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OVERVIEW

• WELCOME INTRODUCTIONS

• WHAT, WHO, WHERE, WHY, AND HOW OF THE IRB

• IRB PROCESSES, WHAT THE IRB NEEDS

• TYPES OF RESEARCH AND LEVELS OF RISK

• COMMON QUESTIONS THE IRB ASKS

• QUESTIONS*



WHAT IS THE IRB?

• ADMINISTRATIVE OVERSIGHT BODY ESTABLISHED FOR THE PROTECTION OF THE RIGHTS AND
WELFARE OF HUMAN RESEARCH SUBJECTS

• MANDATED UNDER REGULATIONS (“THE COMMON RULE”) ISSUED BY THE U.S. DEPARTMENT
OF HEALTH AND HUMAN SERVICES, LAST UPDATED IN 2018

• IRB HAS THE AUTHORITY TO REVIEW, APPROVE, EXEMPT, DISAPPROVE, MONITOR, REQUIRE
MODIFICATIONS, OR SUSPEND HUMAN SUBJECTS RESEARCH (HSR) THAT FALL WITHIN ITS SCOPE

• PROTOCOLS MUST BE APPROVED BY THE IRB UNDER ITS POLICIES AND PROCEDURES BEFORE
HSR CAN COMMENCE



WHAT IS THE IRB?
• IRB REVIEWS ANY RESEARCH INVOLVING HUMAN SUBJECTS

• “…STUDIOUS INQUIRY OR EXAMINATION; ESPECIALLY INVESTIGATION OR EXPERIMENTATION AIMED
AT THE DISCOVERY AND INTERPRETATION OF FACTS, REVISION OF ACCEPTED THEORIES OR LAWS IN
THE LIGHT OF NEW FACTS, OR PRACTICAL APPLICATION OF SUCH NEW OR REVISED THEORIES OR
LAWS.” - MERRIAM-WEBSTER

• THIS MAY INCLUDE, BUT IS NOT LIMITED TO…
• THESES, DISSERTATIONS

• STUDENT, FACULTY, AND/OR STAFF RESEARCH PROJECTS

• CLASS RESEARCH PROJECTS OR ASSESSMENTS

• PROJECTS BY OUTSIDE INVESTIGATORS BEING CONDUCTED AT THE UNIVERSITY, INCLUDING THOSE
UNIVERSITY FACULTY/STUDENTS/STAFF MAY BE PART OF



WHO IS THE IRB?
• AT THE UNIVERSITY, IRB ACTIVITIES INVOLVE THE FOLLOWING INDIVIDUALS AND GROUPS:

• CHIEF RESEARCH OFFICER – RESPONSIBLE FOR ALL RESEARCH ACTIVITY CONDUCTED AT THE
UNIVERSITY OF SCRANTON (DR. DAVID MARX, ASSOCIATE PROVOST)

• IRB ADMINISTRATOR - RESPONSIBLE FOR THE MANAGEMENT AND ADMINISTRATION OF THE IRB 
FUNCTION AND ITS POLICIES AND PROCEDURES (MS. KATE YERKES, ASSISTANT PROVOST)

• IRB COMMITTEE - CHAIRED BY AN EXPERIENCED FACULTY MEMBER AND COMPRISED OF APPOINTED
FACULTY AND STAFF. THE COMMITTEE IS RESPONSIBLE FOR REVIEWING HSR PROJECTS THAT MEET
THE CRITERIA DEFINED WITHIN ITS POLICY, (CHAIR, DR. BRYAN BURNHAM, PSYCHOLOGY)

• DEPARTMENTAL REVIEW BOARDS (DRBS) - CHAIRED BY A FACULTY MEMBER FROM DEPARTMENTS
AUTHORIZED UNDER THE IRB POLICY TO REVIEW AND APPROVE SOME HSR PROJECTS (E.G., 
PSYCHOLOGY, OT/PT)



WHY IS THE IRB NEEDED (WHERE DOES IT COME 
FROM)?
• MANY HISTORICAL EVENTS LED TO THE REQUIREMENT FOR HSR TO BE REGULATED AND

MONITORED

• NAZI HUMAN EXPERIMENTATION NUREMBERG CODE

• TUSKEGEE SYPHILIS STUDY

• WILLOWBROOK HEPATITIS STUDY

• MANY GROUPS AND LAWS DEFINE ETHICAL AND APPROPRIATE HSR, SUCH AS

• DECLARATION OF HELSINKI (WORLD MEDICAL ASSOCIATION)
• NATIONAL COMMISSION FOR THE PROTECTION OF HUMAN SUBJECT OF BIOMEDICAL AND

BEHAVIORAL RESEARCH REPORT (“BELMONT REPORT”)
• HEALTH INSURANCE PORTABILITY AND ACCOUNTABILITY ACT (HIPAA)



HOW DO I KNOW THAT NEED THE IRB?

