	
	



	WORKSHEET: Pre-Review

	
	NUMBER
	APPROVED BY
	EFFECTIVE DATE
	PAGE

	
	HRP-308
	IRB Office
Northwestern University
	01/01/2026
	Page 2 of 2


[image: C:\Users\kak292\AppData\Local\Microsoft\Windows\Temporary Internet Files\Content.Outlook\BO0DTJRI\northwestern-thumb.jpg]
	
IRB number:            
The purpose of this worksheet is to provide support for the IRB Office staff conducting screening of submission materials.  This worksheet is to be used for guidance and does not need to be completed or retained.

	ALL REVIEWS

	Determine the Human Research regulations that apply to the Human Research and indicate in the “Regulatory Oversight” section of “CHECKLIST: Pre-Review (HRP-401)”. See Appendix 1 below for guidance on determining regulatory oversight.
Determine whether the Human Research has received all required ancillary reviews and approvals by the appropriate committees and officials. 
If the Human Research could be subject to EU GPDR, refer to the NU IRB guidance.
If there is a HIPAA authorization, review using “WORKSHEET: HIPAA Authorization (HRP-330).”
If a HIPAA waiver of authorization is required, review using “CHECKLIST: HIPAA - Waiver of Authorization (HRP-441).”
Determine whether the submission is for a Single-Site Study, a Collaborative Study, or a Multi-Site Study.

	Note any missing materials necessary for review in the “Missing Materials” section of “CHECKLIST: Pre-Review (HRP-401)”:

	Completed “FORM: Basic Study Information (HRP-211)” (including all appendices as applicable)
Investigator Protocol
Consent document(s) or script(s)
	Data collection instruments
Written material to be seen or heard by subjects

	Determine whether any new information has been provided (example, a new risk). If so, follow “SOP: Reportable New Information (HRP-024).”

	INITIAL REVIEW and MODIFICATION (when the modification affects one of the following)

	If the submission includes a request to serve as the single IRB of record (sIRB) for a Cooperative Study or Multi-Site Study, determine if an authorization agreement is needed using the HRP-093 - SOP IRB of Record for Multi-Site Research. 
For initial reviews, determine whether the principal investigator is eligible (i.e., meets the PI eligibility criteria and is not restricted).
If the research involves the use of a drug, use the “WORKSHEET: Drugs and Biologics (HRP-306).”
If the research involves the use of a device (including a humanitarian use device), use the “WORKSHEET: Devices (HRP-307).”
Note any special determinations that need to be made by the convened IRB or Designated Reviewer in the “Special Determinations and Waivers” section of “CHECKLIST: Pre-Review (HRP-401)”.
If the device meets the abbreviated IDE requirements, note “Nonsignificant risk device” in the “Special Determinations and Waivers” section of “CHECKLIST: Pre-Review (HRP-401)”. 
If the research is NIH-funded (regardless of whether the investigator has indicated the use of a Certificate of Confidentiality), note the presence of a Certificate of Confidentiality in the Additional Study Features section of the Pre-Review Checklist.

	Note any missing materials necessary for review in the “Incomplete Information and/or Missing Materials” section of “CHECKLIST: Pre-Review (HRP-401)”:

	Qualifications of the key personnel
Complete sponsor protocol (including DHHS protocol)
DHHS-approved sample consent document
Investigator brochure for investigational drug
Package insert for marketed drugs
	Institutional Profile 
Executed Reliance Agreement(s) 
Product information for medical devices
For Department of Education (ED) research, ensure that a permission letter has been submitted attesting compliance with FERPA and PPRA.

	Note missing/inappropriately answered Investigator Protocol sections in the “Incomplete Information and/or Missing Materials” section of “CHECKLIST: Pre-Review (HRP-401)”:

	IRB Review History
Objectives
Background
Setting
Resources Available
Prior Approvals
Study Design
Recruitment Methods
	Inclusion/Exclusion Criteria
Compensation for Injury
Local Number of Subjects
Total Number of Subjects
Study Timelines
Study Endpoints
Procedures Involved
Data and Specimen Banking
	Data Management 
Confidentiality
Provisions to Monitor Data
Withdrawal of Subjects
Risks to Subjects
Potential benefits 
Provisions to protect privacy
Economic burden to subjects
	Consent Process
Consent Documentation
Vulnerable Populations
Drugs or Devices
Multi-Site Research
Community-Based Participatory Research
Sharing of Results

	“Final Contingencies” section:

	Research is subject to regulations not overseen or conducted by the organization
Positive financial declaration without a Conflict of Interest report
Protocol information relates to an item in the list of institutional financial interests
An IND is required and there is no IND
An IND is required and there is insufficient documentation
An IDE/HDE is required and there is no IDE/HDE
An IDE/HDE is required and there is insufficient documentation
There are inadequate provisions to control the drug(s)
	There are inadequate provisions to control the device(s)
There are inadequate provisions for an investigator held IND
There are inadequate provisions for an investigator held IDE
External site(s) getting federal funds from the organization does not have a federalwide assurance (FWA)
The research involves adults unable to consent and statements by the investigator and legal counsel regarding which individuals are legally authorized representatives do not match.
The research involves children and statements by the investigator and legal counsel regarding who can provide permission for the child if an individual is not a parent which persons do not match.

