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1. Purpose and Background Research Included         Not Included 

2. Research Method 

a. Summary of research method Included         Not Included 

b. Means of human research subject recruit Included         Not Included 

c. Procedure of acquiring consent from human research subject Included         Not Included 

d. Criteria of selecting and excluding human research subject Included         Not Included 

e. Number of target human research subject and calculation ground Included         Not Included 

f. Comparison group selection (when applicable) Included         Not Included 

g. Randomization (when applicable) Included         Not Included 

h. Blind method (when applicable) Included         Not Included 

i. Dosage, administration(injection) method, administration(injection) 
period and reason for the set-up (when applicable) Included         Not Included 

j. When using control medication, reason for the selection (when 
applicable) Included         Not Included 

k. Observation items, observatory test method and clinical test 
items(when applicable) Included         Not Included 

l. Effectiveness evaluation variables, evaluation method and 
interpretation method (when applicable) Included         Not Included 

m. Safety evaluation criteria, evaluation method and reporting method Included         Not Included 

n. Principle and method of statistical analysis Included         Not Included 

3. Research Schedule Included         Not Included 

4. Research cost details Included         Not Included 

5. Consideration for human research subject safety(test cessation, handling of 
serious side effects. Etc.) Included         Not Included 

6. Matters required for ethical research work(measures for protecting privacy 
information of human research subject, research based on the Helsinki 
declaration, etc.) 

Included         Not Included 

7. Recent history or other work experiences of lead researcher and co-
researchers Included         Not Included 

Form Annex 3 
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