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IRB#:      
Montefiore Medical Center

Institutional Review Board

GENERAL RESEARCH PROTOCOL APPLICATION  

***PLEASE COLLATE ALL SUBMISSIONS***

	I.  ADMINISTRATIVE INFORMATION:

	Principal Investigator Information

	Last Name:


	     
	First Name:
	     
	MI:
	     

	Degree(s):  FORMDROPDOWN 
 

	Other:
	      This box would only be used if the PI does not have a degree listed in the pull down box to the left.

	NOTE:  Residents are not permitted to be Principal Investigators of a research study

	Faculty Rank: 
	     
	Payroll Source:
	 FORMDROPDOWN 


	Department:
	     
	Division:
	     

	Office Address:
	                               Include Building and Room #
	Pager:      

	Office Phone:
	     
	Fax #:
	     
	E-Mail Address:
	     

	Administrative Contact Person (Research-Related) 

	Last Name:
	     
	First Name:
	     
	Pager:      

	Office Phone:
	     
	Fax #:
	     
	E-Mail Address:
	     

	II.  PROTOCOL INFORMATION: 

	Review Type:
	Full Comm./ Expedited
	If review type is expedited, complete the “expedited review addendum” and submit with your application.

	Protocol Title:       Enter the Protocol title here.  Note:  if this protocol involves a grant, that title may vary from the Protocol Title.

	Support for this study will be received from:  FORMDROPDOWN 
 If OTHER, Specify:        (e.g. Federal or Private Industrial) *NOTE:  Please complete the financial review form and send it to Mary Walsh if there will be outside funding for this study from a Pharmaceutical/Device Mfr. 

For NIH Research Grants:

Has the grant been submitted to NIH?  FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No
Do you have a fundable score?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No1

1If you do not have a fundable score the protocol will not be reviewed by the IRB.

	Is this protocol investigator-initiated?  FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No
Is this a resubmission of a study previously deferred by the Montefiore Medical Center I.R.B.?  FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No

Has this or a similar study been reviewed and disapproved or deferred by any review committee?   FORMCHECKBOX 
 1Yes    FORMCHECKBOX 
 No

1 Please specify:      

	Brief Summary of Proposal:       Provide a BRIEF summary of the proposal here.  The summary MUST fit in the space provided.

	Risks:         List the Risks associated with the study here.  Note:  Risks listed here MUST coincide with the risks listed on the consent form and in the protocol.  If more space is needed, write “see attached” in the box and attach separate sheets.

	Benefits:         List the Benefits associated with the study here.  Note:  Benefits listed here MUST coincide with the benefits listed on the consent form.  If more space is needed, write “see attached” in the box and attach separate sheets.


	

	III.  RESEARCH PERSONNEL:

	

	List all individuals who contribute in a substantive way to the scientific development or execution of the project, whether or not they are grant funded. (Research Personnel can include:  PI, Co-investigators, Research Nurses, Statisticians, Data Managers, Trial Coordinators)

	

	
	Name
	Department     
	Division
	Institution

(Payroll Source: i.e. AECOM or MMC)
	Role on Project

	1.
	     
	     
	     
	     
	     

	2.
	     
	     
	     
	     
	     

	3.
	     
	     
	     
	     
	     

	4.
	     
	     
	     
	     
	     

	5.
	     
	     
	     
	     
	     

	6.
	     
	     
	     
	     
	     

	7.
	     
	     
	     
	     
	     

	8.
	     
	     
	     
	     
	     

	9.
	     
	     

	     
	     
	     

	Have all Research Personnel met the educational requirements concerning the Protection of Human Subjects? 

  FORMCHECKBOX 
Yes      FORMCHECKBOX 
No

(CITI Course sponsored by the University of Miami - http://www.miami.edu/citireg)

A completed and signed COI form is required for anyone mentioned above.

