
SALEABLE RETURNS VERIFICATION:
WHAT YOU NEED TO KNOW
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SUMMARY
Staggered requirement rollouts, changing enforcement dates, and uncertain  
regulations have made keeping track of the DSCSA difficult for most manufacturers.  
But at Two Labs, it’s our job to stay up-to-date on all DSCSA requirements and to  
help you navigate compliance in a changing landscape. 

Though the enforcement dates in DSCSA timeline has shifted several 
times, the new deadline for Saleable Returns Verification is quickly 
approaching. After November 27, 2023, wholesalers and specialty 
distributors must validate saleable returns, meaning they must 
confirm the product identifier affixed to the package corresponds  
to what the manufacturer assigned when they packaged the product.  

This regulation was initially set to rollout in 2019, however, various pharma industry 
groups petitioned the FDA for an extension. Why? There was concern that the systems 
and software currently in place would not be able to properly exchange information  
when faced with a much larger influx of verification requests. Due to a lack of testing, 
there was little confidence in the functionality of the Verification Router Service (VRS) 
network, the service most manufacturers were planning to subscribe to in order to  
meet the verification requirements. 

Even though it may seem far away, with a multitude of other DSCSA requirements going 
into effect at the same time in 2023, you must be ready to comply with the regulation.
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CRITICAL LAUNCH CHALLENGES
WHAT DO YOU NEED TO KNOW?

Even though the requirement states wholesalers are responsible for 
the verifications, it is ultimately the manufacturer’s responsibility to 
respond to those inquiries. Wholesalers have stated that there are 
two ways to comply: send them serialized data with each shipment 
so they can verify internally or subscribe to a VRS.

However, there are several challenges manufacturers are facing in 
regard to this new regulation, such as:

• Many manufacturers are struggling to find the best way to test whether their processes and 
systems can handle the potential volumes of verifications.  

• Manufacturers that have products that might be distributed to secondary wholesalers are 
concerned about ensuring that only authorized trading partners in the supply chain can 
request verifications.

• Wholesalers have indicated they will use this enforcement discretionary period to test systems 
and processes with manufacturers. The challenge here is that once a verification is made by a 
wholesaler, the manufacturer must respond. So, in effect, manufacturers are being required to 
get ready now as volumes ramp up.

• There is uncertainty around potential exceptions, as well as the additional research and steps 
needed to ensure that saleable product can be quickly verified.

If you are found to be in violation of the DSCSA (i.e. not responding to verification requests 
in a timely manner or not fully investigating), you are subject to fines, penalties and even 
imprisonment. Though it may seem easier to simply decide a product cannot be returned by 
a wholesaler, this can have some serious implications, such as increased write-offs, product 
shortages, more products in quarantine and fees from wholesalers.  In most situations, these 
returns reflect 2% of your total unit sales.

WHAT SHOULD YOU DO TO PREPARE?

If you haven’t already formed a strategy to comply, you need to now. First, be sure you are fully 
confident that your serialization data is accurate and can be easily called upon in your repository. 
Then, ask yourself some important questions

• Do you know how to access the data and potentially share it downstream?

• Are you using a VRS or pursuing another option? 

• How would your organization react if the VRS system reports a negative?  

• Do you have the people and processes to proactively research and resolve any issues that may arise?

IF YOU ARE 
FOUND TO BE IN 
VIOLATION OF 
THE DSCSA, YOU 
ARE SUBJECT TO 
FINES, PENALTIES 
AND EVEN 
IMPRISONMENT. 

Two Labs  |  www.twolabs.com  |  info@twolabs.com



Don’t just subscribe to a VRS and think that you’re covered. Given that we’ve 
never seen this kind of volume of verifications, it’s likely that more exceptions 
and issues will arise. Partnering with the various sectors of your company, 
including quality/regulatory, supply chain and IT, will be critical to make sure you 
have a plan and process to handle.      

If you are still a few years out from launch, you receive the benefit of letting others in the supply 
chain work out the potential kinks in the system. Keep an eye on the industry and what others have 
learned on their journey to comply or, better yet, partner with an organization that does this on an 
ongoing basis.  

It is worth noting that the FDA at multiple forums have indicated 
that this will be the last enforcement delay they will offer on this 
requirement. Also, note that the enforcement delay did not lift other 
verification requirements that manufacturers are obligated to meet.

WHAT ELSE IS ON THE HORIZON?

The closer your launch date is to November 2023 – the date of the 
next regulation rollout – the higher the chance you may need to 

consider a different approach in how you comply (i.e. setting up downstream data feeds vs a VRS 
request/response model). 

You need to start thinking about how you are planning to share your serialization data 
downstream to customers in a streamlined and interoperable way between 2022 and 2023. 
While the regulatory requirement kicks in November 2023, due to the lead time in setting up the 
connections and taking into account inventory lead times manufacturers need to start work now to 
prevent supply chain disruptions.   

While not a regulatory requirement, it’s also important to start thinking about how you can use the 
serialization data to assist in other business challenges. Can the serialization data assist in chain of 
custody challenges? Can the data from the VRS be leveraged in understanding return volumes with 
your various wholesalers? There are several working groups looking at value of serialization beyond 
compliance. Consider participating in those forums. 
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THERE ARE 
SEVERAL 
WORKING 
GROUPS LOOKING 
AT VALUE OF 
SERIALIZATION 
BEYOND 
COMPLIANCE.



SOLUTIONS
HOW CAN TWO LABS HELP? 

Two Labs’ experts are vigilantly tracking DSCSA updates, trends, and compliance strategies, and are 
involved in a variety of DSCSA working groups. We’re able to pass those best practices and innovative 
approaches onto our clients, helping them stay both informed and prepared. From guidance on 
selecting a VRS provider to gap analysis to establishing new Standard Operating Procedures, our team 
of experts can leverage industry experience and knowledge to keep you in good standing through this 
emerging and seemingly ever-changing system.

We’re excited to see what new capabilities the DSCSA brings to the pharmaceutical industry, but we 
also realize that it will put a lot of stress on drug manufacturers. We’re here to help lighten the load, 
making sure your transition to DSCSA compliance is as easy as possible.

If you have any questions about Two Labs’ capabilities and how we can help with ensuring your 
DSCSA compliance, contact us for a consultation.
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CONTACT US

110 Riverbend Avenue, Suite 100
Powell, OH 43065 
info@twolabs.com
(614) 389-4004 


