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Case Study: Noden Pharma |
The Cost of Non-Compliance

Global specialty pharmaceutical company Noden Pharma implemented a COST
compliance model—Communication, Open, Sustainable, Timely—to overcome
challenges presented by the US Drug Supply Chain Security Act. Read their
FutureLink Nashville case study poster—"The COST of Non-Compliance"—and

watch this quick video to learn how they avoided the financial and operational risks

of non-compliance.
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NODEN )% PHARMA

Author: Marilu Castillo, Pharmacy Inventory Manager, Noden Pharma USA Inc. traceunk
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Business Challenge & Solution Key Activities and Resources

IMPLEMENTATION OF DRUG SUPPLY CHAIN SECURITY ACT OF 2013
+ Ong of the main problems has been interpretation of the U.S. law by global partners,

» Anather obstacle has been finding the processes that will fulfill the different users' SRR TSSO HOEL The Greatest Resource Is your WORKFORCE
naeds, including our patients. -

+ ADOPT C.0.5.T. compliance medel.

- COMMUNICATION avenues. including written and verbal across all lines of business
and rales.

- OPEN to change attitude and workflow that supports creative solutions.

» SUSTAINABLE solutions that are accepled by all since each team will make their
significant contribution ta the whale solution.
Outcomes

* TIMELY exgcution of deadlines provided by the law. ’ I \
Example of Cost of Compliance

NODEN PHAMA DAC is located in Dublin, Ireland. “Annual Subseriptions
The CEO and other leadership roles = Praduct informatian Manager (FIM)
regulate from this office.

MNODEN PHARMA USA is located in

-
Orlande, FL. This office was established T =
" " o P + Parial Compllance and assccialed cosls.
as entry into the US market in 2017. t:‘ﬂzrﬂii"vi\"-fimvd" ‘VW:“‘::EEBD‘W'"P e 1 v B e, abil e & foseeulan
MNODEN
PHARMA

Sa BEFORE YOU G0 LIVE!
s * Third Party Vendor Services et Assass, Feodback, Adjust, Tost, Implemont, man:
_ % + updates o Equipment and Software + Pl Compliance
* Tesung and Education
+ Ongaing maintenance of cantracts, equipment and training

"Noden Pharma is a global specially +
Pharmaceutical company that is focused
on acquiring prescription madicines across
a broad range of therapeutic areas.”
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#futurelink19

View Poster Session Gallery

<a href="/category/case-study" hreflang="en">Case Study</a><a href="/category/serial-
number-manager" hreflang="en">Serial Number Manager</a><a href="/category/dscsa-
manufacturers" hreflang="en">DSCSA for Manufacturers</a><a href="/category/regulatory-
compliance" hreflang="en">Regulatory/Compliance</a><a href="/region-type/united-
states" hreflang="en">United States</a>

Subscribe to Agile Supply Chain Insights

Subscribe to stay informed with the latest patient-centric agile supply chain thought
leadership content.

More Serialization and Compliance Case Studies
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The CMO Serialization Perspective
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Utilizing a Standardized Approach for Efficient Partner Onboarding
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Case Study: CPL | The CMO Serialization Perspective—Utilizing a Standardized Approach for Efficient
Partner Onboarding

See how contract manufacturer Contract Pharmaceuticals Limited implemented a 3-step
process for smooth pharmaceutical partner onboarding.
View More
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EPCIS Connection Changes post Go-Live
Lawan Caraiano — Technical Ssnaces Manager
4 } ke tracelin
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‘hangas (o established EPCIS comnections is becoming more prevalend, especialy for companies like Sharp functioning in the CMOICPO space.
‘schnical complexities refated to pathway connection changes, presant the added challenge of reducing the impact to daity producton activities.
Ulowing a smoath and unifsed tranaition 1o the EFCIS of cholee, while working within the boundaries of business constraings (s hey
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Case Study: Sharp Packaging Services | EPCIS Connection Changes Post Go-Live

See how Sharp Packaging Services overcame EPCIS change management challenges in the
pharma supply chain with TraceLink's help.
View More
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Case Study: Pharmalink | Closing the Gap on Cradle-to-Grave Traceability via Reverse Distribution
and EPCIS

Learn how pharma returns specialist PharmaLink increased pharma supply chain security by
combining decommissioning and secure product disposal.
View More
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