	
	
	
	
	


	

	IV.  RESEARCH SITES AND COLLABORATING INSTITUTIONS:

	

	A.  RESEARCH SITES: Indicate all sites where the informed consent process will take place OR where the research will be conducted:  (For school research outside of Yeshiva University, specify specific schools and/or districts.)

	
	
	
	

	 FORMCHECKBOX 
  Moses
	AECOM1:
	 FORMCHECKBOX 
  CRC (Weiler) In-Patient
	

	 FORMCHECKBOX 
  Weiler
	 FORMCHECKBOX 
  Laboratory
	 FORMCHECKBOX 
  CRC (Forch.) Out-Patient
	

	 FORMCHECKBOX 
  North Division
	 FORMCHECKBOX 
  SVTN
	 FORMCHECKBOX 
  CRC (Moses)
	

	 FORMCHECKBOX 
  MMC Off-Site Clinics
	 FORMCHECKBOX 
  Kennedy Center
	 FORMCHECKBOX 
  Other Non-School sites (list below)
	

	 FORMCHECKBOX 
  JMC1
	 FORMCHECKBOX 
  DOSA
	Site 1:      
	

	 FORMCHECKBOX 
  NCB1
	 FORMCHECKBOX 
  CERC
	Site 2:      
	

	
	
	
	

	1 NOTES:  Research involving JMC or NCB requires HHC approval. (For more information, access http://www.aecom.yu.edu/home/CCI/research_involving_jmc_or_ncb_hospital.htm)

	B.  COLLABORATING INSTITUTIONS:

Does this protocol involve a collaborating institution?



 FORMCHECKBOX 
 Yes2 
 FORMCHECKBOX 
 No3*

*if no, please skip to section V. 

The YES box should be checked if another institution is involved in any of the following ways:

As a performance site

If specimens are to be exchanged (either you provide specimens to them, or they provide specimens to you) 

Data analysis is performed (they are analyzing your data, or you analyze their data)

NOTE:  These are examples only and other situations may constitute a collaboration.
2Other institutions participating in multi center studies  (i.e. Multi Center Drug Trials) generally are NOT considered collaborating institutions, unless you are the Principal Investigator for the entire multi center trial.

2If yes, list collaborating institution(s) and name of collaborating investigator/contact:



	
	Institution:
	Investigator/Contact:
	Phone:

	1.
	     
	     
	     

	2.
	     
	     
	     

	3.
	     
	     
	     

	

	Is MMC the primary institution?
	 FORMCHECKBOX 
 Yes5
	 FORMCHECKBOX 
 No6

	

	NOTE: “Primary institution” refers to the main institution where the study is being conducted.
5If YES, research cannot be initiated at the collaborating institution(s) until IRB approval from the collaborating institution(s) is obtained and provided to the IRB Office. 

6If NO, research cannot be initiated at MMC until IRB approval from the primary collaborating institution is obtained and provided to the IRB office and IRB approval is obtained. 



	

	

	V.  RESEARCH PARTICIPANT INFORMATION:

	

	A.  ENROLLMENT NUMBERS:

	

	Specify the anticipated total number of subjects to be enrolled at all research sites.
	     

	

	Specify the anticipated total number of subjects to be enrolled at Montefiore Medical Center/AECOM sites. 
	     

	

	B.  RECRUITMENT SOURCES:  Check source(s) of subjects and controls: Where are you getting your subjects?

	

	 FORMCHECKBOX 
 Hospital In-patients
	 FORMCHECKBOX 
 Hospital Out-patients
	 FORMCHECKBOX 
 Private Practice Patients

	 FORMCHECKBOX 
 AECOM/MMC/JMC/NCB Employees*
	 FORMCHECKBOX 
 AECOM/YU Students
	 FORMCHECKBOX 
 General Public

	 FORMCHECKBOX 
 Other  (Specify)
	     

	*Please clarify whether this will involve anyone directly involved with the research or under the supervision of the PI.      

