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IRB SOP 702 
Informed Consent Documentation 

Purpose 

This Standard Operating Procedure (SOP) document describes the policies and procedures for 
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well as USA-specific local context language. At its discretion, the USA IRB may 
require elements in the consent that exceed federal requirements. 

6.3 Combination consent forms 

It is acceptable to 
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(for example, a study population of physicians or other highly educated 
individuals). 

6.10.3 Include a version number and/or the date of creation/revision, usually in 
a header or footer. This USA requirement is important for ensuring that 
the IRB is able to follow the evolution of consent forms and the use of 
multiple consent forms in a single study. However, the IRB has the 
authority to revoke this requirement if it wishes. The decision to do so 
should be documented in correspondence (email or letter) with the 
researcher. 

Adding a version number and/or creation/revision date is an 
administrative change that does not require submission of a modification 



USA IRB Policy and Procedure 



USA IRB Policy and Procedure 

Page 9 of 13 

facilitates the question and answer phase of the consent process between the 
potential subject and the researcher (if the researcher is not the interpreter). 

4.3 Witness 
The witness must be an adult, fluent in both languages, who is not a member of 
the research team. If the interpreter is not a member of the research team, the 
interpreter may serve as the witness. 

4.4 Signatures 
The following signatures (or marks) must be obtained: 
4.4.1 Short Form document: Signed by the subject, and 
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