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Disclaimer

The views expressed in this talk are my own.
They do not represent the position or policy
of the NIH, DHHS, or US government
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Course Objectives

* Utilize a systematic framework for evaluating the
ethics of a clinical research protocol.

* |dentify, define, and consider ethical issues in the
conduct of human subject research

* Apply appropriate codes, regulations, and other
documents governing the ethical conduct of human
subject research to their own research.

* Describe the purpose, function, and challenges of
RBs

e |dentify the critical elements of informed consent
and strategies for implementing informed consent for
clinical research
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Course Objectives

e |dentify and apply relevant considerations for
assessment of research risks and benefits

* Explore the ethical requirement of fair subject
selection and its application

* Appreciate ethical challenges with conducting
International collaborative research in low- and
middle-income countries

* Apply knowledge gained in course to the
inclusion of novel technology in the design and
implementation of research
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Overview

Session | Date Topics Faculty ETHICAL
1 9/20/23 Introduction/Framework/History/Institutional Taylor, Grady, Lederer a;:,umtr;-[:
Review Boards ASPECTS
2 9/27/23 Informed Consent/Decision Making/Capacity Grady, Kim, Brintnall, OF CLINICAL
Assessment Taylor mﬂmi.
3 10/4/2023 | Study Design/Risk-Benefit/Social Value/Inclusion Taylor, Wendler, Shah
of Children in Research
4 10/11/23 Incidental Findings/Return of Results/Inclusion Berkman, lamal, Claw
Indigenous Populations
5 10/18/23 Equity/Subject Selection/Recruitment and Asada, Taylor, Wendler
Retention
2] 10/25/23 International/Standards of Care/Post-trial Rid, Millum, Kamuya
Obligations/Community Engagement
7 11/1/23 Wearables/Brain Implants/LLM (Gross, Hendriks,
Rahimzedah

Livestream
8:30-11:30 am Eastern
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Administrative Details

e Self-Enrollment (link to Canvas)
— Certificate or not
— Access to all course materials

* Self-Registration (on Canvas)
— Required for Certificate, MNA, NIH Curriculum

e Session Quiz (on Canvas)

— Required for Certificate (at least 3): word-of-the-
day, two questions
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Administrative Details

e Session Evaluation (we will send link by
email)

— Sent to all who self-enroll

* Pre-Course/Post-Course Assessment (we
already sent link by email)

— Sent to all who self-enroll
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Canvas Hub

— ERACR 2023 > Modules

Home Collapse All 1h View Course Stream
Account A "
nnouncements
. View Course Calendar
@ Assignments
D 11 View Course Notifications
Discussions ~ Key Documents
o To Do
Courses Grades € Self Registration Form
Peaple = oan 57 Self Registration Form %
Ethical and Regulatory
. A ts of Clinical
Files & Course Basics 2023.pdf R;:cegrcshuzt)zlgl(a
Syllabus Qct 11 at 11:5%pm
¢ DRAFT Syllabus 8 23 23.pdf
Quizzes
Modules 4 Continuing Education Slide 2023.pdf

Collaborations a

¢ Principles and Benchmarks for Ethical Clinical Research.pdf

#  Bios of Department of Bioethics Faculty

+ Session 1: Ethical Framework/History of Research Ethics/Institutional Review Boards
4  Session l.docx
& Textbook Pages 1-25.pdf

& Textbook Pages 25-38.pdf
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Canvas Hub

— ERACR 2023 > Quizzes > Self Registration Form
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Session Summaries

* Objectives
* Schedule
* Readings

Lecture PPTs

posted at 8:00 am
on day of class

National Institutes of Health

Session 1: Introduction/ i itutional Review Boards September 20

Objectives:

Identify and describe the ethical principles and historical basis that pravide guidance for the
ethical conduct of research.

Describe important cases in the history of research and how cases shaped current ethical
considerations, and regulations for clinical research

Describe ethical framework to be applied throughout course
Understand the basis of the role and responsibilities of an Institutional Review Board

Time Topic Faculty

8:30-8:45 Introduction to Course Holly Tayler, PhD MPH
NIH Clinical Center Department of Bicethics

8:45-8:30 Framework for Ethical Conduct | Christine Grady, RN PhD|

of Research NiH Clinical Center Department of Bicethics
9:30-9:40 Discussion
9:40-10:25 History of Research Ethics ‘Susan E. Lederer, Ph.D.

