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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.


https://www.tracelink.com/

FUTURELINK NASHVILLE 2019

Case Study: The Cost of Non-Compliance

Marilu Castillo, Pharmacy Inventory Manager, Noden Pharma USA
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NODEN PHARMA

Author: Marilu Castillo, Pharmacy Inventory Manager, Noden Pharma USA Inc.

Business Challenge & Solution

IMPLEMENTATION OF DRUG SUPPLY CHAIN SECURITY ACT OF 2013
+ One of the main problems has been interpretation of the LS. law by glabal partnars.

« Anather cbstacle has been finding the processes that will fulfill the different users’
needs, including our patients.

* ADOPT C.0.5.T. compliance model.

+ COMMUNICATION avenues, including written and verbal across all lines of business
and roles.

« OPEN to change attitude and workflow that supparts creative sclutions.

* SUSTAINABLE solutions that are accepted by all since each team will make their

significant contribution to the whole salution FF

+ TIMELY execution of deadlines provided by the law.

Team

NODEN PHAMA DAC is located in Dublin, Ireland.
The CEQ and other leadership roles
regulate from this office.

NODEN PHARMA USA is located in
Orlando, FL. This office was established

as entry into the US market in 2017. @
NODEN
"Maden Pharma is a global specialty + » PHARMA
Pharmaceutical company that is focused

on acquiring prescription medicines across @
abroad range of therapoutic aroas.”
Objectives

Actieva Infernal Compliance Guidaines, at el ines.  Achieve Regulatad Federal Complianca, at all times
NODEX * PHARMA e Supply Chain Seeurily Aet BSE3A]

Achiove Full DSCSA Compliznea by al internal
parners, on reguialed date of MNovember 27",

THE COST OF NON-COMPLIANCE

Key Activities and Resources
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Outcomes

Example of Cost of Compliance
Annual Subscriptions

+ Praduct Information Msnager (PIMY

+ Fnduct informatian Mange (FIV -
Master Data Sharreg  Product Ver fication

« Automatedvaldstion Manager. Proguct  CHsEem
Infermation Manager - Master Data Contracts|
Sharrg & Productvesiication Syster

* Hetwerk Msnagement Serdices

Built into your is then the cost of

measures, which will include any or all of the following:

s * Third Party Vendlor Services
€ % + Updates 1o Equipment and Software

* Tesung and Education
* Qngoing maintenance of cantracts, equipment andraining

Recommendations

Achieving a successiul buy Inte full
REGULATORY COMPLIANCE
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+ Pamal Compliance ang essecialas costs

+ Hon Comgiliancs and the associated fines. liabiliies snd prosecution

S0 BEFORE YOU GO LIVE!
Reniew, Assass, Foadback, Adlust, Tost, Impdsmant than:
+ Full Compliance

Don’t let this be your
DSCSA
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‘The Greatest Resource |s your WORKFORCE
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What's Next?

#futurelink19



Case Study Serial Number Manager DSCSA for Manufacturers

Regulatory/Compliance United States

Subscribe to Agile Supply Chain Insights

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