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Investigator:           Protocol Title:         

I.  Investigational Product
 FORMCHECKBOX 
 Drug 

Name:      

Manufacturer:      
 FORMCHECKBOX 
  Biologic  

Name:      

Manufacturer:      
 FORMCHECKBOX 
  Device 

Name:      

Manufacturer:      
II.  Initial HSC Application
I have completed the following sections of the initial HSC application that relate to IND/IDE sponsorship:

 FORMCHECKBOX 
   Section IV(e) -  Non-KUMC locations 

 FORMCHECKBOX 
   Section IV(f) -  Oversight of Study Conduct

 FORMCHECKBOX 
   Section VIII - Drugs, Biologics, Devices
 FORMCHECKBOX 
    Section XI - Safety Monitoring

III.  Additional Information

Describe your previous experience(s) in sponsoring an IND or IDE.  

     
How will you ensure Good Manufacturing Practice and adherence to any other manufacturing requirements from FDA?
     
Who will serve as the study monitor?  What are his/her qualifications?  

     
IV.  Certification
As Sponsor-Investigator for the IND or IDE, I confirm my understanding and acceptance of the following responsibilities, in additional to standard investigator responsibilities:
· Select qualified investigators

· Obtain compliance commitments from investigators through the FDA form 1572 (for drug/device studies)

· Supply investigators with complete study information

· Select qualified monitors 

· Maintain IRB approval at KUMC and all other study sites

· Ensure adherence to Good Manufacturing Practices or other manufacturing requirements of FDA

· Control and ship test articles (drugs, biologics or devices) to participating investigators

· Ensure each investigator obtains informed consent from all subjects

· Inform FDA, HSC and all other IRBs of significant new information 

· Report adverse events to FDA and investigators

· Report unexpected and related adverse drug events or unanticipated adverse device events to HSC and other IRBs

· Seek FDA and HSC/IRB approval for protocol amendments

· Maintain records

· Annual FDA report

· Ensure appropriate labeling for the device

· Not promote the test article commercially

_______________________________________


____________________

Principal Investigator Signature




Date

This form can be found at the following link: � HYPERLINK "http://www2.kumc.edu/researchcompliance/hscforms.htm" ��http://www2.kumc.edu/researchcompliance/hscforms.htm�
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