FOR IRB USE ONLY:             

STUDY ID: 



DATE: 

CHESTNUT HEALTH SYSTEMS

RESEARCH STUDY APPLICATION


IRB HUMAN SUBJECT PROTOCOL

PLEASE COMPLETE THIS ENTIRE FORM PRIOR TO SUBMITTING. If you have any questions regarding the completion of this form, email kwright@chestnut.org. Attach informed consent and related forms, instruments/tools to be used (e.g. SF36, MMPI, data collection forms, etc.)

Principal Investigator: 

Study Title:    
Study Design:







Yes

No
Retrospective







 FORMCHECKBOX 


 FORMCHECKBOX 
                 

Prospective







 FORMCHECKBOX 


 FORMCHECKBOX 

 

Randomized







 FORMCHECKBOX 


 FORMCHECKBOX 
                                    

Subjects Blinded







 FORMCHECKBOX 


 FORMCHECKBOX 
                                    

Other:  

Subject Identification:






Yes

No
The data used for this research is totally free of identifying information 
(such as name, pseudonym, treatment record number, linked code).

 FORMCHECKBOX 


 FORMCHECKBOX 

                                   

The data is coded but not linked to a subject identifier
.


 FORMCHECKBOX 


 FORMCHECKBOX 

The data is coded but if needed the subjects identity could be obtained.

 FORMCHECKBOX 


 FORMCHECKBOX 

 
                                    

The data contains references to the subjects’ identity.



 FORMCHECKBOX 


 FORMCHECKBOX 


                                  

Other:  

Data Source:







Yes

No
Information in the public domain (e.g., newspaper)



 FORMCHECKBOX 


 FORMCHECKBOX 



                    

Treatment records






 FORMCHECKBOX 


 FORMCHECKBOX 
                              

Questionnaire/survey or interview





 FORMCHECKBOX 


 FORMCHECKBOX 

                                

Laboratory samples (e.g., urine)





 FORMCHECKBOX 


 FORMCHECKBOX 




                                

Describe procedures to keep collected data confidential: 
Special Subject Groups:   





Yes

No
Pregnant








 FORMCHECKBOX 


 FORMCHECKBOX 

Children/Adolescents






 FORMCHECKBOX 


 FORMCHECKBOX 

Prisoners







 FORMCHECKBOX 


 FORMCHECKBOX 


                                            

Source of Subjects:






Yes

No
Chestnut Health Systems patients





 FORMCHECKBOX 


 FORMCHECKBOX 

               

Other: 
Informed Consent:
Who will pay for the treatment costs:   FORMCHECKBOX 
 Funding agency     FORMCHECKBOX 
 Participant/insurance     FORMCHECKBOX 
 N/A

Explain plans for participant recruitment: 
Total participant payment amount: 

Are alternative treatments available to the patient?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 If yes, explain: 
List the names and titles of all persons obtaining informed consent: 
Describe training for persons obtaining informed consent: 
List any potential risks involved (e.g., unauthorized disclosure of confidential information, drug reaction, etc.): 
Steps taken to minimize risk (e.g., certificate of confidentiality, I.D. codes, record security, etc.): 

Describe how the subject and/or society will benefit from this study: 
(For Drug Studies Only) Test Article Summary:



Yes

No

NA

Drug:
Is drug FDA approved to use for any indication?
    


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


Is drug FDA approved to use for this research study indication?

 FORMCHECKBOX 


 FORMCHECKBOX 
    

 FORMCHECKBOX 

Is drug FDA approved to test in this research study?
    


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

If yes, IND#: 
Device:
Is device FDA approved to use for any indication?
    


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

Is device FDA approved to use for this research indication?    


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

Is device FDA approved to test in this research study?

 

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

If yes, IND#: 
or, IDE#: 
Radioactive Substances






 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

    







