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Presenter Notes
Presentation Notes
Hi, my name is Cindy Morgan, and I am the Research Compliance Manager for the JMU Office of Research Integrity. IRB stands for Institutional Review Board and I am going to discuss why we have an IRB and why protection of human participants in research is so important.



1947 — Nuremberg Trials
20 Nazi Physicians and 3 Nazi officials were tried for research
atrocities performed on POW'’s and concentration camp victims

Why is there
an
Institutional
Review

Board (IRB)?
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After World War II, 20 Nazi physicians and 3 Nazi officials were tried for research atrocities performed on prisoners of war during the Nuremberg trials. One experiment involved infecting tens of thousands of Polish nationals with tuberculosis, and then either shipping them to concentration camps and given no medical care or exterminated. The Nazis also sponsored a mass extermination program of hundreds of thousands of elderly, disabled children, incurably ill, and mentally ill persons because these persons were deemed “unworthy of life” and a burden to the Nazi war machine.



Nuremberg Code

\

The first internationally recognized code
of research ethics.
Informed consent from participants

Experiments yield fruitful results for the good
of society

Experiment conducted to avoid all
unnecessary physical & mental suffering &
Injury

Human participants at liberty to withdraw
from the study at any time
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The Nuremberg trials lead to the development of a document called the Nuremburg Code, which is the first internationally recognized code of research ethics. The Nuremberg Code said several things: that informed consent should be sought from participants, that participants are at liberty to withdraw from research at any time, the experiment should yield fruitful results for the good of society, and that experiments should be conducted to avoid all unnecessary physical and mental suffering and injury.



Research abuses start in Tuskegee, Alabama.

A study on the natural history of untreated syphilis, where
poor, black males are uninformed of their disease and
denied treatment even after a treatment is found in 1947.

Tuskegee
Syphilis
Study -
1932 - 1972
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Unfortunately, research abuses have been performed in the United States. The Tuskegee Syphilis Study was performed by the US Public Health Service in Tuskegee, Alabama from 1932 – 1972 to study the natural history of untreated syphilis. Poor, black males were uninformed of their disease, mislead as to how long their participation in the study would take, and were denied a treatment for syphilis even after that treatment was found in 1947. 



1963 Yale University Study to understand why people do
cruel, unethical things to others when ordered by an
authority figure to do so

Milgram
Experiments
- Obedience
to Authority
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Also in the 1960’s, Professor Milgram at Yale University wanted to understand why people do cruel, unethical things to each other when ordered by an authority figure to do so. The participant was led into a room and then ordered to give ever-increasing electrical shocks to another person sitting in the room. More than half of the participants eventually delivered what they thought were high-intensity, potentially lethal shocks in spite of the distress shown by the other person. The man that you see wincing in pain in the slide was an actor; the participants really weren’t inflicting electrical shocks. After the study, participants were debriefed about the true purpose of the study, the nature of the deception, and the potential implications of their behavior. Many of the subjects experienced extreme psychological distress after understanding the level of cruelty of their actions.



\

Belmont Report

Justice
Beneficence

Respect for
Persons

The
Belmont
Report

Ethical Principles
and Guidelines for
the Protection of
Human Subijects
of Research

of Biomedical and Behavioral
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Another significant document regarding the protection of human subjects is the Belmont Report that was published in 1979. The Belmont Report stated that human subjects research should abide by three principles: Justice, Beneficence, and Respect for Persons. Justice means that every participant is treated with fairness, especially vulnerable populations such as children, the economically disadvantaged, and people who cannot provide their own informed consent. Beneficence means that research is doing some good for the participants or for society as a whole, and that risks and harms should be minimized. Respect for persons means that each participant is respected as autonomous and should be given the opportunity to provide for their own informed consent or assent. You’ll be learning more about the Belmont Report in the required IRB training that I will tell you about later on.



IRB Oversight

* To oversee and review all
research projects that

Mission =< involve research with

human participants.

* To safeguard the rights
Responsibilities < and welfare of human

participants.
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The IRB here at JMU has the main responsibility of safeguarding the rights and welfare of human participants in research. Its mission is overseeing and reviewing research projects that involve research with human participants.



