
APPENDIX III

NOTE:  DO NOT USE FOR DSMB, SMC
NATIONAL INSTITUTES OF HEALTH

NATIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES

DIVISION OF MICROBIOLOGY AND INFECTIOUS DISEASES

CONFLICT OF INTEREST CERTIFICATION

FOR INDEPENDENT SAFETY MONITOR (ISM)

Confidential

ISM for the ABC Trial on XYZ                                                                                                                            

· I am a part-time, full-time, paid, or unpaid employee of or am presently negotiating for employment with an organization that is involved in the studies under review; however, I am not under the direct supervision of the investigator and am from a different organizational group. (Note: It is preferable to be from a different organizational group.  Please explain rationale if you are from the same organizational group);
· I am not an officer, member, owner, trustee, director, expert advisor, or consultant, i.e., speaker, researcher, contractor, grantee or collaborator, of such organizations; 

· I do not have any financial interests or assets that exceed $10,000 in any organizations meeting the above criteria, nor do my spouse or dependent children or domestic partner;

· I do not have any intellectual, proprietary interest in any of the products being reviewed or in products in direct competition with such products; and,

· I have not been involved in any litigation regarding these organizations (e.g., plaintiff, defendant, expert witness).

PLEASE COMPLETE BELOW.

 FORMCHECKBOX 
 No relevant interests or activities.

 FORMCHECKBOX 
 I will disclose exception(s) to the DSMB or SMC (as appropriate) prior to any discussion so that they can be reflected in the minutes along with the DSMB’s determination as to how to handle such exception(s).  If acting as the sole monitor, I will disclose exception(s) to the DMID Program/Project Officer prior to review of data so that they can be reflected in the review report along with DMID’s determination as to how to handle such exception(s).

I will notify the DMID Program/Project Officer promptly if a change occurs in any interests or activities during the tenure of my responsibilities.

I am aware of my responsibilities for maintaining the confidentiality of any non-public information that I receive or become aware of through this activity, and for avoiding using such information for my personal benefit, the benefit of my associates, or the benefit of organizations with which I am connected or with which I have a financial involvement.
      Member's name   (please print)


    Signature
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