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Human Research Protection Program
Guidance - Researcher Privileging Instructions

All researchers are required to fulfill certain requirements in order to be involved in the conduct of research at Ascension Health. The same requirements apply to all research being conducted at Ascension Health, regardless of the IRB of record.
Some requirements below also apply to HUD users. This process is not applicable for QI/QA projects, treatment IND/IDE protocol and Emergency use submissions.
Instructions for the submission of the required items are described below. For questions or issues, contact ResearchIntegrity@ascension.org.
	What
	Who
	When
	How

	CV/resume
	Anyone listed on any IRB submission as:
· Principal Investigator
· Sub-Investigator (Sub-I)
· Co-Investigator (Co-I)
	Prior to being added to an IRB approved research protocol and every 3 years.
Reminders are sent from the ACRI HRPP.
	Submit via email to
ResearchIntegrity@ascension.org
Acceptable file formats include:
· Adobe (.pdf), MS Word (.doc/.docx), or a photo (.jpg)
· Share Google Docs with
ResearchIntegrity@ascension.org.
Do not send Pages (.pages) format.

	Investigator
Agreement
	Anyone listed on a Human Subjects Research IRB submission as:
· Principal Investigator
· Sub-Investigator (Sub-I)
· Co-Investigator (Co-I)
	Prior to being added to an IRB approved research protocol and every 3 years.
Reminders are sent from the ACRI HRPP.
	Complete this form (also available in the eIRB Library).
Acceptable Signature methods:
· Wet signature (pen)
· E-signatures configured to include a date, time stamp. For example, using Adobe, Docu-sign, etc.
· A signature with a mouse/trackpad or stylus.
Submit via email to
ResearchIntegrity@ascension.org
Acceptable file formats include:
· Adobe (.pdf) or a photo (i.e. .jpg)

	Financial Conflict of
Interest (fCOI)
Disclosure Statement
	Anyone engaged in human subject research at or on behalf of Ascension.
This does not include individuals working only on non-research activities (i.e.
HUD, QA/QI, Emergency Use).
	The fCOI Disclosure survey is sent to all active researchers annually. An updated disclosure must also be submitted if there is a new fCOI to disclose.
For funded research, there must be a current fCOI disclosure on file prior to the approval by the IRB.
	Complete our required annual Financial Conflict of Interest Survey (fCOI) by following the personal link sent to you or by going to: https://redcap.link/fCOI-ACRI.
Users should keep the copy sent to them for their records. It is unnecessary to send a copy to Research Integrity and Compliance.
In cases where there is a fOI related to research, RIC will work with the reporter to develop an fCOI management plan.


1 of 2
[image: ]Ascension Clinical Research Institute
Human Research Protection Program
	What
	Who
	When
	How

	Ascension Health CITI
Basic Human Subject
Research (HSR)
Course
	All individuals listed as key personnel on the IRB submission.
	Prior to being added to an IRB approved research protocol and every 3 years.
	Users must affiliate with Ascension Health in CITI. Individuals can be affiliated with more than one institution. If Ascension required modules have

	
	
	
	

	Ascension Health CITI
Humanitarian Use
Device (HUD) User
Course
	All individuals listed users on an HUD IRB submission.
	Prior to being added to an IRB approved research protocol and every 3 years.
	been completed at another institution & are unexpired, they will reflect as completed for Ascension Health as well. To affiliate with Ascension Health see CITI FAQs.
CITI training is completed through the CITI Program website, https://www.citiprogram.org/
See the Ascension CITI User Guide for additional instructions and information for completing the Ascension Health courses.
Reminders are sent from CITI, and verified by IRB staff.

	Ascension Health CITI
Conflict of Interest
(COI) Course
	All individuals listed as key personnel on a Human Subjects Research IRB submission that receives funding by PHS.
NIH is part of PHS, so this includes all NCI studies.
	Prior to being added to an IRB approved research protocol and every 3 years.
	

	Other Optional Ascension Health CITI Courses, including:
· Good Clinical
Practice (GCP) - Responsible Conduct of Research (RCR)
· Information Privacy
& Security (IPS)
	Generally, not required by the IRB or Research Integrity & Compliance.
You may be required by the sponsor, state/federal regulation or funding agency, or local ministry to complete additional courses.
You have the option to take these additional courses, even if not required.
	If required by regulation/funding agency, prior to being added to an IRB approved research protocol and every 3 years.
	


OTHER REMINDERS:
· All investigators and study team members must have an eIRB account. This is not part of the privileging process. Sign-up for an eIRB account here, follow IRB guidance for account requirements.
· Researcher privileging is verified by IRB staff and must be completed prior to IRB approval.
· Completion of research privileging requirements is not IRB approval; you must obtain IRB approval prior to initiating human subject research activities.
REFERENCES:
See the following HRPP Policies and Procedures below for more details:
· HRP-200 INVESTIGATOR MANUAL
· HRP-301 - POLICY - PI Responsibilities
REVISION HISTORY:
	Date Revised
	Reason for Change
	Revised By

	4/16/2024
	Additional information and clarifications about submission. Other administrative edits, corrections.
	J. Kirchen
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