NEW STUDY SUBMISSION PROCESS
1. Determine if you have to submit to the Office of Human Research by completing the Human Subject Research Determination Worksheet.
2. Determine research category (Exempt, Expedited or Full-Committee aka “Convened”) by working through Decision Charts #2 - #8.
3. Determine documents to submit to Office of Human Research (OHR) by completing checklists below and retrieving from Forms.
4. Submit 1 hard copy of all materials with signatures to the OHR “in-box” at GWU Medical Center (Ross Hall), 2300 I St. NW, Room 613.
5. Pre-evaluation of your submission by IRB Analyst for completeness and clarity (you’ll be contacted within 3 business days with a progress update).  Staff may request submission edits.  If your study is above minimal risk, will request 15 copies after all issues are resolved.
6. Formal review of your submission.  For minimal risk studies, an IRB Designee will render initial evaluation within approximately 7 business days from completion of step #5.  Above minimal risk (Full-Committee) studies will be formally reviewed by the full IRB Committee according to our posted Submission Deadlines.

7. Resolve submission issues identified by the IRB Designee or IRB Committee, as communicated to you by IRB Analysts.  Resolution time varies with complexity of outstanding issues.
8. Upon approval, you will be emailed approval letter and stamped versions of all materials to be viewed by subjects or the public.
	REQUIRED FOR ALL NEW STUDY SUBMISSIONS (Exempt, Expedited and Full-Committee):



	 FORMCHECKBOX 

	Check to indicate that you have completed the Human Subjects Determination Worksheet and determined that you should submit to the Office of Human Research

	 FORMCHECKBOX 

	Check to indicate that all team members have completed Human Subject Protections Training (Cititraining) and/or “Refreshed” training within last 2 years—submit documentation of training only if alternate to Cititraining was completed

	

	Submitting
	N/A
	Form/Document
	Link to Form or Guidance
	Comments

	  FORMCHECKBOX 

	This checklist
	
	

	  FORMCHECKBOX 

	Human Research Synopsis Form or 
Exempt from IRB Review Request
	Exempt from IRB Review Request
Human Research Synopsis Form
	Submit Synopsis for Expedited and Full-board studies.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Consent Form(s) or Information Sheet(s)
(if recruiting prospective subjects)
	Social/Behavioral Consent Form Guidance
Medical Consent Form Guidance
Sample Information Sheet
Tips on Informed Consent
	Expedited and Full-Board studies utilize “Consent Form”.  Exempt studies utilize “Information Sheet.”  A separate “debriefing” statement should be included if subject deception involved.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Surveys, Questionnaires or Interview Questions (if using)
	
	If soliciting prospective data, submit data collection instruments in final form.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Full or Partial Authorization of HIPAA Waiver Request 

(if viewing/using private health information)
	HIPAA Full Waiver of Research Subject Authorization Request
HIPAA Partial Waiver of Research Subject Authorization Request
Federal Guidance for Researchers
	Complete the HIPAA Worksheet to determine if you should submit either form.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Protocol, Dissertation or Thesis (if exists)
	Protocol Sample
	 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Grant Application Copy (if exists)
	
	


EXPEDITED AND FULL-COMMITTEE (not Exempt) REQUIREMENTS CONTINUED ON NEXT PAGE….

	Required for Expedited and Full-Board Studies only (not Exempt), if….


	Submitting
	Form/Document
	Required to Submit only if
	Link to Form or Guidance
	Comments

	 FORMCHECKBOX 

	Recruitment Materials
Final versions of flyers, ads, email and postal recruitment text, script of verbal recruitment (separate attachment for each)
	Recruiting prospective subjects
	
	Recruitment activities are all communication activities that solicit subject participation, prior to subject consenting.

	 FORMCHECKBOX 

	Site Permission Letter/Email
	Obtain from non-GW entities where subject activities or where private records are directly accessed by researcher
	See Sample Exempt Packet, p. 14 for sample Site Permission
	

	 FORMCHECKBOX 

	IND/IDE /HDE Approval Letter
	FDA Research
	IDE Guidance
IND Guidance

	

	 FORMCHECKBOX 

	510 (k) Clearance Letter
	FDA Research
	510(k) Guidance
	

	 FORMCHECKBOX 

	Investigational Brochure or Device Manual
	FDA Research
	
	

	 FORMCHECKBOX 

	Audio-Video Release form
	Using recordings of subjects for any purpose other than data analysis.
	Audio-Video Release Form
	Obtain subject signature during consent process.

	 FORMCHECKBOX 

	Child Assent Form(s)
	Persons 17 or under are subjects.
	 
	Assent form is a simplified verbal consent form written in appropriate language for children.

	 FORMCHECKBOX 

	Consent Form(s) in foreign language
	Recruiting non-English speaking subjects
	
	Above min. risk must also submit consents translated back into English from foreign language (see Translator-Back Translator Form).

	 FORMCHECKBOX 

	Translator-Back Translator Form
	Above minimal risk study only, recruiting non-English speaking subjects.
	Translator-Back Translator Form
	

	 FORMCHECKBOX 

	Certificate of Confidentiality
	Seeking to protect NIH-sponsored research subjects from data disclosure in legal proceedings.
	Certificate of Confidentiality Guidance
	

	 FORMCHECKBOX 

	Limited Data Set Agreement
	Seeking protected health information from covered entity in partially-identifiable form
	
	This is an option when authorization to use fully-identified data is not available. 

	 FORMCHECKBOX 

	Decedent PHI Request form
	Obtaining protected health information of deceased persons.
	Decedent Protection Health Information Request Form
	


