENDMENT 2 

 
Reason for Change: 
 
An Exit Questionnaire has been added to the protocol to assess participants’ opinions of 
their participation in the study. 
 
 
Update: 
 
The following protocol locations are affected: 
 

• Section 6.1 Schedule of Study Procedures– “Administer Exit Questionnaire” will 
be added the Test Session 5 procedures.  

• Section 6.8 Timing of Questionnaire Assessments – One sentence will be added to 
the end of this section: “An Exit Questionnaire will be administered at Test 
Session 5 to assess participants’ opinions of their participation in the study.”   

 
Note:  The informed consent form states, “You will provide blood samples, an expired breath 
sample and will complete questionnaires at each test session.”  Because the ICF does not 
specifically state the nature of each questionnaire, it will not be updated. 


