TABLE OF CONTENTS

Research and Study Clinical and Practice Updates | ............... 55
Design in Pediatrics | ................................. 1 Clinical and Practice Updates [ Panel..................... 57
Research and Study Design In Pediatrics | Panel ............ 3
Recorded Webcast: Pediatric Study Design
Ethical Considerations in Pediatric Research By Mary Jayne Kennedy, Pharm.D., DABCP
By Anthony T. Podany, Pharm.D. Link to Recorded Webcast ............................. 61
Introduction ....... ... ... . 7 References .......... R 62
History of Human Subjects Research ..................... 8 Self-Assessment Questions. ... 63
Ethical Considerations ......... ... ..., 9
Informed Consentand Assent ................. ... ... .. 9

Interactive Case: Developing and Adopting

Ethical Study Design in the Pediatric Patient Population .... 11 . .

Challenges in Conducting Pediatric Research ............. 12 Novel Therapies in the NICU

CONCIUSION .. ..ot 14 By Peter Gal, Pharm.D., FCCP, FASHP, FPPAG

References ... ... .. 14 Link to InteractiveCase ........ ..., 65

Self-Assessment Questions . ............... ... ... ..., 15 References . ... ... 66
Self-Assessment Questions . .............. ... .. ... 70

Study Design in Pediatrics

By Mary Jayne Kennedy, Pharm.D., DABCP Recorded Webcast: Medical Records Research

INtrodUCHiON ..\ o o 21 By Christopher Shaffer, Pharm.D., M.S., BCPS

When Is a Pediatric Study Necessary? .................. 22 Link to Recorded Webcast ............................. 73

Common Types of Pediatric Pharmacology Studies ....... 25 References . ... i 74

General Considerations in Pediatric Study Design......... 26 Self-Assessment Questions . ............................ 75

Conducting Pediatric Studies .......................... 31

Interpreting and Analyzing Data from Pediatric Studies .... 32

Overcoming the Challenges of Pediatric Research ........ 33

Conclusion ... ... . 36

References ...... ... o i 36

Self-Assessment Questions . ..................... ... ... 38

Database Research in Pediatrics
By Donald Klepser, Ph.D.; and Gary L. Cochran, Pharm.D., S.M.

Introduction ......... ... ... 43
DatabaseResearch .......... ... ... ... ... ... ... ...... 44
Database Research Study Considerations ............... 46
Examples of Pediatric Databases ....................... 48
Conclusion ... ... . 49
References ....... ... .. . 49
Self-Assessment Questions............................. 51

PedSAP 2017 Book 1+ Research and Study Design in Pediatrics iii Table of Contents





