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_________
(Assigned by IRB Office)

	
	IRB Use Only

	     
	

	Form Directions:  This form is protected (limited access to the fill-in fields).  Use the tab key or mouse to navigate the fill-in fields.  Formatting is limited in the text fields (no bulleted lists, numbering, etc). In the event that you are unable to navigate through the protected document or would like to format a document or add additional information, you may disable the protected feature by selecting “Tools” and “Unprotect Document.” Please do not delete or modify questions.


Louis Stokes Cleveland Department of Veterans Affairs Medical Center 
IRB Initial Review Application

Instructions: Please submit this completed form for all research involving human subjects to the Louis Stokes Cleveland Department of Veterans Affairs Medical Center (LSCDVAMC) Research Office (K-115).  If you believe that this research qualifies as exempt from IRB review or for expedited IRB review, please check the appropriate box and attach the appropriate supplemental forms with this form:

 FORMCHECKBOX 
  Request for Exemption from IRB Review (attach Exemption from IRB Review Form)
 FORMCHECKBOX 
  Request for Expedited IRB Review (attach Request for Expedited Review Form)
Please contact the LSCDVAMC IRB office if you have any questions at (216) 791-3800 ext. 4658.

Human Subject Research at LSCDVAMC: Per Federal and LSCDVAMC policies, LSCDVAMC requires review by the LSCDVAMC Institutional Review Board (IRB) of any human subject research conducted completely or partially in LSCDVAMC facilities, conducted in approved off-site locations, facilities, and/or conducted by LSCDVAMC researchers, employees, or agents, while on official VA duty time.  It includes research conducted using non-public patient data from VA records, using VA resources, recruiting VA patients at VA facilities, publishing or presenting results with the VA cited as supporting or conducting the research, or recruiting VA patients at VA facilities.  The research may be VA funded, funded from non-VA sources, or conducted without direct funding.
Human Subject Research: Human subject research means research involving interaction or intervention with living human beings or access to identifiable private information of living human beings.
Section 1 – General Information

1.  Date:       
2.  Title of Project:      
3.  Sponsor or other Support (list industry sponsor, government support, etc.): 
     
Section 2 – Investigators and Study Personnel

VA Appointments: All investigators and study personnel listed on this application who work at the LSCDVAMC and/or have contact with LSCDVAMC subjects at this facility and/or have access to LSCDVAMC information systems must have a VA appointment.

Principal Investigators (PI): All PIs must have a VA appointment.  A PI is an individual who conducts a research investigation and is the responsible leader of that team.

Responsible Investigators (RI): All RIs must have a paid VA appointment.  A RI is an investigator who assumes ultimate responsibility for the conduct of the research.  A RI is named in the protocol if the PI (1) has a without compensation (WOC) appointment; (2) is a student, resident, or fellow; (3) is not credentialed to perform and/or supervise the study procedures; and/or (4) is not qualified to be responsible for study related healthcare decisions.  

Co-Investigators (Co-I):    A Co-I is an individual who, under the direction of the PI, is involved in some or all aspects of the research project, including the: design of the study, conduct of the study, analysis and interpretation of identifiable data, and writing of manuscripts resulting from the project.  Co-Is who:  1) are based at an affiliate or other outside institution, 2) who do not perform the research activities at this facility, or 3) do not have access to identifiable data do not need a VA appointment.

VA Annual Research Education:  All study personnel involved in the conduct of the study must complete the required research education requirements. 

4.  Principal Investigator (PI) (name, degrees):      




Service/Department:      
Telephone Number:      


E-mail:      
Pager Number/Cell Phone Number:      
Business Address/Routing Symbol or Location Code:      
For IRB Use Only

	HSP/GCP
	VA Data Security
	Credentialing

	
	
	


5.  Responsible Investigator (RI) (name, degrees):      
Service/Department:      
Telephone Number:      


E-mail:      
Pager Number/Cell Phone Number:      
Business Address/Routing Symbol or Location Code:      
For IRB Use Only

	HSP/GCP
	VA Data Security
	Credentialing

	
	
	


6.  Research Contact/Research Coordinator (name, degrees):       FORMTEXT 

Service/Department:      
Telephone Number:      


E-mail:      
Pager Number/Cell Phone Number:      
Business Address/Routing Symbol or Location Code:      
For IRB Use Only

	HSP/GCP
	VA Data Security
	Credentialing

	
	
	


7.  Additional Study Staff:  (List other study staff involved in the conduct of the study, including additional staff who will obtain subjects’ informed consent, interact with subjects in person and/or on the telephone, have access to and/or collect and analyze protected health information (PHI), have access to individually identifiable data, e.g., lab data or samples).  
	Name, Degrees