	INITIAL REVIEW and MODIFICATION FOR SITES RELYING ON THIS IRB (when the modification affects one of the following)

	The site submission includes the following:
Description of Relying Site activities in the Protocol
Relying Site Informed Consent Document(s) (if applicable)
HRP-1825 Relying Site Local Context Form
Any other relevant site-specific materials
Relying Site Local Context Review
☐ Protocol procedures are consistent with Relying Site state law and site policy as indicated in Relying Site Local Context Form.☐ Protocol procedures consider relevant community considerations as indicated in Relying Site Local Context Form.
☐ Recruitment and participant-facing materials are consistent with the materials approved for the lead site, with Relying Site name/logo information as applicable.
☐ If applicable, determine if the IRB is serving as the Privacy Board (documented in Relying Site Local Context Form), for purposes of review and approval of waivers of HIPAA authorization.
☐ If applicable, determine if a unique waiver, partial waiver, or alteration of HIPAA authorization is required to be issued for relying site activities, as communicated in the Relying Site Local Context Form. 
Relying Site Informed Consent and HIPAA Authorization Documents (if applicable)
☐ Relying Site consent documents include Site name and PI contact information.
☐ Relying Site consent documents contain any Site required language as indicated in Relying Site Local Context Form (e.g., subject injury language).
☐ If applicable, HIPAA authorization format and language conforms with Relying Site requirements, as indicated in Relying Site Local Context Form (e.g., separate or combined with consent, etc.).

	CONTINUING REVIEW

	If Continuing Review is not required, ask the investigator to discard the submission.

	Note missing Continuing Review form in the “Incomplete Information and/or Missing Materials” section of “CHECKLIST: Pre-Review (HRP-401)”.

	MODIFICATION

	[bookmark: _Hlk177992817]Note missing modification form in the “Incomplete Information and/or Missing Materials” section of “CHECKLIST: Pre-Review (HRP-401).”

	STUDY CLOSURE

	Confirm that the research meets the criteria for closure and note in the “Review Considerations” section of “CHECKLIST: Pre-Review (HRP-401).”




APPENDIX 1: GUIDANCE ON DETERMINING REGULATORY OVERSIGHT

1. DHHS (Department of Health and Human Services)
a. Applies when research is conducted or funded by the U.S. Department of Health and Human Services (HHS).  This includes agencies such as the National Institutes of Health (NIH), the Centers for Disease Control and Prevention (CDC), and the Centers for Medicare & Medicaid Services (CMS).  The complete list of HHS agencies can be found at: https://www.hhs.gov/about/agencies/hhs-agencies-and-offices/index.html.  (Note: If the research is funded or conducted by the FDA, check HHS, but not check if the research is only FDA regulated.)
2. Common Rule
a. Applies when the research is not federally funded and the institution has “checked the box” on the FWA indicating that it will apply the Common Rule to all non-exempt human subjects research regardless of source of support; or the institution is otherwise required to apply the Common Rule to all research.
3. FDA (Food and Drug Administration)
a. Applies to clinical investigations (drugs and devices) regulated by the FDA involving human subjects. Reference HRP-310 - WORKSHEET - Human Research Determination to determine if the research is Human Research under FDA regulations.
4. OCR (Office of Civil Rights) - HIPAA
a. Applies when the research is subject to the Health Insurance Portability and Accountability Act (HIPAA) Privacy, Security, and Breach Notification Rules. This would apply when the organization is covered entity or when the organization is a hybrid entity and the Human Research is conducted by or part of the health care component(s).
5. ICH GCP (International Conference of Harmonization Good Clinical Practice) 
a. Applies when the funding agreement, contract, protocol, and/or institutional policy outlines a requirement that the research will adhere to ICH-GCP (Note: This is typically specific to ICH GCP E6). 
6. DOD (Department of Defense)
a. Applies to research that is supported or conducted by the Department of Defense (DoD), or that involves DoD personnel as subjects.
7. DOE (Department of Energy)
a. Applies to research conducted or funded by DOE or performed by DOE employees or contractors.
8. NSF (National Science Foundation)
a. Applies when the research is conducted or funded by NSF.
9. DOJ (Department of Justice)
a. Applies to research conducted or funded by DOJ; and recipients of DOJ funding, which could include:
i. National Institute of Justice
ii. Research conducted in the Bureau of Prisons
10. ED (Department of Education)
a. Applies to research funded by ED. 
b. Applies to research involving education records subject to The Family Educational Rights and Privacy Act (FERPA), which governs the disclosure of personally identifiable information from “education records” (any record containing personally identifiable information (PII) directly related to the student. PII is not limited to name but may include indirect identifiers as well) and access to education records by parents and eligible students. FERPA applies to all public elementary and secondary schools as well as post-secondary institutions that receive federal funding through the U.S. Department of Education. 
c. Applies to research subject to The Protection of Pupil Rights Amendment (PPRA) which is a federal law that affords certain rights to parents of minor students with regard to surveys, analysis, or evaluation of sensitive personal topics – certain requirements apply depending on if the study is ED funded or being conducted in a school that receives ED funding.
11. EPA (Environmental Protection Agency)
a. Applies when the research is conducted or funded by the EPA.
12. VA (Department of Veterans Affairs)
a. VA research is research that is conducted by researchers (serving on VA compensated, WOC, or IPA appointments) while on VA time or on VA property. The research may be funded by VA, by other sponsors, or be unfunded. VA research must have Research and Development (R&D) Committee approval before it is considered VA Research and before it can be initiated. All research activities approved by the R&D Committee are considered VA Research.
13. Other Federal Agency
a. Applies when the research is conducted or funded by any federal agency that is not specifically listed. 
14. EU GDPR (General Data Protection Regulation)
a. Likely applies when research activities involve:
i. Personal data being collected from one or more research participants physically located in the European Economic Area (EEA) at the time of data collection; or
ii. The transfer of personal data collected under the GDPR from an EEA country to a non-EEA country.
15. Tribal Law
a. Applies when a tribal nation law is applicable to the research.
16. None of the above
Applies when the research is unfunded and the institution has “unchecked the box” on the FWA indicating that it will NOT apply the Common Rule to all non-exempt human subjects research regardless of source of support.
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