IRB Membership

|8 members

At least 5 members l‘f* 4 . ‘%
o 3) 'y /]
scientist, )\ & JY

non-scientist, and

\\

person not affiliated with the institution
Members with varying backgrounds

Diverse membership (gender, race,
cultural background)
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Our IRB is comprised of 19 members. The federal regulations tell us that we must have a minimum of 5 members – one of which is a scientist, one non-scientist, and one person who has no affiliation with JMU. We currently have two non-scientists, and two employees from Sentara RMH who serve as our non-affiliated members. The IRB is represented by varying cultural and professional backgrounds – we have professors on the IRB who are from the Department of Psychology, School of Communication Studies, Nursing, Education, Foreign Languages, and more.



0
( What Research Must Be Reviewed!?

> All research at JMU that involves:
numans

numan tissue — or —
records gathered on human subjects
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Let’s talk about what kinds of research should be reviewed by the IRB, and how research is defined. First of all, research must be reviewed where the data is collected from humans, human tissue, or records gathered on human subjects.



What is Human Subjects Research!?

e

You have designed a study to collect
information in a systematic way designed
to develop or contribute to a field of
generalizable knowledge.
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What actually is research? The federal regulations tell us that the researcher has designed a study to collect information in a systematic way, designed to develop or contribute to a field of generalizable knowledge. This points back to the Beneficence principal of the Belmont Report that I mentioned earlier.



Human Subject Defined

A human subject is a living individual
about whom an investigator conducting
research obtains

data through intervention
or interaction with the
individual; or

identifiable private inform-

ation.
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Now, let’s further define the human subject. The human subject is any living individual about whom an investigator conducting research obtains data through intervention or interaction with the individual or is working or gathering identifiable private information. 


Human Subjects Research Defined

\

Interacting with living human beings in
order to gather data about them
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The key words here are “about whom.” Our office got a study a while back where the researcher was surveying colleges across the US about forestry programs: how many acres of forestland do you have? What is your annual forestry budget? How many people on staff work in forestry? These questions revolved around forestry, and were not about the perceptions, opinions, or experiences of the people being surveyed. Therefore, this survey was not human subjects research. 


Systematic Investigations

\\

Surveys &
questionnaires

Interviews & focus
groups

Analyses of existing |
data or biospecimens . J

Cognitive & perceptual
experiments

Medical charts or
academic records
reviews
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What kinds of activities are systematic investigations? This could be anything from surveys and questionnaire (even anonymous ones), interviews and focus groups, cognitive and perceptual experiments, analysis of existing data or biospecimens, or reviews academic records or medical charts. If a researcher wants to review medical records or academic charts, the IRB must also take into consideration HIPAA and FERPA laws.



Public vs. Private Behavior

Observing or
recording private |
behavior (behavior |
that individuals have [S™SS{E
a reasonable
expectation will not
be observed and
recorded)
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The observation and recording of private behavior must also be reviewed by the IRB. Private behavior is defined as any behavior where an individual has a reasonable expectation that their behavior is private and will not be observed or recorded. An example of this would be if I go into the ladies’ room and I observe people there. An example of public behavior would be if I go out onto the Quad or into the Student Success Center and observe and record people’s behaviors there. These are public settings and that would not be defined as human subjects research.
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In addition, if a researcher is gathering or analyzing private identifiable information, then this is human subject research. This includes audio, video recordings, photographs, medical records, academic records, student id #’s, names, addresses, and so forth. If a researcher is conducting an anonymous survey, but they are collecting detailed demographic information, then the participant could be identified based on the data that they provided. If you are collecting demographics, then you should determine what demographic data is important for your research findings.



( What Isn’t Research?

Secondary data

No private [— /

identifiable
information

No human subject
Interaction or
intervention involved [
or

Program evaluations
and quality
improvement studies
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Let’s talk about what isn’t human subjects research. If a researcher gets a data set that was collected and de-identified by someone else, and there is no way of knowing who the participants were, then that is a secondary, de-identified data set and not human subjects research. If there is no human subjects interaction or intervention involved, or if a researcher is doing a program evaluation or quality improvement study, then those types of projects aren’t human subjects research and can be exempt from IRB review. 



