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8:45 AM

12:15 PM
1:15 PM

1:45 PM

2:15PM

2:45 PM
3:15 PM

3:45 PM

4:15 PM

Monday, April 13, 2026

Welcome

Tutorial: Hands-on with PhysiCell: Building and Exploring Web-Based Cancer
Therapy Simulations

Paul Macklin, PhD

Professor

Luddy School of Informatics, Computing, and Engineering
Indiana University

Lunch (Hine Hall Ballroom)

Model-Informed Pediatric Trial Design

Emma Hughes, PhD
Associate Director
Gilead Sciences

Development of a Precision Dosing Model for Trihexyphenidyl in Children with
Dystonic Cerebral Palsy

Rose Gelineau-Morel, MD
Assistant Professor of Pediatrics
Children’s Mercy Hospital

Model-Based Precision Dosing of Targeted Therapeutics in Pediatric Population

Yuki Otani, MD, PhD
Advisor, Global PK/PD and Pharmacometrics
Eli Lilly & Company

Break

Distribution and Exposure of GLP-1 Receptor Agonists: Consideration of Fetal
and Lactation Exposure via Quantitative Clinical Pharmacology Methods

Brian Cicali, PhD, MS
Assistant Professor
University of Florida College of Pharmacy

Antiseizure Medications in Pregnancy

Angela Birnbaum, PhD, FAES, MLS

Professor

Department of Experimental and Clinical Pharmacology
University of Minnesota College of Pharmacy

PBPK Virtual Population Generation Using Open-Source Methods

Ahmed ElImokadem, PhD
Senior Scientist
Metrum Research Group
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https://luddy.indiana.edu/contact/profile/?Paul_Macklin
https://www.linkedin.com/in/emma-alexandra-hughes/
https://profiles.childrensmercy.org/rose-n-gelineau-morel
https://www.linkedin.com/in/yuki-otani-9a941b144/
https://pharmacy.ufl.edu/profile/cicali-brian/
https://www.pharmacy.umn.edu/our-faculty-staff/our-faculty/angela-birnbaum
https://metrumrg.com/team_member/ahmed-elmokadem-ph-d/

4:45 PM

5:30 PM

Giving and Receiving Feedback
Stacey Tannenbaum, PhD, FISoP

Consultant and Coach to the MIDD Community
SJT Pharm

Closed Door Session, By Invitation Only
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https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.linkedin.com%2Fin%2Fstacey-tannenbaum-phd-fisop%2F&data=05%7C02%7Cmeecarpe%40iu.edu%7Cd6e18503e51942fd9dd808de634d1b53%7C1113be34aed14d00ab4bcdd02510be91%7C1%7C0%7C639057380194621549%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=M9FcjqvDE7P6QMk6iKvR0P28mFAC5JkcZrgpWGkMAnE%3D&reserved=0

8:30 AM
8:45 AM

12:15 PM
1:15 PM

1:45 PM

2:15PM

2:45PM

Tuesday, April 14, 2026

Welcome
Tutorial: Population PK/PD Modeling in Monolix

Amparo de la Pena, PhD
Vice President, Pharmacometric Services, CPP
Simulations Plus

This course is designed for beginners who want to learn the fundamentals of population pharmacokinetic
(PK) modeling and simulation with MonolixSuite. It provides a practical introduction to building,
evaluating, and using PK models to support data analysis and decision-making.

What you'll learn:

e How to prepare, visualize, and explore PK data

¢ How to build and compare classical population PK models

e How to evaluate model performance using typical diagnostic tools
e How to perform PK simulations to explore new dosing regimens

The course combines lectures with hands-on exercises using MonolixSuite™. A temporary software
license is included.

Simulations Plus offers this training tutorial to academic and government participants free of charge. The
fee for industry participants is $400.

Register for the Simulations Plus Monolix tutorial here. Please complete the
prerequisite modules and ensure software installation prior to the hands-on live
tutorial.

Note: Academic and government participants, if you create a new account for Simulations Plus Learn-
upon, please allow 1-2 days for approval before registering for the MX104IP.

