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Together, apart…
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Objectives

Impact of recent & upcoming iRIS improvements

iRIS user guides & resources

Questions & Answers



Recent 
iRIS Improvements



December

IRB took over stamping consents   

Provides consents immediately at IRB approval

Launched Scientific Review Pilot (3 ICs)

Achieves leadership reporting data

v11.02 iRIS Upgrade

Offers nicer look & feel/streamlined workspaces



January

Created one single “Progress Report Form” for:
- Continuing Reviews
- Study Closures

Allows for simultaneous CR & SC

Progress Reports (min risk/no CR)
Brings us into compliance with Revised Common Rule



March
Created one single “Amendment Form” for:

- Investigator Brochure Submission Form
- KSP Changes Form
- Participant Recruitment Materials Form
- Miscellaneous Documents Submission Form
- Short Consent Approval Form
- DSMB or SMC Outcome Letter Submission
- Outside IRB documents for multi-institutional trials

One-stop shopping for further study actions



April
NEW NHSR Submission Form

No more hitting back to escape IR form

Streamlined KSP section
Prep for removing Section 4/Pulling CITI data in Section 3

Revised Study Application

Flag COVID research
Accommodate Radiation Safety changes
Accommodate PRIA in iRIS
Prep for ALL ancillary reviews in iRIS



Coming
Soon



Upcoming Improvements
Scientific Review (all ICs)  (May)
Radiation Safety (all ICs) (May)

All ICs submitting electronically in one system

Multisite research application (June)
All ICs submitting electronically in one system

Automatic study numbering (June)
Separate IRB/OPS Applications (July/Aug)

Collect only IRB data in IRB app
No more waiting post IRB approval for #, approved docs, etc.

Ancillary reviews reorganization (July/Aug)
All ancillaries in iRIS (transparency)
Validate for approval automatically (not by a person)



HOT TOPICS
New Amendment form behavior

New workflow “bubble”  graphics

Managing KSPs

Stacking/versioning documents

Cleaning up iRIS documents



New Amendment form

Separate forms now

Take place of many Miscellaneous forms

Questions about behavior/branching

(under discussion/considering branching these)



New workflow “bubble”  
graphics



Managing KSPs
Lots of Qs with revised AM form

Ongoing process of phasing out Section 4

Sect 4 users likely need accounts first to add to Section 3

Things to keep in mind:

We are almost there!

It will take some time.

Training data slowly getting updated too.



Stacking/versioning 
documents
We see a lot of documents versioning methods

Common reasons:

- Documents Added, not Revised

- Documents pulled from older versions
(Not most recently approved)

- Researchers want a Word version of Stamped PDF Consent



So you want a copy of the 
approved consent?

Access it 
HERE

Not
HERE



Cleaning up iRIS documents
Ways to help!

IRBO is stamping consents (and marking clearly as APPROVED)

IRBO is slowly assisting teams in clean up

Study Team can now clean up their own study documents

iRIS Team is educating in a variety of ways…



iRIS
Development 

Team





iRIS 
Resources/

Support



iRIS Trainers

Marianne Nogle Jacqueline Claiborne Anthony Marchi



New User Guides:
Requesting User Accounts

Redacting Signed Consents

Managing KSPs

Managing KSP Study “Pools”

Hiding Study Documents 

Claiborne



Just in! 
New

OHSRP Website



https://irbo.nih.gov

https://irbo.nih.gov/










Help/Support
iRIS Trainers

Training Inbox
(iris_training@od.nih.gov) 

iRIS Help Desk (JIRA Ticketing)

Ask the Trainer brownbag sessions (COMING SOON)

mailto:iris_training@od.nih.gov


We thank you!
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