	C.  RECRUITMENT METHOD AND MECHANISM:  Check method(s) of recruitment of subjects and controls (when applicable) and provide a brief description of how they will be recruited:



	1.  Who will recruit subjects? List the position(s) of the people who will be responsible for recruiting subjects.  (e.g. Research Nurse, Study Coordinator, PI)
	     

	

	2.  Who will recruit controls?How are you finding your subjects?
	     

	3.  Method of recruitment:  (Check all that apply): How are you finding your subjects?

	Subject 
	Controls
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Physician Referral

	 FORMCHECKBOX 
 
	 FORMCHECKBOX 

	Hospital or Physician Records (Indicate all institutions and departments whose records will be accessed.):      

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Radio/TV Announcement

	 FORMCHECKBOX 
 
	 FORMCHECKBOX 

	Newspaper Announcement

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Bulletin Board Posting

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Recruitment Letter

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Random Telephone Contact

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Internet

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	7Database  (Indicate all institutions and departments whose database or records are to be accessed.)      

	          
	7Check the Origin of the database:
	

	
	 FORMCHECKBOX 
 Public Record, Specify:
	     

	
	 FORMCHECKBOX 
 Medical Facility* (hospital, Private Practice, etc.), Specify:
	     

	
	 FORMCHECKBOX 
 Commercial Sources, Specify: (For commercial sources, provide brochure or other written information.)
	     

	
	 FORMCHECKBOX 
 Other, Specify:

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Other Method, Specify:

	*NOTE: Authorization from participating departments and institutions (including IRB approval) is generally required and 

      should be provided to the IRB prior to use of databases

	

	If authorization is NOT required for access to the database explain below.  

	     

	

	4.  Provide a brief description of how subjects will be recruited. How and when will subjects be approached for this study?  (e.g. 1  patients at the clinic who are being treated for a particular diagnosis will be approached by someone on the study team.   e.g. 2  Study is advertised, participant contacts researcher, screening takes place, person is invited in to initiate the consent process.)
     

	NOTE:  All Public Announcements, Postings, Recruitment letters, and Telephone dialogs must be approved by the IRB prior to use.  If possible, submit proposed recruitment text with the IRB application.  

	D.  POPULATION EXCLUSIONS:

Research studies are required to include human subjects of all genders, races and ethnic groups, as well as minors (age 0-17).

	

	Is any gender, race or ethnic group excluded?
	 FORMCHECKBOX 
 Yes8
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A

	Are pregnant women excluded?
	 FORMCHECKBOX 
 Yes8
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A

	Are non-pregnant women excluded?
	 FORMCHECKBOX 
 Yes8
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A

	Are minors excluded?
	 FORMCHECKBOX 
 Yes8
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A

	Are non-English speaking subjects excluded?
	 FORMCHECKBOX 
 Yes8
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A

	

	8If YES to any of the above questions, provide a clear justification for the exclusion(s) below: Regulations require that appropriate justification for exclusion of any group must be provided.  The  Committee will determine the acceptability of the justification.

	     

	

	E.  SUBJECT POPULATION: 

NOTE:  Refer to the appropriate policy for the inclusion of the following subject populations.

Women In Labor

HIV Human Subjects

Fetal Tissue

Minors

AECOM/YU Students

Patients in Significant Pain
Enrollment of Incapacitated Subjects

	

	Check all classes of the population which may require special protections that may be enrolled in this study:

	

	 FORMCHECKBOX 
 Patients who may not be capable of giving informed consent9 (e.g. mental retardation, dementia, acute psychiatric disorders)

	 FORMCHECKBOX 
 Patients who have an altered mental status9 (e.g. patients who are under the influence of sedatives or narcotics, etc.)

	 FORMCHECKBOX 
 Women in Labor9
	 FORMCHECKBOX 
 Patients in Significant Pain9
	 FORMCHECKBOX 
 Fetal Tissue  FORMCHECKBOX 
 HIV  FORMCHECKBOX 
 Minors10 (0-17)


	

	9Research involving these categories require Full Committee Review.

