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The Key Steps Ahead 
of DSCSA D-Day
A recommended checklist for manufacturers as they enlist distributor and 3PL 
support—and the important questions they should be asking themselves  

BY SHANNON HYBNER, ARCHBOW CONSULTING

Requirements and implementation activities stemming from a phased 
rollout of the Drug Supply Chain Security Act (DSCSA) will be coming to 

a close on Nov. 27, 2023, barring a last-minute reprieve from FDA. At times, 
it has seemed as if the final phase of the DSCSA may never come to fruition, 
given the interim milestone timeline delays and a decade-long runway. But 
now, the finish line is finally in view, with less than 18 months until the DSCSA 
legislation’s goal of having complete traceability of the US pharma market. 

Recently, there has been 
an increasing focus on this 
hot topic, highlighting the 

importance of DSCSA and the significant confusion still 
present in the market. Many manufacturers cite the lack of 
clarity, formal education, and official resources as the key 
drivers for not having a serialization solution in place today. 
This may also be why the upcoming DSCSA timelines create 
such confusion and frenzy. Whether companies were hoping 
to see additional timeline delays from FDA or simply lost track 
of time during the pandemic-induced void of 2020–2021, the 
time to act is now for companies without a full serialization 
solution in place. 

DSCSA stipulates that by November 2023, the US will 
have an electronic, interoperable system that will monitor 
the movement of prescription drugs from manufacturing to 
dispensation.1 

 

What does this mean for manufacturers?
There’s still time to implement solutions before November 

2023, but not much. How much time is needed depends on 

what strides have already been taken toward preparation. 
When considering the breadth of manufacturers impacted by 
the DSCSA requirements and the limited resources available 
to implement such software connectivity, what time is left is 
precious. As heightened awareness cascades throughout the 
market, the backlog of manufacturers waiting to implement 
with distributor partners and third-party logistics (3PL) 
solution providers continues to grow. This backlog is not likely 
to diminish between now and November 2023. 

According to the distributor serialization teams engaged 
with for this article, if a product isn’t yet aggregated, the “oh 
no!” moment is here. For manufacturers with inventory that 
is aggregated and serialized but who haven’t yet launched a 
total serialization solution with their trading partners, there 
is agreement that they should aim to begin implementation 
activities no later than this summer. 

Some manufacturers question if the sense of urgency to 
aggregate inventory and implement end-to-end serialization 
programs is real—or if, instead, the haste is fabricated by 
trading partners for their own benefit. Manufacturers need to 
understand that the deadline and urgency are real. Companies’ 
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aversion to risk may soon be a contributing factor to action 
over inaction. 

Recommended next steps for manufacturers
• Identify whether your inventory is aggregated. If not,

begin collaborating with your packager to understand
their capabilities and establish product aggregation
requirements. Consider how the timing of the next
product run aligns with your packager’s abilities and the
time needed to implement.

• Learn about your contracted 3PL’s serialization services
and capabilities. 3PLs are creating a name for themselves,
becoming very reputable sources of serialization services.
The appetite for 3PLs to become more entrenched with
their existing customer base and increase the opportunity
for transactional fees is growing like never before. Select
3PLs even offer complete end-to-end serialization and
software solutions in-house. Engage your 3PL to learn more 
about how they can help streamline serialization efforts.

• Enlist the support of an L4 serialization provider. For
those who don’t leverage a 3PL or are keen on diversifying
their service providers, there are numerous stand-alone
serialization providers on the market, ready to assist with
all serialization, reporting, and repository needs. The
market has seen a sharp increase in 3PL providers eager
for manufacturers to outsource support activities, so a
myriad of service levels (and price points) await.

Pushing up deadlines
Key distributors are setting their own deadlines for 

manufacturers ahead of the DSCSA 2023 requirements—
some inventory aggregation deadlines have been set as early as 
November 2022. This is to prevent bottlenecks in EPCIS data 
connectivity and obstacles to the FDA’s timeline. Additional 
distributors and trading partners will likely follow suit to 
mitigate procrastination impacts. 

What level of enforcement will these distributors enact 
upon their deadlines? Will they require changes to returns 
policies as a result? That has yet to be seen. However, one 
thing is certain: trading partners do not want to be left holding 
onto unsaleable inventory after November 2023. They are 
leveraging their discretionary guidance granted by the FDA 
to protect themselves between now and then as best they can. 
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Aggregation is to serialization as 
traceability is to… 

It can seem as though these terms are part of a tongue-twisting 
analogy. What’s the difference between aggregation and serializa-
tion—aren’t they one in the same?  

Simply put, aggregation allows the industry to understand the 
contents of a full, unopened outer container without having to open 
and scan every unit within individually. By creating a hierarchical 
packaging relationship (quantity ratio) between units, bundles, cases, 
and pallets, aggregation simplifies data capture and reporting. 

Meanwhile, serialization is not only the addition of serial 
numbers to packages; it also encompasses documenting, tracking, 
and maintaining those serial numbers, ensuring their visibility and 
traceability for all supply chain stakeholders. 

When the two are combined, the act of aggregation is a benefit to 
the serialization process and creates operational efficiencies. In this 
scenario, a single scan of the outer container will systematically pro-
vide stakeholders with both the product hierarchy and a list of all the 
serial numbers within. This is an element with significant importance 
for traceability, along with future returns and recall processes.

Looking downstream
If a serialization solution is already in place and the steps men-

tioned are already accomplished, what’s next? To proactively ensure 
a product’s end-to-end supply chain is ready for upcoming changes, 
the vital next step is preparing sales teams to field serialization ques-
tions from downstream partners, specifically dispensers. The role 
and input of dispensers in the DSCSA rollout have primarily played 
second fiddle in preference of manufacturer and distributor early 
adoption requirements. But now, the time for dispensers to prepare is 
dwindling, and the lack of FDA clarification contributes to an already 
mounting panic. 

Key questions manufacturers should be considering: 
• Who are your portfolio’s key dispensers? 
• Are these dispensers prepared for the DSCSA requirements 

of November 2023?
As we’ve seen in the DSCSA phases leading up to now, adoption 

and comfortability with these new solutions take time. Ensuring the 
entire supply chain is adequately prepared will benefit all parties, and 
product salability, in the long run.
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