Sunstar Americas, Inc.
4635 W. Foster Ave
Chicago, IL 60630

December 15, 2014
To all Trade Account Customers:
Sunstar Americas Inc will continually strive to develop high quality products for our
customers while complying with all regulatory standards.
SAI will comply with the Drug Suppy Chain Security Act lot level compliance
requirements by updating its packing slip and (where applicable) provide electronic
information via electronic transmission technologies.
Below is an FAQ about the Act and what we’re doing to comply with the emerging
standards. SAI will continue to monitor the interpretations of the law and communicate
future changes to either electronic data or printed documents.
Federal Drug Supply Chain Security Act (DSCSA) Frequently Asked Questions
1. What is the U.S. Federal Drug Supply Chain Security Act (DSCSA)?
H.R. 3204, On November 27, 2013, The Drug Quality and Security Act (DQSA) was
signed. Title II, the Drug Supply Chain Security Act outlines a staged implementation
extending over 10 years requiring the use of the serialized product identifiers by all
pharmaceutical supply chain partners at the unit level including repackagers,
wholesalers, and pharmacies. The first of these provisions, requiring exchange of
Transaction Information, History, and Statement takes effect on January 1, 2015.
2. How will Sunstar Americas comply with DSCSA Transaction, Statement, and
History information?
Sunstar Americas.will pass DSCSA Transaction Information and Statement via the
pack list included in every shipment. We will also enable the transmission of this
information via electronic data interchange (EDI).
3. Which products distributed by Sunstar Americas are impacted by DSCSA?
Per the definition in the DSCSA, only Paroex is currently covered.
4. Where can I obtain more information regarding the DSCSA?
http://www.fda.gov/Drugs/DrugSafety/DrugIntegrityandSupplyChainSecurity/DrugSupply
ChainSecurityAct/
5. How is Sunstar Americas complying with serialization regulations?
Sunstar Americas is actively monitoring the current regulations and reviewing rulings
and interpretations in the Federal Register to arrive at a timetable of changes in labeling
for affected products.
6. What is the ‘Transaction Date’ and what is the ‘Ship Date’?
All SAI packing lists will contain only one date. This date will reflect both the
‘Transaction Date’ and ‘Shipment Date’ per the DSCSA requirements.
7. How does SAI display dosage requirements for covered products?
SAI imbeds the dosage requirements within the product description.
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