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In the seventh year of implementation of the Drug Supply Chain Security Act (DSCSA), trading partners involved
in manufacturing, repackaging, distributing, and dispensing pharmaceuticals in the U.S. (industry) continue to
grapple with its requirements. The goal of the DSCSA, which was enacted in November 2013 under Title Il of the
Drug Quality and Security Act, is to produce a system that enhances national pharmaceutical supply chain
security by implementing a fully interoperable and electronic system for securing and tracing products by
November 2023.2 Trading partner authorization, product tracing, verification, and product identification
(including serialization) are four key components needed to achieve this goal.®

Since enactment of the DSCSA, two phases of implementation have been imposed. In the first phase, traceability
requirements at the lot level were implemented beginning in 2015. In the second phase, interoperability
requirements allowing for product tracing at the package level are scheduled to become effective in November
2023. Once in place, the interoperability requirements will involve: the exchange of transaction data by
authorized trading partners; the ability of trading partners to verify products at the package level; and the
maintenance of product tracing processes such that transaction data going back to the manufacturer can be
provided upon request.*

The interoperability requirements, as opposed to

the traceability requirements, are not clearly

defined by the DSCSA, and yet, are particularly
PHASE I: complex due to their electronic
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FDA Efforts to Support Industry Readiness

To help enhance industry’s overall readiness ahead of 2023, the Food and Drug Administration (FDA or Agency)
released four guidance documents in June 2021 aimed at providing clarity and understanding around various
DSCSA requirements.” These guidance documents are summarized in Figure 2 below. The Agency also hosted
multiple webinars in 2021 outlining key DSCSA requirements and explaining its new guidance documents and
how they fit into the overall 2023 implementation scheme.®

Final Guidance - DSCSA Implementation:
Identification of Suspect
Product and Notification

New Draft Guidance - Enhanced Drug
Distribution Security at the
Package Level Under the DSCSA

Provides information about enhanced drug
distribution system attributes, product tracing,
and verification needed for enabling secure
product tracing at the package level.

Provides examples of scenarios associated
with heightened risks for suspect products
entering the supply chain and notes the
process for notifying FDA about a product
determined to be illegitimate.

Revised Draft Guidance -

Definitions of Suspect Product and FmaLGlIJchsizr;ZeéProd.uct Ide;'flers Ui tor
lllegitimate Product for Verification the uestions and Answers

Obligations Under the DSCSA Provides recommendations for standardizing
human- and machine-readable formats of product

identifiers and examples of when the product
identifier and other information should be
included on product packaging.

Defines key terms for determining suspect and
illegitimate products, assisting trading partners in
complying with their verification obligations under

the DSCSA.
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Additionally, in February 2022, the FDA issued a proposed rule setting forth licensing standards for wholesale
distributors and third-party logistics providers (3PLs), as mandated by the DSCSA.'® A national licensing system
for distributors and 3PLs falls under the law’s key requirement that trading partners involved in the exchange of
prescription drugs must be authorized such that they are appropriately registered or licensed to receive or
transfer products.'" Establishment of national licensing standards eliminates an existing patchwork of state
standards and is meant to provide industry-wide uniformity to better ensure all trading partners along supply
chains are appropriately qualified to distribute prescription drugs. Diverging from its initial position issued in a
2014 draft guidance, the FDA's proposed rule preempts state licensing laws that establish stricter standards,
meaning that states can only continue licensing distributors and 3PLs if they match federal requirements.’> Once
the rule is finalized, wholesale distributors will have two years, and 3PLs will have one year, before requirements
take effect. Stakeholders have until June 2022 to comment on the proposed rule.'

Remaining Implementation Challenges: A Need for Further Clarity and Alignment

Despite new guidance and key implementation updates provided by the Agency, industry has continued to call
for stronger alignment and the provision of more information around interoperability requirements. At a
November 2021 public meeting,'* industry stakeholders called for the finalization of draft guidance on standards
for secure, interoperable exchanges of product data and the endorsement of the global GS-1 standard for



creating and sharing transaction data, or Electronic Product Code Information Services (EPCIS)." The FDA has
given assurance that finalized guidance is forthcoming.’ The Federal Food, Drug, and Cosmetic Act, as
amended by the DSCSA, mandates'’ that the FDA recommend data exchange standards that comply with those
of widely recognized international organizations in order to facilitate the adoption of secure, interoperable,
electronic data exchange along pharmaceutical distribution supply chains.' Draft guidance released in
November 2014 recommended the use of EPCIS, but also mentioned other methods and standards that could
be used as well.”” The lack of a finalized standard recommendation has made many in industry reticent to begin
implementing and testing data exchange systems, which are essential for ensuring systems are ready to go live in
November 2023.

Additionally, in Fall 2021, a number of industry stakeholders submitted comments expressing concern for
perceived inconsistencies between the track and trace system put forth in new draft guidance and the plain
language of the DSCSA, as well as a lack of other important information about requirements for 2023
compliance.?’ The new draft guidance, Enhanced Drug Distribution Security at the Package Level Under the
DSCSA, sets out the Agency’s decision as to whether data security system structures should be centralized or
distributed, backing a distributed/semi-distributed model based on the idea that this approach allows trading
partners to maintain control over their own data.?" Industry and other stakeholders disagree, however, as to
whether this is the right approach for achieving interoperability. An August 2021 report from the International
Coalition of Medicines Regulatory Authorities ICMRA) promoted a centralized model as the “most efficient and
simple” design for storing and reporting traceability data from multiple entities (although, the report also noted
that “it is perfectly possible [...] to design a system with distributed databases where each originator stores their
own data”).?? In comments submitted to the new draft guidance docket, the Healthcare Distribution Alliance
(HDA) stated that it did not believe a distributed or semi-distributed model is feasible, noting that what currently
exists is "an ecosystem ... of thousands of privately owned and maintained systems that are all different”
(emphasis added).?

Other comments submitted to the docket reiterated HDA's concerns with the new draft guidance, and also
addressed concerns related to the sharing of proprietary information between trading partners and government
authorities/other trading partners.?* In calling for the withdrawal of the draft guidance, and noting discussed
challenges and concerns, HDA and other stakeholders expressed uncertainty as to industry’s ability to meet
implementation requirements of the proposed electronic system in time for the 2023 deadline.?® Despite this
looming deadline, the FDA has maintained that its planned electronic, interoperable track and trace system will
go live in November 2023.26

Conclusion

The FDA has stressed that a system for enhancing drug distribution security will need to be robust, yet flexible.?’
The Agency has also said it will leverage a range of coordinated mechanisms, such as: standardized data;
standardized data exchanges; data analyses; investigations of suspect and illegitimate products; and other
compliance guidance documents and enforcement tools.?8 The complexity involved in achieving full
implementation of the DSCSA is apparent and has been exacerbated in recent years by the COVID-19
pandemic. Thus, greater industry understanding about requirements through additional guidance and
communication from the FDA will be an important part of breaking down remaining challenges to full DSCSA
implementation in 2023.

For strategic support in understanding FDA expectations regarding DSCSA implementation described in current
and forthcoming guidance, or in understanding fundamental principles of DSCSA compliance, please do not
hesitate to reach out to Brian Corrigan (brian.corrigan@greenleafhealth.com) to initiate a discussion with the
Greenleaf Quality & Compliance Team.
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