• STUDENT RESEARCHERS MAY BE PART OF A RESEARCH PROJECT LED BY A FACULTY MEMBER(S), 
WHICH GENERALLY REQUIRE THE IRB

• STUDENT RESEARCHERS MAY CONDUCT HSR OF THEIR OWN FOR ACADEMIC WORK (CLASS
PROJECTS, DISSERTATIONS/THESES, ASSESSMENTS)

• GENERALLY, CLASS PROJECTS ARE NOT LIKELY TO REQUIRE THE IRB, UNLESS THE DATA WILL BE
PRESENTED EXTERNALLY



HOW DO I KNOW THAT NEED THE IRB?
• IRB REVIEW IS NECESSARY WHEN A PROJECT IS BOTH

• (1) RESEARCH

• A SYSTEMATIC INVESTIGATION DESIGNED TO DEVELOP OR CONTRIBUTE TO GENERALIZABLE KNOWLEDGE

• MAY BE TRICKY TO DECIDE IF WHAT YOU ARE DOING IS RESEARCH. TYPICALLY, IF YOU ARE PREPARING A

PRESENTATION OR PUBLICATION THAT SUMMARIZES YOUR RESEARCH ACTIVITY, IT IS MOST LIKELY RESEARCH

• HOWEVER - PUBLICATION ALONE DOES NOT MAKE IT RESEARCH, AND RESEARCH MAY STILL BE HAPPENING
EVEN IF PUBLICATIONS ARE NOT PLANNED

• (2) INVOLVING HUMAN SUBJECTS

• A LIVING INDIVIDUAL ABOUT WHOM AN INVESTIGATOR IS CONDUCTING RESEARCH

• OBTAINING BIOSPECIMENS, CONDUCTS INTERVENTIONS, SURVEYS, TESTS, ETC.



HOW DO I KNOW THAT NEED THE IRB?
• WHERE IRB REVIEW IS USUALLY NOT NECESSARY:

• JOURNALISM OR ORAL HISTORY ACTIVITIES (UNLESS KNOWLEDGE GENERALIZED BEYOND THE
PERSONS/GROUP)

• LITERATURE REVIEWS

• CLASSROOM ACTIVITIES ONLY WITH MEMBERS OF THE CLASS, IF…
• NO MORE THAN MINIMAL RISK

• NO SENSITIVE INFORMATION COLLECTED

• DATA ARE NOT DISSEMINATED

• INSTITUTIONAL RESEARCH; PROGRAM, DEPARTMENT, OR COURSE-RELATED ASSESSMENT



HOW DOES THE IRB OPERATE?
• VERY GENERAL PROCESS:

• HSR CANNOT BEGIN UNTIL APPROVED

Research idea 
developed

IRB 
Application 
Submitted

IRB (or DRB) 
Reviews 

Application

Application 
Approved

Application 
Disapproved

Modifications / 
Information 

Required

Application 
Revised



IRB PROCESSES AND PROCEDURES
• IRB COMMITTEE USUALLY MEETS ONE PER MONTH, PERHAPS ONCE OVER SUMMER

• LENGTH OF THE IRB REVIEW DEPENDS UPON SEVERAL FACTORS:
• (1) COMPLETENESS/THOROUGHNESS OF THE IRB APPLICATION: 

• SHOULD INCLUDE SUFFICIENT INFORMATION FOR OTHERS TO UNDERSTAND THE PROJECT

• INCLUDE ALL DOCUMENTS (CONSENT FORMS, SURVEYS, RECRUITMENT INFORMATION)

• (2) LEVEL OF RISK/REVIEW

• EXEMPT AND EXPEDITED PROJECTS DO NOT REQUIRE THE FULL IRB COMMITTEE TO REVIEW

• FULL COMMITTEE REVIEWS WILL GENERALLY TAKE AT LEAST ONE MONTH

• REGARDLESS OF LEVEL, THE IRB MAY ASK QUESTIONS FOR FURTHER INFORMATION OR FOR
MODIFICATIONS TO BE MADE, WHICH WILL LENGTHEN THE PROCESS