(Use the Enter key in this column to insert additional names and information)
	Phone Number
	E-mail Address
	Perform research activities at LSCVAMC?
	Interact with VA research subjects?
	Access to identifiable subject information and/or data?
	For IRB Use Only

	
	
	
	
	
	
	HSP/GCP
	VA Data Security
	Credentialing



	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	
	
	


8.  Briefly describe the experience and training of the investigator and staff including expertise with study procedures (provide information about the PI, Co-Investigator, and other study personnel and how their training and expertise is relevant to the study): 

     
Section 3 – Research Sites

9.  Research Sites (check all that apply):

 FORMCHECKBOX 

LSCDVAMC facilities (list):      
 FORMCHECKBOX 

Cleveland Functional Electrical Stimulation (FES) Center

 FORMCHECKBOX 

University Hospitals Case Medical Center
 FORMCHECKBOX 

Case Western Reserve University (Case)

 FORMCHECKBOX 

The MetroHealth System

 FORMCHECKBOX 

Multi-center clinical trial

 FORMCHECKBOX 

International study (list the countries if PI is the lead investigator):      
 FORMCHECKBOX 

Other cooperative research or multi-center trial where the PI is the lead investigator
10. Will any study procedures involving LSCDVAMC enrolled subjects (including analysis of identifiable subject samples or data) be conducted at any site other than the LSCDVAMC?

 FORMCHECKBOX 
 No (proceed to item 12)
 FORMCHECKBOX 
 Yes **

** If yes, please provide the following information: 
a. Name and contact information for the site:       
b. Has the site granted permission for the research to be conducted?


 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes 

c. Does the site have an IRB?


 FORMCHECKBOX 
 No **

 FORMCHECKBOX 
 Yes 


** If no, describe the IRB arrangements for the external site:       
d. IRB approval letter for the external site is attached:  

 FORMCHECKBOX 
 No **

 FORMCHECKBOX 
 Yes 


** If no, explain:       
e. Describe the plan for communicating necessary information to the external site.  This information includes, but is not limited to, protocol amendments, reports of serious adverse events, reports of unanticipated problems involving risks to subjects or others, interim reports, and DSMB reports.   
     
11.  Is the PI the lead investigator on cooperative research or a multi-center trial (LSCDVAMC is considered the coordinating center)?
 FORMCHECKBOX 
  Not applicable – not a cooperative research project or multi-center trial (proceed to item 13)
 FORMCHECKBOX 
 No (proceed to item 13)
 FORMCHECKBOX 
 Yes **
** If yes, provide the following information:
a.  Are research activities at participating institutions defined as human subjects research per the Common Rule?
 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes 

b. Provide a list of the participating facilities and their Federalwide Assurance Number (FWA) number:
	Facility
(Use the Enter key in this column to insert additional names and information)
	FWA Number

	     
	     


c. Provide contact name(s) and information for the investigator at each participating facility:

	Facility

(Use the Enter key in this column to insert additional names and information)
	Contact Name
	Contact Number

	     
	     
	     


d. Provide the name and information for the IRB of record for each participating facility (Use the Tab key in the last column to insert additional rows):

	Facility
(Use the Enter key in this column to insert additional names and information)
	IRB of Record
	IRB Registration Number

	     
	     
	     


e. Describe the method for assuring that all participating facilities have the most current version of the protocol.

     
f. Describe the method for confirming that all amendments and modifications in the protocol have been communicated to participating sites.

     
g. Describe the method for communicating to participating facilities any serious adverse events and unanticipated problems involving risks to subjects or others.

     
h. Describe the method of communicating regularly with participating sites about study events.

     
i. IRB approval letters from the IRBs of record for all participating sites are attached.
 FORMCHECKBOX 
 No **
 FORMCHECKBOX 
 Yes 


** If no, explain:       
Section 4 - Laboratory Considerations
12. Clinical or Research Laboratory Considerations (check all that apply): 

 FORMCHECKBOX 
 No laboratory will be used

 FORMCHECKBOX 
 A central laboratory will be used (name):      
 FORMCHECKBOX 
 The LSCDVAMC laboratory will be used
 FORMCHECKBOX 
 A core laboratory (e.g. ECG, echocardiogram, angiogram) will be used (name):      
Section 5 - Other Committee Approvals
The Radiation Safety Committee oversees the use of all medical center ionizing radiation sources to ensure safe, responsible practices and full compliance with Radiation Safety Program requirements.  The Radiation Safety Committee reviews all research protocols that involve the use of ionizing radiation.  

The LSCDVAMC Pharmacy and Therapeutics (P&T) Committee must approve:  (1) Studies of investigational drugs (2) research involving an FDA-approved drug used in a non-approved manner, and (3) an FDA-approved drug, used as approved, when its use is part of a research protocol.  

