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Session Title

Presenter(s)

Introduction to Research Regulatory Affairs

Maryann Rossi, PhD

Introduction to Human Subject Protections

Alicia Cook, BS, CIP; Maryann Rossi, PhD

Introduction to Study Design

Jim Chamberlain, MD

How to Read a Research Protocol

Caitlin Joffe, MBA, CCRP

Navigating the EMR to Collect Research Data

Juliana Lintner, BS; Sam Indresano, BS

Pathology and Lab Medicine Services

William Suslovic, BS

Clinical Research Unit

Elena Gibson, RN, CCRP

Overview of HHS and FDA Regulations

Alicia Cook, BS, CIP; Alavy Sos, MS

Reporting to the CNH IRB: What, When, and How

Kristen Breslin, MD, MPH

HIPAA Privacy Rule for Research

Megan Allen, MBA, CHPC, CHPS; Brittany Duah, MSP

Experts' Guide to Successful IRB Submissions - Part 1: Using IRBear 2.0

Alicia Cook, BS, CIP

Experts' Guide to Successful IRB Submissions - Part 2: Top 10 Mistakes to Avoid

Kathy Seabolt, CIP

Scientific Support Services for Human Research

Jermaine Lawson, MHA; Harley Little

Single IRB: Multi-site and Collaborative Research

Almarie Coleman, BS, CIP

Information, Comprehension and Voluntariness in Informed Consent/Parental Permission and
Assent

Alicia Cook, BS, CIP; Maryann Rossi, PhD; Pedro Diaz

Informed Consent Process (Roleplay)

Alix Fetch, PhD; Emily Leibold, BSE, CCRP; Janiya Brooks

Ethical Considerations in Human Research and the Role of the Research Subject Advocate

Vanessa Madrigal, MD, MSCE, HEC-C

Research Documents

Caitlin Joffe, MBA, CCRP

Research Monitoring and Quality Assurance

Caitlin Joffe, MBA, CCRP

Working with Your Biostatistician

James Bost, MS, PhD

Professional Development for Clinical Research Coordinators

Sarah Anderson; Alix Fetch, PhD; Emily Leibold, BSE,
CCRP; Michael Bernardo, MS

When Does a Quality Improvement Project Become Human Subjects Research?

Kristen Breslin, MD, MPH; Kathy Seabolt, CIP

Requesting Emergency Use of an Investigational New Drug (IND)

Marissa Horrigan, Pharm D; Kristen Breslin, MD, MPH

Is Informed Consent Always Needed for Research?: Waivers and Alterations Explained

Lindsay Ropchock, JD, CIP

IRB Clinical Trial Review and Inspection: Readiness and Conduct

Caitlin Joffe, MBA, CCRP