	

	10If minors are to be enrolled, INDICATE AGES:      
	
	

	10 If minors are to be enrolled, INDICATE Risk levels:  
	
	

	 FORMCHECKBOX 
§ 46.404 Minimal Risk
	 FORMCHECKBOX 
§ 46.405 Greater than minimal risk, but presenting the prospect of direct benefit
	 FORMCHECKBOX 
§46.406, Greater than minimal risk and no propect of direct benefit to individual subjects but likely to yield generalizable knowledge about the subject’s disorder or condition
	 FORMCHECKBOX 
§46.407 Research not otherwise approvable wich presents an opportunity to understand, prevent, or alleviate serious problem affect the health or welfare of children (Requires panel review by DHHS)

	For regulations 46.405, 406, 407, please provide a justification for risk:      

	For research under §46.406, 407 Both parents are required to sign the consent form in accordance with §46.408, unless one parent is deceased, unknown, incompetent or reasonably unavailable, or when one parent has legal responsibility for the care and custody of the child.

	

	F.  INFORMED CONSENT/HIPAA Authorization

	    A. DOCUMENTATION, ALTERATION, WAIVER, or EXEMPTION

	Is consent/authorization being obtained at a time when the subject’s decision-making capacity might be impaired?
	 FORMCHECKBOX 
 Yes*
	 FORMCHECKBOX 
 No

	  * How and from who will consent be obtained?
	     

	1. Are you requesting a waiver of informed consent or HIPAA authorization?


	 FORMCHECKBOX 
 Yes11
	 FORMCHECKBOX 
 No

	11If YES, complete the “HIPAA Waiver/Alteration” form.  

	

	2. Are you requesting a waiver of the documentation of informed consent or HIPAA Authorization?
	 FORMCHECKBOX 
 Yes12
	 FORMCHECKBOX 
 No

	12If YES, complete the “HIPAA Waiver/Alteration” form.

	

	3. Are you requesting oral informed consent or HIPAA Authorization?
	 FORMCHECKBOX 
 Yes13
	 FORMCHECKBOX 
 No

	13 If YES, complete the “Request for Oral Informed Consent and HIPAA Authorization form.

	

	NOTE:  Provide a detailed narrative of the informed consent procedure in the protocol and, if applicable, include justification for any alteration and the altered consent mechanism.

	

	    B.  INFORMED CONSENT PROCESS:

Informed consent is a process that takes place between the potential subject and the researcher/research team, before, during, and sometimes after the study.  Subjects are required to receive a full explanation of the research protocol and all the required elements of informed consent.  They are to be provided the opportunity to ask questions and have their questions answered by a knowledgeable member of the research team.  Non English-speaking subjects are required to have a translator present during the consent process. If you anticipate enrollment of subjects who speak a language other than English (ex. Spanish), you must present a fully translated consent form prior to enrolling that population of subjects. The consent process is subject to monitoring.  A fully translated Spanish informed consent form needs to be submitted to the Institutional Review Board (after the English version has been approved.)
A “HIPAA Authorization form” must be submitted if using an informed consent form document.

	When applicable, provide the following information:

	

	1.  When and where will the informed consent process take place? After the initial contact with subject, when and where will the consent process take place?  E.g. 1) healthy relatives of clinic patients who were approached by someone on the study team who said they might be interested in hearing about a new study, will now sit down with a key member of the study team.  

e.g. 2)  Interested participant saw advertisement, called study team, was invited in to researcher’s offices to initiate the consent process.  Potential participant meets with study team member who explains the study.
	 FORMCHECKBOX 
 N/A

	     

	

	2.  Who will provide information to potential subjects and answer questions in the informed consent process?   FORMCHECKBOX 
 N/A

	

	     List the position of the person(s) who will provide information to the potential participants.  Note:  This can be the same person who recruits participants. E.g.  PI, Research Nurse, Collaborating investigator

	      NOTE:  The person conducting this discussion must sign the Informed Consent Document and must be listed as research personnel on page 2 of the application. 

