Instructions for Completing

Key Questions on WIRB Submission Forms

(NOTE:  For WIRB “Smart” Forms, questions may be numbered differently, depending on how you answer the application questions.  However, you should complete the BUMC-specific questions as described below.)

Instructions

Hold down the control key as you click on the links.  
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	2
	2
	3rd paragraph:  “Please indicate your consent form preference below.”

Check the third box:  “This is a new protocol or it is my understanding that a previously approved consent form is not available…..”   BUMC PIs must submit a site-specific consent using the BUMC IRB WIRB ICF template.  This is the only option that appears to be appropriate for this question.   

	3
	Question not asked
	“Answer the following to help us determine if the research is expeditable:”

Must check the first box:  “Greater than minimal risk (or the research includes radiation)”

Protocols that meet the Exempt or Expedited review categories are internally reviewed by the BUMC IRB instead of WIRB, as well as repository and registry studies. 

	4e
	3e
	“If this research will be conducted through an organization which has a contract to use WIRB for IRB services, please provide the name of the organization:”

Must say:  “Boston University Medical Center”

All BUMC studies submitted to WIRB are reviewed by WIRB under an authorization agreement between BUMC and WIRB.

	13
	12
	“Financial Conflict of Interests:”  

· Check NO if none of the investigators have a conflict of interest.  

· If you check YES, then this indicates that a COI has been identified for one or more investigators.  The protocol cannot be submitted to WIRB until the COI has been addressed by the BUMC COI Committee or signed off by the Office of Research Compliance.
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	19 

19a
	18

18a
	“Investigators must ensure each member of the research study team/staff (including the PI and sub-investigators) has had training in the protection of human subjects ….”

Must check YES.

“Indicate what type(s) of training were completed”: 

Check the 8th box:  “Academic/medical center’s institutional human subject protection training requirements satisfied.”  The BUMC IRB will verify each investigator’s training status for:

· Initial certification
· BUMC Recertification:  Required for investigators with initial certification training taken on or before 7/1/12

· HIPAA/Privacy Module 

See http://www.bumc.bu.edu/ocr/certification/

	23
	Question not asked
	“Is this research an “applicable clinical trial” that must be registered on ClinicalTrials.gov?”

If you answer YES, effective March 7, 2012, the consent form must include the following statement (verbatim):

“A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law.  This Web site will not include information that can identify you.  At most, the Web site will include a summary of the results.  You can search this Web site at any time.”  

	24
	Question not asked
	“Are you a sponsor-investigator?”

Answer must be NO.   If the answer to this question is YES, then this protocol may not be submitted to WIRB.

	38
	23
	“Site #1:”

If you will be using the BUMC General Clinical Research Unit (GCRU), please list it as one of the sites.
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	43
	30
	“Please describe the roles of those member of the study team who have substantive interaction with subjects …”

List here all investigators including all BUMC persons who will have contact with subjects or their identifiable data, including all those performing research activities, consenting, screening, research interventions, data collection and data analysis. 

*** The IRB will verify that each person listed is up to date with their human subjects training certification, recertification, and the HIPAA/Privacy Module (per the BUMC Investigator Database.)   

	52
	39
	“As part of our accreditation, WIRB requires that the clinical trials agreement (CTA) between the sponsor and the investigator (or investigator’s institution) and the approved consent form do not conflict with each other regarding the compensation for injury…”

· DO NOT check the 6th box, “The PI is affiliated with an institution which has required compensation for injury language”.  The 7/1/13 BUMC compensation language from the BUMC WIRB ICF template provides optional text.  

· Check the 7th box, “The PI’s hospital, university or medical center has a contract with WIRB for IRB services…”then enter “Boston University Medical Center”. OSP Attorney Anne Clark will ensure that the CTA is consistent with the consent language ( NOT the PI, sponsor, or CRO).

	53
	40
	“Check any of the following methods that the PI will use to recruit subjects for this study:”

· 3rd box:  If “Personal Contact” is checked:  Submit to WIRB with the submission form, a BUMC Investigator-Initiated In-Person Recruitment Plan and a Recruitment Script.  

· If you will be identifying potential subjects from medical records or clinical databases, then you will need to complete a WIRB HIPAA Partial Waiver form.   Check “Other” and insert “patient medical records and/or databases”.   

	66
	52
	The PI must sign and date this section.
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	67a, b, c, d
	53a, b, c, d
	BILLING INFORMATION:

The following information must be inserted:

a-Boston University Medical Center

b-Rosana Schomer

c-Institutional Review Board

   560 Harrison Avenue, Suite 300

   Boston, MA  02118 

d-Phone:  617-638-7207

   Email:  roz@bu.edu
Note:  Under the agreement, WIRB will directly invoice the BUMC IRB for all reviews performed.  The BUMC IRB will approve the invoices and forward the BU Research Accounting Office for payment.  Research Accounting will later bill the sponsor.  Sponsors cannot be billed directly by WIRB.    
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