IRB Review Criteria

Risks to subjects
are minimized.

Risks to subjects
are reasonable in
relation to
anticipated
benefits.
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When the IRB reviewer gets your protocol, they are looking at several factors in their evaluation. First and foremost, they will determine whether or not your research poses any risks to your participants. The potential risks that we see in social, behavioral and educational research are data that if it became public would be embarrassing or damaging to the reputation or employability of the participant. Other risks could include the risk of criminal prosecution or an invasion of the participant’s privacy. Study or data collection procedures may also pose a risk to the participants. If there are any risks, then those risks must be reasonable in relation to the anticipated benefits of the research. What are the benefits of the research to the participants, or to the area of research as a whole? 


IRB Review Criteria

Selection of
participants is
unbiased

Informed consent is:

* sought from each
prospective
participant or his or
her legally
authorized
representative, and

° properly
documented.



Presenter Notes
Presentation Notes
The IRB reviewer must also make sure that the selection of participants is unbiased and fair (remember Justice from the Belmont Principals?). An example of an unfair selection of participants would be if a researcher wants to collect data at a prison, and the prison warden makes it mandatory that the inmates participate in that research. Also, the reviewer will determine that informed consent is being sought from the participants or their legally authorized representative, and that consent is properly documented. 



Types of Informed Consent

\\

Confidential
Anonymous
Verbal

Parental Consent

Child or Youth
Assent

https://www.jmu.edu/
researchintegrity/irb/f
orms/index.shtml
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The informed consent is a crucial document for your research. This is where you are informing your potential participant about what the research entails, the risks (if any), the potential benefits of the research, how you plan to protect their data, and how they can contact you, your faculty advisor, or the IRB Chair with concerns or questions. There are many types of informed consent as listed here. You must choose the most appropriate informed consent for your research and edit it accordingly. You must also discuss in your IRB protocol how you will obtain informed consent from your participants and how you will document it! For examples of consent forms, log onto our website at JMU. EDU/researchintegrity, go to the IRB Human Subjects section, and then the Forms section.

https://www.jmu.edu/researchintegrity/irb/forms/index.shtml

IRB Review Criteria

Protection of
participants’
privacy and
confidentiality
Ongoing
monitoring of
participants’
welfare
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The IRB reviewer is also going to be looking at how the researcher plans to protect the participant’s privacy and confidentiality. This is where data security comes in, and this is a critical component of your research. If you are collecting private identifiable information, then those files must be encrypted. If you are collecting audio and video recordings through a mobile device, be sure to verify that your mobile device offers file encryption and make sure that it is disconnected from the cloud prior to data collection! You must also justify the reasons for collecting private identifiable data, and how that is important to your research findings. For anonymous data, password protection is sufficient, so you want to confirm in your protocol that you will password protect the survey data online and on your computer. Finally, talk about in the protocol what you will do with the data at the end of the study – will you securely delete/destroy the data? Store it for a number of years? 
The reviewer will also look at the ongoing monitoring of the participant’s welfare. This becomes important if data that is being collected may prove stressful or upsetting to the participant. Are you asking questions about past traumas, sexual assault, or other upsetting topics? If so, then you need to have a plan in place as to how you will handle any adverse events during the research. 



Levels of IRB Review
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There are three levels of IRB review: Exempt, Expedited, and Full Board. Exempt is the easiest level of review and involves studies with anonymous data collection. Studies approved by another institution’s IRB can also receive an exempt review. If the research doesn’t involve vulnerable populations or greater than minimal risks, then their research will undergo an IRB expedited review. The protocol is reviewed by a single IRB member – this is the majority of the research that we see here at JMU. The third and most stringent level of review is the Full Board review where a protocol is reviewed by all 19 IRB members. The IRB meets twice a month and reviews protocols that pose greater than minimal risks or involve vulnerable populations such as minors, economically disadvantaged, prisoners, or those unable to provide their own informed consent. 