	

	3.   Do you expect to enroll a significant amount of subjects who speak a common language other than English or Spanish? 
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	4. If non-English and non-Spanish speaking subjects are to be enrolled, who will serve as the translator?
	     

	      NOTE:  A translator is required to be present for the entire consent process.  If you expect to enroll a significant amount of subjects who speak one given language, an informed consent form must be translated to that language.

	VI.  CONFIDENTIALITY:

	

	A.  RESEARCH RECORDS and/or MEDICAL RECORDS

Researchers must ensure the confidentiality of the information gathered in the study.

	

	May the research records be reviewed by others beside the research team, 

	e.g., sponsors, collaborators, FDA, OHRP, etc.
	 FORMCHECKBOX 
 Yes15
	 FORMCHECKBOX 
 No

	15If YES, specify who may have access:
	     

	

	May others review subjects’ medical records beside the research team?
	 FORMCHECKBOX 
 Yes16
	 FORMCHECKBOX 
 No

	16If YES, specify who may have access:
	     

	

	Specify below how confidentiality will be ensured (e.g., will the records be secured in a locked file cabinet?; who will have access to the records?; will the records be identifiable or coded?; will computer records be encrypted?, etc.):

	     

	

	May the information be given to other researchers for subsequent research projects?
	 FORMCHECKBOX 
 Yes17
	 FORMCHECKBOX 
 No

	17If YES, will the information be anonymous (un-coded and NOT linked to subjects)?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No18

	

	18If NO, Subject’s consent is required.

	

	B.  AUDIO/VIDEO TAPING:

	

	Will subjects be audio or video taped during this study?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	

	VII.  COSTS AND REMUNERATION:

	

	A.  SUBJECT REMUNERATION:

	

	Will Subjects be reimbursed for travel expenses, childcare costs, etc?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	Will Subjects be paid for their participation in the research?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	B.  CHARGES FOR TESTS/PROCEDURES:

	List all tests/procedures to be conducted under this study that will be performed for research purposes only (not part of standard clinical care).  Also indicate whether subjects (or their insurer) will be billed:

	Test/Procedure
	Research
	Billed to 

Subject/Insurer

	1.     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Drugs

Will subjects (or their insurers) be responsible for the cost of any drugs received in this study?      FORMCHECKBOX 
 Yes*       FORMCHECKBOX 
 No

	*If YES, specify:
	     


	VIII. MRI

	

	Will the study involve MRI?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No1

	1If NO, go to section IX (RADIOISOTOPES/OTHER SOURCES OF IONIZING RADIATION)

	

	Will contrast and/or sedation be used?
	 FORMCHECKBOX 
 Yes2
	 FORMCHECKBOX 
  No

	2If YES for the use of contrast and/or sedation, Full Committee Review is required.

	

	

	IX. RADIOISOTOPES/OTHER SOURCES OF IONIZING RADIATION:

	

	NOTE:  Studies involving Radiation or Radioisotopes require approval by the Radiation Committee prior to IRB approval.

	

	Will the study involve the use of radioisotopes or other sources of ionizing radiation (e.g. x-rays?)
	 FORMCHECKBOX 
 Yes1
	 FORMCHECKBOX 
 No2

	1If YES, complete the “Use Of Ionizing Radiation” Addendum and append to your application

	2If NO, go to section X (Cancer Related Studies)

	

	Will contrast and/or sedation be used?
	 FORMCHECKBOX 
 Yes3
	 FORMCHECKBOX 
 No

	3If YES for the use of contrast and/or sedation, Full Committee Review is required.

