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Johnson & Johnson

« World’s largest science & technology
company focused solely on healthcare

* More than 275 operating companies in
60 countries

« Selling products in more than
175 countries

* Approximately 128,000 employees
worldwide
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Johnson & Johnson Portfolio

Consumer

Baby Care * Body Care * Facial Skin Care * Sun Care °
Feminine Personal Care * Allergy Care *
Compromised Skin Care « Cough and Cold Care *
Digestive Health « Oral Care * Pain Care

Medical Devices

Wound Closure & Surgical Devices ¢ Minimally Invasive ‘?—ﬁ 'I f" fnf
Surgery ¢ Joint Replacement « Sterilization « Eye Health = - - !'.
 Diabetes Care
“—
jEIHSSEH

Pharmaceuticals
Oncology ° Infectious Diseases & Vaccines *

Immunology - Cardiovascular & Metabolism - ; , -mi !I-
G |

Neuroscience & Pain
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Unser Credo

Our Credo

We balleve our first responsibility is to the doctors, nurses and patients.
to mathars and fathers and all others who use our products and
services. In meeting their nesds everything we do must be of high quality
We must constantly strive to reduce our costs in order to maintain
reasonable prices. Customers’ orders must be serviced promptly and
accurately. Our suppliers and distributors must have an opportunity

te make a fair profit

We are responsible 1o our employees, the men and women who work
with us throughout the world. Evaryone must be considered as
an individual. We must respact thair dignity and recognize their merit
They must have a sense of security in their jobs. Compansation must be
fair and adequate, and working conditions clean, orderly and safe
Wa must be mindful of ways to help our employees fulfill their family
yonsibilities. Employees must feal frae to make suggestions and
complainta, There must be equal opportunity for employmant.
velopment and advancement for those qualified. We must provide

competent mal ament, and their actions must be just and ethical.

We are responsibla to the communities in which we live and work and

to the world community as well. We must be good ens — support

good works and charities and bear our fair share of taxes. We must

encourage clvic improvements and better health and education
We must maintain n good order the property we are pi ged 1o use

protacting the environment and natural resou

Our final responsibility is to our stockholders. Business must make

a sound profit. We must experiment with new ideas. Research must be
carriad on, innovative programs developed and mistakes paid for
New equipment must be purchased, new facilities provided

produ aunchad. Reserves must be created to provide for adverse
times. When we opérate & rding to these principles, the stockholders

should realize a fair return
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Serialization and Traceability

A unique identification number assigned to each item identifying it with a

g'l/lm//u

wh pProduct number and associated serial number

It's applied at every package level - bottle, case, pallet

These unique numbers are uploaded into a database and can provide
actionable product intelligence

« IRV
3

] GTIN:00359676562016
: 4 S/N: 123456789012
! EXP: 01-2015
LQI12G123456 X o o

59676-562-01 °

m ™

Used for

Standard Product License Plate GS1 Component

Compliant with 2D Data Matrix
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60 Tablets

NDC 59676-562-01

PREZISTA"
(darunavip tablets

Each tablet contains darunavir
ethanolate equivalent to 600 mg

of darunavir.

B only

S—
janssen )’

R
Store at 26°C (77°F); with
excursions permitted to
15°-30°C (59°-86°F).

USUAL DOSAGE: See
package insert for full
Prescribing Information.

Keep out of reach of children

ALERT
Find out about medicines that

Manutactured by
Janssen Ortho LLC
Gurabo, PR 00778
Manufactured for:




EU Falsified Medicines Directive

Product Safety
Features

Authenticity

Pack identity

Tamper evidence

Feb 9, 2019
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Good
Distribution

Wholesalers &
Brokers

GDP

Q1 2014

Active
Substances

GMPs for
excipients

Jan 2, 2013

Registration API
activities

July 2, 2013

Internet
Sales

Community logo

B B zur Uberpriifung
der Legalitat
dieser Website
hier klicken

2015




European Stakeholder Model

Aligned on common goal to protect patients

European

—_— PGEU GPUE
e .
efpna ~~ medicines

European Federation of Pharmaceutical C fOl’ eU rO pe

Industries and Associations - better access. better health.

. —MW\_
GLF AP =€ ahp

ospital pharmacists

**** w
*
* LI
| | I/

European Hospital and e m \/ O
Healthcare Federation

Secure the legitimate supply chain
Be proactive as market partners

Stakeholder-governed model
v'Functioning
v'Harmonised
v’ Cost-effective
v'Inter-operable

Established the European Medicines Verification
Organization (EMVO)

Local governance through National Medicines
Verification Organizations




EU Hub and National Medicines Verification
Systems (NMVS)

National Blueprint

System
National Blueprint
/ System

JJ H ﬁ llllllllll Parallel

Pharmaceutical mamEEmEmmE= J_._._._._Dlstrlbutor

Manufacturer m Ll L m
/ b

em\/é National Blueprint

German National
System System
~  securPharm

e

- 5
Pharmacy Wholesaler
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COUNTRY READINESS
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EXECUTIVE SUMMARY

Blueprint candidate
Small Country Blueprint
Blueprint open

Standalone system

Non EU Countries

EMVO PMMR SEPTEMBER 2017

BLUEPRINT TENDENCY

96



EXECUTIVE SUMMARY COUNTRY READINESS

Early Adopter

Main Stream

Late Follower

Non EU Countries

EMVO PMMR SEPTEMBER 2017
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Ao : L. .
efpla Pack coding harmonisation has increased, but . ..