Lunch (Hine Hall Ballroom)
Rivaroxaban and Lactation: Milk, Math, and Infant Exposure

Kathleen Job, PhD
Research Assistant Professor
The University of Utah

Safe Detect: Development and Optimization Of 19f-Mrs to Detect Drug Disposition
in the Pediatric Brain

Stephani Stancil, PhD, APRN
Associate Professor of Pediatrics
Children’s Mercy Kansas City

Drug-Drug Interactions while Breastfeeding with Mother/Infant Medications:
What’s Safe?

Sharmistha Das, PhD
Modeling & Simulations Senior Scientist
Vertex Pharmaceuticals

Break
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https://www.simulations-plus.com/people/amparo-de-la-pena/
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fsimulations-plus.learnupon.com%2Fstore%2F4869342-mx104ip-introduction-tutorial-to-monolix-at-mprint-annual-meeting&data=05%7C02%7Cmeecarpe%40iu.edu%7Ca52df98a68624af6868d08de69aa5ac3%7C1113be34aed14d00ab4bcdd02510be91%7C1%7C0%7C639064377577736260%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=1n1lOEHAZrkTsWZfpaNs%2FoU5JOICqRb%2BdpJOnTgA9YM%3D&reserved=0
https://medicine.utah.edu/faculty/kathleen-m-job
https://profiles.childrensmercy.org/stephani-l-stancil
https://urldefense.com/v3/__https:/www.linkedin.com/in/sharmistha-das-8b062715b?utm_source=share&utm_campaign=share_via&utm_content=profile&utm_medium=ios_app__;!!FRfS_D4!ab6x7S9slcu4s87Di3fUTFq23VfjsuT689TwHLLIRMShcpyc6-MIe-ccUVlJvKTfhgofpk9qBGNNeBr7_yWqwnH1caqx$

3:15 PM

3:45 PM

4:15 PM
5:30 PM

Population PKPD analysis of differences in clinical biomarkers between two
dosing regimens of antenatal corticosteroids

Wojciech Krzyzanski, PhD

Associate Professor

Department of Pharmaceutical Sciences
University at Buffalo School of Pharmacy

Human Milk Transfer and Infant Exposure to Maternal Sertraline: Evaluating Novel

Sample Collection Methods

Elizabeth Thompson, MD

Pediatric Cardiology and Critical Care Medicine
Assistant Professor of Pediatrics

Duke Clinical Research Institute

Duke University

Lightning Talks
Closing
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https://pharmacy.buffalo.edu/content/pharmacy/faculty-staff/faculty-profile.html?ubit=wk
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpediatrics.duke.edu%2Fprofile%2Felizabeth-thompson&data=05%7C02%7Camlgrant%40iu.edu%7C27240d4fb76b4300fb5b08de6353a153%7C1113be34aed14d00ab4bcdd02510be91%7C1%7C0%7C639057408224640317%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=Z71fOcjBt4BK2r0KMC88ICkA712HEK0PIH077kpV5qU%3D&reserved=0

Wednesday, April 15, 2026

8:30 AM Welcome
8:45 AM Opening Remarks

Sarah E. Wiehe, MD, MPH

Associate Dean for Community and Translational Research
Co-Director, Clinical and Translational Sciences Institute
Professor of Pediatrics, Indiana University

9:00 AM Toward the 3Rs: Is Reproductive Science Ready to Reduce, Refine, and Replace
Animal Models to Advance Translational Maternal & Fetal Medicine?

Organ-on-a-Chip of the Feto-Maternal Interface to Minimize the Use of Animals

Arum Han, PhD

Associate Dean for Research, College of Engineering

Associate Agency Director, Texas A&M Engineering Experiment Station (TEES)

Texas Instruments Professor | Presidential Impact Fellow | Chancellor's EDGES Fellow
Director, NanoBio Systems Lab. | Director, AggieFab Nanofabrication Facility

Dept. Electrical and Computer Engineering

Texas A&M University

A high throughput 3d Bioprinted Human Placenta Models of Early and Late Stage of Gestation
as a Novel In Vitro Platform to Reduce Animal Use in Reproductive Research

Cristina Antich Acedo, PhD

Postdoctoral fellow, Tissue Engineer

3D Tissue Bioprinting Laboratory, ETB

National Center for Advancing Translational Sciences (NCATS)

National Institutes of Health (NIH)

