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University programs, activities, and 
facilities are available to all without regard 
to race, color, sex, gender identity or 
expression, sexual orientation, marital 
status, age, national origin, political 
affiliation, physical or mental disability, 
religion, protected veteran status, genetic 
information, personal appearance, or any 
other legally protected class.



AND JUSTICE FOR ALL
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Learning Objectives
Upon completion of this training, Junior Faculty will be able to:

o Establish a new IRBNet registration and profile

o Create a new and amend an existing IRB package

o Complete and upload forms for IRB review

o Sign and submit the IRB package for approval
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Key Topics
o Human Subjects Research

o IRB Definition, Support, and Approval Process

o IRB Best Practices

o Evaluation and Reporting Support

o Outcomes: What Was Learned

o Questions and Reference Tools



Human Subjects 
Research
History | Requirements



Human Subjects Research
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Tuskegee Syphilis Study | 1932 - 1972

Signed by President Richard Nixon | July 12, 1974

History | 1974 National Research Act

This Photo by Unknown Author is licensed under CC BY

https://www.flickr.com/photos/newruffian/3290479963
https://creativecommons.org/licenses/by/3.0/
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Human Subjects Research | Requirements

Conducting a study without IRB Approval or can result in…

o Non publication of articles in journals

o Termination of research privileges at UMCP

o Risk of suspended research activities at the institution

IF UNSURE, CONTACT THE IRB STAFF AT irb@umd.edu
301.405.4212 | 1204 Marie Mount Hall

mailto:irb@umd.edu


IRB
Definition | Support
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IRB | Definition
“a governing body that performs 

ethical review of proposed research to 
ensure the protection of the rights and 

welfare of human participants”, and

“approves the initiation of and 
conducts periodic reviews of research 

involving human participants.”



11

IRB | Support

As UME’s IRB Liaison…

o Administratively reviewing all initial applications before 
submission to IRB

o Appropriate signatures, required documents, and linked CITI training

o Sign the initially completed IRB package
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IRB | Support
As UME’s Evaluation and Reporting Services…

o Program design

o Logic model development

o Evaluation planning & design

o Data collection/analysis methods

o Survey design

o Qualtrics
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IRB | Support (UMD IRB Staff)

o Joe Smith | Director, Human Research Protection Program

o Dawn Roy | Senior IRB Analyst

o Steven Smathers | IRB Analyst
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IRB | Support (UMD IRB Staff cond.)

o JennBlackburn|QualityAssuranceProgramManager

o VidhiRami|IRBSpecialist–RelianceAgreements

o Samantha(Sam)Martocci|IRBSpecialist–Educ.&Improvement

o MireiaTodaCosi|IRBSupport



IRB
Review Paths
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IRB | Review Paths
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IRB | Review Paths

Minimal Risk is defined as…

“the probability and magnitude of harm or discomfort anticipated 
in the research are not greater than those ordinarily encountered 

in daily life or during the routine physical or psychological 
examination or tests.



IRB
Approval Process
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IRB | Approval Process

o Complete and link CITI training certification

o Create IRBNet profile

o Create new or amend existing IRB package

o Upload necessary documents

o Sign & submit package



Complete and Link 
CITI Training 
Certification
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CITI Training 
Certification

Complete New or Refresher Course
www.citiprogram.org

NEW COURSE
*Social & Behavioral Research 

Investigators

REFRESHER COURSE
*Social & Behavioral Research –

Basic/Refresher
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IRBNet.org
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New IRB Package
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New IRB Package
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New IRB Package
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New IRB Package
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New IRB Package
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New IRB Package



IRB Package
Amend a Package

www.irbnet.org



IRB Package
Share A Package

www.irbnet.org







Upload Necessary 
Documents

57
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IRB Package | Forms & Documents

o Initial Application Part I and II

o Consent Form | Consent Waiver

o Questionnaire | Survey

o Recruitment Script | Advertisement | Flyer
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IRB | Forms and Documents
Additional Forms

o Awarded Grant Application (no longer a requirement)

o Prior to IRB Protocol Approval Account Authorization Form



Sign & Submit Package
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What We’ve Covered

o Human Subjects Research

o IRB Definition and Support

o IRB Review Path

o IRB Approval Process



IRB
Best Practices
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IRB | Best Practices

Alex Chan, Ph.D.
Senior Agent, Mental Health Specialist

Samantha (Sam) Martocci
IRB Specialist



Outcomes
What Was Learned
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Outcomes | What Was Learned

o History and importance of human subjects research

o IRB support and approval process

o IRB best practices



Questions



IRB 
Quick 
References
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IRB Quick References | CITI Training

o CITI Account Registration: www.citiprogram.org 

o CITI Courses

o New User: Social & Behavioral Responsible Conduct of 
Research

o Refresher Training: Social & Behavioral Research –
Basic/Refresher
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IRB Quick Reference Tools | IRB

o IRB Investigator Handbook: 
https://research.umd.edu/sites/default/files/2021-12/IRB_Investigator_Handbook.pdf

https://research.umd.edu/sites/default/files/2021-12/IRB_Investigator_Handbook.pdf
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IRB Quick Reference Tools | IRB
Examples of approved IRB packages (per program area)

o 4-H: https://umd.box.com/s/f27bev4x72eyrs9e8iq6bsqhhlswdwcz

o AgFS: https://umd.box.com/s/1umdopig9r567a1gyi0w0bq1sj1weepq

o ENR: https://umd.box.com/s/trjzfwy2jr5ztfucqtqnsr6m9odgpamd

o FCS: https://umd.box.com/s/i5q27zarc4tv2q77qm93hau5kezkik13

https://umd.box.com/s/f27bev4x72eyrs9e8iq6bsqhhlswdwcz
https://umd.box.com/s/1umdopig9r567a1gyi0w0bq1sj1weepq
https://umd.box.com/s/trjzfwy2jr5ztfucqtqnsr6m9odgpamd
https://umd.box.com/s/i5q27zarc4tv2q77qm93hau5kezkik13
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