Safety Officer Review Instructions

1. The Safety Officer Report will be distributed to the designated Safety Officer through KAI Research, Inc. (KAI) either by email or hardcopy.
2. KAI will email or hardcopy mail the reports and below checklist, which will specify a date by which the Safety Officer should return his/her comments.  
3. The Safety Officer will review the safety officer report and use the below checklist to review performance, safety and efficacy of the study, and/or provide any additional comments pertaining to his/her review.  In addition, the Safety Officer should specify his/her recommendation to continue or stop the study.
4. The Safety Officer will return the checklist either by email or hardcopy mail (with his/her comments and signature) to KAI.  The comments can be emailed to KAIforNIAMS@kai-research.com; however, a signed copy must also be sent to the following:
KAI Research, Inc.

6001 Montrose Road

Suite 920

Rockville, MD 20852
5. KAI will distribute the Safety Officer’s comments to the Principal Investigator and the NIAMS.

Safety Officer Review Checklist

[Grant/contract Number]

[Study Name]

[Principal Investigator Name]

[Institution]

[Safety Report #/date]

1) Overall study recommendation:
 FORMCHECKBOX 
  Study should continue without changes.

 FORMCHECKBOX 
  Study should continue, with recommended changes.

 FORMCHECKBOX 
  Study should be stopped in the interest of patient safety.

 FORMCHECKBOX 
  Study should be stopped due to level of enrollment.

 FORMCHECKBOX 
  Study should be stopped due to overwhelming evidence of efficacy differences between treatment arms.

 FORMCHECKBOX 
 Study should be stopped due to the overwhelming evidence of lack of efficacy in the treatment arm compared to the control arm, despite the absence of patient safety issues.

2) Performance evaluation:

a. Is study recruitment adequate?

       FORMCHECKBOX 
  Yes            FORMCHECKBOX 
  No

Comments/Recommendations:_____________________________________

______________________________________________________________
b. Is retention and follow-up of participants adequate?

       FORMCHECKBOX 
  Yes            FORMCHECKBOX 
  No

Comments/Recommendations:_____________________________________

______________________________________________________________

c. Is compliance with treatment allocations adequate?

       FORMCHECKBOX 
  Yes            FORMCHECKBOX 
  No

Comments/Recommendations:_____________________________________

______________________________________________________________

3) Safety Assessment:

a. Do the number, nature and/or severity of adverse events, serious adverse events, and/or protocol violations (if any) raise safety concerns?

       FORMCHECKBOX 
  Yes            FORMCHECKBOX 
  No

Comments/Recommendations:_____________________________________

______________________________________________________________

b. Are there differences between groups in mortality that raise study safety concerns? 

       FORMCHECKBOX 
  Yes            FORMCHECKBOX 
  No

Comments/Recommendations:_____________________________________

______________________________________________________________

4) Efficacy of outcomes:
a. Do differences in the mean primary outcome indicate overwhelming evidence for treatment efficacy?

       FORMCHECKBOX 
  Yes            FORMCHECKBOX 
  No

Comments/Recommendations:_____________________________________

______________________________________________________________

b. Are the differences in the change from baseline rate of disability within acceptable limits?

       FORMCHECKBOX 
  Yes            FORMCHECKBOX 
  No

Comments/Recommendations:_____________________________________

______________________________________________________________

c. Is there strong evidence to suggest that if the study were continued, it has no chance to demonstrate a significant benefit of treatment (futility based on primary outcome)?

       FORMCHECKBOX 
  Yes            FORMCHECKBOX 
  No

Comments/Recommendations:_____________________________________

______________________________________________________________

Other General Comments/Recommendations:

Signature:_______________________________________________

Date:__________________________
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