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Initial Submission Checklist

This checklist is intended to aid investigators in providing the documentation necessary to obtain Institutional Review Board (IRB) approval for research protocols involving human subjects.  Please use the most recent forms located at http://www.ohsu.edu/ra/forms.shtml#hsf.  Other materials may be required depending upon the specifics of your protocol.  If you have any questions, please call the ORIO staff at 503-494-7887. 

	 FORMCHECKBOX 

	Proposed Project Questionnaire (PPQ)

	 FORMCHECKBOX 

	Initial Review Questionnaire (IRQ) 

	 FORMCHECKBOX 

	1-2 page protocol summary written in lay language

	 FORMCHECKBOX 

	Complete and final study protocol

	 FORMCHECKBOX 

	Complete grant (if an NIH grant is funding this study)

	 FORMCHECKBOX 

	Data Safety Monitoring Plan for NIH-Sponsored studies or GCRC studies

	 FORMCHECKBOX 

	Adult Informed Consent Form

	 FORMCHECKBOX 

	Genetic Informed Consent Form

	 FORMCHECKBOX 

	Child Assent

	 FORMCHECKBOX 

	Media Informed Consent

	 FORMCHECKBOX 

	HIPAA Research Authorization

	 FORMCHECKBOX 

	HIPAA Authorization for Existing PHI

	 FORMCHECKBOX 

	HIPAA Waiver of Authorization

	 FORMCHECKBOX 

	HIPAA Data Use Agreement

	 FORMCHECKBOX 

	HIPAA Business Associate Agreement

	 FORMCHECKBOX 

	Other HIPAA Form(s): 

	 FORMCHECKBOX 

	An Investigator's brochure/Package Inserts/Safety Sheets for Food Supplements, Herbs, etc.

	 FORMCHECKBOX 

	Pyrogenicity, Purity, and Potency Testing Information

	 FORMCHECKBOX 

	Advertisements/Recruitment letters (Call UNP at 503-494-8231 for assistance with wording)

	 FORMCHECKBOX 

	Survey instrument(s)/Data collection form(s)

	 FORMCHECKBOX 

	Questionnaires or Surveys

	 FORMCHECKBOX 

	Collaborative Agreement(s)

	 FORMCHECKBOX 

	CLIA Certifications (non-OHSU labs)

	 FORMCHECKBOX 

	Clinical Study Billing Schedule

	 FORMCHECKBOX 

	Use of Ionizing Radiation in Humans Form

	 FORMCHECKBOX 

	Humanitarian Device Exemption Application (if held by PI)

	 FORMCHECKBOX 

	IND (if held by PI)

	 FORMCHECKBOX 

	IDE (if held by PI)

	 FORMCHECKBOX 

	FDA 2891 (if 510k exempt device or diagnostic)

	 FORMCHECKBOX 

	FDA SE (if 510k was submitted for a device)

	 FORMCHECKBOX 

	Inter-institutional Agreement

	 FORMCHECKBOX 

	Fee Agreement (for GCRC industry-sponsored studies only)

	 FORMCHECKBOX 

	Industry Budget (for GCRC industry-sponsored studies only)
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