Introduction to Course

Holly Taylor, PhD, MPH

Department of Bioethics, NIH Clinical Center

National Institutes of Health




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

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

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

* |dentify challenges and opportunities related to
genetics research and research with stored samples

* Appreciate the perspective of individuals who have
participated in research

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

Session | Date Topics Faculty
1 5/25/24 Introduction/Framework/History/Institutional Taylor, Grady, Lederer
Review Boards
2 10/2/24 Informed Consent/Decision Making/Capacity Grady, Kim, Squires
Assessment (NIMH]), Taylor
3 10/9/24 Study Design/Risk-Benefit/Social Value/Inclusion | Taylor, Wendler, Shah
of Children in Research
4 10/16/24 Equity/Subject Selection/Recruitment and Asada, Taylor, Langford
Retention
5 10/23/24 Genomic Sequencing, Return of Results from Berkman, Sapp (NHGRI),
Field, Conducting Genetic Research with Claw
Indigenous Communities
6 10/30/24 Participant Experience Fisher, Clinical Center
Research Participants
Panel
7 11/6/24 International/Standards of Care/Post-trial Steel, Millum, Kamuya
Obligations/Community Engagement

Guest Lecturers (unaffiliated with the NIH) noted in ftalics

Livestream 8:30-11:30 am US Eastern
Recordings available 48 hours later
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Administrative Details

e Self-Enrollment (link to Canvas)
— Access to all course materials

— If you want a Certificate of Completion, must
self-register

e Self-Registration (on Canvas)
— Required to receive Certificate of Completion

e Session Quiz (on Canvas)

— Required for Certificate (must complete at least
3 quizzes, 6 or 7 for NIH Employees)
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Administrative Details

e Session Evaluation (we will send link by
email)

— Survey Monkey evaluation sent to all who self-
enroll

* Pre-Course/Post-Course Assessment (we
already sent link by email, now closed)
— Sent to all who self-enroll
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Session Summaries

* Objectives
* Schedule
* Readings

Lecture PPTs

posted at 8:00 am
on day of class
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fsession 1: Introduction/Framework/History/institutiona| Review Boards September 25
Objectives:
»  identify and describe the ethical principles and historical basis that prowide guidance for the ethical
conduct of research.
* Dascribe important cases in the history of research and how cases shaped current sthical
. ons for lin ;
ibe sthical framework to be applied throughaut course.

* D

*  Understand the basis of the role 2nd respansibilities of an Institutionz| Review Bozrd

Topic Facuity

T3 Course Fally Taylar, PRD MFH
NIH Clinical Center Departmant of ioethics

Framework for Ethical Conduct of | Christine Grady, RN BhD

Research nik clinical canter Departmant of sicethics
Discussion
$:010:25 | AiEory of Resaarch Ethic Suzan £ Lederer, PRD
Ronzld L Numbers Professor of Medical Histary
and Bioethics
Univarsity of Wisconsin School of Medicine and
Public Health

0L TA(E535 R 208120,
Core Research Ethics Codes

nurember code (1848 a: published in the aritish Medical journal (1996 31311448
https-//wunw bmj com/contant/313/7070/1445. 1

Deciaration of Kelsinki [also known as World Medical Association Declaration OF Helsink
Fringiples For medica Research Invalving Human subjs
post/wma-declaration-of-helsinki-zthical-principl

National Commissian for the Protection af ibjects of Biome Research
Belmant Report [zlso known as Exhica| Principles and Guidelines for the Protection of Human Subjects of
Research) (197%) . P ons-and o d-the-bel
report/indesx.html

us Federal Regulations

Common Rule {Protaction of Human Subjects 45 CFR 45 {2018 hittps://www hhs gov/ohrp/regulations-
g-poli 5 . " le-regulatory-text/index heml

10251035 | Discussion

103510550 | Break

T050-1120 | Institutional Review Boards Fally Taylar, PhD MPA
NIH clinics] center Department of sicethics

1201130 | Dlscussion I

Readings
Textbook

Part I Scandals and Tragedies of Research with Human Participants: Nuremberg, the Jewish Chronic
Disease Hospital 2nd Tuskegee {Overview and chapters 1-¢; pp. 1-23)

Journal Articles

Emanus! £, Wendler D, & Grady C. An Ethical Framework for Siomedica| Research. Chapter 11 in The
‘xford Textbook of clinical Research exhics. Edited by &1 Emanue, © Grady, Ra Crouch, RE Lig, FG Miller
and B Wendler [Oxford University Press: New York): 125135

‘Grady c. Institutional Review Soards: Purpose and challenges. chest. 2015; 143(5):1148-55.

Jones D5, Grady ¢, Lederer 5. “Ethics and clinical Reszard
Bombshell. New England Journal of Medicing 2016; 374{24)

— The S0th Anniversary of eecher's
3832388,

Strauss DH, White SA, Bierer SE. Justice, Diversity, and Research Ethics Revi
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Asking Questions

If you are not in CANVAS
Send email to:

Bioethics-Inquiries@mail.nin.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, you must take
at least 6 of 7

 Score does not matter
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Session 1

Time Topic Faculty
8:30-8:45 Introduction to Course Holly Taylor, PhD MPH
NIH Clinical Center Department of Bioethics
8:45-9:30 Framework for Ethical Conduct of Christine Grady, RN PhD
Research NIH Clinical Center Department of Bioethics
9:30-9:40 Discussion
9:40-10:25 History of Research Ethics Susan E. Lederer, PhD
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 Holly Taylor, PhD MPH
NIH Clinical Center Department of Bioethics
11:20-11:30 Discussion
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