IRB #_____________________


ALBERT EINSTEIN COLLEGE OF MEDICINE 


MONTEFIORE MEDICAL CENTER

Committee on Clinical Investigations 



Institutional Review Board
PROGRESS REPORT

SUBMIT ORIGINAL AND TWO (2) COPIES OF ENTIRE PACKET
	

	CCI Protocol #:
	     
	MMC Protocol #:
	     
	JMC/ NCB/HHC #:
	     

	Principal Investigator at AECOM:
	     
	

	Principal Investigator at MMC (if different)
	      
	

	Principal Investigator interoffice address ____     __________ Telephone #:      E-mail:      ______

	Individual completing this form (if other than PI)      Telephone#:       Email:      

	
	

	Title of Protocol:      


	Has sponsor of the study changed since last review?  FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

If yes, please indicate new sponsor name:      


	Research Personnel*     (Please complete if research personnel have changed since last review):

	

	
	
	Add:
	
	
	Delete:
	

	Name/

Institution (Payroll Source: i.e. MMC or AECOM) 
	     
     
	
	Name/

Institution (Payroll Source: i.e. MMC or AECOM)
	     
     
	

	
	
	
	
	

	* Research Personnel are defined as, and should be limited to, individuals, who contribute in a substantive way to the scientific development or execution of the project, whether or not grant funded.

	
	

	*All Research Personnel have completed the educational requirements concerning the Protection of Human Subjects.

	
	 FORMCHECKBOX 
    Yes
	 FORMCHECKBOX 
    No
	

	Collaborating Institutions  (Please complete if collaborating institution(s) has/have changed since last review):

	Institution (1):
	     
	
	(2)
	     
	

	
	

	Name of Collaborator:
	     
	
	
	     
	

	
	
	
	
	
	

	RESEARCH SITES/RECRUITMENT INFORMATION:  (Complete as applicable)

 

	
	SITE RECRUITMENT ACTIVITY:
	

	SITES
	DATE
	
	
	STUDIES CLOSED TO ACCRUAL

	
	INITIATED AT:
	On-Going
	Suspended


	Accrual Closed
	No

subjects (SJ)
	SJs in F/U
	Data Analysis

	 FORMCHECKBOX 

	AECOM
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	GCRC
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	MMC/Moses
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	MMC/Weiler
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	MMC/North Division
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	JMC
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	NCB
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Other:      
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Please list all research personnel for this study (please remember to submit a completed conflict of interest disclosure form for all key personnel listed):

1.       
2.       
3.       
4.       
5.       
SPECIMEN STUDIES AND/OR CHART REVIEW STUDIES:

	
	AECOM
	JMC
	MOSES
	WEILER
	NCB
	OTHER
	OTHER
	OTHER
	TOTAL

	1. * # of Specimens Obtained

Since Last Review:
	     
	     
	     
	     
	     
	     

	     
	     
	     

	2. * # of Specimens Provided

        to Other Investigators

          Since Last Review:
	     
	     
	     
	     
	     
	     
	     
	     
	     

	3.  # of Charts Reviewed

Since Last Review:
	     
	     
	     
	     
	     
	     
	     
	     
	     

	

	*IRB approval from the institution(s) providing or receiving specimens is required.

 Forward a copy of applicable approvals to CCI with this report.

Advances in science and technology have raised concerns regarding possible risks to subjects in the collection and/or study of human specimens for research purposes.  HUMAN SPECIMEN RESEARCH guidelines apply when specimens may be stored for future research or used for commercial purposes.  These guidelines pertain only to non-anonymous specimens (those that are coded and can be linked back to the donor). 

Investigators will be permitted to collect non-anonymous specimens for research only when the specimens are obtained with appropriate informed consent.  Refer to documents entitled, GUIDELINES FOR THE COLLECTION AND/OR STUDY OF HUMAN SPECIMENS and HUMAN SPECIMEN RESEARCH: CCI/IRB GENERIC CONSENT LANGUAGE.

SPECIMEN RESEARCH



	1.  Will human specimens begin or continue to be collected under this study?
	
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	
	If NO, go to p. 3 SUBJECT DATA.
	
