SUNY Downstate Medical Center Institutional Review Board & Privacy Board

Application for Progress Report (Continuing Review)

Provide this progress report and all required materials.  All required training and conflict of interest disclosures must be complete and available to the IRB.  Submit this report at least three (3) weeks in advance of the scheduled meeting for which the convened (full board) review must take place. When eligible for expedited review, submit this report at least three (3) weeks in advance of the IRB approval expiration date.
Consider submitting any of the following with the current progress report submission:
· Proposed amendments or notification of any changes (i.e., change in funding status)
· Reportable events, including deviations for lapse of continuing review (i.e. expired IRB approval)or any reportable events that must be reported to the IRB during this reporting period (e.g., summary of minor deviations).  
If submitting an Amendment or Reportable Event at the time of continuing review, please consider whether such application(s) should be bundled with this Continuing Review application, particularly if the continuing review must go to the full board.  A delay in approval of a bundled report (i.e., if IRB needs additional information to approve an amendment or reportable event) may cause a lapse in continuing IRB approval, which would lead to an expiration, and all research must stop.
Please Note: If the study is completed or only de-identified data is undergoing data analysis, please consider submission of an Application For Final Report (Study Closure) to the IRB for the purposes of closing the study.

SECTION A: IRB REVIEW:

1) GENERAL INFORMATION

A. [bookmark: _GoBack]Study Title:      

B. Principal Investigator (PI):      

C. List additional Co-PI(s), if applicable:       


	

2) TABLE OF STUDY STAFF:

IMPORTANT NOTE REGARDING COLUMN C: For the purposes of the Downstate IRB, the Downstate Workforce does not include External Consultants, External Employees, or Individuals with a Voluntary Faculty Appointment without Medical Privileges.
	A. Name & Degree

Optional: Provide Institutional Title or Status (i.e. Faculty, Resident, Fellow, Staff, Other (specify), if desiired.  
	B. Role(s) on Project.   

Examples: Principal Investigator, Co-Investigator (Sub-Investigator or Key Personnel), Other (please specify, including non-research staff, key contacts, or liaison).

	C. Affiliation

Indicate whether individual is:
1) Downstate workforce
2) Employee or agent of NYC H+H, Kings County 
3) Other institution (specify) 
4) Individual (independent) investigator.  
Check BOTH 1 & 2 when applicable (e.g., dual appointments).
REMINDER: STAR approval is required for all NYC H+H research, after IRB approval.
	D. Will this person be obtaining verbal or written Informed Consent/ Authorization


	E. Is this person an “Investigator for the purposes of COI reporting”?
THE PI IS ALWAYS CONSIDERED AN INVESTIGATOR FOR COI PURPOSES. 

	F. Will this person aid the shipment of hazardous materials (e.g., dangerous goods, specimens) to be transported by a public carrier?
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|_| 4. Individual Independent)
	|_| Yes  |_| No
	|_| Yes  |_| No
	|_| Yes  |_| No

	     
	     
	|_| 1. Downstate workforce
|_| 2. NYC H+H, KC
|_| 3. Other:      
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Attach additional pages if needed, or send a copy of the IRB application to the IRB@downstate.edu and request additional rows be added.



3) STUDY STATUS UPDATES:

A. Is this study an “Applicable Clinical Trial”?   |_| Yes |_| No
i.       If Yes, provide ClinicalTrials.gov NCT# or anticipated date for registration        

B. Please provide any preliminary results from the study (if there are no preliminary results, please type N/A):  
(Preliminary results may include published results, information from poster presentations, findings from data safety monitoring, preliminary analysis of data that has been collected thus far, and the like.)
[bookmark: Text66]          

C. Has there been any substantive recent literature relevant to the risks or design of the study? |_| Yes |_| No
i. [bookmark: Text67]If yes, please summarize:      

D. Indicate the status:
|_| Active 
|_| Active – Open to enrollment
|_| Active – Closed to enrollment: Date enrollment closed:      
|_| Active – Data Analysis Only
|_| Active – Follow-Up Clinical Data Only
|_| Active – Long Term Follow-Up Only
|_| Other: Describe:      


4) DOES THIS STUDY INVOLVE THE PROSPECTIVE ENROLLMENT OF RESEARCH  PARTICIPANTS?
(REGARDLESS OF WHETHER CHART/DATA REVIEW AND/OR SPECIMEN ANALYSIS IS INCLUDED)

|_| Yes	Complete Section 5 and Skip Section 6.   
|_| No	Complete Section 6 and Skip Section 5.   


