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	1. Purpose of study

2. Study Design (Brief Description)

· Inclusion criteria 

· Exclusion criteria 

· Withdraw criteria and rescue medication

· Sample Size and Study Duration 

3. Please specify objectives of study when collecting extra specimen from participants
4. Expected Endpoints of Treatment 

5. Others 

· Please specify Legally Authorized Representative (LAR), if needed. 
· Please specify the concerns when study involved vulnerable population. 
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