IRB Form I
Farmingdale State College
[bookmark: _Toc162793379]Institutional Review Board

APPLICATION FOR
CONTINUED APPROVAL FOR HUMAN SUBJECTS RESEARCH
(Form Approved: July 2018)
IRB#____________ (OFFICE USE ONLY)

NOTE:  This is a protected MS Word document.  Save this file to your computer before continuing to fill it out.  Handwritten forms will not be accepted.  Checkboxes are activated with a mouse click and text boxes will expand with user input. 
[bookmark: _Toc67116303][bookmark: _Toc68423294][bookmark: _Toc162793380] 
[bookmark: _GoBack]Date:	     

SECTION I — GENERAL PROTOCOL INFORMATION  
I. A.  Protocol Title
[bookmark: Text156]     

I. B.  Protocol Department	(List all involved)
[bookmark: Text157]     

I. C.  Primary Research Personnel

1. Principal Investigator:       
	
[bookmark: Text4][bookmark: Text6]Campus Address:       			Zip:       

[bookmark: Text7]Campus Phone:       		Campus Fax:       

[bookmark: Text190]Email:      			** Research Category (0, 1, 2, 3, 4 or 5):      

2.  Farmingdale Advisor/Mentor (if applicable):       		

Campus Address:       			Zip:       

Campus Phone:       		Campus Fax:       

Email:      			** Research Category (0, 1, 2, 3, 4 or 5):      

** Research Category
0. No interaction with human subjects, human data, or human tissue. Specify role in Section III. D. (i.e. Technician).
1. Interacts directly with human subjects in research that does not involve drugs, biologics, or devices.
2. Interacts directly with human subjects in research that involves drugs, biologics, or devices.
3. Only interacts with human data or human tissue in this research activity. 
4. Institutional Research Personnel- No interaction with human subjects or human tissue.  No access to human data beyond normal job duties and access.
5. Farmingdale Advisor/Mentor- No interaction with human subjects, human data, or human tissue.  When the student researcher graduates or leaves FSC, the Faculty Advisor/Mentor will become the primary contact.

I. D.  Additional Personnel (Attach a separate sheet if necessary)
 
	Co-Investigator’s Name
	Affiliated Institution
	*Status

	**Research Category
(0, 1, 2, 3, 4 or 5)

	[bookmark: Text80]     
	       
	     
	     

	[bookmark: Text85]     
	     
	     
	     

	[bookmark: Text96]     
	     
	     
	     


 
* Status:  Faculty, Resident/Fellow, Graduate, Undergraduate, Other (specify)

NOTE:  All personnel listed on this application must satisfy Farmingdale State College’s requirement for training on the “Protection of Human Subjects” in order for this application to receive final approval.

I. E.  Research Funding [If you have secured funding, submit a copy of the grant proposal]

☐ Not Seeking Funding	☐ Applied for Funding 
☐ Obtained Internal (SUNY/FSC/Department)   ☐ Obtained External (Grant)
 
[bookmark: Text16]Grant Title:      
[bookmark: Text270]Project / Task / Award #: 			     
(if funded externally)	Example: xxxxxxx − x − xxxxx
[bookmark: Text271]Funding Sponsor:      

I. F.  Research Locations (List all locations that apply for this study)

Will the proposed activities be conducted in whole or in part at another institution?
☐ NO  ☐ YES →  Provide name(s) of participating institution(s) and indicate their role(s) in the study (attach all relevant IRB approvals):      
[bookmark: _Toc162793381]
SECTION II — STATUS OF STUDY 
(Check the applicable statement in the appropriate section; Section II. A. – D.)
[bookmark: _Toc162793382]II. A.   Active Projects that have Accrued Human Subjects 
NOTE:  If subjects were accrued during the past approval period, submit a copy of the last signed consent/minor assent form with the subject’s name redacted.  Leave the date and name of the person who obtained consent visible on the form.
☐ Accrual and research intervention will continue 
  Complete Sections III and IV and submit a copy of the current consent/permission/ assent form(s) to be used in the upcoming approval period.
☐ Accrual is complete, but research intervention continues with those enrolled 
  Complete Sections III and IV and submit any consent/permission /assent addenda that may be used during the next approval period.
☐ Accrual and research intervention is complete: Follow-up data collection continues 
 Complete Sections III and IV
☐ Accrual, research intervention, and data collection complete: data analysis only 
 Complete Sections III and IV

