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OBJECTIVE

To define the procedure utilized for post-approval monitoring notification and to select research participants’ records for review during a post-approval monitoring review.

RESPONSIBILITY 
The Research Compliance Monitors will be responsible for the execution of the SOP.
PROCEDURES

1. Prepare and send a letter via email one to four weeks prior to the anticipated review date to the Principal Investigator (PI) notifying him/her that the study has been selected for post-approval monitoring.   Request in the letter a convenient date and time to meet with study personnel.   

Note: A response to initial contact must be received within 2 weeks: 

· If not – a second email will be sent 

· If no response to second email within 2 weeks, a phone call will be attempted. 
· If no response after phone call within 4 weeks, see #5.

2. Include in the letter the specific areas to be reviewed.

3. Request in the letter the necessary records and resources required for the review.  

Note: Post-approval monitoring will include: 

· review of all subject consent forms

· complete review (including all source data and CRFs, if applicable) of 10% (or a minimum of 3 or a maximum of 10) of the subjects currently enrolled in the study
4. If subject enrollment has not occurred, contact every 6-12 months until subjects have been enrolled.
5. Report to the Associate Vice President for Research if an investigator fails to schedule a post approval-monitoring visit after three attempts.
6. The Associate Vice President for Research will send a letter via messenger mail to the investigator asking that one of the post approval monitors be contacted.   Failure to contact the monitors with two weeks after the VP for Research letter is sent will result in notification to the IRB-HSR members.  
REFERENCES:
Notification of Review Letter 1-2 A

Cancer Center DSMC Notification of Review Letter 1-2 B
No Response Letter 1-2 C

Notification of Review Letter waiver of consent 1-2 D
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