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Content

• Anti-Trust reminder

• Additions to Agenda

• Study Resource Area

– DiscreteScenarios

• Reconciling with a Supplier

• Infusion Center in a Large Hospital System
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Antitrust Statement

• The Center for Supply Chain Studies (the Center) is  nonprofit organization that serves as a forum 
for  free and open discussion of diverse opinions without in any way attempting to encourage or 
sanction any particular business practice.

• During the course of any Center activity, discussions involving pricing, sales terms, territories, 
production or other aspects of competition, must be avoided.  In the event any person feels that 
statements or actions in meetings are headed into such an area, attendees should raise the issue 
immediately so that further discussion of such matters can be suspended pending receipt advice 
satisfactory that questionable topics do not give rise to antitrust problems.

• The Center recognizes the severity of the potential penalties that might be imposed in the event 
that certain conduct is found to violate the antitrust laws.  Should the Center or its cooperative 
participants be involved in any violation of federal/state antitrust laws, such violation may 
involve both civil and criminal penalties that may include imprisonment, as well as fines and/or 
attorney fees.

• This policy statement unequivocally supports the policy of competition served by the antitrust 
laws.  Given this, the Center intends to take all necessary and proper measures to ensure that 
violations of the antitrust laws do not occur. 
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7

Connect these 2 
processes.  Make 
sure we’re not 
mixing physical flow 
with info flow.  How 
are descrepancies
managed?
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Questions / Discussion
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Contact Information

125 north Lincoln Avenue

Suite 200

Newtown, PA 18940 USA

Bob Celeste

T: +1 609.947.2720

E: rceleste@C4SCS.org

www.C4SCS.org

Connect with :
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How we will work together
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1. Stakeholder Questionaires and Calls
2. Weekly Calls

1. Bi-Weekly Reviews of ReferenceModels
2. Running the ReferenceModules

1. Stakeholder input Parameters
2. Group agreed input Parameters
3. Results comparisons
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Notes from the August 22, 2016 Call:
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• Decision was made to hold calls on Monday’s at 3pm eastern.
• A question was asked whether the FDA was aware of the Study.

– Yes, Bob spoke to Connie about the potential of this Study in May.  Bob will contact 
Connie to provide an update that th Study (VirtualPilot) has started.

• Study is focused on the 2023 timeframe (serialized product and DSCSA 
Enhanced Security Rules). 
– However, any of our ReferenceModels can be adjusted to examine alternatives. That 

is a team decision.

• Question regarding the version of EPCIS that will be supported.  
– Currently, the ReferenceModel supports EPCIS version 1.1 and the US Guideline 

version 1.1.  
– Will be able to support future versions as they are released.
– Able to support alternatives as needed.

• Next Call, September 12th, 2016.  We will start exercising versions of the 
ReferenceModel(s).



The following slides were created during our Pre-Launch calls.  Many of the components that are 
diagramed will be brought into the official set of ReferenceModels over the course of the Study.
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Companies in the Study 
providing these services:

• GHX
• First DataBank

Example of how the 
services are provided 
(Q/A, Update Frequency, 
etc.)
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This Study’s Goal
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For companies that are able, allow them to continue using Master Data Techniques  
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Participation
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Why produce examples for submission to the FDA
Eliciting a Guidance vs Policy Position

If we ask the FDA whether we can use Master Data Management techniques for DSCSA, 

…  we are eliciting a policy response.

Our goal is for companies that are able
- are allowed to use Master Data Techniques for DSCSA. 

If we provide the FDA with a set of examples and ask, 
“If we provided DSCSA information in this manner, would it be acceptable.”

…  we are eliciting a guidance response.