Preclinical Trials in Maternal-Fetal Medicine Using Organ-on-a-Chip

Ramkumar Menon, MS, PhD

Professor, Department of Obstetrics and Gynecology,

Mildred Harvey and Phyllis Hankins Maternal Fetal Medicine Distinguished Chair

Director, Division of Basic Science and Translational Research

Director, Translational Research Center (TraCe) Microphysiologic System (MPS) (NIH/NCATS)
Director, March of Dimes Texas Perinatal Research Ctr of Excellence

The University of Texas Medical Branch at Galveston

10:30 AM  Break
10:45 AM  Lightning Talks
12:15PM Lunch (Hine Hall Ballroom)

1:15 PM Review and Guidance on the Draft ICH E21 Guideline: Inclusion of Pregnant and
Breastfeeding Women in Clinical Trials

Moderators

Gary Mo

Senior Director

Global PK/PD and Pharmacometrics
Eli Lilly & Co.
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https://medicine.iu.edu/faculty/16722/wiehe-sarah
https://engineering.tamu.edu/electrical/profiles/ahan.html
https://www.linkedin.com/in/cristina-antich-acedo-090966266/?locale=en_US
https://www.utmb.edu/phtox/faculty-staff-students/faculty-bios/ramkumar-menon
https://www.linkedin.com/in/gary-mo-46472247/

Sara K. Quinney, PharmD, PhD
Professor of Obstetrics & Gynecology
Professor of Medicine

Indiana University School of Medicine

Panelists

Eleni Caratzas, MSc, PhD
Senior Scientist

Janssen Innovative Medicines

Leyla Sahin, MD

Deputy Director for Safety

Division of Pediatrics and Maternal Health
Office of New Drugs in CDER

Food and Drug Administration

Sharon Nachman, MD
Distinguished Professor

Knapp Endowed Chair Pediatrics
Department of Pediatrics
Associate Dean for Research
Renaissance School of Medicine
SUNY Stony Brook

Tamorah Lewis, MD, PhD

Sellers Chair in Pharmacology and Pharmacogenetics
Division Head, Clinical Pharmacology & Toxicology
Staff Neonatologist

The Hospital for Sick Children

Associate Professor, Department of Paediatrics
University of Toronto

Ann Bruno, MD, MSci
Assistant Professor
Obstetrics and Gynecology
The University of Utah

2:45 PM Break

3:00 PM Human-Relevant Organoids and Tissue Chips as New Approach Methodologies
for Advancing Perinatal Pharmacotherapeutics

Moderator

Lauren Alekunses, PharmD, PhD, DABT
Professor

Graduate Director

CTSE Workforce Development Lead
Ernest Mario School of Pharmacy
Rutgers Health

Insights on Nutrient Transporters from Human Mammary Organoids and Milk Fat Globules
Misba Majood, PhD

Postdoctoral Fellow

Johns Hopkins University
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https://medicine.iu.edu/faculty/1072/quinney-sara
https://www.linkedin.com/in/leyla-sahin-md-96435124/
https://www.stonybrook.edu/experts/profile/sharon-nachman
https://www.sickkids.ca/en/staff/l/tamorah-lewis/
https://healthcare.utah.edu/find-a-doctor/ann-m-bruno
https://healthcare.utah.edu/find-a-doctor/ann-m-bruno
https://pharmacy.rutgers.edu/profile/lauren-aleksunes-pharmd-phd-dabt/
https://physiology.bs.jhmi.edu/people/misba-majood/

Modeling the Human Placental Interface: A Microengineered Platform for Mechanistic Insight
into Maternal—Fetal Exposure

Pouria Fattahi, PhD

Assistant Professor, College of Engineering

University of Georgia

An iPSC-Derived, Metabolically Competent Fetal/Neonatal Hepatocyte-like Cell Model to Study
Xenobiotic Metabolism and Toxicity

Jed Lampe, PhD

Associate Professor, Department of Pharmaceutical Sciences

University of Colorado

Modeling Transporter Ontogeny in Human Intestinal Organoids
Edward Kelly, PhD

Professor, Department of Pharmaceutics

University of Washington

4:30 PM Career Development Session: Navigating Your Clinical Pharmacology and/or
Pharmacometrics Career in the Age of Al: Building Resilience Through
Uncertainty

