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What is Human Subjects Research?
Research - “A systematic investigation including research development, testing, and evaluation, designed to develop or
contribute to generalizable knowledge” (Protection of Human Subjects 2018)
Human subject – “A living individual about whom an investigator conducting research:
• Obtains information or biospecimens through intervention or interaction with the individual, and uses,
studies, or analyzes the information or biospecimens; or
•

Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.”
(Protection of Human Subjects 2018)
•

Identifiable private information – “Identifiable private information is private information for which the
identity of the subjects is or may readily be ascertained by the investigator or associates with the
information.” (Protection of Human Subjects 2018)
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Authority of the IRB
The IRB is here to support you. It is important to remember that your research must abide by federal
guidelines and any deviations put many at risk.
• Review proposed Human Subjects Research
• Require application submission PRIOR to commencement of research
• Approve human subjects research
• IRB approval must be given prior to any research activity - no retroactive approvals.
• The institution may decide that IRB-approved research may not be conducted.
• If an IRB has disapproved the research, the institution may not override the IRB decision.
• Oversee human subjects research
• Conduct continuing reviews
• Suspend or terminate approval
• Observe, or have a third party observe, the consent process and the research procedures
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Roles of Faculty & Students Conducting HSR
Faculty Role in HSR

Student Role in HSR

Be familiar with the requirements of human subjects
research

Be familiar with the requirements of human subjects
research

Possess CITI certificates – Investigator and RCR for
Human Subjects Research

Possess CITI certificates – Student and RCR for Human
Subjects Research

Guide students through the IRB application process –
proofread the application prior to submission.

Complete the IRB application under the guidance of the
faculty investigator.

Submit the application to the IRB.

Receive a copy of the IRB approval notice from faculty
investigator.

Inform student when they can initiate their research by
providing them with a copy of the IRB approval notice.
Discuss research ethics with students.
Continue communications with the IRB – questions, apply
for amendments, report issues, continuation

Maintain communication with faculty investigator: Report
unexpected issues, ask questions
Maintain communication with the IRB: Report unexpected
issues, ask questions

Keep records for at least 3 years after project termination
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Types of IRB Review
Limited Review - minimal risk projects that fall into one of eight categories that are “exempt” categories
•

Minimal risk - probability and magnitude of harm or discomfort anticipated in the research are not greater,
per se, than those ordinarily encountered in daily life or during the performance of routine physical or
psychological examinations

Expedited Review - minimal risk projects that fall into one of nine categories and of which a breach of confidentiality
is the primary risk.
• Confidentiality - treatment of information that an individual has disclosed in a relationship of trust and with
the expectation that it will not be divulged to others in ways that are inconsistent with the understanding of
the original disclosure without permission
Convened Review - projects that involve more than minimal risk and or studies using vulnerable populations
•

Vulnerable Populations: psychiatric, cognitive, or developmental disorders; impaired decision-making capacity;
pregnant women, fetuses, and neonates; prisoners; children
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Limited IRB Review
• Categories are exempt from the other provisions of the regulations at 45 CFR 46.
• Category 1: Research conducted in established or commonly accepted educational settings.
• Category 2: Research that only includes interactions involving education tests, survey procedures, interview
procedures or observation of public behavior.
• Category 3: Research involving benign behavioral interventions in conjunction with the collection of information from
an adult subject through verbal or written responses.
• Category 4: Secondary research for which consent is not required.
• Category 5: Research and demonstration projects that are conducted or supported by a Federal department or
agency.
• Category 6: Taste and food quality evaluation and consumer acceptance studies.
• Category 7: Storage or maintenance for secondary research for which broad consent is required.
• Category 8: Secondary research for which broad consent is required.
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Timeline Approximation
Plan accordingly…

CITI Training
(1 month)

Write IRB
Application
(1 month)

IRB
Review
(2 weeks)

Revisions
(1 week)
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IRB
Review
(1 week)

Review by
other
entities
involved
(1 month)

CITI Training
https://www.umes.edu/OSRP/
Scroll down the page and click ACCESS CITI HERE
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Register for CITI or Login
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Select View Courses next to University of Maryland Eastern Shore to share your certifications: Please send me the certificate,
not the link

Scroll to the bottom of the page and select ADD A COURSE
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Do not make a selection