WHAT INFORMATION DOES THE IRB NEED?
• IRB PROCESS INCLUDES TWO TYPES OF APPLICATIONS (“EXEMPT” OR “EXPEDITED/FULL”) THAT

GATHER INFORMATION NEEDED TO HELP THE IRB DETERMINE WHAT LEVEL OF REVIEW, APPROVAL, 
AND OVERSIGHT IS NEEDED

• EXEMPT: RESEARCH THAT IS (1) MINIMAL RISK (NO GREATER RISK OF HARM OR DISCOMFORT THAN DAILY
LIFE), AND (2) ANONYMOUS (NO PERSONALLY IDENTIFIABLE INFORMATION IS
KNOWN/USED/COLLECTED)

• EXPEDITED: RESEARCH THAT IS (1) NO MORE THAN MINIMAL RISK, AND (B) THE INVOLVEMENT OF HUMAN
SUBJECTS WILL BE IN ONE OR MORE OF THE FEDERALLY DEFINED CATEGORIES

• FULL: RESEARCH THAT INVOLVES (1) MORE THAN MINIMAL RISK, OR (2) ONE OR MORE VULNERABLE
POPULATIONS (E.G., MINORS, PREGNANT WOMEN, PRISONERS)

• UNDERGRADUATE STUDENT APPLICATIONS MAY ONLY BE SUBMITTED BY A FACULTY OR STAFF
MEMBER, BUT GRADUATE STUDENT APPLICATIONS MAY BE SUBMITTED DIRECTLY BY THE STUDENT



WHAT INFORMATION DOES THE IRB NEED?
• FOR EITHER APPLICATION, THE IRB NEEDS TO KNOW ABOUT:

• HISTORY AND BACKGROUND OF THE PROJECT (ABBREVIATED LITERATURE REVIEW)
• THE PURPOSE/INTENT OF THE RESEARCH, INCLUDING PLANS FOR SHARING WHAT YOU LEARN

• DESCRIPTION OF THE RESEARCH SUBJECTS AND HOW THEY ARE SELECTED AND RECRUITED

• RESEARCH DESIGN AND METHODOLOGY

• HOW THE INVESTIGATORS WILL INTERACT WITH THE RESEARCH SUBJECTS

• ALL DOCUMENTS THAT WILL BE USED/DISTRIBUTED (SURVEYS, CONSENT FORMS, COMMUNICATIONS, 
RECRUITMENTS, ETC.)

• DESCRIPTION OF ANY POTENTIAL RISKS SUBJECTS MAY ENCOUNTER AND HOW THEY WILL BE MINIMIZED

• ANY PERSONALLY IDENTIFIABLE INFORMATION ABOUT SUBJECTS THAT THE RESEARCHERS KNOW/HAVE, OR WILL
BE OBTAINED (IF ANY) AND HOW CONFIDENTIALITY WILL BE MAINTAINED (AND IF NOT, WHY)

• HOW DATA WILL BE STORED AND PROTECTED, AND WHO WILL HAVE ACCESS



TRAINING REQUIREMENTS
• IRB APPROVED TRAINING IS REQUIRED FOR ALL INVESTIGATORS

• THE COLLABORATIVE INSTITUTIONAL TRAINING INITIATIVE (CITI PROGRAM)
• ONLINE PROGRAM TO TEACH ABOUT ETHICAL TREATMENT OF HUMAN RESEARCH SUBJECTS

• ALL INVESTIGATORS AND STUDY PERSONNEL MUST COMPLETE WITH A MINIMUM SCORE OF 80%

• IRB NEEDS DOCUMENTATION THAT YOU HAVE COMPLETED THE PROGRAM

• STEPS:
• GO TO HTTP://WWW.CITIPROGRAM.COM

• SELECT "REGISTER"

• STEP 1 - PARTICIPATING INSTITUTIONS: UNIVERSITY OF SCRANTON

• STEP 2 - CREATE A USERNAME AND PASSWORD

• COMPLETE REMAINING CONTACT AND INFORMATION FIELDS

• CHECK THE COURSE YOU ARE REQUIRED TO COMPLETE (GROUP 1 – SOCIAL AND BEHAVIORAL INVESTIGATORS)

http://www.citiprogram.com/


INFORMED CONSENT

• INFORMED CONSENT IS A FUNDAMENTAL PART OF HSR FROM THE FEDERAL REGULATION:
• “THE INFORMED CONSENT PROCESS INVOLVES THREE KEY FEATURES: (1) DISCLOSING TO POTENTIAL

RESEARCH SUBJECTS INFORMATION NEEDED TO MAKE AN INFORMED DECISION; (2) FACILITATING THE
UNDERSTANDING OF WHAT HAS BEEN DISCLOSED; AND (3) PROMOTING THE VOLUNTARINESS OF THE
DECISION ABOUT WHETHER OR NOT TO PARTICIPATE IN THE RESEARCH.”

