Pharmacovigilance and Risk
Management Strategies

Conference

January 27-29 | Marriott Wardman Park Hotel

Washington, DC

DIA strives to bring you cutting-edge content, not only
during the conference, but also before it kicks off. In
2020, we will host FIVE Short Courses* on January 26
to give you a more intimate setting for learning with

your peers from expert instructors.

9 OOAM-5:00PM

Short Course 1: Pharmacovigilance and
Risk Management Planning

Focus on the basic aspects of the regulatory
framework* for pharmacovigilance in risk
management planning and on the practical
aspects of managing biopharmaceutical
product risks in the context of benefits.

*US, EU, and other selected jurisdictions.

Short Course 2: Interdisciplinary Safety
Evaluation During Product Development

Learn how to develop an interdisciplinary,
systematic, and coordinated approach to
safety evaluation that serves to identify, assess,
and characterize safety topics of interest and
enables investigators to develop clinical as well
as quantitative understanding of the product’s
safety profile.

9 OO0AM-12:30PM

Short Course 3: Reference Safety
Information (RSI)

Conducted in two parts, you will first focus on
the basic aspects of the EU Regulation and
guidances that govern the content, use, and
management of the RSI to assess expectedness
of suspected SARs in clinical trials. The

second part focuses on the practical aspects

of implementing the regulations, guidances,
and examples of regulatory agency inspection
findings related to the RSI.

Short Course 4: Introduction to Statistics
in Pharmacovigilance

Get a basic introduction to statistics and
probability in the context of drug safety, while
focusing on key topics such as measuring and
presenting risk, comparing risks, variability, and
significance, and the differences between meta-
analysis and pooled analysis.

1: 30 5:00PM

Short Course 5: Pharmacovigilance for
Medication Errors

Explore the analysis of post-market medication
error reports and regulatory approaches to
prevent medication errors. A case-based
model will be used to cover the principles of
medication error pharmacovigilance, case
assessment, and the application of regulations
and guidances to design labels and labeling to
prevent medication errors.

aQ

Register for both a morning and afternoon short
course and the full conference for $100 off!

VIEW THE FULL CONFERENCE

*Short Courses require a separate registration fee.


https://www.diaglobal.org/en/course-listing/tutorials/2020/01/short-course-1-pharmacovigilance-and-risk-management-planning?utm_medium=referral&utm_source=referral&utm_content=20002-SC-infographic&utm_campaign=20002&utm_type=aq
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https://www.diaglobal.org/course-listing/tutorials/2020/01/short-course-5-pharmacovigilance-for-medication-errors?utm_medium=referral&utm_source=referral&utm_content=20002-SC-infographic&utm_campaign=20002&utm_type=aq
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