Moderator

Nieves Velez de Mendizabal, PhD

Executive Director & Head of Pharmacometrics
Eli Lilly & Company

Panelists

Samuel Callisto, PhD
Senior Scientist Il
Metrum Research Group

Gemma Dickinson, PhD
Vice President and Head of Global PK/PD and Pharmacometrics
Eli Lilly & Company

Robert Bies, PharmD, PhD

Professor

Department of Pharmaceutical Sciences
University at Buffalo

Tomoyuki Mizuno, PhD, FCP
Associate Professor of Pediatrics
Cincinnati Children’s Hospital Medical Center

6:00 PM Networking Reception and Dinner (Hine Hall Ballroom)
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https://engineering.uga.edu/team_member/pouria-fattahi/
https://pharmacy.cuanschutz.edu/about-us/profile/jed-lampe
https://sop.washington.edu/people/edward-kelly/
https://www.linkedin.com/in/nieves-velez-de-mendizabal-a9118945/
https://metrumrg.com/team_member/samuel-callisto-ph-d/
https://www.linkedin.com/in/gemma-dickinson-0309b36/
https://pharmacy.buffalo.edu/content/pharmacy/faculty-staff/faculty-profile.html?ubit=robertbi
https://www.cincinnatichildrens.org/research/divisions/p/pharmacology-clinical-translational/labs/mizuno
https://www.cincinnatichildrens.org/research/divisions/p/pharmacology-clinical-translational/labs/mizuno

Thursday, April 16, 2026

8:30 AM Registration and Welcome
8:45 AM UCSD Center of Excellence in Therapeutics

Moderator

Adriana Tremoulet, M.D., M.A.S.

Professor

Division of Host-Microbe Systems and Therapeutics
Department of Pediatrics

University of California San Diego

Christina Chambers, PhD, MPH

Professor, Department of Pediatrics

Chief, Division of Environmental Science and Health

Co-Director, Center for Better Beginnings

Associate Director, Altman Clinical & Translational Research Institute
University of California San Diego

Lars Bode, PhD

Endowed Chair of Collaborative Human Milk Research

Founding Director of the UC San Diego Larsson-Rosenquist Foundation Mother-Milk-Infant
Center of Research Excellence (MOMI CORE)

University of California San Diego

George Liu, MD, PhD

Chief and Professor

Pediatric Infectious Diseases
University of California San Diego

Shirley Tsunoda, PharmD, FSSP
Professor of Clinical Pharmacy
Associate Dean for Pharmacy Education
University of California San Diego

10:15 AM  Break
10:45 AM  Neurodevelopment in Children with SSRI Exposure

Moderator

Christina Chambers, Ph.D., M.P.H.

Professor, Department of Pediatrics

Chief, Division of Environmental Science and Health

Co-Director, Center for Better Beginnings

Associate Director, Altman Clinical & Translational Research Institute
University of California San Diego

Tim Oberlander, MD

Developmental Pediatrician

British Columbia Children’s Hospital Research Institute
Vancouver BC
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https://pediatrics.ucsd.edu/divisions/infectious-diseases/faculty/adriana-tremoulet.html
https://prepare.ucsd.edu/our-team/faculty/christina-chambers.html
https://prepare.ucsd.edu/our-team/faculty/lars-bode.html
https://pediatrics.ucsd.edu/research/faculty-labs/liu-lab/lab-team/george-liu-lab-profile.html
https://pediatrics.ucsd.edu/research/faculty-labs/liu-lab/lab-team/george-liu-lab-profile.html
https://pharmacy.ucsd.edu/faculty/tsunoda
https://prepare.ucsd.edu/our-team/faculty/christina-chambers.html
https://www.bcchr.ca/toberlander

Ardesheer Talati, PhD

Associate Professor of Clinical Neurobiology in the Department of Psychiatry
Columbia University Irving Medical Center

New York, NY

Catherine Stika, MD

Clinical Professor of Obstetrics and Gynecology
Northwestern Feinberg School of Medicine
Chicago, IL

12:15PM  Lunch (Hine Hall Ballroom)
1:15 PM VICE-MPRINT

Moderator

Prince Kannankeril, MD, MSCI

Richard B. Johnston Jr., MD, Endowed Chair in Pediatric Research
Vanderbilt University Medical Center