	

	Will the resources of the Department of Radiology or Nuclear Medicine at AECOM/MMC and/or JMC/NCB be utilized?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	Are the tests above and beyond what would ordinarily be required for standard clinical care?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	NOTES: For Tests/Procedures that are beyond standard clinical care and involve resources of the AECOM/MMC Department of Radiology/Nuclear Medicine, the appropriate Chairman’s signature(s) is required on the Signature Page.


	

	X.  CANCER RELATED STUDIES:

	

	Is the study population for this protocol primarily cancer patients?
	 FORMCHECKBOX 
 Yes*
	 FORMCHECKBOX 
 No

	*If YES, the Montefiore-Einstein Cancer Center Protocol Review and Monitoring Committee (PRMC) is required to review and approve this protocol prior to Institutional Review Board approval.

NOTE: The PI is responsible for submitting the Institutional Review Board Protocol directly to the PRMC.  Please include the PRMC approval with your submission to the IRB. 


	XI.  DRUG/DEVICE STUDIES:

	

	Does the study involve the use of a drug/device?
	 FORMCHECKBOX 
 Yes*
	 FORMCHECKBOX 
 No

	*If YES, complete the drug/device addendum and append to your application


	XII.  PLACEBO STUDIES:

	

	Does the study involve the use of a placebo?
	 FORMCHECKBOX 
 Yes1
	 FORMCHECKBOX 
 No

	1 If YES, Is placebo being used in place of standard care?                                                                   FORMCHECKBOX 
 Yes2           FORMCHECKBOX 
 No

	2If YES, complete the placebo addendum and append to your application


	XIII.  SPECIMEN AND/OR GENETIC RESEARCH:

	

	Does the study involve specimen or genetic research?
	 FORMCHECKBOX 
 Yes*
	 FORMCHECKBOX 
 No

	*If YES, complete the specimen/genetic research addendum and append to your application


	XIV. A. BIOHAZARD/GENE TRANSFER:

	

	Will the study involve the use of potentially infectious materials (e.g., viral vectors) which are intended to be administered to patients  
	 FORMCHECKBOX 
 Yes*
	 FORMCHECKBOX 
 No

	*If YES, fill out the Research Biohazard Committee addendum and append to your application 



	        B.  RECOMBINANT DNA - GENE TRANSFER  - GENE THERAPY:

	 

	The concept of gene transfer/gene therapy encompasses treatment of any pathophysiological state on the basis of the transfer of gene material, complementary DNA, full-length genes, RNA, or oligonucleotides.

	

	Does this protocol involve any of these procedures in humans?
	 FORMCHECKBOX 
 Yes*
	 FORMCHECKBOX 
 No

	

	*If YES, review and comment by the NIH Recombinant DNA Advisory Committee (RAC) is required prior to submission to the Montefiore Medical Center Institutional Review Board and the Biohazard Sub-Committee of the Infection Control Committee.  Additionally, complete the Research Biohazard Committee addendum and append to your application


	XV Nursing 

	Will services from MMC nursing staff be utilized for research-related procedures?                FORMCHECKBOX 
 Yes*   FORMCHECKBOX 
 No
*If YES, the signature of the Nursing Director of the specified department is required on the Approval page.










IRB #___________

	Section XVI 



   Montefiore Medical Center

 Institutional Review Board

CONFLICT OF INTEREST DISCLOSURE FORM

	The PI and each of the Research Personnel (for the COI requirement, Research Personnel are those assigned to work on the protocol at either AECOM, MMC, JMC, or NCB) are required to fill out and sign a Conflict of Interest Disclosure Form.

	Principal Investigator Name:      

	Protocol Title:      

	You are required to disclose any financial interest that you or your spouse or your dependent children have related to this research or its sponsor.

‘Financial Interest’ includes anything related to this research of monetary value, including cash, recruitment bonuses, consulting fees or honoraria, stocks or other ownership interests, and patents copyrights or other intellectual property rights, and royalties from intellectual property rights, if the total payment or ownership interest in one year to the Investigator (including payments to his or her spouse and dependent children) is expected to be more than $10,000 and/or constitutes more than five (5%) percent ownership interest in a single organization.

