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FDA White Oak CSU 2031
Series Description
The FDA Grand Rounds is webcast every other month to highlight cutting-edge research underway across
the agency and its impact on protecting and advancing public health. Each session features an FDA
scientist presenting on a key public health challenge and how FDA is applying science to its regulatory
activities.
Session Description
This presentation addresses the public health and regulatory need for:
•
a new paradigm to assess cardiac safety of new drugs;
•
the cutting edge science that underpins that paradigm;
•
the current status of ongoing validation studies; and
•
expected impact of this novel mechanistic, model-informed approach.
In the 1990s to early 2000s, multiple drugs were removed from the market because they caused
arrhythmias and sudden death. In response, regulatory guidelines were implemented that have
successfully prevented such occurrences by focusing on detecting hERG potassium channel block in cells
and QT prolongation on the electrocardiogram. However, this approach is not very specific because some
drugs are flagged as posing a risk and thus can be dropped from development when they are actually safe.
A new model, the Comprehensive in vitro Proarrhythmia Assay (CiPA) initiative, aims to be a more
accurate and comprehensive, mechanistic-based assessment of drug safety. It combines data that we get
from multiple ion channels in the lab in a computer model to predict the risk in patients. The results are
checked in an assay with human-induced pluripotent stem cell derived cardiomyocytes and using
electrocardiographic biomarkers in standard phase 1 clinical trials.
Much of the development and validation work for CiPA has occurred in FDA labs, but this effort also
involves our worldwide drug regulatory colleagues, academia, and industry through multiple publicprivate partnerships. In March 2017, this new model was presented to an FDA advisory committee,
which endorsed this approach, pending ongoing validation studies.
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Meeting Materials for the Pharmaceutical Science and Clinical Pharmacology Advisory Committee that covered this
topic:
https://www.fda.gov/AdvisoryCommittees/CommitteesMeetingMaterials/Drugs/AdvisoryCommitteeforPharmaceuti
calScienceandClinicalPharmacology/ucm535520.htm

Series Objectives:
1. Discuss the research conducted at the FDA.
2. Explain how FDA science impacts public health.
Session Learning Objectives After completion of this activity, the participant will be able to:
1. Describe the need for a novel cardiac safety regulatory assessment paradigm for drugs.
2. Discuss the different technologies being used to inform drug safety, including ion channel
assays, in silico models, induced pluripotent stem cells and biomarkers.
3. Identify the potential for mechanistic, model-informed approaches to be used more broadly at
FDA.
4. Talk about the benefit of research collaborations using public-private partnerships.
Target Audience
This activity is intended for physicians, pharmacists, nurses and other scientists within the agency and
external community.
About the Presenter
David Strauss, MD, PhD is a leader in translational sciences regulatory research. Before serving in his
current role as Director of the Division of Applied Regulatory Science in FDA’s Center for Drug
Evaluation and Research (CDER), Dr. Strauss was Senior Advisor for Translational and Experimental
Medicine in CDER’s Office of Clinical Pharmacology and a medical officer and premarket medical
device reviewer in the Center for Devices and Radiological Health. He earned a B.A. in chemistry and
medical degree (M.D.) from Duke University, and a Ph.D. in clinical physiology from Lund University,
Sweden. Dr. Strauss also completed a postdoctoral fellowship at Johns Hopkins University. He has
published over 100 peer-reviewed journal articles and book chapters related to assessing the safety and
effectiveness of drugs and medical devices and predicting individualized response to therapies. He
currently oversees research and review activities across the translational research spectrum, including in
vitro and in vivo laboratory research, in silico computational modeling and informatics, and integrated
clinical research covering clinical pharmacology, experimental medicine and postmarket analyses.
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Continuing Education
Accreditation

In support of improving patient care, FDA Center for Drug Evaluation and Research is
jointly accredited by the Accreditation Council for Continuing Medical Education
(ACCME), the Accreditation Council for Pharmacy Education (ACPE), and the
American Nurses Credentialing Center (ANCC) to provide continuing education for the
healthcare team.
CME
FDA Center for Drug Evaluation and Research designates this live activity for a maximum of 1 AMA
PRA Category 1 Credit(s)™. Physicians should claim only the credit commensurate with the extent of
their participation in the activity.
CPE
This knowledge-based activity has been assigned ACPE Universal Activity Number 0601-0000-17-114L04-P, for 1 contact hour(s).
CNE
FDA Center for Drug Evaluation and Research designates this activity for 1 contact hour(s).
Requirements for receiving CE credit
Physicians, pharmacists, nurses and those claiming non-physician CME: attendance is verified by a signin sheet and completion of the final activity evaluation. For multi-day activities, participants must sign in
every day. Final activity evaluations must be completed within two weeks after the activity.
Pharmacy participants: partial credit cannot be awarded therefore you must attend the entire activity to
receive CPE credit. No exceptions. Pharmacists will need their NABP e-profile ID number as well as
their DOB in MMDD format in order to claim CE credit.
Statements of Credit
Physicians and Nurses Statements of Credit for CE will be issued 10 weeks after the last session of this
activity. Pharmacists should log into the CPE monitor 10 weeks after the last session of the activity to
obtain their CE credit.
Disclosure
Faculty
David Strauss, MD, PhD, Director, Division of Applied Regulatory Science, FDA/CDER, has nothing to
disclose.
Planning Committee
Emannuel Fadiran, PhD, RPh, Intramural Research Program Director, FDA/OC/OWH, has nothing
to disclose.
Virginia Giroux, MSN, ARNP, CE Program Administrator, CDER/DLOD, has nothing to disclose.
Eileen Parish, MD, Medical Officer, FDA/OC/OCS/OSPD, has nothing to disclose.
Leslie Wheelock, MS, RN, Director OSPD, FDA/OC/OCS/OSPD, has nothing to disclose.
CE Consultation and Accreditation Team
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Traci Bryant, MAT, Education Specialist, FDA/CDER/OEP/DLOD, has nothing to disclose.
Karen Zawalick, CE Team Leader, FDA/CDER/OEP/DLOD, has nothing to disclose.
Registration Fees and Refunds
Registration is complimentary therefore refunds are not applicable.
Requirements for Certificate of Completion (Non CE)
Must attend 80% of the lectures (verified by a sign-in sheet).
----------------------------------Remote Access Instructions:
Webcast Registration: To register for the webcast, please click the link below and then follow the
instructions on the registration page. After you register you will receive a link via email to access the live
webinar. You must log in with your username and password which you create when you register. Please
pre-register at least one day before the event to ensure you receive the access link email and outlook
invitation for the session.
https://collaboration.fda.gov/sept172017grandroundsreg/event/registration.html
For technical assistance please contact Jeffery Rexrode at Jeffery.Rexrode@fda.hhs.gov.
LMS Registration link:
https://lms.learning.hhs.gov/Saba/Web/Main/goto/RegisterCatalog?offeringId=class000000000127159&oneClickLe
arningON=true

Reasonable Accommodations
The FDA provides reasonable accommodations for all individuals with disabilities who apply for training
or developmental opportunities. If you need a reasonable accommodation for any part of the training
application process please notify the training contact for this particular event. Reasonable accommodation
requests are granted on a case-by case basis. Should you need sign language interpretation to attend this
event, please send the request to Interpreting.Services@oc.fda.gov.
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