	

	
	If YES, answer questions 2 – 7 in this section.
	
	

	

	2.  Will specimens be collected under another protocol approved by the AECOM CCI or MMC IRB?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	

	
	If YES, please provide CCI or IRB #
	     
	

	
	

	3. Will specimens be left over from standard clinical care?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	
	

	
	If YES, please specify: 
	

	

	
	(a) Type of Specimen(s)
	     
	

	

	
	(b) How and Where Obtained
	     
	

	

	4.  Will specimens be collected from outside institutions, agencies, clinicians, private practice physicians, investigators, others?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	

	
	If YES, please specify:
	     

	

	If YES, copies of IRB approval from all outside institutions must be attached to this form.  Specimens cannot be received without appropriate approvals.

	

	5. Will you destroy the specimens once this study is complete?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	
	
	
	
	

	
	If NO, Future Specimen language is required in consent document(s).
	
	
	

	
	
	
	
	

	6.  Will the sponsoring company, agency, or collaborating scientists receive specimens from this study? 
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	

	
	If YES, will the shared specimens be destroyed upon completion of this study?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	
	
	
	

	
	If YES, please provide written verification from the sponsoring company, agency or collaborating scientists that the specimens will be destroyed at the conclusion of the study.
	

	
	
	
	

	
	If NO (shared specimens will NOT be destroyed upon completion of the study), Future Specimen language is required in the consent document(s).  See Human Specimen Guidelines & Generic Consent Language.
	

	
	
	
	

	Copies of IRB approval from all outside institutions must be attached to this form.  Specimens cannot be distributed without appropriate approvals.

	
	(Specimen Questions Continued on page 5)


	
	
	
	
	

	7.  Will tests be performed that will yield information that might affect the subject’s insurability?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	
	
	
	
	

	
	If YES, Insurability language is required in the consent document(s).
	
	
	

	

	SUBJECT DATA

	
	AECOM
	GCRC
	Moses
	Weiler
	JMC


	NCB
	Other
	Other
	Other
	Total

	1.  # of Subjects Enrolled Since Last Review:
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	2. Total # of Subjects 

Enrolled Since Project Initiation:
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	3.  Total # of Subjects Currently Active on Protocol:
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	4.  # of Subjects No Longer

Active on Protocol But Currently Being Followed:
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	5. # of Subjects Who Withdrew During the Past

Year  (explain below)
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	6.  Targeted Accrual # for total study at MMC/AECOM sites
	     

	

	Reason(s) for Withdrawal:      

	

	GENDER AND MINORITY EXCLUSION:

	

	Has there been exclusion of any gender, race, or ethnic group?

	

	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	

	

	If YES, please explain:      

	Of those subjects accrued this year, please list:  

Number of Female subjects accrued       Number of Male subjects accrued            

Number of Non-English speaking subjects accrued      

	ADVERSE EVENTS and/or DEATHS:

	

	Attach copies of Adverse Event Reports for this approval period and check the appropriate box(es):

	Total number of External Adverse Events that occurred during this review period       

Internal Adverse Events

	
	AECOM
	GCRC
	Moses
	Weiler
	JMC
	NCB
	WRZ
	FRK
	Oth
	Oth
	Oth
	Total

	1.  # of Subjects Who

 Died During the Past

Year:
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	2.  # of Serious Adverse Events During the 

Past Year:
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	3.  # of Unanticipated 

Adverse Events During 

the Past Year:
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     


Internal Adverse Event Log (to be completed throughout the course of the review period)

	Date of AE
	Site AE Occurred At
	Date of Subj’s. Last protocol Treatment
	Brief Description of Incident
	Relationship of Event to Study Treatment
	Outcome

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


	

	 FORMCHECKBOX 

	Attached are ORIGINAL Adverse Event Reports not previously submitted.

	
	


	GENETIC RESEARCH

1.  *Will tests be performed that will yield genetic information?

Yes

 FORMCHECKBOX 

No

 FORMCHECKBOX 

If YES, Insurability and Genetic language is required in the consent document(s).