The Environment of Care Committee (EOC) must approve all research that involves electrically line-operated devices, which have leads or electrodes and will come in contact with human subjects.

13.  Radiation Safety Committee Approval (check as applicable):
 FORMCHECKBOX 
 Not applicable

 FORMCHECKBOX 
 Approval attached (provide approval date):      
 FORMCHECKBOX 
 Approval pending (provide date of submission):        
14.  Pharmacy & Therapeutics (P&T) Committee Approval (check as applicable): 

 FORMCHECKBOX 
 Not applicable

 FORMCHECKBOX 
 Approval attached (provide approval date):      
 FORMCHECKBOX 
 Approval pending (provide date of submission):        
15.  Environment of Care Committee (EOC) Approval (check as applicable): 

 FORMCHECKBOX 
 Not applicable

 FORMCHECKBOX 
 Approval attached (provide approval date):      
 FORMCHECKBOX 
 Approval pending (provide date of submission):        
16.  Please check and describe as applicable (please contact the IRB Office with questions or for additional information):

 FORMCHECKBOX 
 Recombinant DNA
 FORMCHECKBOX 
 Human Gene Transfer


 FORMCHECKBOX 
 Xenotransplantation 
 FORMCHECKBOX 
 Investigational Use of Ionizing Radiation Source

Section 6 – Budget / Funding Information

17.  Funding Sources (check all that apply):

 FORMCHECKBOX 
 Unfunded (proceed to question 21)
 FORMCHECKBOX 
 VA Central Office

 FORMCHECKBOX 
 VISN

 FORMCHECKBOX 
 Cleveland VA Research and Education Foundation

 FORMCHECKBOX 
 NIH / Agency

 FORMCHECKBOX 
 Other Foundation (name):      
 FORMCHECKBOX 
 Commercial (name):      
 FORMCHECKBOX 
 Other (describe):      

18.  Grantee (name):      

19.  Grant / Contract No. (if applicable):      

20.  Administered by: 

 FORMCHECKBOX 
 Unfunded
 FORMCHECKBOX 
 VA Research Office

 FORMCHECKBOX 
 Cleveland VA Research and Education Foundation

 FORMCHECKBOX 
 Case Western Reserve University (CWRU)*
 FORMCHECKBOX 
 Other (specify):*      
* Federally funded grants must use the IRB of the administering institution as their IRB of record.  Any human subjects’ research conducted at the LSCDVAMC must additionally be approved by LSCDVAMC IRB.
Section 7 – Other Information

21.  Please list any other information specific to this study that you believe the IRB should consider: 

     
Section 8 – Principal Investigator’s Statement of Assurance

I certify that the information provided in this application is complete and correct.

I understand that as Principal Investigator, I have ultimate responsibility for the protection of the rights and welfare of human subjects, conduct of the study and the ethical performance of the project.  I agree to accept responsibility for the conduct and supervision of this research and the protection of human subjects as required by: (a) state and federal law and regulation, including VA regulations at 38 CFR Part 16, FDA regulations at 21 CFR Part 50 & Part 56 and DHHS regulations at 45 CFR Part 46, and (b) LSCDVAMC human research protection program policies and the LSCDVAMC Federalwide Assurance (FWA), such that:

· The protocol will be performed by qualified personnel according to the LSCDVAMC IRB approved protocol,

· All changes in the protocol and consent form will be approved by the LSCDVAMC IRB before they are initiated, except when necessary to eliminate immediate hazard(s) to the subject(s),
· Legally effective informed consent will be obtained from human subjects if applicable, and

· Unanticipated problems involving risk to subjects or others will be reported to the LSCDVAMC IRB in a timely manner.

· If I leave the VA, I will assure that all appropriate documents, constituting a final report, are submitted to the IRB for review.

· I will complete the required research education requirements in a timely manner and ensure that all study staff involved in this study have completed the research requirements in a timely manner.

I further certify that the proposed research is not currently underway and will not begin until approvals have been obtained by both the IRB and the Research & Development Committee. 



     
Signature of Principal Investigator




Date


Section 9 – Responsible Investigator’s Statement of Assurance

By my signature as responsible investigator on this research application, I certify that the Principal Investigator (investigator) is knowledgeable about the regulations and policies governing research with human subjects and has sufficient training and experience to conduct this particular study in accord with the approved protocol.

