
	Date:       

 FORMTEXT 
     
SUBMIT ORIGINAL ONLY

Montefiore Medical Center

Institutional Review Board

APPLICATION FOR EXEMPT RESEARCH
EXEMPT CATEGORIES COMMON RULE 45 CFR 46.101(b)

	

	COMPLETE AND RETURN THIS FORM WITH A COMPLETE COPY OF THE GRANT APPLICATION OR A FULL, DETAILED PROTOCOL 

NOTE: SIGNED VERIFICATION OF EXEMPTION WILL BE PROVIDED SUBSEQUENT TO REVIEW.

	

	PI/Faculty Sponsor:
	          
	Phone:
	     
	Fax:
	     

	Office Address:
	     
	Email:
	     

	Dept:
	     
	Faculty Rank:
	     

	Contact Person:                                                                                         Contact Person’s Email:

	

	Title of Protocol:       

	

	Check all sites where research will take place.  For sites not listed, check “Other” and enter the name(s) below:

	 FORMCHECKBOX 
  AECOM
	 FORMCHECKBOX 
  MMC/Weiler
	 FORMCHECKBOX 
  MMC/North Division
	

	 FORMCHECKBOX 
  GCRC
	 FORMCHECKBOX 
  MMC/Moses
	 FORMCHECKBOX 
  OTHER:
	     

	 FORMCHECKBOX 
  JMC
	 FORMCHECKBOX 
  NCB
	 FORMCHECKBOX 
  OTHER:
	     

	 FORMCHECKBOX 
  MMC Off-site Clinics
	 FORMCHECKBOX 
  OTHER:
	     

	

	

	EXTERNAL SUPPORT:
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No 

	If YES, Source of Funding: 
	     

	

	

	Protocols involving cancer research: The Department of Oncology’s Protocol Review Committee (PRC) is required to review and approve this protocol prior to the Institutional Review Board.

NOTE: The PI is responsible for submitting the Institutional Review Board Protocol directly to the OPRC.  Please include the OPRC approval with your submission to the IRB.
Research activities that are considered Exempt, are those in which the only involvement of human subjects will be in one or more of the following:

	

	CHECK APPLICABLE CATEGORY: AFTER CHOOSING THE EXEMPT CATEGORY THAT APPLIES TO THIS RESEARCH (SEE BELOW), PROVIDE A DETAILED JUSTIFICATION DEMONSTRATING THAT THIS RESEARCH QUALIFIES UNDER THAT EXEMPTION.

	

	1.  FORMCHECKBOX 
  Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as:

(i) research on regular and special education instructional strategies, or 
(ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

	

	2.  FORMCHECKBOX 
  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless:

(i) Information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and 

(ii) any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation.

NOTE: Survey or interview procedures involving minors (0-17) are not exempt, as well as observations of public behavior except when the investigator(s) do not participate in the activities being observed.

	

	3.  FORMCHECKBOX 
  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under item #2 above, if:

(i) The human subjects are elected or public officials or candidates for public office; or

(ii) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

	

	4.  FORMCHECKBOX 
  *Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

*Leftover specimens must be anonymous (no link back to a patient's chart by code).  Kindly explain in the study abstract how specimens will be obtained and anonymity ensured.

 FORMCHECKBOX 

Ongoing Collection of Data or Specimens: The ongoing collection of data or specimens does not meet the definition of human subject research, as defined by 45 CFR 46.102(f), provided:

(i) the data/specimens are not collected specifically for the currently proposed research project, and 

(ii) the data/specimens received by the investigator do not contain a code derived from individual personal information (e.g. name, medical record #, date of birth, etc)

 FORMCHECKBOX 
   Data/Specimen Analysis: The analysis of coded data/specimens by a local researcher in a multi-site study is not subject to   the requirements of 45 CFR 46, provided:

(i) the local PI’s sole research activity in the proposed project is to analyze data/specimens, and 

(ii) the local PI and the holder of the key enter into an agreement prohibiting the release of the key to the local researcher(s) under any circumstances. 



	5.     FORMCHECKBOX 
  Research and demonstration projects which are conducted by or subject to the approval of Department or Agency heads, and which are designed to study, evaluate, or otherwise examine:
(i) Public benefit or service programs;

(ii) procedures for obtaining benefits or services under those programs; 

(iii) possible changes in or alternatives to those programs or procedures; or

(iv) possible changes in methods or levels of payment for benefits or service under those programs

	

	6.     FORMCHECKBOX 
  Taste and food quality evaluation and consumer acceptance studies,

(i) if wholesome foods without  additives are consumed, or 
(ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental  Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

	

	Justification:      

	

	
	
	
	
	
	
	
	
	

	
	Principal Investigator 
	  
	Date
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	Department Chair’s Signature
	
	Date
	
	
	

	

	Return this form with a complete copy of the grant application or a full, detailed protocol to the Montefiore Medical Center Office of Research and Sponsored Programs, 3308 Rochambeau Avenue 

	

	

	For Institutional Review Board Use Only:

Exemption Verification: 


	
	 FORMCHECKBOX 
 Exempt No further action is required.

	
	
	

	
	 FORMCHECKBOX 
 Non-Exempt 

Submit completed Institutional Review Board Protocol Application to: Montefiore Medical Center Institutional Review Board Office (3308 Rochambeau Avenue, 718-798-0406)


	
	

	
	Reviewer’s Name
	
	
	Signature of Reviewer
	
	Date

	

	Reminder:  Attach a complete copy of the grant application or a full, detailed protocol to this form.
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