Ronald L Numbers Professor of Medical
History and Bioethics

University of Wiscensin School of Medicine
and Public Health

Journal Articles

Emanuel E, Wendler D, & Grady C. What Makes Clinical Research Ethical JAMA 2000; 283 (20):
2701-2711

Grady C. Institutional Review Boards: Purpose and Challenges. Chest. 2015; 148(5):1148-55
US Federal Regulations

Common Rule, 45 CFR 46 (2018) https:/furww hh hy ions-and-
regulations/45-cfr-46/revised-commen-rule-regulatory-t dex.html

Optional
Jones DS, Grady C, Lederer 5. “Ethics and Clinical Research” — The 50th Anniversary of
Beecher's Bombshell. New England Journal of Medicine 2016; 374(24): 2393-2398.

Strauss DH, White SA, Bierer BE. Justice, Diversity, and Research Ethics Review. Seience
2021;571(6535):1209-1211.

Rollin F, Van Deren V, Alvarez J, Rousselle R, Bussey-Jones J. Antiracist Structural Intervention at
the Emory University Institutional Review Board. Ethics and Human Research 2023;

https://dol.org/10.1002/eahr.500174

10:25-10:35 | Discussion

10:35-10:50 | Break

10:50-11:20 | Institutional Review Boards Holly Taylor, PhD MPH
NIH Clinical Center Department of Bicethics

11:20-11:30 | Discussion |

Readings Assignment
Textbook

Part |: Scandals and Tragedies of Research with Human Participants: Nuremberg, the Jewish
Chronic Disease Hospital, Beecher and Tuskegee (Overview and Chapters 1-3; pp. 1-25)

Part II: Ethical and Regulatory Guidance for Research with Humans (Cverview and Chapters 5-7;
pp. 25-38)

Part X: Challenges to the Institutional Review Board System [Chapter 85; pp-436-440)
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Textbook Pages 1-25.pdf

Textbook Pages 25-38.pdf

Links to Readings

Subpart B — Additional Protections for Pregnant Women, Human Fetuses and Neonates Involved in Research _ HHS.gov.pdf

Subpart C — Additional Protections Pertaining to Biomedical and Behavioral Research Involving Prisoners as Subjects _ HHS.gov.pdf

¢ Emanuel et al. (2000) What Makes Clinical Research Ethical.pdf

@  The Belmont Report (1979)

@  Grady (2015) IRB: Purposes and Challenges 2015.pdf

& 2018 Requirements (2018 Common Rule) _ HHS.gov.pdf

P

@

& Subpart D — Additional Protections for Children Involved as Subjects in Research _ HHS.gov.pdf
&

Consideration of the Principle of Justice under 45 CFR part 46 Secretary’s Advisory Committee on Human Research Protections (2021)
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Asking Questions

— ERACR 2023 > Modules
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Asking Questions

Send email to:

Bioethics-Inquiries@mail.nih.gov
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Session Quizzes

* |f you don’t want Certificate of Completion,
don’t need to take Session Quizzes

* |f you want a Certificate of Completion, you
must take at least 3 of 7

* |f you are an NIH employee/contractor and
want Core Curriculum credit or are a Nurse
and want CEU, you must take at least 6 of 7

e Score does not matter
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Session Quizzes

— ERACR 2023 > Modules

o Collapse All 1h View Course Stream

Account
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8
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Session 1

Session 1: Introduction/Framework/History/Institutional Review Boards September 20

Objectives:

¢ |dentify and describe the ethical principles and historical basis that provide guidance for the
ethical conduct of research.

s Describe important cases in the history of research and how cases shaped current ethical
considerations, and regulations for clinical research.

s Describe ethical framework to be applied throughout course

¢ Understand the basis of the role and responsibilities of an Institutional Review Board

Time Topic Faculty
£:30-8:45 Introduction to Course Haolly Taylor, PhD MPH

MIH Clinical Center Department of Bioethics
£:45-9:30 Framework for Ethical Conduct Christine Grady, RN PhD

of Research MIH Clinical Center Department of Bioethics
9:30-9:40 Discussion
Q-40-10:25 History of Research Ethics Susan E. Lederer, Ph.D.

Ronald L Numbers Professor of Medical
History and Bioethics

University of Wisconsin School of Medicine
and Public Health

10:25-10:35 | Discussion
10:35-10:50 | Break
10:50-11:20 | Institutional Review Boards Haolly Taylor, PhD MPH

MIH Clinical Center Department of Bioethics

11:20-11:30 | Discussion
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