Your Responsibilities

\

Obtain consent before involving
participants in the research or using data
collected from them

Educate the participants about risks and
benefits

Keep participants informed about.
research progress and findings
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You have several responsibilities as a researcher. You must obtain informed consent prior to involving your participants in research or using data collected from them, and you must educate the participants about the risks and benefits of the research. That is done through the informed consent form that I discussed earlier. You also want to keep participants informed and give them the opportunity to contact you with questions or if they want to see your research findings. Again, that information is provided on your informed consent!


Helpful Hints

]

Give yourself enough
time!

Complete the online
form clearly and
completely

Ask for help

https://www.jmu.edu/
researchintegrity/irb/i
rbsubmit.shtml
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Here are some helpful hints about the IRB submission process. First of all, give yourself enough time! If you need to go through the IRB expedited review process, you need to plan to a two week review and approval process; sometimes the process is quicker than that, but you need to factor in the time required to develop and write your protocol and then get it reviewed and approved by the IRB. Complete the online form clearly and completely. If we need to come back to you asking for clarification or information that should have been provided in the first place, that is only going to make the process longer for you. More information about the submission process can be found at JMU.EDU/researchintegriy, Human Subjects – IRB, then click on Submission Procedure. I strongly encourage you to use the online User Guide for investigators since that gives you screen by screen instructions on how to enter your protocol information into the online system. 


https://www.jmu.edu/researchintegrity/irb/irbsubmit.shtml

IRB Online Certification
Training
Federally mandated

e

IRB Social/Behavioral Research Course
— Basic Course

Valid for up to 3 years

Accepted by other institutions
https://www.jmu.edu/researchintegrity/irb/

irbtraining.shtml C ITI

\‘ PROGRAM
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Now before you submit your protocol, you will need to complete the online IRB training. The correct training is the IRB Social/Behavioral Research Course and it is valid for up to 3 years. This training covers the Belmont Report, informed consent, confidential vs. anonymous research, and takes about two hours to complete. Do not take the IRB Member or Responsible Conduct of Research Courses! Again, it is the IRB Social/Behavioral Research Course. Prompts to access this training are at JMU.EDU/Researchintegrity, click on Human Subjects – IRB, then click on Training. 

https://www.jmu.edu/researchintegrity/irb/irbtraining.shtml

Rl Website
Web link:

http://www.jmu.edu/researchintegrity/index.shtml
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Office of Research Integrity

RESEARCH F : 5 : =

INTEGRITY Accessing the electronic Research Administration (eRA) Software System
ABOUT RESEARCH . To submit a protocol go to: https://jmu.app.cayuse.com/

INTEGRITY

Training manuals (including information on legacy protocols) are available here (requires JMU elD to access).

DIVERSITY, EQUITY, »

AND INCLUSION Interested in training? We offer individual and group sessions. Please contact researchintegrity@jmu.edu.

ERA »
Important Dates and Deadlines

ANIMAL RESEARCH - »
IACHE IRB Protocol Submission Deadline: Friday, September 20, 2024 (to be on the October 8, 2024 meeting
agenda)

HUMAN SUBJECTS - » — ; ; 2 .
Please note: The submission deadline is only for those studies requiring Full Board review. Exempt and

IRB
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For additional information about the Office of Research Integrity and the IRB, please visit our website at JMU.EDU/researchintegrity.

http://www.jmu.edu/researchintegrity/index.shtml

Contact Us

Carolyn Strong - Director
x8-2318
strongcd@jmu.edu

Carrie Tillman — Associate Director
X8-7017
tillmace@jmu.edu

Cindy Morgan — Research Compliance Manager
X8-7025
morgancs@jmu.edu

Office of Research Integrity is located in Foundation Hall, Room
# 1032
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Thanks again for taking the time to watch this slide show about the IRB and human subjects research protections! If you come up with questions about your IRB protocol or the review process, please do not hesitate to contact our office! The best way to reach me is through email as I am currently working from home due to the COVID-19 pandemic. I am also happy to set up a videoconference to answer any questions. 
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