Welcome! People are still arriving in Zoom. m
We will get started in just a few minutes

after 12:00.

IRB Efficiency Initiative (IRB EI) — Sept 24

IRB Efficiency Initiative (El)
What’s Next?



»Consent Summary
»Recap
»Go Live

»|CH-GCP & CITI Update
»|RB Fee update

»HawkIRB application redesign

>Recap — what'’s live now?
»\What's next?
»What will change when?

»Communication and
resources

- IDWA Human Subjects Office / Institutional Review Board


https://www.picpedia.org/chalkboard/a/agenda.html
https://creativecommons.org/licenses/by-sa/3.0/

Consent Summary Recap



FDA & OHRP Draft Guidance

In 2024, the Food and Drug e
Administration (FDA) and the Office for §
Human Research Protections (OHRP)
in the Department of Health and
Human Services (HHS) announced
draft guidance, “Key Information and
Facilitating Understanding in Informed
Consent.”

- IDWA Human Subjects Office / Institutional Review Board


https://www.hhs.gov/ohrp/regulations-and-policy/requests-for-comments/draft-guidance-key-information-facilitating-understanding-informed-consent/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/requests-for-comments/draft-guidance-key-information-facilitating-understanding-informed-consent/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/requests-for-comments/draft-guidance-key-information-facilitating-understanding-informed-consent/index.html

Agency Consistency with Key Info

When finalized, the guidance will add identical
language from HHS regulation

45 CFR 46.116(a)(5)(i) to the
FDA regulation 21 CFR 50.20(e)(1).

(21st Century Cures Act Harmonization
requirement)

- IUWA Human Subjects Office / Institutional Review Board



https://www.ecfr.gov/current/title-45/part-46/section-46.116#p-46.116(a)(5)(i)
https://www.google.com/search?client=firefox-b-1-e&channel=entpr&cs=0&sca_esv=17060b980a841cba&q=21st+Century+Cures+Act&sa=X&ved=2ahUKEwiBm9fl7vuOAxV_l4kEHYqTIrwQxccNegQIExAB&mstk=AUtExfAhnluVHWGoLchN516ENm5g-kfAukco__rxW1A7zFcH6-Mxoe5IaIRTKcsIWAVz6DI7FPF6RhHsc3GrNqZRCc0UQDeoztv3COOJUTYnNVHwpLEvvNWfohC2A3WOrtMcH722gi-pC4TEg_lZRUq9gvAVPimUN8IdvBB7PIvHg_wixmU&csui=3

Current OHRP Guidance

45 CFR 46.116(a)(5)(i)

“Informed consent must begin with a concise and focused
presentation of the key information that is most likely to
assist a prospective subject or legally authorized
representative in understanding the reasons why one might
or might not want to participate in the research. This part of
the informed consent must be organized and presented in a
way that facilitates comprehension.”

- IUWA Human Subjects Office / Institutional Review Board



https://www.ecfr.gov/current/title-45/part-46/section-46.116#p-46.116(a)(5)(i)

Facilitating Comprehension

Concise - _
and Facilitates Innovative
Discussion
Focused Ways

- InWA Human Subjects Office / Institutional Review Board



Innovative Ways to Present

Information
Bubbles & Charts & Video &
Columns lcons PowerPoint

- InWA Human Subjects Office / Institutional Review Board



Lay Language and Reading Level

'0‘ Most important points first.

<:> Break down complex information.
<=  Use simple language.

X Define technical terms.

- InWA Human Subjects Office / Institutional Review Board




Rollout and Application

Human Subjects Office / Institutional Review Board



CITI-GCP Training Change



CITI-GCP Training Changes

GCP ICH E6(R3) Announcement Summary

»As of July 23, 2025 CITI has updated their content.
»Newly registered users will get updated content.

» Existing users can recomplete the course to see the new
content.

» Instructions on how to recomplete modules in CITI
announcement.

»General CITI announcement sent to anyone enrolled in a
GCP course.

» GCP FDA Basic and Refresher courses still refer to ICH
E6(R2) as the U.S. Food and Drug Administration (FDA)
lust recently (9/8/25) adopted E6(R3) as guidance.

- IUWA Human Subjects Office / Institutional Review Board



https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fsupport.citiprogram.org%2FkA0PP0000006R7B%3Fname%3DGCP-ICH-E6-R3-Announcement-Summary%26language%3Den_US&data=05%7C02%7Cmichele-countryman%40uiowa.edu%7C8e979afade8c44a84f5708ddfb7b0dcb%7C1bc445959aba4fc3b8ec7b94a5586fdc%7C1%7C0%7C638943228115075407%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=tIoS6CgEhjAsdJvMdZLPFaO2OVx8FZBgPJgFnqOnr5Y%3D&reserved=0
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/e6r3-good-clinical-practice-gcp
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/e6r3-good-clinical-practice-gcp

IRB Fees: Changes Effective
11/1/25



IRB Fee Changes Effective 11/1/25

IRB Fee Changes

»New IRB fees as of 11/1/25.
»Why: Increasing costs of doing business.
»No changes since FY22 for sIRB fees.
»No changes to other IRB fees since FY20.
»VAHCS IRB fees remain unchanged
»Will apply to grants or budgets submitted on or after 11/1/25

»|IRB fees charged for industry sponsored research regardless of risk
level.