All IRB applications MUST be sent to me from the PI
• Application Page - submit as a pdf
• Format the body of the application as outlined in the
instructions - submit as a Word.doc
• Format the Consent form as outlined in the
instructions - submit as a Word.doc
• Submit CITI certificates with an identifiable name
(SBR_Bobenko or RCR_HSR_Bobenko)
• Please respond to the email chain that is established
Names and credentials should appear on the application
as you want them to appear on your approval notice
UMES email address must be used for all communication
purposes
Check the line to denote that CITI certificates for
everyone on the application are included.
• CITI certificates must be included
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Details, Spelling & Grammar

• ~200 words
• Purpose of the research
• Approach
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• If you plan to email the subjects, how will you obtain their email addresses?
• Provide a draft of recruitment email, telephone conversation, flyer in your application.
• Where will you recruit – do you need permission to recruit at that location?
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• Details, details, details!
• If you plan to use an online survey platform, please specify which one you will use.
• It is critical that you address how you will obtain informed consent/assent prior to conducting research.
• Include a copy of the survey and send the link to the survey.
• Research at other locations requires approvals such as IRB Authorization Agreements
• Include site names and locations in your application
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• It is your responsibility to state these risks no matter how small. A statement of NO RISK is not acceptable.
• Don’t forget to address C and D
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Confidentiality - treatment of information that an individual has disclosed in a relationship of trust and with the expectation
that it will not be divulged to others in ways that are inconsistent with the understanding of the original disclosure without
permission
• Informed Consent
• Assent
Privacy - having control over the extent, timing, and circumstances of sharing oneself.
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Please use this document as your template.
Project Title must match your IRB application page.
Informed Consent is provided by an adult.
Assent must be obtained from minors in addition to Consent
from their legal guardian.
• Minors cannot sign an assent form
• print name
• date
• check a box to acknowledge understanding
If your document is more than one page, the subject must sign
both pages.
You must be able to provide a copy of the signed form to the
subjects.
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• Data cannot be stored by only by the student, the PI must have access to the data.
• Hard copy, files in a shared drive, online survey platform account
• Data should be stored by the PI for at least 3 years post completion.
• Do not store data on a flash drive
• Include the survey or intended interview questions with your application.
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It is acceptable to have a COI provided you have a plan to handle it. Common COIs include student-professor relationships,
pharmacist-patient relationships.
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What happens when …
Investigators from other universities are involved?
• IRB AA
Investigators from other non-university institutions with IRBS are involved?
• IRB AA
Investigators that are not associated with a university or institution with IRB are involved?
• Individual AA
When you conduct international research?
• Site Permission Letter
• Memo of Cultural Appropriateness
• Letter of Unregulated Activities
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Questions, ask an IRB member…
DO NOT ASSUME ANYTHING, ask an IRB member!

Jennifer C. Bobenko, PhD

JLHearne@umes.edu

Dennis Klima, Department of Physical Therapy, Co-Chairperson
Daniel Dahlgren, Department of Criminal Justice
Madhumi Mitra, Department of Natural Sciences
Donna Satterlee, Department of Human Ecology
Garland Hayward, Community Member
Gertrude Hairston, ex-officio
Joseph Pitula, ex-officio
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Interesting History
• Nuremberg Code of 1947 - "the voluntary consent of the human subject is absolutely essential"
• Helsinki Declaration of 1964 – protocols should be reviewed by an independent committee prior to initiation
• 1971Guidelines – issued by U.S. Department of Health, Education, and Welfare Codes for the conduct of social and behavioral research
• 1974 National Research Act - created the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research.
•
Identified the basic ethical principles that underlie the conduct of biomedical and behavioral research involving human subjects
•
Developed guidelines to assure ethical principles are employed
• 1979 Belmont Report - published by the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research:
Respect for Persons, Beneficence, Justice
• 1981 HHS codified the Policy for the Protection of Human Subjects (45 CFR 46).
•
Subpart A of these regulations "Common Rule" - basic foundation for protecting human research subjects
• 2000 Office of Human Research Protections was founded as the regulatory arm of the DHHS
• 2017 Common Rule was revised to strengthen protections for human subjects
•
IRB operations, informed consent, exemptions
• 2018 Common Rule revised to exclude:
•
Scholarly and journalistic activities
•
Public health surveillance activities
•
Collection and analysis of information, biospecimens, or records by or for a criminal justice agency
•
Authorized federal intelligence and defense activities

