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HRPP 
Collaborative 
Review 
Community 
Portal



What is the HRPP CRCP Portal?

The HRPP Collaborative Review Community Portal (CRCP) is a free, online 
community for HRPP and IRB professionals to connect, share resources, and 
collaborate on single IRB and multisite research challenges.

Hosted by Vanderbilt University Medical Center (VUMC) with the support of The 
Trial Innovation Network (TIN), the portal offers discussion forums and 
educational content to support learning, consistency, and efficiency across 
institutions, helping strengthen collaboration and best practices within the HRPP 
community – and some fun stuff too!





Metrics

Launched: 04/16/2026
Users (excluding admin) : 222 

Steering Committee: 77



Metrics

Unique Institutions 
Represented: 126

CTSA Hubs Represented: 42



Welcome Phoenix 
Children’s Hospital 
- NEWEST sIRB in 
IREx!



Who Else Created Studies in Q3?

• Indiana University – 1
• Nationwide Children’s Hospital - 2
• Pennington Biomedical Research Center – 2
• Phoenix Children’s Hospital - 1
• UCSF – 10
• University of Colorado, Denver – 1
• University of Oklahoma Health Sciences Center – 1
• University of Utah – 3
• University of Wisconsin – Madison – 2
• Vanderbilt Health – 5
• Wake Forest University Health Sciences – 1



UCSF connected 
to IREX via API! 



IREx API Features

Reminder of current connection points:

Functionality Direction Benefit

Create studies in IREx after the 
study is through pre-review Reviewing IRB's eIRB  IREx sIRB avoids creating study in IREx

Publish lead site approval from the 
sIRB Reviewing IRB's eIRB  IREx sIRB or Study Manager avoids uploading 

approval documents to IREx

Pull in the local context 
documentation from IREx (when 
indicated by study manager)

Reviewing IRB's eIRB  IREx
Study Manager avoids downloading from IREx 
and uploading to Reviewing IRB's eIRB system
for each site!

Publish participating site’s 
approvals from the sIRB Reviewing IRB's eIRB  IREx

Study Manager avoids uploading approval 
documents from Reviewing IRB's eIRB to IREx 
for each site!



New IREx 
Features



Website Updates

IREx website background refresh

Request a Demo link for HRPP Liaisons

Agreement Checker now 
includes instructions



Survey Signature Updates

Relying HRPPs can now type signature Draw signature option still available



New Relying Site Progress Bar

• Accessed from Onboarding tab on the study page
• Detailed Steps displays who is responsible and what action is needed

PI view:



Relying sites can now download 
completed HRP and PI Surveys

• Relying HRPP and Study Teams can download surveys from the My 
Site Info menu and submit to their local eIRB systems 
PI view:



Current & 
Upcoming Feature 
Development



Allow Lead Study Teams to request changes to HRP / PI Surveys within IREx

Document History tab to organize relying sites approval documents by type

Lead Study Team dashboard/metrics overview

How can IREx better support you? Chat or email us your ideas or feature suggestions!

Upcoming IREx Features



Exception From 
Informed Consent 
(EFIC) – An 
Overview



What are EFIC Studies?

Emergency Research (aka No time to 
get informed consent from the 
patient of a loved one)

Outlined in 21 CFR 50.24

Allow research to begin BEFORE asking 
obtaining consent

There has to be good evidence the 
treatment might help the patient having a 
medical emergency

Study team approaches patient / 
loved one ASAP to:

Explain the study / what study activities 
have occurred so far

Explain what will happen moving forward, 
if study continues

Discuss potential risks / benefits

Ask for permission to continue with study

https://www.ohsu.edu/school-of-medicine/emergency/exception-informed-consent-research



Community Consultation: A 
Necessary Part of EFIC

“…the IRB must find and document that additional protections of the rights and welfare of the 
subjects will be provided, including, at least, ‘consultation’… and public disclosure for each 
emergency research protocol in which an exception from informed consent is requested…”

“For a multisite trial, FDA expects the sponsor and investigator to hold community consultation 
activities for communities at all sites.”

