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Pharma Information Email List

Stay on top of the latest requirements

As many of you may be getting questions or have concerns about your
compliance and changing rules to the DSCSA and Pharma specific issues,

1



We have created this list to outline how the MDS system will help you address

these challenges.

FDA Announces Enforcement Discretion Guidance for DSCSA

Verification Requirement

Today, the Food and Drug Administration announced a final

guidance regarding enforcement of the Drug Supply Chain Security Act
(DSCSA) requirements for wholesale distributor verification of saleable returned
products and dispenser verification of the product identifier for suspect and

illegitimate product.

« FDA does not intend to take action against wholesale distributors
who do not, prior to November 27, 2023, verify a product identifier
prior to further distributing returned product as required under the
DSCSA. This provides wholesale distributors three additional years to
comply with this requirement.

« FDA also does not intend to take action against dispensers who do
not, prior to November 27, 2023, verify the product identifier for
suspect or illegitimate product in the dispenser’s possession or
control. This provides dispensers three additional years to comply with

this requirement.

Please contact drugtrackandtrace@fda.hhs.gov with questions about this

announcement.

Having said that, We still need to address the issue , we just have a little more
time.
The goal of this email list is to point out our suggested best (business)

practices.

While we do not enforce or force you to follow these rules, this list is intended
more as a guide to allow you to decide internally how you might want to update

your practices and systems.
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« TSH DSCSA Update What Is A Vrs 2020
« TSH DSCSA Update Quick 2019
o TSH DSCSA Update Rollup 2020
o TSH DSCSA Update Rollup 2019

Please note this is a combination of information collected from various
conferences and Industry Groups HDA, NCPA, HIDA, FDA, etc.
However since the FDA is the current enforcement agency in charge we have

used that site as the model for compliance.
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