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Submission Requirements for New Research Applications
	When completing BRANY IRB’s xForm Research Application using the IRBManager™ portal, you will be prompted to attach the following items in an electronic format. Most file formats are accepted, including .pdf, .jpg, .tif, .doc/.docx, .xls/.xmls. If you have any questions, please contact BRANY IRB staff.


 FORMCHECKBOX 
 Principal Investigator’s Current Curriculum Vitae (CV)
· Must be signed and dated, within 1 year 

· Not required if current documentation is already on file with BRANY IRB.

 FORMCHECKBOX 
 Principal Investigator’s Current Professional License (if applicable)

· Must show expiration date 

· Not required if current documentation is already on file with BRANY IRB.
 FORMCHECKBOX 
 Project Summary (Explanation of the study in non-medical terminology, not to exceed 1 page.)
 FORMCHECKBOX 
 Protocol (Include sufficient detail describing background, rationale, procedures, &data to be collected.)

· If protocol is federally funded, include a copy of the grant/funding application.
 FORMCHECKBOX 
 Consent Form(s) and Assent form(s) (if applicable) 

· Must be prepared in accordance with document templates available at www.branyirb.com.

· Must be in Microsoft Word compatible format.

 FORMCHECKBOX 
 Recruitment/Advertisement Materials 
· BRANY IRB policy for these materials available at www.branyirb.com. 
Studies of DRUGS or BIOLOGICS

 FORMCHECKBOX 
 Investigator’s Brochure 

 FORMCHECKBOX 
 IND safety reports, drug inserts or other documents relating to the study agent 
 FORMCHECKBOX 
 FDA Form 1572, signed & dated, OR, if an IND has not been filed, then an explanation as to why
For recombinant DNA/gene transfer protocols only

 FORMCHECKBOX 
 Institutional Biosafety Committee (IBC) approval information from the review of your study
· You may also request review by through BRANY’s IBC Services
STUDIES of DEVICES

 FORMCHECKBOX 
 Signed Investigator Agreement for protocols with an IDE

 FORMCHECKBOX 
 One of the following:

 FORMCHECKBOX 
 FDA Letter granting the investigational device exemption (IDE);or

 FORMCHECKBOX 
 Letter from Sponsor stating that the study is a non-significant risk device study; or

 FORMCHECKBOX 
 Letter Explaining Why the Investigation Is Exempt from the IDE requirements under 21 CFR 812.2(c), or otherwise exempt

WAIVER REQUESTS

 FORMCHECKBOX 
 HIPAA Waiver request form
· Only if your study requires a waiver of the requirement to obtain HIPAA authorization for screening/recruitment or enrollment
 FORMCHECKBOX 
 Data Use Agreement 
· Only if you plan to share a limited data set of PHI without obtaining HIPAA authorization 
· Must be accompanied by a HIPAA Waiver request)

 FORMCHECKBOX 
 Consent Waiver/Alteration request form 
· Only if your research requires a waiver or alteration of the requirement to obtain informed consent or to document informed consent.
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