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Are Exposure Recommendations for QT Evaluation Being Fulfilled?

June 2025 — The Journal of Clinical Pharmacology (JCP)

Why is this article important to you?

Learners who complete this course will be able to evaluate real-world application of regulatory exposure
recommendations for QT risk assessment and develop strategies to optimize early-phase clinical trial
design in accordance with ICH E14/S7B guidelines. This activity will address skills and strategies in the
design and interpretation of early-phase clinical trials to achieve regulatory exposure targets for QT risk
evaluation.
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ACCME Accreditation Statement

The American College of Clinical Pharmacology® is accredited by the Accreditation
Council for Continuing Medical Education (ACCME) to provide continuing medical
education for physicians.

ACCM E ACCME Designation Statement
The Accreditation Council for Continuing Medical Education designates this journal CE
ACCREDITED  activity for 1 AMA PRA Category 1™ credit. Physicians should only claim credit
commensurate with the extent of their participation in the activity.

Target Audience
Interprofessional team of Physicians, Pharmacists, PhDs and other healthcare professionals interested in
expanding their knowledge on QT risk assessment and evaluation.

Learning Objectives
After completing this activity, the learner will be able to:

1. Identify the regulatory pathways used for QT risk evaluation, including TQT studies and
alternatives;

2. Interpret the concept of high clinical exposure (HCE) and its role in QT prolongation risk
assessment;

3. Evaluate the frequency and implications of not achieving recommended exposure levels during
early-phase clinical trials;

4. Apply strategies to improve study design to meet exposure targets and streamline drug
development.

Requirements to Receive Credit
In order to receive continuing medical education (CME) or continuing pharmacy education (CPE) credit,

the learner must register for the educational activity, study the provided journal article, complete the
online learning Self-assessment Post-test as well as the online course Evaluation and CME/CPE
Certificate. Credits and CME/CPE Certificates must be claimed within thirty (30) days of completing the
article, Post-test and Evaluation. Contact CE@ACCP1.org with any questions.
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Planner: Junghwa Park, PharmD, PhD, Graduate Candidate, Univ of Houston Coll of
Pharmacy, planned the continuing education documentation for this course and has
nothing to disclose.

CE Reviewer: Gagandeep Kwatra, MD, Additional Professor, All India Inst of Medical Sciences,
served as the CE Reviewer and has nothing to disclose.

Schedule & Fees

JCP monthly Journal CE articles are generally released on the 15t or 2" Tuesday of each month. They
are priced in packages of January to December for each year. Packages are available at no cost to
ACCP Members and $75/calendar year to Non-members. Once you register, you have access to all of
the Journal CE articles for the calendar year.

Acknowledgement of Financial Support
No financial support was received for this educational activity.

Home Study Initial Release and Expiration Dates
Date of Issuance: 6/1/2025
Expiration Date: 6/1/2028

Online Location:
https://accpl.org/Members/ACCP1/4Continuing Education/Journal CE.aspx?hkey=adecf2ad-e111-
4e26-92b5-bbd8ce8fdald

ACCP is a Member-focused/Member-driven clinical pharmacology society with

Member Benefits that enhance your professional growth. Join today!



http://r20.rs6.net/tn.jsp?f=00100BviLP4xAXjh5Sufa-kLEq5jmj12ly3wade5hI2KYOqkQcaR3UVcQ7X_Q2hTdreJbWafk3XSvldDHWEg9Ny0buIZXSurEkqrPqFfAVktmb8QujHt345GNNT-bBp8Zc93pWfGxGrnNVvMD2_rD7cLy1UMyDD6WPQ7bKd-pghHfW78U_Sb885TzX7m5lZdtKqZe7m-PzJgUaVFtkVtdys0HdTrm1hop6CRZkdYG1icjYh8H_K3Wgt36go3hszW-LV6LPb-XKjcT4j7TONUtCRKgU6dBVNWVUQ-K0FZQwcHVo48vEWeNRcWgaot4gJ1hrFy3GZSSdH94VhBzqtA7j_NQ4C3IrL09wqTmsO0r95D9GyRTzmW9fN_nF7MULDFPJentNziq0KpfpoHWOiXGq08opJYTWMKy3GZZyvELF1aURpqDuEl7ZSVA==&c=OGv_Ii_6i1NPzPHZ3aluI4RYHQXffk4E-dW9hAhjueIgo2FyOQztPA==&ch=XoqNSlXMNDPwRL2hDHEf1eCFY5JgKW-EpjaL8J-vIl0E5wZz8c6vdw==
http://r20.rs6.net/tn.jsp?f=00100BviLP4xAXjh5Sufa-kLEq5jmj12ly3wade5hI2KYOqkQcaR3UVcQ7X_Q2hTdre2_b7ul5-U4tlV_9sS4h8kfuF4JhQRMAiOLmll2U5Y2C_huogngWIxcRQq3WpProZ17asVauHmAP1SNKVWjUeEuH9EGrXRJfyK91Bv1aG2eZH1C0qYqp4OYlrBfIkjP0DnBtWLsSrCoPVElY81AA2nq0w46QGR5lgUNogxe0H9-B2Z6jMajNwtY5SKkl9G5xb17pO_z0_vgYG6ooh57Twfq9Csecph4yWPtcYFIjIt6oE9lTZmJ-M11R5SvaPWZJKLwud9XztN8vJ_i9H_qCREXWyiE7eu-q6hk2RMr6MmIcxuMOLLERkP_5t98ma2ETS&c=OGv_Ii_6i1NPzPHZ3aluI4RYHQXffk4E-dW9hAhjueIgo2FyOQztPA==&ch=XoqNSlXMNDPwRL2hDHEf1eCFY5JgKW-EpjaL8J-vIl0E5wZz8c6vdw==
https://accp1.org/Members/ACCP1/4Continuing_Education/Journal_CE.aspx?hkey=adecf2ad-e111-4e26-92b5-bbd8ce8fda14
https://accp1.org/Members/ACCP1/4Continuing_Education/Journal_CE.aspx?hkey=adecf2ad-e111-4e26-92b5-bbd8ce8fda14

