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Rx-360

An International Pharmaceutical
Supply Chain Consortium

Working Together for Success

Eric L. Berg
Director of Supplier Quality
Amgen Inc.
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lllicit Activity is Present and
Threatens the Safety of Medicines

$1000

‘ Counterfeit‘ lllegal Counterfeit ‘

DVDs drugs medicine
$10,000 $100,000 $1,000,000

* The criminal element Is present,
active, and business savvy

« ‘Benign’ consumer actions may
have tragic consequences
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Tragic Consequences
Not If... But When and Where

| Che New York imes

Tainted cough syrup kills 21 in Panama

CDC investigation traces mysterious deaths to industrial chemical Hepann Contamination May Have Been

“.D.A. Says

AP Associated Press
updated 5:51 p.m. FT, Fri., Ot 13, INTERNATIONAL

P et j{l‘m[b@nbunc Asia & Pacific

China recalls infant formula

By Keith Bradsher Published: September 12, 2003
c ew or A e g T G R J . e -

November 26, z008 ;
WORLD BRIEFING | AFRICA E ited
Nigeria: Contaminated Medicine Blamed for Deaths f
By NYT

3;. » e e .-’ N Fa P o —)r

@\W.com /us
mY updated 9:51 p.m. EST, Fri Hovember 28, 2008

FDA sets 'safe’ levels for

TAA e ¥y

Melamine in pet food may not be accldental melamine in baby formula
Updated 420/2007 10:15 AM | Comments 5] 85 | Recommen o 54 E-rnallISaveIF'nntlReprlnE&PermlﬁlonSIm
N g - - B ,Byﬁ;iza_hgih‘!\pise_anﬂd@p.%hmitﬂlﬁn, J'ku__,i[ e ' . , o on . ’ PR S



Last Year Dr. Woodcock Declared a "Wake-up
Call’ to Industry... A Lot Has Happened Since

PDA/FDA Pharmaceutical Ingredients Conference
— Sep 10, 2008 in Washington DC

— Dec 4, 2008 in San Diego, CA

— Mar 10, 2009 in Munich, Germany

— Jun 15, 2009 in Shanghai, China

Mar 19, 2009 Dr. Woodcock and staff speak at
annual DCAT meeting in New York

Jun 5, 2009 RX-360 Consortium Launched

This call energized dialogue and action
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130 Industry, Supplier, Regulatory, & Media
Attendees at the June 5" Launch Meeting

Biotech Supply Chain Academy Oct '09

A Call to Action
Martin VanTrieste, Amgen, VP Quality

US Department of Commerce
Jeff Gren, US DOC, Director

Legal Considerations
Mary Devlin Capizzi, Drinker, Biddle & Reath LLP

Three Audit Models Review
Gerard Pearce, SQA Services, VP

Fair Factories Clearinghouse
Marianne Voss, FFC

Supply Chain Risk Management

Vel Dhinagaravel, Beroe Consulting

lllicit: The Dark Trade

Helen Fitzwilliam, film director

Wrap up

Janeen Skutnik, Pfizer, Director
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In Rx-360 We See That by Working
Together We Can Make a Difference

Immediately

« Get organized

« Share information

« Adopt standard practices
In the Near Term

« Gain efficiencies and achieve greater
oversight with supplier audits

Longer Term
« Deploy detection and prevention technologies

Biotech Supply Chain Academy Oct '09 6 I@
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Rx-360 Mission

Create and monitor a global quality
system that meets the expectations of
Industry and regulators, that assures
patient safety by enhancing product
guality and authenticity throughout the
supply chain

Patient safety must never be compromised as a
competitive advantage

Biotech Supply Chain Academy Oct '09 8 %
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Rx-360 Operating Model

* Designed to meet competition law requirements

* Not intended to replace regulatory systems or
oversight

 International not-for-profit organization
* Volunteer based

* Broad and inclusive membership
— Small and large companies
— Branded and generic
— Suppliers, distributors, brokers and manufacturers

Companies are members not individuals

Biotech Supply Chain Academy Oct '09 9 I@
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Membership Dues
Will Cover Organizational Overhead

* Legal Counsel
« Software Licenses
* IT System Maintenance

» |T System Development and
Enhancements

 Administration Fees

LEAN and Efficient

Biotech Supply Chain Academy Oct '09 10 %
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Fear Not...
This Has Been Done Before

» Fair Factories Clearinghouse

— Apparel industry l=ll=k¢_'::
. . . . Fair ™
— Monitors supplier practices to ensure social g;;;gm)

responsibility is upheld

« CHWMEG, Inc

— Manufacturing and other "industrial" companies,
many Pharmaceutical companies

— Efficiently audit waste management. 217
member companies have saved $27M

We are learning from other organizations
so that we can to accelerate Rx-360
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Fear Not...
This Has Been Done Before

« CAS.E.
— Airline Industry, started in 1964

Written by Administrator
Saturday, 12 June 2004

C.A.S.E. i a Monprofit Coalition of Industrial Companies dedicated
to:

¢ Exchanging and Publishing Mon-Prejudicial Supplier Data

Achivvement Through Coaperative Effoct

¢ Reducing the Proliferation of Redundant Supplier Assessments
¢ Reducing Supplier Management Costs

Governed by a Staterment of Principles and Bylaws, Qur Goal is to Provide
Cata with which vou can make Informed Supplier Selections

We are learning from other organizations
so that we can to accelerate Rx-360
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Rx-360 WIll Grow In Phases

Phase 1: Create infrastructure

v’ Established website and news flash capability

v" Incorporated as an international non-profit

v Appointed interim Board of Directors
 In progress: accepting membership applications

d In progress: working groups

Phase 2: Shared audit activity
Phase 3: Technology

Biotech Supply Chain Academy Oct '09 13 %
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Since April 2009 Rx-360 Has Distributed

Industry News to Registered Users

) he Rule of L3
. and i SRR, S

Click to view this email in a browser

An International Pharmaceutical

Rx-360 News Flasl.

A Mon-Profit Organizatiof..__
Brusszels, Belgium and Washington, D. C’

.  Supply Cni

From the United Mg

Counterfeit medicir]
treatment, but the
dangerous diseaseq
become the target
including antibiotic
fight ralaria and t
pharmaceutical pro
contain little or no
particularly from Sq
the local pharmace

In a newly released
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#n Intermational Pharmaceutical
", Supply Chain Consortium

The Danish Medicines Agency (DMA) offers a list of
guestions and answers dealing with the GMP
requirements on active pharmaceutical ingredients {APIs),
wihich highlights the acceptability of third party audits. This
list can be found at their website

httpSAennner dikma.dikd 10240 visUIKL S Artikel.asp?

artikellD=8127
One Q&A stresses that;
"...the DMA will accept Third-Party Audit reports.”

Question Number & asks: "What measures does the
Danish Medicines Agency accept inrespect of aud|t of

AR gt iy
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Rx-360.0rg Shares Information That Can
Benefit Us All: Acetonitrile Method

Determination of Adulteration of Acetonitrile using Gas Chromatography with Thermal Conductivity Detection

Click to wview this email in a browser

Rx-360 News Flash

A MNon-Profit Organization
Brussels, Belgium and Washington, D.C.

An Intermational Pharmaceutical
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20-May-2009

You've heard discussions recently on how unethical
players and criminals will exploit opportunities, such as
supply chain shortages, for their personal economic gain.
Specifically you've heard us talk about how the acetonitrile
shortage that we face today can provide one such
opportunity. Reports indicate that the cost of acetonitrile
has increased 10 fold recently due to the shortage,
making this product an even more attractive target of
economically motivated adulteration.

In light of this information, a group of intelligent individuals
got together and discussed possible methods to dilute
acetonitrile or to substitute another chemical for
acetonitrile to make illicit profits, in order to be prepared
for any possible adulteration. Using this information, they
developed an analytical method to detect the potential for
economically motivated adulteration to assist users of
acetonitrile. This new analytical method is available on
i - 260 0rg, and can be downloaded free of charge.
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Determninaion of addterdion of acaonitrle by GC-TCD
Fiyozhi Fujimon, Hans Lee and Yasser Mashed- Samuel
Ny 137 M09

Department of Formulation and Aralical Resources, Amgen Inc.,
One Amgen Center Drive, Thousand Oas, CAS1320
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Rx-360.0rg Shares Information That Can
Benefit Us All: Swine Flu Impact Analysis

Impact of Swine Flu on The Pharmaceutical Industry

Title

Impact of Swine Flu on The Pharmaceutical

Maodified

Categary Diate

Industry

I

August 2009
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Standards Are Required to
Create a Level Playing Field

* |dentify existing best practices
* Endorse best practices
* Implement quickly

« Continuously refine after successful
Implementation

“Perfection is the enemy of good.” — M. VanTrieste

Biotech Supply Chain Academy Oct '09 17 %
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In Rx-360 We See That by Working
Together We Can Make a Difference

In the Near Term

« Gain efficiencies and achieve greater
oversight with supplier audits

www.Rx-360.0org
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Sharing Supplier Audits Will Increase
Compliance, Quality and Efficiency

1. Sponsor audits are initiated by a single
pharmaceutical firm

2. Audits led by Rx-360 are initiated by the
consortium based on input from all members

Subscription audits are existing audits that are
redacted and placed into a secure database for
member access

w

Numerous 1 or 2 day audits will be replaced with fewer &
more thorough audits thus eliminating “Audit Fatigue”

Biotech Supply Chain Academy Oct '09 19 %
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How Audits Led by Rx-360 Are
Envisioned to Work

Supplier
Members audit requests 5 g ‘! g consolidated PP

and payment ]&5’@ request %

=== approval
y ¥ y permission

Rx-360-led
audit & CAPA

/

I_I

content
management

1---

5

controlled access

through subscription \ \
RX-360

_ _ database
Biotech Supply Chain Academy Oct '09 20 %




How Subscription Audits Are
Envisioned to Work

original
sponsor

1. Find audit

2. Subscribe to request ‘ credit

audit __payment

access

3. Access audit request
details and

»""\,\‘ ; ~-~-—:_g,\\-, A. —
. Ty ' permission
related actions RX-360 |

database
4. Recelve status Supplier

updates

5. Track on your
dashboard

Biotech Supply Chain Academy Oct '09 21
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Standard Tools Are Foundational
for the Audit Models

« GMPs (CFR and EU), ICH Q7/10 and
other tools, checklists, templates

 Auditor certification and training

« Content management — consistency,
accuracy, depth, duration of validity

 Audit coordination and distribution
« Database maintenance
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In Rx-360 We See That by Working
Together We Can Make a Difference

Longer Term
« Deploy detection and prevention technologies

Biotech Supply Chain Academy Oct '09 23 %
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Value Proposition
Rx-360 Is Pursuing a Win-Win for All Parties

» Confidence for » Safety, Security,
our Patients Quality, Knowledge,
and Efficiency for
- Safety, Security, Biotech & Pharma
- and Quality for Companies
o Regulators
o  Delighted Members
7y - Efficiency for for Professional
é Suppliers Organizations

Biotech Supply Chain Academy Oct '09 24 %



Rx-360 Has Momentum

Mar '09 Launched www.Rx-360.0rg web-site

Apr ’09 Initiated news distribution to registered users
June '09 Incorporated Rx-360 as a 501(c)(6) non-profit
June '09 US launch event in Washington D.C.

July ’09  Appoint interim Board of Directors

Nov ‘09 Europe launch event in UK

Ongoing Bring on member companies, target is 50

Fall ’09 Survey member companies on audit schedules
Q4’09 Conduct audit pilot

Biotech Supply Chain Academy Oct '09 25 %
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Companies that Have Signhed On
Thus Far

www.Rx-360.0org
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Register as a User on www.Rx-360.0rg
and Recelve Valuable Industry News

File Edit Wiew Favartes Tools  Help

=

daBack = = - @ 7t | @Saarch (Gk] Favarites @Madia @l %- == a4l

Address [{&] http: fum rx-350.orgf

~

upply Chain Consortium

Hews About Rx-360

Membership Report Sugpect Activities

Become an Rx-360 Member Today!
Rx-360 recently achieved a major milestone and is now
incorporated as a non-profit. Membership agreements are available

for downloading on the membership page.

2. Reoister

Our Mission

patient safety by enhancing product quality and authenticity throughout the supply chain

Important Meetings

2009 PDAFDA Joint Regulatory Conference

Securing the Future of Medical Product Qualify: A 2020 Vision
September 14-18, 2009 | Washington, D.C.

The PDA/FDA Joint Regulfatory Conference offers the unique opportunity for you to join FDA representa
i j ace e dialoaue gch ve LJA Sheake provide
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Report Suspect Activtios  About Rx 360




Thank you

Eric L. Berg
Director of Supplier Quality
Amgen Inc.

eberg@amgen.com
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