»Unchanged:
»F&A still applies per current Ul policy.
»Method of invoicing remains unchanged.

- InWA Human Subjects Office / Institutional Review Board


https://hso.research.uiowa.edu/about-human-subjects-office/irb-fees
https://gao.fo.uiowa.edu/corporate-and-industry-sponsored-projects-policy-statement-0

HawkIRB Application Redesign
Recap

Recap — What’s Live Now?
What’s Next and What Will Change?



Phase |: HawkIRB Redesign Released August

16, 2025

e Section Il: Study Team

ﬁ sIRB Section: Multi Site research with
lowa as IRB of Record

@  Section lll.5: COI
@X  Section VII.A: sIRB details

v Section X: Privacy, Confidentiality
and Security

@  Section XII: Future Use

Section Il will only be Ul team members

Ability to capture relying institutions, organization, and
individual details previously captured on PDFs.

New question If COIl = yes, a brief description is now
required.

Moving PDF information required for sIRB relationship to
HawkIRB

Clarify how and where research data, specimens and
materials are stored

Add detail regarding DMSP requirements (NIH funding)

- InWA Human Subjects Office / Institutional Review Board




Next Set of Changes®

Phase | LIVE
'3 8/16/25: External
Phase IV*: V, X1V, IRB, Section I,
and ROC section sIRB site details,
Section VII.A, X,
and XlI

Phase lI-
Tentatively Dec
Phase IlI*: IV, VI, 2025
VI, and IX Rollout: Sections
in VII (VII.B, C, D,
E)

*Later section work is subject to change.

- InWA Human Subjects Office / Institutional Review Board



Phase ll: HawkIRB Redesign

N S— ~— S
VII.D: Informed VILE: Study VII.C: Genetic VII.B: Study Design
Consent & Design, Testing (impact (impact IRB-01 &
Recruitment Plans Procedures & IRB-01 & 03 only) 03 only)
(impact all IRBs*) Compensation

(impact all IRBs*)

* External IRB submission forms will have limited impact

- InWA Human Subjects Office / Institutional Review Board



What Happens Before Changes Go
Live?

Releasing in
section-by-section
effort in HawkIRB

Demo/Training
platform

Rolling out in demo
on a section-by-
section basis as
work is complete

Review, test, train,
develop updated
internal and external
SOPs, guidance,
recordings, etc.

- IBWA Human Subjects Office / Institutional Review Board



Timeline for HawkIRB Redesign: Phase Il

November 19— NOTE December 17 — NOTE
September 29 DATE change due to DATE change due to
holidays holidays
LIVE: New Consent Summary Review of any newly released Monthly IRB EI presentation
for presentation of Key updates to Section VI

Information

Will hold extra office hours and

Review of any newly released Phase Il rollout of Section VI recap of Phase Il rollout.
updates to Section VII Date subject to change Schedule TBD
October 22nd December Tentative January 2026

Rollout of Phase Il

- InWA Human Subjects Office / Institutional Review Board



IRB El Communication &
Resources



IRB Efficiency Initiative Communication
Plan

HSO Website contains
OVPR Campus specific how to and
Initiatives: IRB policy information
Efficiency Initiative Learn More>IRB

Efficiency Initiative

Fourth Wednesday of

IRB Connection every month 12-1,
Newsletter educational
presentations®

Short How-To Videos:
Short videos covering
IRB El and HawkIRB

Changes

*Note changes in schedule for holidays

- InWA Human Subjects Office / Institutional Review Board



https://research.uiowa.edu/irb-efficiency-initiative/irb-efficiency-initiative-project-updates
https://research.uiowa.edu/irb-efficiency-initiative/irb-efficiency-initiative-project-updates
https://hso.research.uiowa.edu/
https://hso.research.uiowa.edu/learn-more
https://hso.research.uiowa.edu/learn-more/irb-efficiency-initiative
https://hso.research.uiowa.edu/learn-more/irb-efficiency-initiative
https://research.uiowa.edu/irb-efficiency-initiative/irb-efficiency-initiative-information-sessions

Questions?



Human Subjects Office/lnstitutional Review Board

Thank you!

i o du/irboeffici — Please scan this
S.//researcn.uiowa.eau/irp-erriciency-initiaiive QR COde tO Complete

a feedback survey on
today’s presentation.


https://research.uiowa.edu/irb-efficiency-initiative
mailto:irb@uiowa.edu
mailto:irb@uiowa.edu
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