• CONSENT MUST BE LEGALLY AND PROSPECTIVELY OBTAINED BEFORE PARTICIPATION IN RESEARCH BEGINS

• SPECIAL STEPS MAY NEED TO BE TAKEN FOR MINORS OR OTHER PROTECTED POPULATIONS



INFORMED CONSENT

• STANDARD ELEMENTS OF INFORMED CONSENT THAT MUST BE ADDRESSED:

• A STATEMENT DESCRIBING THE RESEARCH, ITS PURPOSES, AND EXPECTED DURATION

• A STATEMENT THAT THE RESEARCH IS VOLUNTARY, THAT THERE IS NO PENALTY FOR NOT PARTICIPATING, AND THAT THE
SUBJECT CAN DISCONTINUE PARTICIPATION

• ANY REASONABLY FORESEEABLE RISKS OR DISCOMFORTS TO THE SUBJECT;

• ANY BENEFITS TO THE SUBJECT OR TO OTHERS WHICH MAY REASONABLY BE EXPECTED FROM THE RESEARCH, OR
STATEMENT THAT THERE MAY BE NO DIRECT BENEFIT

• DISCLOSURE OF APPROPRIATE ALTERNATIVE PROCEDURES OR COURSES OF TREATMENT, IF ANY;

• STATEMENT DESCRIBING THE EXTENT, IF ANY, TO WHICH CONFIDENTIALITY OF RECORDS IDENTIFYING THE SUBJECT WILL BE
MAINTAINED;

• WHO TO CONTACT FOR ANSWERS TO QUESTIONS ABOUT THE RESEARCH AND RESEARCH SUBJECTS’ RIGHTS, AND WHOM TO
CONTACT IN THE EVENT OF A RESEARCH RELATED INJURY TO THE SUBJECT

• CONTACT INFORMATION FOR THE IRB ADMINISTRATOR



COMMON IRB QUESTIONS

• REQUEST THAT THE APPLICATION INCLUDE MORE INFORMATION ABOUT THE PROJECT

• FOR EXAMPLE, APPLICATION ONLY PROVIDES A SENTENCE OR TWO ABOUT THE BACKGROUND. THE IRB 
DOESN’T HAVE ENOUGH INFORMATION TO UNDERSTAND WHAT THE PROJECT IS ABOUT OR WHAT THE
RESEARCHER PLANS TO DO. 

• REQUEST DOCUMENTS THAT HAVE NOT BEEN PROVIDED

• FOR EXAMPLE, INVESTIGATOR WILL SEND AN EMAIL INVITATION TO POTENTIAL PARTICIPANTS, BUT DID NOT INCLUDE THE
ACTUAL TEXT OF THE EMAIL

• REVISE DOCUMENTS TO BE SURE THEY DO NOT OVERPROMISE OR UNDERSTATE ELEMENTS OF INFORMED
CONSENT OR THE PROJECT

• A FORM OR SURVEY SAYS THERE IS “NO RISK” TO PARTICIPATION

• SURVEY RESPONSES MAY BE DESCRIBED AS ANONYMOUS, BUT THE INVESTIGATOR WILL SEND THE SURVEY VIA
EMAIL AND IS INVITING PARTICIPANTS TO SHARE THEIR EMAIL FOR A VOLUNTARY INCENTIVE.

• CONSENT FORM FAILS TO NOTE THAT PARTICIPATION IS VOLUNTARY AND THERE IS NO PENALTY FOR
DISCONTINUING



LASTLY, ABOUT RISK

• IRB IS MAINLY CONCERNED ABOUT POTENTIAL RISKS TO HUMAN RESEARCH SUBJECTS

• THERE IS NEVER NO RISK, EVEN WITH EXEMPT RESEARCH

• RISK MAY BE MINIMAL, OR GREATER THEN MINIMAL

• MINIMAL RISK MEANS THAT THE LIKELIHOOD AND MAGNITUDE OF HARM OR DISCOMFORT IS NOT
GREATER THAN THOSE RISKS OR HARM THAT ARE ORDINARILY EXPERIENCED IN DAILY LIFE

• GREATER THAN MINIMAL RISK MEANS THAT THE LIKELIHOOD AND MAGNITUDE OF HARM OR
DISCOMFORT IS NOT IS HIGHER THAN DAILY LIFE, AND CAN BE PHYSICAL, EMOTIONAL, 
PSYCHOLOGICAL, ETC.

• BREACH OF CONFIDENTIALITY IS A RISK THE IRB EXAMINES
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