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Johnson & Johnson
Global Presence

 Global Leader in Health Care
* More than 265 Operating Companies in
60 Countries

» Selling Products in More than 175
Countries




Agenda

* Why Serialization?
« Effectively Operationalizing Your Serialization Program
 Challenges and Lessons Learned

* Next Steps and Interoperability




Why Are We Serializing and Track & Tracing Our Products?
Counterfeit and diverted products are a global problem
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Timeline to Comply

November 2013

Congress enacts the DSCSA i/lo.;;ﬁgi?urers DSCSA
January 2015 serialize products .
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serial numbers Pilots In 2016 Expanding Customer Connectivity
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Supply Chain with Track & Trace
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Regulatory mandates are

demanding visibility of products = é PREZISTA®
. . - = 5 Used to treat human immunodeficiency virus (HIV)
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Effectively Operationalizing Your Serialization Program
The Johnson & Johnson Supply Chain Experience

Key Takeaways

* Regulations remain primary driver of serialization and
traceability

 Interoperability relies on standards

« A multidisciplinary approach is a must have

« Workforce impact is significant

« Tremendous importance on master data and change
management




Interoperability And Standards

Development and adoption of standards are critical

Standards Must Enable These Capabilities

OO N

IDENTIFY CAPTURE SHARE

GTIN UPC / EAN GDSN
GLN DATAMATRIX/BAR EDI
SSCC EPC /RFID EPC /RFID

Source: GS1
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Interoperability And Standards

Development and adoption of standards are critical

Internal/ External Standards and Guidelines are necessary
to achieve and sustain end-to-end supply chain visibility

Document Title: Serialization, Verification,
and Traceability of Product

Document ID: TV-QTS-000XX User Requirements Specification @
1

femon-folmen (%

GLOBAL LABELING
SERIALIZATION REQUIREMENTS

Healthcare

Implementation Guideline:

\
Product Identification and Traceability ' )
. Policy J a n SS e n Applying GS1 Standards for DSCSA and
= S

Traceability
* Technical Standard

» Standard Operating Procedures GS1 General Specifications s 1.2, o 07 2036

The foundational GS1 standard that defines how identification
keys, data attributes and barcodes must be used in business

applications.
Release 17.0.1, Ratified, Jan 2017 °
e e i




Collaboration Identifies Additional Business Value Opportunities

» Strengthens supply chain integrity

« Higher fidelity visibility enables
efficiency improvements
- Reducing counts and checks

- Reducing claims and credits
- Enhancing returns verification

« Communal standardizing of “best
practices”

"The key to success in meeting
any instance of regulatory
compliance—really comes

dewn to eollabaration. It all

rests on the willing
industry partRers acroas the
supply ehain te work toward
consensus and then drive

to adoption. This pilat with
JJSC has been a stunning
example of true partnership
as we move Lo establish a
ful standard that

serves our industry and

meanir

protects pati,

CASE S5TUDY

isourc gen teams with Joh
Supply Chain for significant learnings

& Johnson
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Tha Food and Druig Admintstration {FOA) regulation reguires that tha
pharmaceutical industry implament end-to-end tracaability by 2023, Trading
partners In the supply chain have chasan and tast GS1

basod solutians in roal-workd pllats to maet the daadling for interoparability.

TION

While G51 Standards have croated a hicmrchy that reachos down to tha
product level for senialization, saveral industry entities have volntarily chesen
t0 usa GS1 ERCIS owan as this standard ovolvas to fully maet tha intent of the
rogulation. ERCIS allows trading partners to aschanga data, in concart with the
products as thay mave throwgh the supsly chain, An industry pilat between
Jehnson & Johnson Supply Chain {UISC) and AmaerisourceSargan Carporation
CABC) did just that with actionabla and repaatatle results.

F

In acdition to asswnng complianca and continued product accass for patients
and customers, serialization can potentially anatk the imastigation of
counterfel and diverted products, affording brand awners additional supply
chain integeity and securnity. End-to-and visicdity means that recalls, whan
necessary, can ba axccutod more affickantly. As tha foundational standard,
the Global Trade Itam Mumbar* (GTIN) halps to sutomate all processes and
minimiza erors, uitimataly increasing patient safaty.




Lessons Learned

Organizing and sustaining a large, global initiative provides tremendous opportunities to learn and grow
. Agile
* Lead times

* Collaboration

« Communicate

« Utilization of partners

« Strategy and execution




7 Billion Reasons to Care
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Serialization and Traceability
Benefits Patients and Consumers Around the Globe
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