[bookmark: _Toc162793383]II. B.	 Active Projects with No Human Subjects Accrued to Date
☐ No accrual to date, but recruitment is continuing
If checked, complete Section III. C., submit a copy of the current consent/ permission/ assent form(s) to be used in the upcoming approval period and provide reason for no accrual:      


[bookmark: _Toc162793384]II. C.	 Completed/Terminated/Withdrawn Studies
☐ Completed Study
☐ Terminated Study (ended before completion)
(Note:  If either boxes above are checked, complete Sections III and IV as a final report.  Include information from the entire duration of the study, not just the past approval period)
☐ Withdrawn Study (Project has not, and will not be conducted) 
If checked, complete Sections III and IV

[bookmark: _Toc162793385]II. D.	 Chart Reviews
☐ Retrospective Chart Review
	If checked, complete Sections III. D., III. E., and Section IV.
☐ Prospective Chart Review
	If checked, complete Sections III and IV.
 
[bookmark: _Toc162793386]SECTION III — PROGRESS REPORT 
[bookmark: _Toc162793387][bookmark: Text17]III. A.  Total number of subjects currently approved for enrollment in this study at Farmingdale State College (the total number should reflect any amendments approved by the IRB):       
NOTE:  You must amend your protocol and receive IRB approval prior to enrolling more subjects than have been approved for this study. 

[bookmark: _Toc162793388]III. B.	 On-Site Subject Statistics
M= Males, F= Females, O= Other   (Please Specify)      
Note: SLA= Since Last Approval 
	Population
	Consented

	Screen Failures  
	** Withdrew/ Removed  
	# Completed Study

	(Use separate sheet for 
additional populations)
	SLA  Total
	SLA  Total
	SLA  Total
	SLA  Total

	# of M (18 yrs or older) 
	     
	     
	     
	     
	     
	     
	     
	     

	# of M (17 yrs or less)
	[bookmark: Text213]     
	[bookmark: Text218]     
	[bookmark: Text223]     
	[bookmark: Text228]     
	[bookmark: Text233]     
	[bookmark: Text238]     
	[bookmark: Text243]     
	[bookmark: Text244]     

	# of F (18 yrs or older) 
	[bookmark: Text214]     
	[bookmark: Text219]     
	[bookmark: Text224]     
	[bookmark: Text229]     
	[bookmark: Text234]     
	[bookmark: Text239]     
	[bookmark: Text245]     
	[bookmark: Text246]     

	# of F (17 yrs or less) 
	[bookmark: Text215]     
	[bookmark: Text220]     
	[bookmark: Text225]     
	[bookmark: Text230]     
	[bookmark: Text235]     
	[bookmark: Text240]     
	[bookmark: Text247]     
	[bookmark: Text248]     

	# of O (18 yrs or older)
	     
	     
	     
	     
	     
	     
	     
	     

	# of O (17 yrs or less) 
	     
	     
	     
	     
	     
	     
	     
	     

	Total:
	[bookmark: Text216]     
	[bookmark: Text221]     
	[bookmark: Text226]     
	[bookmark: Text231]     
	[bookmark: Text236]     
	[bookmark: Text241]     
	[bookmark: Text249]     
	[bookmark: Text250]     

	Est. percent of this total that were minorities*
	[bookmark: Text217]     
	[bookmark: Text222]     
	[bookmark: Text227]     
	[bookmark: Text232]     
	[bookmark: Text237]     
	[bookmark: Text242]     
	[bookmark: Text251]     
	[bookmark: Text252]     


* including American Indians or Alaskan Native, Asian or Pacific Islander, Black (not of Hispanic origin), Hispanic

1)  ** For each subject who withdrew or was removed from this study since last approval (as listed in the table above), describe why:      

2)   If this is a multi-center study, total enrollment to date at all sites:      

[bookmark: _Toc162793389]III. C.	 Unanticipated Problems and/or Serious Adverse Events 
Refer to the IRB Policy and Procedures Manual for guidance on reporting requirements.

