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OBJECTIVE
To describe the policies and procedures for 

GENERAL DESCRIPTION
a. Brief description of the technique or procedure that could be used in the Project Outline Form.
b. Brief description of the technique or procedure that would be used in the Consent Form.

c. Brief description of the technique or procedure that would be used in the Assent Form.
d. Brief description of the technique or procedure that would be used in the Parental Consent Form.

e. Confirm the target age range for the technique or procedure, as needed.

Definitions

RESPONSIBILITY
Execution of SOP:  Principal Investigator (PI) / Study Personnel, IRB Chair, IRB, Office of Research Compliance (ORC), ORC Staff
PROCEDURES
a. Detailed description of the list of steps needed to use the technique or complete the procedure.
b. Description of calibration steps needed to check the performance of the device or instrument and documentation that it is maintained.

c. Description of cleaning needed to maintain and / or sterilize the device or equipment.
d. Brief summary of the procedure that would be used for the Project Outline Form.

e. Brief summary of the procedure that would be used for the Consent Form.
RISK
a. Description to be used for the Project Outline Form.
b. Description to be used for the Consent Form.

REFERENCES
SUBMITTER
Please note that the name of the submitter of the SOP is provided for a reference for follow-up, as needed.
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