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Location of 
study:  

  Drexel Med  Tower Health    SCHC    
  Inpatient     Outpatient  

Additional Study Locations:  
 

Number of 
Subjects to be 
Enrolled: 
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Sponsor Responsibilities (please complete) 

Is the investigator required to obtain an IND or 
IDE to conduct this research? 

 
 Yes           No   

 
Name of Sponsor: 
 
IND No.                 
 
IDE No.                _______________________________________ 
 
501 (k) No.           _______________________________________ 
 

Does the study involve off-label use? 
 

 Yes           No 
 

Does the study involve administration of drug in 
combination with other drugs that is not 
considered SOC? 
 

 Yes           No 
 

What aspect of the study is considered a 
deviation from SOC? 

 
 
 
 

Radiation Exposure & Biosafety (please complete) 
Does the protocol involve exposure to radiation? 
 

SOC                                  Yes           No 
Research Procedure          Yes           No 
 

Should the protocol be submitted for Radiation 
Safety Committee review? 
 

 Yes           No  

Does the protocol involve use of biohazards or 
recombinant material? 
 

 Yes          No 

Should the protocol be submitted for Biosafety 
Committee review? 
 

 Yes          No 
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Legal (do not complete) 
Is there a contract between Institution and any 
third parties regarding this research study? 
 

 Yes           No 

If so, does the third party provide any 
indemnification?  Describe. 

 Yes           No  
 
 
 
 
 

If so, is the Institution required to provide any 
indemnification?  Describe. 

 Yes           No 
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Was the conflict of interest documentation 
completed? 
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Is there any potential intellectual property? 
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Risk Management Assessment: Reviewed by:  

Is there any experimental procedures? 
Include in Clinical Trials Insurance Policy:  

 Yes           No 
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Clinical Research Support (do not complete) 
Should the investigator involve additional 
investigators? 

 Yes           No 
 
 

Does the investigator need clinical research 
support staff to manage the study?   

 Yes          No 
 
 
 

If yes, what type of support staff and on what 
basis?   Also, on a part-time or full-time status? 
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