C1.  Have you submitted all required UPs/USAEs for this study according to Farmingdale State College policy?
☐ N/A → there have been no UPs/USAEs in this study.  Skip to question III C3
☐ NO 
☐ YES 

C2.  (a)  Provide details for each Farmingdale State College subject enrolled in this study who has experienced a study-related, unanticipated problem OR unanticipated serious adverse event OR death (except if due to disease progression) and briefly describe their nature and relationship to the study:      

(b) Submit a summary statement from the sponsor for NON-Farmingdale State College subjects enrolled in this study who have experienced study-related unanticipated problems OR unanticipated serious adverse events OR death:      

C3.	(a)  Has any Farmingdale State College subject enrolled in this study experienced an anticipated serious adverse event?
☐ NO ☐ YES → Provide details on all such events for each subject:      
 
(b)  Has any NON-Farmingdale State College subject enrolled in this study experienced an anticipated serious adverse event?
☐ N/A  ☐ NO ☐ YES → Submit summary statement from sponsor:      
 
C4. Based on your knowledge of ALL unanticipated problems and unanticipated serious adverse events that have occurred in subjects in this study (including those occurring at other sites), do you feel there has been a significant increase in risks to subjects? 
☐ N/A (no serious adverse events have occurred) 
☐ YES   Please explain your assessment:      
☐ NO	   Please explain your assessment:      


C5. Did any problems occur in the process of obtaining and documenting informed consent? 
☐ NO  ☐ YES → please explain the nature of the problem:      

[bookmark: _Toc162793390]III. D.  Modifications to the Study
Provide a brief summary of any changes that have been made to the project during the last approval period (changes in consent/assent form or process, investigators, protocol amendments). Highlight those changes that resulted in an increased risk to subjects.  If the study was terminated before completion, explain why:      
 
[bookmark: _Toc162793391]III. E.	 Study Findings
[bookmark: Text203]Provide a brief summary, in the box below, of the a) goals and b) results (preliminary or final) obtained in the study.  If there are no results to report at this time, so state, and explain why:      

[bookmark: _Toc162793392]SECTION IV — CERTIFICATIONS
A.	Certification of Principal Investigator 
My signature below certifies that the research described in this application and supporting materials will be conducted in full compliance with Farmingdale State College policies and Federal regulations governing human subject research. 
In addition, my signature certifies that I will:
· conduct all aspects of the project as approved by the IRB,
· promptly report any revisions or amendments to the research activity for review and approval by the IRB prior to commencement of the revised protocol, noting the only exception to this policy being in situations where changes in protocol are required to eliminate apparent, immediate hazards to the subject, 
· promptly report any unanticipated problems or serious adverse events affecting risks to subjects,
· assume full responsibility for selecting subjects in strict accordance with the inclusion/exclusion criteria outlined in the application materials, 
· where consent form(s) have been approved for the research activity, only IRB-approved, stamped consent forms will be used in the consent process, AND
· ensure that all personnel involved with human subjects, or human data and/or biological specimens during the course of this research activity are trained in the Protection of Human Subjects in full accordance with Farmingdale State College policy on this matter.

_____________________________________________________	
Signature of Principal Investigator (PI)			Date


B. 	Certification of Department Chair or Departmental Review Committee

My signature below certifies that I have reviewed this research protocol and that I attest to the scientific merit of this study and the competency of the investigator(s) to conduct this project.


____________________________________________
Printed Name of Department Chair/Review Committee


____________________________________________________________________
Signature of Department Chair/Review Committee		Date

C. 	Approval of the IRB


______________________________________________________________	
IRB Chair or designee			Date		Effective Approval Date

[bookmark: _Toc162793393]
SECTION V — REQUIRED MATERIALS CHECKLIST

☐ Publications: 
· Attach a reprint of any publications/abstracts derived from your study since last approval.
☐ Consent/Permission/Assent Forms: 
· If there has been accrual in the study, attach a copy of the form used to consent a subject since the last approval date (remove subject’s name and signature to preserve confidentiality. Leave the date intact).  If your study has multiple consent forms, submit a redacted copy of each one used during the last approval period.
· If you plan on continuing accruing subjects over the next approval period, submit a ‘clean’ original consent/permission/assent form(s) for review. 
☐ Subject Recruitment Materials:
· If there will be continued recruitment of subjects, submit copies of all materials (advertisements, letters, flyers) to be used to recruit new subjects.
☐ Audit Reports:
· Attach a copy of any reports from audits/monitoring visits conducted by external organizations (e.g., FDA, HHS, NCI, sponsors) since last IRB review.


Please submit both electronic and original (signed) hard copy UNSTAPLED format to:

Farmingdale State College
Office of the Institutional Review Board (IRB)
2350 Broadhollow Road
Thompson Hall, Rm 116
Farmingdale, NY 11735
Phone: 631-420-2687
Fax: 631-420-2365
Email: IRB@farmingdale.edu 