2.  Will the test results be disclosed to the participants?

Yes

 FORMCHECKBOX 

No

 FORMCHECKBOX 

If YES, will formal genetic counseling be provided to subjects?

Yes

 FORMCHECKBOX 

No

 FORMCHECKBOX 

*New York State Law definition of Genetic Test:

“Genetic test shall mean any laboratory test of human DNA, chromosomes, genes, or gene products to diagnose the presence of a genetic variation linked to a predisposition to a genetic disease or disability in the individual or the individual’s offspring; such term shall also include DNA profile, analysis.” 

The CCI/IRB also includes in this definition, any genotyping and certain metabolites associated with heritable diseases.   

Genetic Testing Notes:

Research participants must be informed about:



1.
Whether or not they will be told the test results.



2.
Whether or not counseling will be provided under the study.  

· Investigators are to decide if the test results obtained under this protocol will be disclosed.  

· Justification to disclose or not to disclose must be included in the protocol, and will be reviewed by the CCI/IRB.  

· There is no obligation to disclose the results of future research.

· If counseling of any type is provided, participants must be told who will provide the counseling.

· There is no need to provide counseling, if the test results will not be disclosed.  

Refer to SAMPLE CONSENT LANGUAGE FOR GENETIC RESEARCH.

AMENDMENTS

Amendments require Committee approval.  Any amendment not yet submitted, must be appended to this report.  In addition, the P.I. is required to append to this document a summary of all protocol amendments approved by the Committee since the initiation of the study.

NEW INFORMATION
Describe any information appearing in the literature since the last Progress Report of this protocol, especially as the findings relate to risks or benefits to the subjects or the significance of the research or to the development of new treatment modalities.  Note:  If the study is monitored by a DSMB, you may substitute a copy of the current statement from the DSMB indicating that it has reviewed study-wide adverse events, interim findings, and any recent literature that may be relevant to the research.

THIS SECTION MUST BE COMPLETED.  IF N/A, PLEASE INDICATE.

     
*New York State Law definition of Genetic Test:

“Genetic test shall mean any laboratory test of human DNA, chromosomes, genes, or gene products to diagnose the presence of a genetic variation linked to a predisposition to a genetic disease or disability in the individual or the individual’s offspring; such term shall also include DNA profile, analysis.” 

The CCI/IRB also includes in this definition, any genotyping and certain metabolites associated with heritable diseases.   

Genetic Testing Notes:

Research participants must be informed about:



1.
Whether or not they will be told the test results.



2.
Whether or not counseling will be provided under the study.  

· Investigators are to decide if the test results obtained under this protocol will be disclosed.  

· Justification to disclose or not to disclose must be included in the protocol, and will be reviewed by the CCI/IRB.  

· There is no obligation to disclose the results of future research.

· If counseling of any type is provided, participants must be told who will provide the counseling.

· There is no need to provide counseling, if the test results will not be disclosed.  

Refer to SAMPLE CONSENT LANGUAGE FOR GENETIC RESEARCH.

AMENDMENTS

Amendments require Committee approval.  Any amendment not yet submitted, must be appended to this report.  In addition, the P.I. is required to append to this document a summary of all protocol amendments approved by the Committee since the initiation of the study.



	NEW INFORMATION
Describe any information appearing in the literature since the last Progress Report of this protocol, especially as the findings relate to risks or benefits to the subjects or the significance of the research or to the development of new treatment modalities.  Note:  If the study is monitored by a DSMB, you may substitute a copy of the current statement from the DSMB indicating that it has reviewed study-wide adverse events, interim findings, and any recent literature that may be relevant to the research.

THIS SECTION MUST BE COMPLETED.  IF N/A, PLEASE INDICATE.



	     


(Append additional pages as necessary.)

	Describe your preliminary findings, especially noting any findings that would effect the risks or benefits to research subjects:

	     

	(Append additional pages as necessary.)

	

	Might this new information affect a subject’s willingness to continue in this protocol?

	

	
	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	Not Applicable
	 FORMCHECKBOX 

	

	

	If YES, specify below as to how subjects were notified, or, your plan to notify subjects.

	     

	

	TERMINATION OF RESEARCH:   (If applicable)

	

	 FORMCHECKBOX 

	This protocol was never initiated and should be WITHDRAWN.  No additional attachments required.