In addition,

· I agree to meet with the investigator on a regular basis to monitor study progress,

· Should problems arise during the course of the study, I agree to be available, personally, to supervise the investigator in solving them,

· I insure that the investigator will promptly report unanticipated problems involving risks to subjects or others to the LSCDVAMC IRB in a timely manner,

· If  I will be unavailable, e.g. on vacation or sabbatical, I will arrange for an alternate LSCDVAMC staff member to assume responsibility during my absence, and I will advise the LSCDVAMC IRB by letter of such arrangements, and

· I ensure that the investigator and study staff will complete the required research education requirements in a timely manner.

I further certify that the proposed research is not currently underway and will not begin until approvals have been obtained by both the IRB and the Research & Development Committee.


     
Signature of Responsible Investigator




Date

The Responsible Investigator is considered the responsible party for clinical, legal, and ethical performance of the project.

Section 10 – Co-Investigator and Study Staff Agreement

I acknowledge my role in this research study and I agree to adhere to applicable federal research regulations and LSCDVAMC policies and procedures relative to the protection of the rights and welfare of the subjects enrolled in this study.   

	Name 
(Please type)
	
	Date
	
	Role in Study
(Please type)
	
	Signature

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	

	     
	
	     
	
	     
	
	


Section 11 – Attachments

Please attach the following items as applicable and check those attached:

 FORMCHECKBOX 
  Attachment for Exempt Research (Request for Exemption from IRB Review Form)

 FORMCHECKBOX 
  Attachment for Expedited Review (Request for Expedited Review Form)

 FORMCHECKBOX 
 
Research Plan 

 FORMCHECKBOX 
  Complete federal or non-federal grant application (e.g., VA merit review, NIH or voluntary agency grant applications), where applicable.  Do not include attachments/appendices.
 FORMCHECKBOX 
  Federal cooperative research sample protocol and consent form, where applicable

 FORMCHECKBOX 
  Complete research protocol or research plan (e.g., voluntary agency, commercial sponsor protocols, student independent study, student thesis, or student dissertation)

 FORMCHECKBOX 
  Clinical Investigator’s Brochure, copy ready package insert, PDR monograph, labeling information

 FORMCHECKBOX 
  VA Form 10-9012 Investigational Drug Record

 FORMCHECKBOX 
  Informed consent document(s)

 FORMCHECKBOX 
  Adult assent document(s)

 FORMCHECKBOX 
  Parental permission document(s)

 FORMCHECKBOX 
  Child assent document(s)

 FORMCHECKBOX 
  Translated & authenticated versions of the above consent, permission, and/or assent document(s) for likely non-English speakers

 FORMCHECKBOX 
  Attachment for Informed Consent Waiver (Request for Consent Waivers Form)

 FORMCHECKBOX 
  All advertisements, announcements, letters, or other recruiting materials

 FORMCHECKBOX 
  All scales, survey instruments, questionnaires, interview scripts, etc.

 FORMCHECKBOX 
  VA Form 10-3203 Consent for Use of Picture and/or Voice

 FORMCHECKBOX 
  Relevant safety committee approvals (Radiation Safety Committee, P&T Committee, Environment of Care Committee)

 FORMCHECKBOX 
  Attachment for LSCDVAMC HIPAA Authorization Form

 FORMCHECKBOX 
  Attachment for LSCDVAMC HIPAA Waiver of Authorization

 FORMCHECKBOX 
  Attachment for LSCDVAMC Waiver of Authorization

	IRB #: 


(Assigned by IRB Office)
	


Title of Project:       
	FOR IRB USE ONLY
 FORMCHECKBOX 
  Exempt (Request for Exemption of IRB Review Form attached) under 

Category:      
 FORMCHECKBOX 
  Approved by Expedited Review (Request for Expedited Review IRB Form attached) under Category:      
 FORMCHECKBOX 
  Approved by the Convened (Full) IRB (as proposed)

 FORMCHECKBOX 
  Approved by Convened (Full) IRB (with stipulations* verified by Convened IRB)

 FORMCHECKBOX 
  Approved by Convened (Full) IRB (with stipulations* verified by Chair/Member)

* Attach stipulations and investigator response

 FORMCHECKBOX 
  Approval includes Consent Waiver (Request for Consent Waivers Form attached) 

 FORMCHECKBOX 
  Approval includes HIPAA Authorization Waiver 

 FORMCHECKBOX 
  Disapproved

Comments:       
As a reviewer, are you an investigator, consultant, collaborator, or study personnel on the proposed study; do you have a financial interest in the study; or do you have any other conflict of interest with this study?  
 FORMCHECKBOX 
  Yes**    FORMCHECKBOX 
  No
**If yes, please do not perform the review and contact the IRB Office at (216) 791-3800 ext. 4658.


	Signature of IRB Chairperson or Designee

Name:  FORMTEXT 

	
	Date


LSCDVAMC

IRB Initial Review Application 

12/2008

Page 1 of 12
1

