THE 29TH AN

SHARING J—
CONFERENCE"  Cperation:

wHCOMPLIANCE

BALTIMORE MARRIOTT WATERFRONT « BALTIMORE, MARYLAND * SEPTEMBER 15 - 17, 2019

GENERAL-SESSION

ANNOUNCEMENT

m FDA Update:
The Drug Supply Chain Security Act

The Sharing Alliance™ is pleased to announce that Kristina Donohue and Karen Rothschild from FDA's
Office of Compliance, Center for Drug Evaluation and Research, will be providing an update on the Drug
Supply Chain Security Act (DSCSA) at next month's Sharing Conference™.

As the phased-in implementation is progressing quickly towards the full-implementation date in 2023,
CAPT Donohue and Ms. Rothschild will be discussing the requirements in DSCSA as they stand today, and
FDA's ongoing implementation efforts with an eye towards the future.

Attendees will also learn about current policy positions and FDA's evolving implementation and
enforcement activities.

Time will be allotted for Q&A discussion. Questions will be taken during the presentation or may be submitted in
advance of the session. Details on how to send in anonymous questions before the conference will be emailed to
registered attendees next week before the holiday weekend.

The Sharing Conference is less than
ONE MONTH AWAY - don't miss out!

Take advantage of the team discount!
When three people from the same pharmaceutical, medical device or biotech company attend, one more
may attend for FREE. Forward this email to a colleague and get your team in place!
Email: mail@sharingalliance.org for details.

This year's conference theme - Connecting
o/) Commercial Operations with Compliance - was
e created to address the relationship between
onnec |ng
commercial operations activities and the
ommercia :
compliance factor.

pe ratl ons We invite you to take a look at how compliance
L) CO M P I_ | A N C E connects with many aspects of commercial

operations, including State Regulations, Auditing
and Monitoring, Legal and Ethics, and more.
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