A guidance response is always easier for the FDA to respond with.  It is less risky and it allows 
them to stay in the “what” of the Legislation or Regulation and lets the industry define the “how”



Participation
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How we will work together
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Potential Focus Extension of Study

• Deliverable Set #1: 
• Focus on use of MDM outside of the DSCSA Data Stream

– ReferenceModels

– White Paper 

– Education Module

• Focus on One other value:
– Meaningful use & DSCSA data (NDC, Sn, Lot # & Expiration Date)

– 340B processing

– Other?
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Master Data Management 
Pre-Existing Practice

Will need healthcare Provider 
or Solution Provider 
statement or statistics on why 
this is happening



Master Data Management 
Pre-Existing Practice

• DSCSA duplicate data impact on pre-existing processes

– Sources of master data

– How does (or would) master data differences affect logistics and 
clinical processes

• Could discrepancies cost more to fix?

• Could discrepancies delay administration of medications to patients?
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White Paper Voices

• Master Data Management as a pre-existing practice
– DSCSA duplicate data impact on pre-existing processes

• Sources of master data

• How do (or would) master data differences affect logistics and clinical 
processes

• Do we perceive DSCSA master data differently than master 
data sourced elsewhere - Industry

• Entity / Location Master Data discussion - Industry

• Scenario, Metrics? – ReferenceModel results
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Master Data Management 
Pre-Existing Practice

• Do we perceive DSCSA 
master data differently 
than master data 
sourced elsewhere?
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1. When we run a scenario,
We will demonstrate that 
this simulated hospital 
does not connect DSCSA 
sourced product and 
entity/location data to any 
other system in the 
hospital.

2. How do you want 
the hospital to react 
if they find a 
discrepancy between 
Product master data 
and DSCSA data 
(H001 Examine 
DSSSA Data

2a. If #1 is true, then 
trigger DSCSA error?  
Physical inspection 
of label, manual 
override and stock 
the product.  

2b. Do not have 
process H001 
Examine DSCSA Data.



Master Data Management 
Scenario Variations

34

1. When we run a scenario,
We will demonstrate that 
this simulated hospital 
does not connect DSCSA 
sourced product and 
entity/location data to any 
other system in the 
hospital.

2. How do you want 
the hospital to react 
if they find a 
discrepancy between 
Product master data 
and DSCSA data 
(H001 Examine 
DSSSA Data

2a. If #1 is true, then 
trigger DSCSA error?  
Physical inspection 
of label, manual 
override and stock 
the product.  

2b. Do not have 
process H001 
Examine DSCSA Data.

• Same scenario as drawn with variations:

– No H001 Examine DSCSA Data process

– H001 Examine DSCSA Data
• Response 1: Trigger DSCSA data error process, examine 

label – agrees with Product Master, release product for 
use, override DSCSA info and await DSCSA replacement 
data.

• Response 2: Trigger DSCSA data error process, 
quarantine product, examine label – agrees with label, 
hold in quarantine until replacement DSCSA data avail, 
release for use.



Respecting Your Time

• Reduce the number of technical calls:
– Individual calls with SPs to develop a number of Product, 

Entity/Location, and DSCSA data scenarios to plug into the Study 
Scenarios.

• Spend more time running the ReferenceModels.
• Weekly Agendas – Attend calls that interest you.
• Monthly Updates – Keep in touch with the team’s work and 

“why” it’s important
• Specific review periods for Whitepaper, EducationModule and 

ReferenceModules
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Content

• Kickoff Call Agenda:
• Anti-Trust caution
• Welcome to the Study – Review of participants
• What you can expect throughout the Study
• Review / approval of Study Goals, Scenarios and Metrics
• Respecting your time
• Discussion:

– Baseline ReferenceModel: General product / Data flow throughout the supply chain
– Review current list of input parameters
– List of outliers or potential areas of risk
– Compounded Drugs and “Strength” information

• Next Call (Sept 12th )
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Next Call: September 12th

• Prior to call:

– This call’s presentation and notes

– Efinition of current ReferenceModel capabilities

– Input sheet to run ReferenceModel

– Proposed topics for call 
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