


IRB Submission Form


	For Office of Research Administration use:          IRB # _______



	I.  INVESTIGATOR INFORMATION



	1.
	How many of the following does the PI currently supervise? (total)   

Open Research Studies          Locations              
Physician Sub-Investigators             Research Staff      
Approx. Number of Active Subjects      


	2.
	Has the PI ever been convicted of a crime, disciplined by a public or private medical organization, disciplined by a licensing authority or is the PI currently involved in such a proceeding?
*If Yes, please attach explanation

	* FORMCHECKBOX 
Yes


	 FORMCHECKBOX 
No


	3.
	Has the PI ever received an FDA Warning Letter?
*If Yes, please attach explanation

	* FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No


	II.  PROTOCOL INFORMATION


	4.
	Study Start Date      
	Expected Duration of Study      


	5.
	Study Purpose (1-2 sentences on the goals or aims of the study)

     


	6.
	Lay Description of Study (3-4 sentences about the study, written for a non-scientific audience)

     

	7.
	Minimum Age of Subjects to be Enrolled      

	Maximum Age of Subjects to be Enrolled      

	8.
	Expected total enrollment at this site       

	Expected total enrollment in the study       


	9.
	Study Type (select from drop-down box)

 FORMDROPDOWN 


	Study Specialty (select from drop-down box)

 FORMDROPDOWN 

Other:      

	10.
	Level of Risk (*minimal risk means not greater than what would be ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests)
The level of risk to study subjects is:
   FORMCHECKBOX 
Not Greater Than Minimal Risk (45 CFR §46.404)
   FORMCHECKBOX 
Greater Than Minimal Risk, But Prospect of Direct Benefit to Individual Subjects (45 CFR §46.405)
   FORMCHECKBOX 
Slightly Greater Than Minimal Risk and NO Prospect of Direct Benefit, But Likely to Yield Generalized
      Knowledge About Subject’s Disorder or Condition (45 CFR §46.406)


	11.
	Will this research involve any subjects from the following “vulnerable” categories?  

*If Yes, please check all applicable categories, even those clearly identified in the protocol inclusion criteria.

 FORMCHECKBOX 
Children
 FORMCHECKBOX 
Mentally ill/mentally disabled
   FORMCHECKBOX 
Institutionalized

 FORMCHECKBOX 
Chronic condition                FORMCHECKBOX 
Students of PI or study staff

 FORMCHECKBOX 
Pregnant women
   FORMCHECKBOX 
Limited or non-readers
         FORMCHECKBOX 
Employees of Site, PI, or Sponsor

 FORMCHECKBOX 
Poor/uninsured
   FORMCHECKBOX 
Terminally ill
         FORMCHECKBOX 
Students recruited in their class or school


       FORMCHECKBOX 
Others Vulnerable to Coercion (specify)      


	12.
	Study site:

 FORMCHECKBOX 
Private Office                                         FORMCHECKBOX 
MCH--South Dade

 FORMCHECKBOX 
MCH-Main Hospital                               FORMCHECKBOX 
MCH--Weston

 FORMCHECKBOX 
University of Miami                                FORMCHECKBOX 
Arnold Palmer
 FORMCHECKBOX 
FIU                                                         FORMCHECKBOX 
Other       


	13.
	Is this a behavioral research protocol? 


	 FORMCHECKBOX 
Yes


	 FORMCHECKBOX 
No



	14.
	Does this research involve any form of gene transfer? 

	 FORMCHECKBOX 
Yes


	 FORMCHECKBOX 
No



	15.
	Does this study involve the use of radioisotopes or the generation of radioactivity?


	 FORMCHECKBOX 
Yes


	 FORMCHECKBOX 
No



	16.
	If yes, has this been reviewed by the Radiation Safety Committee?
	 FORMCHECKBOX 
Yes


	 FORMCHECKBOX 
No



	17.
	Signature of Chairman, Radiation Safety Committee

___________________________________            __________________
        Signature                                                                    Date



	III.  EMERGENCY RESOURCES



	18.
	What resources are available at this site to treat emergencies resulting from study-related procedures?

 FORMCHECKBOX 
ACLS trained personnel and crash cart

 FORMCHECKBOX 
Emergency drugs and supplies to stabilize subject until emergency personnel arrive

 FORMCHECKBOX 
Emergency response team within facility

 FORMCHECKBOX 
Call 911

 FORMCHECKBOX 
Other (specify):     
 FORMCHECKBOX 
N/A



	19.
	Medical facility to be used in an emergency:       


	IV.  HIPAA/CONFIDENTIALITY



	20.
	What precautions will be used to maintain the confidentiality of identifiable health information?
 FORMCHECKBOX 
Paper based records will be kept in a secured location and only accessible to personnel involved in the study.

 FORMCHECKBOX 
Computer based files will only be made available to personnel involved in the study through the use of access privileges and passwords.

 FORMCHECKBOX 
Prior to access to any study-related information, personnel will be required to sign statements agreeing to protect the security and confidentiality of identifiable health information.
 FORMCHECKBOX 
Whenever feasible, identifiers will be removed from study-related information.
 FORMCHECKBOX 
Other  (specify):      


	21.
	How long will the research data be stored by the PI?         years after close of study


	V.  RECRUITMENT, CONSENT & SUBJECT PAYMENT INFORMATION



	22.
	Check any of the following methods that the PI will use to recruit subjects for this study:

 FORMCHECKBOX 
From Personal Contact (e.g., patients, students) 

 FORMCHECKBOX 
Referrals 

 FORMCHECKBOX 
From a database other than the PI’s personal contacts. [Please describe the type of database (e.g., disease registry, CRO/SMO database), the protections for subject confidentiality, and the method by which subjects will be contacted:       ]
        FORMCHECKBOX 
Medical Records

        FORMCHECKBOX 
Advertising (All recruitment materials must be approved by IRB before use)

  FORMCHECKBOX 
Other (specify):  


	23.
	Are recruitment materials attached?

*If yes, check all that are attached:

 FORMCHECKBOX 
Newspaper  
 FORMCHECKBOX 
Letter  
 FORMCHECKBOX 
Posting   FORMCHECKBOX 
TV (script; tape)
 FORMCHECKBOX 
Brochure
 FORMCHECKBOX 
Non-MCH Web Site
 FORMCHECKBOX 
PSA                     FORMCHECKBOX 
Radio (script; tape)   FORMCHECKBOX 
Other 

	 FORMCHECKBOX 
*Yes


	 FORMCHECKBOX 
No



	24.
	Who will perform the screening examination of the patients to determine if they are eligible for the research? (if applicable)  


	 FORMCHECKBOX 
N/A

	25.
	Please indicate the language(s) of the subjects the PI plans to enroll.  The consent form must be in a language easily understood by the subject, and all consent form translations must be approved by the IRB.
   FORMCHECKBOX 
English

   FORMCHECKBOX 
Spanish

   FORMCHECKBOX 
Creole

   FORMCHECKBOX 
Other 


	26.
	Please provide information regarding how subjects will be paid: 
 FORMCHECKBOX 
Subjects will not be paid or reimbursed, and will not receive free medical services
 FORMCHECKBOX 
Subjects will be paid/reimbursed according to attached payment schedule or as stated in consent form.

 FORMCHECKBOX 
Subjects will not be paid or reimbursed, but will receive free medical services.


	27.
	Please describe the roles of those members of the study team who are involved in the consent process. 

Name/Site(s)
                                      Title
                                                             Role
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