5) ENROLLMENT UPDATE:

Complete this section ONLY when the study involves the prospective enrollment of research participants, regardless of whether chart/data review and/or specimen analysis is included; otherwise, skip to section 6.

A. Total Number of Participants approved by the IRB:      

B. Total Number of Participants (not including screen failures or withdrawals) enrolled at this site since project inception:       
If “B” exceeds “A,” submit Protocol Deviation on an “Application for Reportable Event” form.

C. Indicate the number (not %) of study participants (not including screen failures or withdrawals) that fall into the following categories:
· Children (under age 18):      
· Females:      
· Pregnant Women:     
· Prisoners:      
· Cognitively impaired adults:       
· Racial/ethnic minorities:      

D. Total Number of screen failures since project inception:       

E. Total Number of withdrawals since project inception:       

F. Number of Participants Withdrawn during the current IRB approval period?        If >0, explain:      

G. If you wish to add additional information for the IRB to consider, please add it here:      

H. Is there a Data Safety Monitoring Board (DSMB) for this study? |_| Yes   |_| No 
ii. If yes, check all applicable boxes:
|_| No DSMB report is due at this time.
|_| The most recent DSMB report previously submitted to the IRB.
|_| New DSMB report included with this submission.
|_| Other, explain:      
I. If you wish to add additional information for the IRB to consider, please add it here:      
 
6) CHART, DATA, OR SPECIMEN EXAMINATION UPDATE:

Complete this section ONLY when section 5 does not apply (e.g., the study DOES NOT involve the prospective enrollment of research participants).

A. Total Number of Participants approved by the IRB:      
(e.g., number of individuals that pertain to the charts, data, or specimens under examination over the course of the research)

B. Total Number of Participants at this site since project inception:       
        If “B” exceeds “A,” submit Protocol Deviation on an “Application for Reportable Event” form.

C. If you wish to add additional information for the IRB to consider, please add it here:      


7) SUMMARY OF REPORTABLE EVENTS:

A.   Provide a summary of reportable events during this approval period, and if applicable describe any trends or patterns: 
     

8) ADDITIONAL INFORMATION:

A. If you wish to add additional information for the IRB to consider, please add it here: 
[bookmark: Text85]     


SECTION B: EXPEDITED REVIEW:

Complete the following to help determine if this submission can undergo expedited review:
	|_| The study received approval via expedited review when the study was initially approved.
|_| The study was initially approved by the full board: however, the following is/are true (select all that apply):
|_| The study is permanently closed to the enrollment of new research participants; all research participants have completed all research-related interventions; and the research remains active only for long-term follow-up of research participants
       		|_|  No research participants have been enrolled and no additional risks have been identified.	
|_|  The remaining research activities are limited to data analysis.
|_| The research is NOT conducted under an investigational new drug application (IND) or investigational device exemption (IDE) and the IRB has determined and documented at a full board meeting that the research involves no greater than minimal risk and no additional risks have been identified.  Indicate meeting date when this was determined (see IRB approval letter for details):      
|_| The research met the criteria for expedited review based on the categories of expedited review in the federal regulations when the study was initially approved; however, it was approved by full board based on IRB policy or referred to full board review by an IRB member.
|_| None of the above.  Review will take at the full board meeting.


SECTION C: ANCILLARY REVIEWS:
CAUTION:  Although the IRB can grant continued IRB approval of the study without monitoring continued ancillary approvals, the PI must also obtain approvals for any continuing reviews required by an ancillary review committees (e.g., IBC) before the research can continue; however, if the ancillary reviewer requires any additional changes, please submit a corresponding amendment to the IRB.
Please check the types of ancillary reviews required for this amendment.  Consult with the ancillary reviewer or IRB for guidance if not sure.
1. |_|  OTHER DEPARTMENTS OR COLLEGES
2. |_|  UHB PATHOLOGY LABORATORIES
3. |_|  INSTITUTIONAL BIOSAFETY COMMITTEE (IBC)
4. |_|  NIH NOVEL AND EXCEPTIONAL AND RESEARCH ADVISORY COMMITTEE (NExTRAC-FORMALLY KNOWN AS RAC)
5. |_|  UHB PHARMACY
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