* To date there have been a number of important decisions made which *
help harmonise the FMD implementation across Europe:

— Choice of data carrier (2D DataMatrix)

— Choice of coding scheme (ability to use International standards such
as GS1)

GS1 -GTIN

Austria*, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark**, Estonia, Finland**,
Germany*, Hungary, Iceland**, Ireland, Latvia, Lithuania, Malta, Netherlands, Norway**, Poland**,
Portugal, Romania, Slovakia, Slovenia, Spain**, Sweden, Switzerland, UK

* GTIN for multi country - shared packs
** Some countries will allow GTIN or NTIN

GS1 - NTIN
Austria*, France, Germany*

* For market specific packs

TBC
Italy and Greece (coding requirements under discussion)

Some countries (outlined in red) also require a national number in the 2D Barcode when using GTIN Page 98



efp’ra . . . But there are still coding/ labelling challenges

However there are other factors which will drive unnecessary complexity and cause issues
with FMD implementation if not avoided:

— Human readable text order

— Prefix (heading) location

— Use of labels to apply coding

— Barcode transition requirements

— Encoded data order

— Application identifier use

— Printed format of the 2D Data Matrix

— Inclusion of the national number in the 2D Data Matrix

Page 99



6 . .
efp|a Complexity Drivers
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Advocacy Doc
Human readable text order Final Draft
Prefix (heading) location Final Draft
Use of stickers/labels to apply coding Draft
Encoded data order Draft Draft
Application identifier use Draft
Printed format of the 2D Data Matrix Draft




J&J Supply Chain Experience

German securPharm Pilot - pharmacy point of dispense verification

* Approximately 400 pharmacies

» Partnership between pharmacies and
manufacturers

* Receive scan confirmation

o m\f) o il securPharmy Fha
v, e S —-==
%hpply o ® &
an German National
EU-Hub Syste mAcs
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Serialization i1s Data Driven
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« GS1 standards based

 Digital thread connecting

stakeholders

« Embedding uniqueness into

business events

 Building digital foundation for

loT, Blockchain, etc.

« Enabling real-time decisions

 Bridging supply chain platforms




Collaboration Identifies Additional B

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
down to collaboration. It all
rests on the willingness of our

industry partners across the

supply chain to work toward
consensus and then drive

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

serves our industry and

pral s patier

usiness

CASE STUDY

AmerisourceBergen teams with Johnson & Johnson
Supply Chain for significant learnings

Tha Foed and Drug Administration (FO&) regulation reguires that tha
pharmaceuticall industry impdament enid-to-end tracaability by 2028 Trading
partners in the supply chain have chasan to implemant and tast G51 Standands-
by n milats bo magt fior intaroparabiity.

‘While G51 Standards have created a hisrrchy that reaches down to the,
product level for sanalization, saveral industry antities hawe voluntarily chosen
t0 usa GE1 EPCIS cvan as this standard evolvas to fully mact the intent of the
regulation. EPCIS allows trading partners to axchanga data, in concart with the
products as thay mave through the supply chain. An industry pilot between
Johnson & Johngon Supsly Chan {UISC) and AmensourceSargan Corporation
(ABC) ok just that with actionabla and repaatatic results.

In aadition to assunng compliance and cantinued product access far patients
and 3 can anabla tha 1of
counterfet: and diverted praducts, affording brand awners additional supgely
chain integrity and security. End-to-and visitdity maans that recalls, where
necassary, can ba executed more afficknty. As tha foundational standand,
the Glabal Trade lham Mumiar® (GTIN® halps to automate all processes and
minimiza errars, ultimataly ncreasing patient safaty.




Serialization Data Driven Insights Emerging In
Manufacturing MAKE and PLAN

deﬁmwn SUPPLY CHAIN

Manual work reduction
Deviation investigation
Product issue resolution

Connecting plant to shelf — Digital
Thread

Unlocking visibility further into
supply chain

Real product flow and movement

Creating “win-win” for suppliers
and customers




Healthcare Commercial Use Cases will Benefit as
Well

* Pricing and reimbursement

LLLITLLAL

Use

 Pharmacovigilance Data Wisely

* Pharmacoeconomics

 Indication-based pricing

« Patient compliance
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Our Actions on Serialization and Track & Trace

Securing the supply chain and driving end-to-end innovation

. [ « 3500+ SKUs in scope

59676-562-01

* End-to-end impact

e Customer collaboration and joint value
creation

» Recognized by Council for Supply
Chain Management Professionals with
their 2016 Innovation Award




7 Billion Reasons to Care

Serialization and Traceability Will Benefit
Patients and Consumers Everywhere
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