Digna R. Velez Edwards, PhD, MS
Division Director, Quantitative Services
Director, Women’s Health Research
Professor, Obstetrics and Gynecology
Vanderbilt University Medical Center

Wei-Qi Wei, MD, PhD, FAMIA
Associate Professor, Department of Biomedical Informatics
Vanderbilt University Medical Center

Andrew Wiese, PhD, MPH
Assistant Professor, Department of Health Policy
Vanderbilt University Medical Center

2:45 PM Break

3:00 PM Examining the Current Understanding of Pain Medication Use During Pregnancy
from Clinical and Research Perspectives

Moderators

Megan Shuey, PhD

Research Assistant Professor
Clinical Pharmacology and Genetics
Center for Precision Medicine
Vanderbilt University Medical Center

Sudeep Sunthankar, MD, MSCI
Assistant Professor of Pediatrics, Cardiology
Vanderbilt University Medical Center

Panelists

Luke Gatta, MD

Assistant Professor in Obstetrics & Gynecology
Vanderbilt University Medical Center

Enrique Schisterman, PhD

All times are listed in U.S. Eastern Time (UTC-4) | 10


https://www.columbiapsychiatry.org/profile/ardesheer-talati-phd
https://www.feinberg.northwestern.edu/sites/obgyn/faculty/profile.html?xid=13724
https://pediatrics.vumc.org/person/prince-j-kannankeril-md-msci
https://www.vumc.org/obgyn/person/digna-velez-edwards-phd-ms
https://www.vumc.org/dbmi/person/wei-qi-wei-md-phd-famia
https://www.vumc.org/dbmi/person/wei-qi-wei-md-phd-famia
https://www.vumc.org/health-policy/person/andrew-wiese-phd-mph
https://www.vumc.org/health-policy/person/andrew-wiese-phd-mph
https://www.vumc.org/cpm/person/megan-shuey-phd
https://pediatrics.vumc.org/person/sudeep-sunthankar-md-msci
https://www.vanderbilthealth.com/doctors/gatta-luke
https://www.vanderbilthealth.com/doctors/gatta-luke
https://dbei.med.upenn.edu/staff/enrique-schisterman-phd/
https://dbei.med.upenn.edu/staff/enrique-schisterman-phd/

Chair, DBEI
Perelman Professor in Biostatistics, Epidemiology, and Informatics
University of Pennsylvania

Jeff Reese, MD

Professor of Pediatrics, Neonatology

Mildred T. Stahlman Chair in Perinatal Research, Neonatology
Vanderbilt University Medical Center

5:00 PM Closing
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https://pediatrics.vumc.org/person/jeff-reese-md

Friday, April 17, 2026

8:30 AM Welcome
8:45 AM MPRINT Data, Model, Knowledge, Research Coordination Center

Sara K. Quinney, PharmD, PhD

Professor of Obstetrics and Gynecology and Medicine (Clinical Pharmacology)
Principal Investigator, MPRINT DMKRCC

Indiana University School of Medicine

Christopher W. Bartlett, PhD, MHA

Assistant Chief Data Sciences Officer for Biomedical Informatics
Nationwide Children’s Hospital

Professor of Pediatrics

The Ohio State University

Robert Bies, PharmD, PhD

Professor

Department of Pharmaceutical Sciences
University at Buffalo

10:15 AM Break

10:45 AM Data Science and Regulatory Science in Pharmacotherapy Research

Moderator

Sara K. Quinney, PharmD, PhD

Professor of Obstetrics and Gynecology and Medicine (Clinical Pharmacology)
Principal Investigator, MPRINT DMKRCC

Indiana University School of Medicine

Weida Tong, Ph.D

Director

Division of Bioinformatics and Biostatistics
NCTR/FDA

Liang Zhao, PhD MAS MBA

Professor and Vice Chair

Department of Bioengineering and Therapeutic Sciences
School of Pharmacy and Medicine

University of California San Francisco

MPRINT-Knowledge Portal: A Glimpse of Al in Translational Pediatric and Maternal
Pharmacology Research

Lang Li, PhD
Professor and Chair

Department of Biomedical Informatics
College of Medicine
The Ohio State University

12:15PM  Lunch (Hine Hall Ballroom)
1:15 PM Closed Door Session, by Invitation Only (1:15pm-3pm)
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https://pharmacy.osu.edu/directory/lang-li
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