The term ‘Financial Interest’ does not include:

(a) Salary or other remuneration received from the University or Medical Center;

(b) Holdings in mutual funds;

(c) De minimis gifts whose aggregate value does not exceed $250 per annum; or reasonable business expenses, including travel and meals provided in the regular course of business.

Please answer all questions below: 

	1. 
With relationship to this research or its sponsor, do you or your spouse or dependent children have ‘financial interest’ that may yield income exceeding $10,000 over the prior twelve months or anticipated during the forthcoming twelve months?










 FORMCHECKBOX 
 YES*
 FORMCHECKBOX 
 NO

*If YES, describe amount and identity of person with interest:      

	2. With relationship to this research or its sponsor, do you or your spouse or dependent children have an equity interest with a value greater than, or equal to, $10,000 (current market value) or 5% or greater ownership interest?














 FORMCHECKBOX 
 YES*
 FORMCHECKBOX 
 NO

*If YES, describe amount and identity of person with interest:      

	3. 
Do you or your spouse or dependent children have an intellectual property interest on an actual or planned patent, patent application, or a copyright of software for the product under study that is assigned or will be assigned to a party other than the University or the Medical Center? 





 FORMCHECKBOX 
 YES*
 FORMCHECKBOX 
 NO

*If YES, describe amount and identity of person with interest:      

	4. 
Are you aware of any financial interests of either AECOM, MMC, or the NYCHHC that exceed $10,000 (current market value) in income, $10,000 or 5% or greater equity interest, or intellectual property/patent income that exceeds these limits? 










 FORMCHECKBOX 
 YES*
 FORMCHECKBOX 
 NO

*If YES, describe amount and identity of institution with interest:      

	An answer of ‘YES’ to any of the above questions requires review of the potential conflict of interest by institutional procedures. You may be asked by the IRB Administrative Office to provide additional information to facilitate further review by the Committee. 

	Name:      

	Please make sure you have completed questions 1 through 4 above.
Signature: 










Date:      

	Please return this form, completed and signed, to the Montefiore Medical Center Institutional Review Board:

3308 Rochambeau Avenue,  Bronx, NY 10461 Fax: (718) 798-5687


	XVII.  ASSURANCES OF THE PRINCIPAL INVESTIGATOR

As Principal Investigator of a research project to be carried out under the auspices of Montefiore Medical Center, I assume responsibility for the:

1.  Conduct of this research protocol in accordance with applicable federal and state regulations, and all institutional

     policies and procedures:

· As PI, I accept responsibility for the protection of the rights and welfare of human research participants and will conduct this study in accordance with federal regulations 45 CFR 46, the federally approved Montefiore Medical Center  Federal Wide Assurance, and IRB policies and procedures.  I also accept responsibility for compliance with the institutional “Conflict of Interest Policy” and “Patent Policy.”
NOTE:  All the above named documents are available at the Office of Research and Sponsored Programs, 3308 Rochambeau Avenue. 
2.  Protection and privacy of research subjects:
· As PI, I will make every possible effort to prevent release of information leading to a breach of privacy.  No published or unpublished report or oral or visual presentation of any aspect of this study will include any material that will permit identification of any individual subject to any person or agency other than to the named collaborators of this study, the sponsors of the protocol, the appropriate Federal agencies, the participating institutions, and  the  Institutional Review Board.

· If the research involves HIV, or if during the course of the research HIV-related information becomes known, I will maintain confidentiality to the extent required by New York State law. 

