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The recently revised DHHS select agent and toxin rule [i.e. 42 CFR § 73.3(d)(3)],  now has a “toxin due diligence”  provision of for Principal Investigators that possess, use or store select toxin amounts that are excluded from the requirements of the select agent registration. The Federal Select Agent Program developed the provision to address the concern that someone might stockpile toxins by receiving multiple orders below the excluded amount. The "toxin due diligence" provision requires a person transferring toxins in amounts which would otherwise be excluded from the provisions to: (1) use due diligence to assure that the recipient has a legitimate need to handle or use such toxins; and (2) report to Federal Select Agent Program if they detect a known or suspected violation of Federal law or become aware of suspicious activity related to the toxin.
This requires a record of the process for due diligence when a request for transfer of select agent toxins (Abrin, Botulinum neurotoxins, Short, paralytic alpha conotoxins, Diacetoxyscirpenol (DAS), Ricin, Saxitoxin, Staphylococcal Enterotoxins (Subtypes A, B, C, D, and E), T-2 toxin, and Tetrodotoxin), is received by the PI possessing such a toxin. USF Division of Research Integrity and compliance has developed a simple form to address this need in case of such a request.

Instructions

USF Researcher (transferor): Complete Section 1, send to transferee to complete.
Transferee: Complete Section 2 stating the intended use of the toxins and return to USF researcher.
After completion of this form: The RO or ARO will review the form and file this documentation as a copy for the Select Agent Records. 

Section 1 - To be completed by USF Researcher
Last Name:      
First Name:       

E-mail:      
Select Agent Toxin:      
Amount to be transferred:      


 FORMCHECKBOX 


 FORMCHECKBOX 

 FORMCHECKBOX  I will ship material in accordance with IATA shipping regulations and USF policies.

Section 2 - To be completed by transferee

Last Name:      
First Name:       


Institution Name:      
Address:      
Telephone Number:      
E-mail address:      
Provide a legitimate need to handle or use such toxins: 
     
By signing below, I am indicating that I have a legitimate purpose to handle and use such toxins
Signature: _____________________________  Date:        

Section 3 - To be completed by RO or ARO
By signing below, I am indicating that I have reviewed the stated intention of the legitimate need to handle or use the toxin of the transferee.
Responsible Official or Alternate Responsible Official Name:      
Signature: ____________________________  Date:       
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