Academic Health Centers Clinical Research Project Checklist
STEP 1- Consider all aspects of how you will use the clinic’s resources in your project and fill out the form, along with an attached abstract




STEP 5- Attach a copy of the form to your IRB application

Academic Health Centers Clinical Research Project Checklist

PI Name_________________________________________________________ 

Project Title______________________________________________________ 

Date of Submission ________________________________________________

You must provide a project abstract (summary).   Did you remember to attach your abstract to this form?                 Yes 
              
Please list all other investigators who are involved with this study (signatures not needed)

__________________________________________________

______________________________________________

______________________________________________
______________________________________________
______________________________________________
______________________________________________

______________________________________________
______________________________________________
______________________________________________
______________________________________________
______________________________________________
	With regards to current or past patients at the Academic Health Centers,  this project involves (if you mark “yes” to any item, you may explain on the next page in more detail):

	Patient Recruitment                                                                                                            YES                            NO

	1. Will utilize flyers
	
	

	2. Will utilize staff personnel – by phone calls or personal interviews
	
	

	3. Requires access to patient charts, including electronic medical         
records (with or without identifying information)
	
	

	Treatments

	4. Will provide new treatments, interventions or management
	
	

	5. Will change existing treatments, interventions or management
	
	

	6. Requires more frequent patient visits or monitoring
	
	

	Sample and Data Collection

	7. Will collect laboratory or physiologic measurements
	
	

	8. Will collect biological samples (e.g. saliva, blood, plasma, tissue)
	
	

	9. Will collect data by survey
	
	

	Resources Needed

	10. Will utilize clinic personnel (e.g. receptionist, nurse, phlebotomist)
	
	

	11. Will utilize NYIT Medical School financial resources
	
	

	12. Requires additional or specialized space
	
	

	13. Requires special or dedicated equipment
	
	

	14. Requires medical supplies
	
	

	For Clinical Faculty Only

	15. Will require release time from clinical responsibilities 
	
	

	16. Will require clinic space outside of regularly scheduled clinic times
	
	

	17. Requires coverage when/if PI not present
	
	

	18. Is a collaborative project with individual not employed by NYIT Medical School or health professions 
	
	


Most, if not all journals are now requiring studies meeting the definition of a clinical trial to be registered at clinicaltrials.gov after IRB approval and prior to enrollment of study subjects as a requisite for publication.  The definition can be found at: http://clinicaltrials.gov/ct2/info/understand   
Are you aware of the definition of a "clinical trial," so that you may determine whether research studies you are conducting fall under this description? 
                  Yes 
                                       No

To be filled out by administrative offices only

This clinical research project has been reviewed and can be submitted to the IRB

__________________________________


__________________________

         Signature




Date


Department Chair

___________________________________


__________________________

        Signature




 Date

 Brian Harper  or  Ronald Manning

Medical Director /Associate Dean for Clinical Services and Facilities

___________________________________


__________________________

        Signature




 Date





 Bhuma Krishnamachari or Kurt Amsler
Assistant Dean for Research/ Associate Dean for Research

THEN, OBTAIN SIGNATURES IN THE FOLLOWING ORDER. IF A GIVEN INDIVIDUAL HAS RESERVATIONS ABOUT SIGNING YOUR FORM, THEY WILL EXPLAIN THEIR REASONING ON THIS FORM AND YOU MAY SUBMIT TO THE SUBSEQUENT INDIVIDUAL FOR THEIR REVIEW.





STEP 2- Obtain your Chair’s signature





STEP 3- Obtain Dr. Brian Harper’s or Ronald Manning’s signature





STEP 4- Obtain Dr. Bhuma Krishnamachari’s signature and make 


a copy of your completed form with signatures for her records. 


If Dr. Kurt Amsler’s signature is obtained in her place, you must 


provide her with a copy of the signed form for her records.





If you answered “yes” to any of the items on the checklist, you must explain your situation here:


1.


2.


3.


4.


5.


6.


7.


8.


9.


10.


11.


12.


13.


14.


15.


16.


17.


18.
















































































If applicable, administrator’s reason(s) for withholding signature:
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