3.  Conduct of the protocol as approved by the appropriate departmental authorities and institutional committees:
· I will obtain all required approvals prior to review of the protocol by the IRB.
· I will obtain the appropriate federal agency documents and institutional committee approvals in accordance with federal, committee, and institutional requirements.  Such committees include the NIH Recombinant DNA Advisory Committee (RAC), Institutional Bio-safety Committee (IBC), General Clinical Research Center Research Committee, the Cancer Center Protocol Committee (CCPC), and the Radiation Safety/Radioisotope Committee.
4.  Submission of all protocols and grant applications for IRB Review:

· I will submit all protocols and grant applications to the IRB, including those that may be exempt from Institutional Review Board review under federal regulations.  Exempt research requires IRB verification of the exemption status.
5.  Submission of Progress Reports to the IRB for Re-certification:

· For continuing re-certification of the research project, I will submit the required Progress Report and applicable attachments to the IRB, at intervals as determined by the IRB and outlined on the protocol approval letter.  (Please note all research must be re-certified at regular intervals, based on risk,  and cannot  exceed 365 days from the prior date of approval).  
· I will promptly notify the Institutional Review Board when the study has been closed
6.  Reporting and Approval of Proposed Amendments for Ongoing Research Activity:

· I will implement changes to the protocol or the informed consent only subsequent to IRB review and approval, except when necessary to avoid immediate potential harm to subjects.

7.  Obtaining Informed Consent:
· I will ensure that research subjects are properly informed about the details of the research study, are provided the opportunity to have all questions answered, and have had all the elements of the informed consent document explained to them.  I will ensure that members of the research team designated to conduct the informed consent process are knowledgeable about the study, have current CITI certification, and are listed as key personnel. I will submit requests to the IRB to implement a waiver of informed consent, to alter the elements of informed consent, or to waive the requirement for an informed consent document.

8.  Reporting all Adverse Events

· I will be responsible for submitting all adverse event reports to the Institutional Review Board/CCI, protocol sponsor, and federal agencies, as required by all parties.

· I will be responsible for ensuring compliance with the CCI/IRB Adverse Event Policy, which requires reporting Internal Deaths and Serious Events within 48 hours of the PI’s knowledge and Unanticipated Events within 30 days of the PI’s knowledge.  External Deaths, Serious Events, and Unanticipated Events must be reported within 30 days of the PI’s knowledge.
I certify that I agree to abide by all the guidelines noted above:                                
      

______________________________                  _______________________________               ___________

Principal Investigator Signature
                   Print Name                                                           Date


Montefiore Medical Center

Institutional Review Board 

APPROVALS

	Principal Investigator 

Print:                                                                         Signature:
	Date

	To be completed by the Chairman (or Designee), Primary Participating Dept.

I approve of this protocol.

 FORMCHECKBOX 
Furthermore, to the best of my knowledge, there are no potential conflicts of interest that are reportable consistent with the CCI/IRB Financial Conflict of Interest Policy (http://www.aecom.yu.edu/home/cci/financial_coi_policy.htm).




-or-

 FORMCHECKBOX 
I know of one or more conflicts and have notified the IRB (fax: 798-5687, E-mail: qquiles@montefiore.org).
	

	Chairman (or Designee), Primary Participating Dept.
Print:                                                                           Signature:
	Date



	SIGNATURES OF THE FOLLOWING ARE REQUIRED ONLY WHERE APPLICABLE

Refer to Approval Guidelines for Required Signatures

	Chairman (or Designee), Secondary Participating Department/Division

Print:                                                                           Signature:
	Date



	Individual Authorizing Access to Database

Print:                                                                           Signature:
	Date



	Division Chief, Primary Participating Department

Print:                                                                           Signature:
	Date

	Chairman, Pathology

Print:                                                                           Signature:
	Date

	Chairman, Radiology

Print:                                                                           Signature:
	Date

	Director of Pharmacy

Print:                                                                           Signature:
	Date

	Director of Laboratories

Print:                                                                           Signature:
	Date

	Director of Nursing

Print:                                                                           Signature:
	Date

	Assoc. Dean of Students at AECOM (for any med students participating as research personnel)

Print:                                                                           Signature:
	Date
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