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BEST PRACTICES FOR THE 
FDA DRUG SUPPLY CHAIN 
SECURITY ACT

Implement traceability and secure documentation in order 
to meet FDA requirements.  
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When the U.S. Food & Drug  
Administration first formed in 
1906, the initial concept was to 
curtail serious abuses of both 
food and drugs in the consumer 
marketplace. 

Due to an abundance of   
misbranding and tampering of 
food and drugs, something was 
needed to protect Americans and 
create trust between suppliers 
and consumers—and the FDA was 
established. 

Unfortunately, these concerns sometimes resurface over 
time. With a proliferation of medicinal treatments, increased 
drug recalls, and subsequent concerns over opioid 
addiction, the FDA is faced with a very similar landscape. 

Fast forward and this is how the FDA Drug Supply Chain 
Security Act comes into play—specifically in the form of 
product tracing. Signed into law by President Obama in 
2013, the Drug Supply Chain Security Act establishes rules 
for an electronic, interconnected system that could identify 
and trace prescription drugs throughout the supply chain 
within the U.S. Under the new law, dispensers in the drug 
and pharmaceutical supply chain must be able to exchange 
information about prescription drugs they carry, including 
not only what it is, but who handled it, and every time it is 
sold in the U.S. market and where it went.

While the law went into effect in 2013, the FDA will be  
phasing in product tracing requirements through 2023. 
While dispensers have a longer period of time to become 
compliant, wholesalers and manufacturers must start 

ARE YOU READY FOR THE FDA DRUG SUPPLY 
CHAIN SECURITY ACT?
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compliance protocols as early as 2018. Manufacturers are 
now working on an extension, while wholesalers have until 
2019 to comply.

If your system touches prescription pharmaceuticals, you 
need to ensure that your operations are ready for these 
changes. 
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Turn on a television, flip through a magazine, or step 
into a doctor’s office and you are bound to see ads for 
pharmaceutical products. People are always going to 
need treatment, so the need for medicine continues. In 
the supply chain, extra precautions ensure controlled 
substances are handled appropriately. 

New Standards for Information Exchange
While it seems a bit overwhelming to deal with new  
government regulations, the good news is the DSCSA law 
exists as an expansion upon current processes. While that 
means you may not have to to change all of your protocols, 
there are moves to make this process easier for the ones 
that you do. 

Paper based systems are completely usable within the new 
standards, but it isn’t an ideal solution. Digital systems are 
more accurate and allow for much greater throughput, 
since they offer more adaptability and are designed to 
scale and comply with applicable requirements of the FDA 
DSCSA.
 
The new legislation requires the ability to provide 
information on each transaction. That means product 
tracing information needs to be documented and 
exchanged. Product tracing information consists of 
transaction information, history, and statements. This can 
include invoices,  packing slips, electronic data interchange 

However, this law extends further than just narcotics.  It  allows 
for a more in-depth system for product tracking, which means 
product recalls can be traced more efficiently. The bottom line 
is accountability. Every step of the way, your supply chain can 
win from having transaction data throughout every process, 
which leads to higher accountability. 

standards (like advance ship notices), and EPCIS (electronic 
product code information services). The new legislation 
also works with email or web-based platforms, which allows 
companies to transmit and interchange product tracing 
information. 

The need for in-depth product tracing and transparency is 
becoming more apparent. Manufacturers, repackagers, and 
wholesale distributors have to meet these new standards. 

Dispensers in the drug supply chain must be able to provide 
exchange information about every drug in inventory. All 
facets must be captured from who handled it all the way to 
each transaction in the U.S. market.

Embrace the Changes As They Come
Hopefully, industry leaders are already preparing for the 
changes. After all, deadlines will be here before you know 
it. Although, thanks to a staggered release and delayed 
enforcement, distributors still have time to catch up on 
compliance and implement a scalable solution. 

HOw DRUG LAwS ImPACT THE SUPPLY CHAIN 



Examining the overall requirements, the big security 
changes are dealing with authorized trading partners and 
verification. In order to be an authorized trading partner, 
manufacturers and repackagers must register with the FDA. 

Just like they needs to be valid state or federal licensure,  
wholesale distributors will need to be compliant with  
their reporting requirements. Wholesalers can also be  
considered authorized if they possess a valid license under 
state law that is considered authorized before federal 
licensing regulations become effective. Third party logistics 
providers must also have valid State or Federal licensure 
that comply. 

The big variable in this new process, is how can all of these 
different touchpoints provide verification for every step of 
the logistics path? The bottom line is that industry players, 
including third party logistics providers, manufacturers, 
and wholesalers shall establish systems and processes that 
ensure compliance with verification requirements.
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• Respond to verification requests about specific   
 product

• Quarantine and investigate product to determine if  
 illegitimate or suspect

• Notify trading partners and FDA of illegitimate   
 product within 24 hours of identification

• Respond to notifications of illegitimate product

• Accurate recordkeeping

In order to meet verification requirements, your 
system must be able to: 

DSCSA REqUIREmENTS

MAJOR CAUSES FOR PHARMACEUTICAL PRODUCT RECALLS IN THE U.S AS OF Q4 2017*

Sources 
Stericycle and the Food 
and Drug Administration.         
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“There has to be a way to leverage this information 
for our independents to use. We’re wanting to take 
advantage of the data to help our stores with recalls 
and to help streamline their processes.”

Gary Ritzmann,  
Project Manager for RDC.