Forums / websites / other spaces that allow for 
a two-way dialogue about the study and its 
potential risks / benefits to the community

Social Media; In-person meetings; Online meetings; 
Surveys

https://www.fda.gov/media/80554/download



Community Consultation: A 
Necessary Part of EFIC

• “For a multisite trial, FDA expects the sponsor and investigator to hold 
community consultation activities for communities at all sites.”

• Along with the traditional sIRB dissemination (from lead site) and 
documentation (from relying sites), EFIC requires…

• Dissemination of approved lead site Community Consultation Plan (CCP) / CCP 
Template (Lead Site          Relying Sites)

• Submission and approval of each site’s proposed CCP (Relying         Lead)
• Dissemination of approved CCP (Lead         Relying)
• Submission of each site’s Summary of Results (Relying         Lead)
• Dissemination of site approval (Lead         Relying)

https://www.fda.gov/media/80554/download



Exception From 
Informed Consent 
(EFIC) Workflow in 
IREx



How does EFIC Workflow differ in 
IREx?

sIRB / Lead Study Team must disseminate CCP Template

Relying Site Study Team submits CCP to sIRB for review / acceptance

sIRB accepts CCP

Relying Site Study Team implements CCP

Relying Site Study Team uploads CCP Summary of Results in IREx

sIRB Reviews, issues Approval via IREx



Upload Community Consultation Plan 
(CCP) Template

With the Lead Site Approval Optional: Include on the Onboarding Tab

sIRB indicates study is EFIC

sIRB/SM uploads 
Community 

Consultation Plan 
Template (CCP) with 

lead site approval

Relying HRPP 
confirms review of 
local CCP & Study 

Team Uploads

SM uploads sIRB’s 
acceptance of CCP – 
ready to implement

Study Team uploads 
CCP Summary of 

Results

SM submits CCP 
Summary to sIRB for 

approval



PI Uploads CCP to PI Survey
sIRB indicates study is EFIC

sIRB/SM uploads 
Community 

Consultation Plan 
Template (CCP) with 

lead site approval

Relying HRPP 
confirms review of 
local CCP & Study 

Team Uploads

SM uploads sIRB’s 
acceptance of CCP – 
ready to implement

Study Team uploads 
CCP Summary of 

Results

SM submits CCP 
Summary to sIRB for 

approval



Status Summary: 
After Site Completes Initial Documentation

Apple Health  Relying Sites 
Completed 
Reliance 
Documentation 
and Local 
Considerations

 Site is ready for 
sIRB review of 
CCP

sIRB indicates study is EFIC

sIRB/SM uploads 
Community 

Consultation Plan 
Template (CCP) with 

lead site approval

Relying HRPP 
confirms review of 
local CCP & Study 

Team Uploads

SM uploads sIRB’s 
acceptance of CCP – 
ready to implement

Study Team uploads 
CCP Summary of 

Results

SM submits CCP 
Summary to sIRB for 

approval



Lead Study Team Uploads CCP 
Acceptance from sIRB

Apple Health

Apple Health

sIRB indicates study is EFIC

sIRB/SM uploads 
Community 

Consultation Plan 
Template (CCP) with 

lead site approval

Relying HRPP 
confirms review of 
local CCP & Study 

Team Uploads

SM uploads sIRB’s 
acceptance of CCP – 
ready to implement

Study Team uploads 
CCP Summary of 

Results

SM submits CCP 
Summary to sIRB for 

approval



After CCP implementation, Study Team 
Uploads CCP Summary of Results

PI Checklist

Coordinator can 
upload CCP Summary 

of Results, but PI 
must attest

Study Team Member Checklist

1

2

3

4

sIRB indicates study is EFIC

sIRB/SM uploads 
Community 

Consultation Plan 
Template (CCP) with 

lead site approval

Relying HRPP 
confirms review of 
local CCP & Study 

Team Uploads

SM uploads sIRB’s 
acceptance of CCP – 
ready to implement

Study Team uploads 
CCP Summary of 

Results

SM submits CCP 
Summary to sIRB for 

approval



Multi-site EFIC Study
Lead Site IREx Experience

Sharnia Lashley, MS
Clinical Operations Manager

Department of Surgery, Northwestern University
Clinical Trial Manager, FIT-BRAIN Trial



Multi-institutional Phase 2/3 Trial of 
Fresh Frozen Plasma (FFP) in Patients 
with Moderate to Severe Traumatic 
Brain Injury (TBI) 
FFP In Traumatic BRAin INjury (FIT-
BRAIN) Trial – Overview



What is the (EFIC) FIT-BRAIN Trial?

• The goal of this clinical trial is to learn about treatment with fresh frozen 
plasma (FFP) in individuals with moderate to severe traumatic brain injury. 

• Is the FFP treatment safe?
• Does the FFP treatment impact the 24-hour, 3-month and 6-month outcomes, 

intensive-care free days, mortality, and hospital brain and physical function at 
discharge?

• Inclusion: Local ED patients with mod to severe TBI (GCS & CT scan 
confirmed) aged 18-65 years with no refusal of blood products 

• Patients with moderate to severe TBI meeting inclusion criteria randomly 
receive:

• Standard of care treatment 
• Standard of care treatment + 2 units of FFP

• Treatment must begin within 60 minutes of arrival at the hospital 
  



FIT-BRAIN Trial Community 
Consultation and Public Disclosure 

(CCPD)
EIGHT SITES 
• Northwestern University (NU)
• Vanderbilt University Medical Center (VUMC)
• University of Southern California (USC)
• Oregon Health & Sciences University (OHSU)
• Medical College of Wisconsin (MCW)
• University of Texas Southwestern (UTSW)
• University of California – Davis (UCD)
• University of Alabama at Birmingham (UAB)



FIT-BRAIN Trial 
Exception From 
Informed Consent  
(EFIC) sIRB & IREx 
setup



FIT-BRAIN Trial sIRB setup

• NU - Lead Site 
• VUMC – Site & sIRB
• UAB – Site & Community Consultation & Public Disclosure (CCPD - 

social media /online meeting based) Vendor 
• Initial application - 03/19/2024
• Key Inclusions: Single EFIC CCPD Plan, 11 General CCPD Documents - 

English/Spanish (3 Templates), Two-Part Consent: Part 1 Master 
Consent, Part 2 Local Context Consent

• Deferral to complete the CCPD campaign – 06/04/2024
• Lead site sIRB approval – 07/31/2024



FIT-BRAIN Trial IREx setup

• Nine sites in IREx
• NU – External Lead Site
• VUMC - “Admin Only” 

• Single EFIC CCPD Plan, 11 General CCPD Documents - 
English/Spanish (3 Templates), Two-part Consent: Part 1 
Master Consent, Part 2 Local Context Consent



FIT-BRAIN Trial 
Exception From 
Informed Consent 
(EFIC) IREx in 
Action



FIT-BRAIN Trial in IREx Notes and 
Recommendations

• NU - Lead site Study Manager 
• IRB-approved global trial documents, template email/access, 

instructions to sites through a single submission
• IREx prompts (reliance instructions) to sites using visible dates 

associated with previous IREx email contact



FIT-BRAIN Trial in IREx Notes and 
Recommendations

• All-site onboarding materials repository/document source of truth
• IREx Local Considerations (reliance documentation) easily transferred 

to the VUMC sIRB application 
• sIRB IREx approval push 
• Reliance instructions – Site Differences
• Master or Single EFIC CCPD Plan Option



Thank you. Questions?



Next Call: 
January 15, 2027!
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