SAFETY PROTOCOL AMENDMENT REVIEWS
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***
 Changes are made to the study protocol that 
DO NOT
 
impact safety (e.g., change in PI or staff, additional data/analysis)
.
 
) (
**
 Every 
other 
type of an amendment (e.g., change in PI
,
 
added
 staff, 
chemicals, blood draw, data
/analysis),  
MUST be reviewed by the 
Full Board
.
 
) (
***
 Changes are made to the study protocol that 
DO NOT
 impact safety (e.g., 
removal of
 staff), 
MUST be reviewed by the 
Chair
.
) (
**
 Changes are made to the study 
protocol that 
DO
 
impact safety (e.g., 
addition of chemicals, blood draws, etc.
), 
MUST be reviewed by the 
Full Board.
)








 (
NOTE:  
 
* Start: 
SRS Coordinator performs a pre-review and contacts PI on needed clerical changes/additions.
           
 
**
 Required submission: Cover Sheet-Safety, Research Protocol Safety Amendment Form, Research Safety Protocol 
and
 abstract, chemical list, training forms, and other attachments
            
 
***
 Required submission: Cover Sheet-Safety, Research Protocol Safety Amendment Form, protocol and abstract.
NOTE: 
Chair Reviews
 performed weekly.   
Full Board Reviews
 performed at the monthly SRS meetings.
) (
DO NOT
 
submit
 an amendment to SRS.
) (
Chair 
reviews
 
the
 study amendment.
) (
Full Board
 reviews the study amendment
.
) (
Full Board
 reviews the study amendment.
) (
Place on the SRS agenda as a 
Chair Review - Informational.
) (
Place on the SRS agenda as a 
Full 
Board -
 
amendment review
.
) (
Place on the SRS agenda as a 
Full 
Board -
 
a
mendment
 review
.
)	