Suspect/Illegitimate Product
All of these measures are meant to prevent both 
intentionally and unintentionally dangerous drugs from 
coming into human consumption and use. While putting 
new processes in place for any government regulated 
process can wreak havoc on current systems, it’s important 
to remember that these rules are meant to provide safety 
and information when lives are endangered by expired,  
counterfeit, or just plain bad ingredients of a product. 

Solutions for the Supply Chain 
In order to get your company ready for its deadline, there 
are automated products and technologies that you should 
implement. With Schäfer Scan Machines, you can provide 
trackable information on sensitive products like drugs in  
order to achieve error-free traceability to provide   
compliance with the FDA DSCSA rules. 

An Independent Staying Ahead of the Curve
When it came time to plan for serialization, Rochester 
Drug Cooperative (RDC) implemented changes to their 
warehouses to stay ahead of legislation deadlines. As a full-
line wholesaler that serves community retail pharmacies 
and home healthcare dealers, it‘s important for RDC to 
maintain trust they‘ve established with their customers. 

With the FDA DSCSA, RDC needs to be able to leverage 
their information to the advantage of their customer base. 
If there are recalls on prescription pharmaceuticals, RDC 
can simply track and trace the destination of the drugs in 
question. Tracing the medicine by serialization allows them 
to release a general notice to purchasers, so the recall can 
reach the end user. 

With some of their customers being smaller operations, 
accountability on the part of RDC is even more important. 
By embracing this outlook, RDC sees an opportunity ahead 
of them. 

“We looked at this and thought, we can solve this problem 
for RDC. But we could also take advantage of this time 
to modernize our receiving process, while developing a 
solution for track and trace within that framework. This is an 
opportunity for us to modernize our systems for the future,” 
says Dominick Pagnotta, Chief Information Officer for RDC. 

With their original facility in Rochester and their second  
facility in Fairfield, NJ, RDC has to account for both manual 
and automated solutions. 

Their process begins with an in-house solution that hybridi-
zes information technology and their warehouse manage-
ment system. The end result is to validate vendor products 
against EPCIS data. 

Staying ahead of legislation deadlines is important to RDC, 
and they are keeping that in mind as they move to their 
next phase. From here out, RDC‘s plans are tied to decisions 
around implementing further automation to increase order 
verification output.



A-Frame with single       
product scanning
The A-Frame can have a single product-scanning machine integrated into the 
machine, allowing for fully automated product identification and picking. 

Depending on the order structure, the system is capable of reading up to 12,000 
pieces per hour. The A-Frame captures batch numbers, expiration dates, and serial 
numbers.

Batch Pick ‘n’ Scan Sorter

The Batch Pick ‘n Scan Sorter allows companies to rapidly enhance capacity while 
offering efficient picking. Easily scan unit items already picked for verification. 
Once scanned, the Batch Pick ‚n‘ Scan sorter divides product by customer orders in 
a fast and accurate manner. 

SSI Order Verifier

The SSI Order Verifier is ideal for automatically checking and documenting 
customer orders. It allows for automatic quality control over picked orders, 
providing complete traceability. It can identify, check, and document products in 
just one single step. 

An SSI Order Verifier comes with a cost-saving advantage too. When compared to 
manual and semi-automatic picking options, an SSI Order Verifier can save up to 
95 percent.  Within two years, you’ll see a return on your investment and you’ll be 
compliant with room to scale as your operations grow.
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SCHÄFER SCAN mACHINES

AUTOmATION FOR    
ERROR-FREE VALIDATION
With the SSI SCHAEFER product line, there are many 
options that can fit directly into your current footprint. 

All of these products allow for trackable, error-free 
picking. If the FDA issues a recall for a new cholesterol 
medicine, you have a backlog of batch and serial number 
documentation to exchange in order to find the right 
consumer touchpoints. These systems are easily integrated 
into existing warehouses too. SSI SCHAEFER systems are 
made to work with 1d and 2d barcodes, RFID tags, and 
NFC labels.  

If you’re not compliant, you’re going to face steep penalties 
from the FDA. These rules are based on a codified law, 
which means you have to follow them. 

Implementing an automated system may be the best choice 
for getting ahead of the DSCSA requirements. 

Since the FDA DSCSA is mandatory, you need to make sure 
that your system is ready for the new guidelines. The best 
steps start with being familiar with the law, first and foremost. 
Know the status of your trading partners, and have   
technology in place that can provide tracing information.

If you are still lacking a plan for verification  
processes, give SSI SCHAEFER a call and speak 
with a healthcare expert. 
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•  Stability:  
As a financially independent family business, SSI SCHAEFER 
is committed to long-term solutions. You can trust that our 
team of experts will be there for you tomorrow and in years 
to come.

•  Efficiency:  
SSI SCHAEFER solutions are scalable and can grow as   
business increases. Upgrades and retrofits are always  
available to meet customer demands.

•  quality:  
As a specialist in automation, SSI SCHAEFER provides a   
single-source solution. As an original equipment manufacturer, 
SSI SCHAEFER guarantees quality and the right solution for 
your needs. 

•  Reliability:  
Thanks to our worldwide customer service and 
support network, SSI SCHAEFER ensures a   
smooth operation of your system.

•  Know-how:  
SSI SCHAEFER solutions are always up-to-date with 
the latest technological standards and are easily 
integrated into an existing IT landscape.

•  Global Network:  
As an international company, SSI SCHAEFER has 
local offices worldwide. With over 70 locations, our 
team of experts speak your language.

REASONS wHY YOU SHOULD CHOOSE
SSI SCHAEFER:


