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Illicit Activity is Present and 

Threatens the Safety of Medicines

• The criminal element is present, 

active, and business savvy

• „Benign‟ consumer actions may 

have tragic consequences

$1000

$10,000

Counterfeit 
DVDs

$100,000

Illegal 
drugs

$1,000,000

Counterfeit 
medicine
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May 7, 2007

80 children die in Haiti due to contaminated

glycerin in acetaminophen syrup  

Tragic Consequences

Not If… But When and Where
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• 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

Last Year Dr. Woodcock Declared a „Wake-up 

Call‟ to Industry… A Lot Has Happened Since
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130 Industry, Supplier, Regulatory, & Media 

Attendees at the June 5th Launch Meeting

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

Illicit: 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
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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 

quality and authenticity throughout the 

supply chain

Patient safety must never be compromised as a 

competitive advantage
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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
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Membership Dues 

Will Cover Organizational Overhead

• Legal Counsel

• Software Licenses

• IT System Maintenance

• IT System Development and 

Enhancements

• Administration Fees

LEAN and Efficient
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Fear Not…

This Has Been Done Before

• Fair Factories Clearinghouse 
– Apparel industry

– Monitors supplier practices to ensure social 
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

• C.A.S.E. 

– Airline Industry, started in 1964

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

Phase 2: Shared audit activity

Phase 3: Technology

 Established website and news flash capability

 Incorporated as an international non-profit

 Appointed interim Board of Directors

 In progress: accepting membership applications

 In progress: working groups
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Since April 2009 Rx-360 Has Distributed 

Industry News to Registered Users
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Rx-360.org Shares Information That Can 

Benefit Us All: Acetonitrile Method

Determination of Adulteration of Acetonitrile using Gas Chromatography with Thermal Conductivity Detection
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Rx-360.org Shares Information That Can 

Benefit Us All: Swine Flu Impact Analysis
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Standards Are Required to 

Create a Level Playing Field

• Identify existing best practices 

• Endorse best practices 

• Implement quickly

• Continuously refine after successful 

implementation

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

3. Subscription audits are existing audits that are 

redacted and placed into a secure database for 

member access

Numerous 1 or 2 day audits will be replaced with fewer & 

more thorough audits thus eliminating “Audit Fatigue”
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RX-360 
database

SupplierSupplier
Members audit requests

and payment

content 
management

Rx-360-led 
audit & CAPA

content 
management

Rx-360-led 
audit & CAPA

approval, 
permission
approval, 

permission

controlled access 
through subscription

controlled access 
through subscription

consolidated 
request

consolidated 
request

How Audits Led by Rx-360 Are 

Envisioned to Work
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1. Find audit

2. Subscribe to 

audit

3. Access audit 

details and 

related actions

4. Receive status 

updates 

5. Track on your 

dashboard

How Subscription Audits Are 

Envisioned to Work

RX-360 
database
RX-360 

database

SupplierSupplier

request

request

permission

payment

access

original 
sponsor

credit

original 
sponsor

credit
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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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Value Proposition
Rx-360 Is Pursuing a Win-Win for All Parties

• Confidence for 

our Patients

• Safety, Security, 

and Quality for 

Regulators

• Efficiency for 

Suppliers

• Safety, Security, 

Quality, Knowledge, 

and Efficiency for 

Biotech & Pharma 

Companies

• Delighted Members 

for Professional 

Organizations
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Rx-360 Has Momentum

 Mar ‟09 Launched www.Rx-360.org 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 26

Companies that Have Signed On 

Thus Far
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Register as a User on www.Rx-360.org 

and Receive Valuable Industry News



Biotech Supply Chain Academy Oct '09 28

Thank you
Eric L. Berg

Director of Supplier Quality

Amgen Inc.

eberg@amgen.com