	 FORMCHECKBOX 

	This protocol was DISCONTINUED (study ended before completion) on:
	     
	

	

	Reason for Discontinuance:

	     

	 FORMCHECKBOX 

	This protocol was TERMINATED (No patients are being followed; the data analysis is complete) 

	
	on:
	     
	

	

	INVESTIGATOR CERTIFICATION



	As Principal Investigator, my signature on this form with respect to this research project certifies the following (exceptions are to be noted below):

1.
Changes to the research project and/or informed consent form, if any, have been approved by the CCI/IRB.

2.
There have been no known medical, legal, or other complications, including no invasion of an individual's privacy, resulting from this research project.

3.
Unless specifically waived by the CCI/IRB, a written informed consent form has been obtained for each subject included in the study.  One copy has been given to the subject, a second copy is in the subject’s chart, and a third copy is on file in my office and is available for review.

4.
There have been no new findings or other relevant information that adversely alter the risk/benefit for 

the research, except as already reported to the CCI/IRB.


	EXCEPTIONS TO THE ABOVE:       


	REMINDER: 


	Required By:

AECOM
	Required By:
MMC

	1. If Principal Investigator has changed, attach a letter from the Chairman signifying approval of the change.
	YES
	YES

	2. Attach copy of Page 2 of original research proposal application indicating summary, risks, and benefits.
	YES
	YES

	3. Attach Adverse Event documentation.
	YES
	YES

	4. Attach a copy of current stamped consent form(s).  If consent form(s) has been revised since last approved by the CCI/IRB, attach copies of both old and new forms.  
	YES
	YES

	FOR MMC IRB ONLY: If new subjects have been enrolled

     since last review, submit a copy of a signed Informed 

     Consent form by a subject for the period you are reporting.
	NO
	YES

	5. Attach 1 copy of the most recently approved version of the protocol.
	NO
	YES

	6. Attach a clean consent form for stamping of approval period.
	NO
	YES

	7. Attach a summary of all protocol amendments since the study was first approved by the CCI/IRB. 
	YES
	YES

	8. If an HHC facility is included, attach updated HHC-641 with current budget and original signatures if the source or level of funding has been modified.
	YES
	NO

	9. For protocols that are being performed in collaboration with other sites/institutions/individuals/laboratories, approval by the respective IRB is required.  For this purpose, collaboration is defined as the (a) transfer of specimens to or from another institution; (b) inclusion of patients from another institution; or (c) transfer/subcontract of sponsor funds.  In these cases, a copy of the current collaborating institutional IRB approval of this study must be appended to this report.
	YES
	NO


IMPORTANT:

ACCORDING TO THE CODE OF FEDERAL REGULATIONS (21 CFR 54), IF YOUR FINANCIAL INTERESTS AND ARRANGEMENTS, OR THOSE OF YOUR SPOUSE AND DEPENDENT CHILDREN, HAVE CHANGED FROM THE INFORMATION PROVIDED IN THE FINANCIAL DISCLOSURE FORM THAT WAS COMPLETED DURING THE INITIATION OF THIS STUDY, PLEASE NOTIFY THE IRB IMMEDIATELY. THIS ALSO APPLIES TO ALL COLLABORATORS.  YOU, ALL KEY PERSONNEL, AND/OR COLLABORATORS MUST COMPLETE A CONFLICT OF INTEREST UPON RENEWAL OF THIS STUDY.  ATTACHED IS THE DOCUMENT. 

IF ALL MATERIALS ARE NOT RECEIVED BY THE IRB, THE PROGRESS REPORT WILL BE RETURNED.
_______________________________________




_________________________

Signature of Principal Investigator





Date

Montefiore Medical Center

Institutional Review Board

CONFLICT OF INTEREST DISCLOSURE FORM

	The PI and each of the Key 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  (including future royalties), 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 either the MMC or the CCI Administrative Office to provide additional information to facilitate further review by the Committees. 

	I will notify the Institutional Review Board promptly if a change occurs in any of the above during the course of the research study.

	Name:      

	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
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