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Discussion Points
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California Mfg Requirements
• Serialization

• e-Pedigree

• Interoperable Electronic System 

Challenges

Best Practices

Open Discussion
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Challenges
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Serialization
• Internal and External (CMO) Network

• Colliding Global Requirements

• Limited Resources

• Aggregation and the Use of Inference

e-Pedigree
• Basic Architecture Decisions 

• DPMS vs. EPCIS

• “Big Data” Issue

• Certification?

• Digital Signatures?
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Challenges
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Interoperable Electronic System
• Doesn’t Exist Today

• Remaining Time to Implement

• Limited Pharmacy Engagement

• Varying legacy systems

• Different Solution Providers

• Limited Resources 

• Scalability of Piloted Solutions?
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Best Practices
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Understand Requirements
• Engage with CA BoP

• Contribute to Regulation Development

Secure Senior Management Support

Obtain Funding and Necessary Personnel

Establish Cross Functional Team
• Develop Your Strategy

• Communicate requirements to internal sites and external 
partners (CMO’s)

• Build flexible solutions to meet global requirements

• Adopt standards-based, non-proprietary solutions

Test, Test and Test Again (End-to-End)!!!



A Wholesaler’s  
Perspective

Ron Bone, McKesson



© 2013 GS1

Challenges

• We are 14 months from the first phase of implementation 
without clear guidance on the interoperable data 
exchange system.

• There are two incompatible electronic systems (DPMS 
and EPCIS) being implemented by manufacturers.

• Only a few manufacturers have been in a position to pilot 
with us.

• We don’t have engagement from the provider community 
in pilots.
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Challenges (Continued)

• At what point(s) in the warehouse process will unit level 
scanning be required.

• What will be an acceptable use of inference?

• What is the certification requirement?

• How will our downstream partners gather the pedigree 
information to be able to process a return – variability in 
capability?

• Will our downstream partners be allowed to use 
inference on the totes we ship?
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Best Practices

• Shift your thinking about products by SKU/Lot to thinking 
about products as a unique individual unit.

• Select experienced traceability service provider (best if 
they can handle DPMS and EPCIS).

• Begin pilots as soon as possible: 

• Readability of 2D Barcode

• Exchange data between trading partners – Our experience is 
that this is critical

• Find out what works and what does not work before 
investing Capital.
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Best Practices (Continued) 

• Develop open dialog with experienced trading partners.

• Develop SOP’s:

• How will serialized products be handled?

– When will cases be opened in the warehouse?

– Steps to be taken when a serial number is not in the database 
received.

– Exception processing.

– How will inference testing be conducted?

• Provide downstream partners clear expectations on 
submitting returns.



A SDO’s  
Perspective

Bob Celeste, GS1 US



SECURE SUPPLY CHAIN TASK FORCE
RX IMPLEMENTATION GUIDELINE 
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Contents of v1.0:

• Identifying Trade Units (Products, Cases, and Kits):
• Identifying Logistics Units (Cases, Pallets, and 

Totes)
• Identifying Parties & Locations

Encoding GS1 Data Carriers
• Translating Captured Data
• Master Data Management (product and location)
• Applying GS1 Standards for Event Data
• Supply Chain Events to be Captured for Pedigree

Continuing work on v2.0

• Exceptions Processing

• Pilot findings / best practices

• Forward Logistics Examples

• Reverse Logistics Examples

• Potential Architectural Models

www.gs1us.org/RxGuideline



SECURE SUPPLY CHAIN TASK FORCE
RX IMPLEMENTATION GUIDELINE 
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Processes
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other Services
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Identify Products, 
Logistics Units 
and Locations

(pg 14) 
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(pg 34) 

Barcode Quality 
for Products and 
Logistics Units



SECURE SUPPLY CHAIN TASK FORCE
RX IMPLEMENTATION GUIDELINE 

Identify Products, 
Logistics Units and 

Locations

Barcode Quality for 
Products and 

Logistics Units

Extending EPCIS 
events to share 
Pedigree Data

Enabling Basic 
Forward Logistics

1-UP / 1-Down

Documenting 
Reverse Logistics 

EPCIS Events

Identifying simple 
means to pass 

Chain of Ownership

Documenting 
Exception 
Processes

Scalability, 
Architecture and 
other Services

18

Extending EPCIS 
Events to share 
Pedigree Data

(pg 57) 
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Enabling Basic 
Forward Logistics

1-up / 1-Down

(pg 83) 
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Identifying simple 
means to pass 

Chain of Ownership



RX SECURE SUPPLY CHAIN 
WHAT IS THE SIMPLEST WAY TO SHOW THE CHAIN OF 

OWNERSHIP OR CHAIN OF CUSTODY?
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Manufacturer Wholesaler Dispenser

CM
[TI]

CM
[CA]

P M
[TI/CA]

S M
[CA]

S M
[CA]

RW
[CA]

UW
[TI/CA]

SW
[TO]

RD
[TO]

UD
[TI/TO]

E D
[TI]

RW
[TI] 

S W
[TO]

P W
[TI/TO]

Identifying simple 
means to pass 

Chain of Ownership



EPCIS BASED PEDIGREE CONCEPT
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EPCIS BASED PEDIGREE CONCEPT
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EPCIS 
Events
EPCIS 
Events

Chain of 

Custody 
List

Chain of 

Custody 
List

EPCIS 
Queries
EPCIS 
Queries

???



Open Discussion
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