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What are the blind spots today, and what can you do?

Interoperability
Portals

Data Exchange and Exceptions
Management

Authorized Trading Partners (ATPs)

Drop Shipments, Marketplaces, 340B
Waivers, Exceptions & Exemptions (WEES)
Regulatory Policies & Practices

Action Plan + Q&A
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Federal DSCSA Law Calls for Interoperable Solution

H

:
e
@

5
i

ey
M
+

November 27, 2023 deadline, 1-year “stabilization” nearly over

DSCSA ENHANCED DRUG DISTRIBUTION SECURITY

DSCSA unique today — requires real-time, indirect partner communication

YOU

Direct Trading

Partners

>200,000 sites, >30,000 entities, no centralized authority

Indirect Trading
Partners

S

»
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Latest Insights from HDA Traceability

H STM GM - FDA has received >300 Waiver, Exception and
: Exemption (WEE) applications — more than half from
dispensers

THE m Y H I NN I m HOVE I S + >200 applications were sent to FDA by the August 1

deadline and will get a response by November 27

mT T0 PLHY . « When asked about shortages resulting from lack of

EPCIS data, Dr. Verbois recommended seeking an
exemption until the issue is resolved

« State regulators shared that only half of all licensees
have even partial DSCSA policies

« “Everyone needs to rat out on their trading partners”

Most stakeholders won’t hear about their WEE applications until November or &
beyond... so for the next 90 days, it’s time to buckle down! LedgerDomain



Portals & Networks o
® Data Exchange (TI& TS)
® Tracing
® Verification
® Exceptions @ PorTAL
@ s>
® Lookups

Wholesaler & Manufacturer portals are an accepted way to receive &
product data, but don’t cover all cases @ LedgerDomain




Projected Data Exchange Status November 2024 FocH
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Managing DSCSA Exceptions

File Exception Catch 0 3 Correct O
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Exception Root Causes

=Rl ldentirtier Authority="SGLN"Surn:epciid:sqln:0087701.00000.0</nisldentirisrs
</nl:Sender>
<nl:Receivers
Enitldentities Authority="SGLN"Surn:epciid:sgln:08096619.00000. 0</nisidentitiers
</nl:Receiver>
<nl:DocumentIdentification>
=nliStandard>EPCglobal</niiStandard>
=nl:TypeVersion>1.0</nl:TypeVersion>
=Rl Instanceldentiftiers005056AF44CD1EEE9BB22F30C47D6FD1sF Rt Instanceldentitisrs
=nliType>Events</niiType>
EniiCreationDateAndTine>2023-10-18T08:36:48.304749Z<fniiCreationDateAndlines
</n1:DocumentIdentification>
=/nl:StandardBusinessDocumentHeaders
=extension>
<EPCISMasterData>
<VocabularyLists
=Vocabulary type="urn:epcglobaliepcisivtype:EPCClass™s
<VocabularyElementList>
=VocabularyElement id="urn:epciidpatisgtin:030003.0089421.%"S
=attribute id="urn:epcglobalicbv:imda#additionalTradeItemIdentificationTypeCode">FDA_NDC_ll</attributes
=attribute id="urn:epcglobalicbvimda#additionalTradeItemIdentification">00003089421</attribute>
<attribute scbvimdafmanufacturerOfTradeltemPartyName*>BRISTOL-MYERS SQUIBB COMPANY</&t
=<attribute id="ur : imdafregulatedProductName“>ELIQUIS</attributes
<attribute H :mda¥dosageFormlype“STABLET</attributes
<attribute H imda¥strengthDescription>5 MG</attributes
Eattribute id="urn:epcglobal: imda#netContentDescription®>60 EA</attribute>
</VocabularyElement>
=VocabularyElement id="urn:iepciidpatisgtin:030173.0068220.%"S
E=attribute id="urn:epcglobalicbvimda#additionallradeltemIdentificationTypeCode“>FDA_NDC_ll</attributes

As file formatting issues fade, industry pulling together to
address the most common issues

File timing

Missing data elements
Customer master data
Product master data
Aggregation & sequencing

Business logic

A
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| Authorized Trading Partner (ATP) Confirmation Eeaay
Foundational requirement, now “all electronic”

® Identity: this is really Bob

® Representative: Bob really does represent
Regional Wholesaler Inc.

® Authorized: Regional Wholesaler Inc. has a
valid license

® Monitored: Regional Wholesaler Inc. has a valid
license... TODAY

® Logged: electronic confirmation stored in 6-year

“On the Internet, nobody knows youre a dog.”

auditable archive

&
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Indirect Trading Partners =S
When does “authorized trading partner” matter?

YOU Direct Trading Indirect Trading
Partners Partners ® Mandatory for direct trading
partner transactions (including
E . l exception resolution)

® Mandatory for tracing &

investigations

o Best.prgcsce for ver|f|caft|o?,
required by some manufacturers
HE

OClI-compliant ATP Credentials the only recognized method to prove ATP status &
over interoperable networks including email (% LedgerDomain



CREDENTIALS

EMAIL

Trading

partner shares
credential

Trading
partner fills
out form

Electronic ATP Confirmation: Credentials vs Email

Manual
organization
existence &

identity check

Manual
representative
identity check

Manual
state/federal
database
checks

Gathering &
updating
related info
(e.g. GLNs,
AS2, etc.)

Manual 6-year
logging (email,
QMS, etc.)

Periodic
auditability
spot checks

Automatic
monitoring

With verifiable credentials, third party does proofing for everyone
With trusted emails, you’re burdened to perform your own diligence

Annual
checking

LedgerDomain



I  Drop Shipments & Marketplaces

Manufacturers Wholesaler/Marketplaces blealth Systems &

Pharmacies
Product Elow Manufacturers - Health Systems & Pharmacies
Data Elow SoldFrom GLN Sold Via SoldTo GLN
(Not a Standard) & ShipTo GLN

Incomplete customer data, indirect relationships &
@ LedgerDomain



340B Implications

Condition

Covered Entity

Contract Pharmacy

Product Flow

BillTo/ShipTo
Data Flow
Product Flow
Alternative
Distribution Data Flow

SoldTo GLN
Wholesaler - Covered Entity

SoldTo GLN & ShipTo GLN

Covered entities need to become wholesalers and send data

Wholesaler - Dispenser
ShipTo GLN
Covered Entity - Dispenser

* ShipFrom - ShipTo

&
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Waivers, Exceptions & Exemptions (WEEs

\{ﬁ ﬁ U.S. FOOD & DRUG

Date Issued: June 12, 2024

Subject:  Drug Supply Chain Security A ions from Certain Requi Under Section 582 of
‘the FDRC Act for Small Dispensers Until November 27, 2026

The Food and Drug Administration (FDA, Agency, or we) is using authority under section 582(a)(3) of the Food,
Drug, and Cosmetic Act (FORC Act) to exempt certain dispensers - and, where noted, those dispensers' trading
partners* - from certain requirements in section 582 of the FD&C Act” as outlined below until November 27, 2026,

In August 2023, FDA announced two compliance policy guidances (collectively the “2023 Compliance Policy
Guidances”)" that explained, among ather things, FDA's enforcement policy with respect to: (a) the enhanced drug

i section 582(g)(1) of the FDRC Act; and (b) verification requirements for
dispensers regarding suspect or illegitimate product in sections S82(d){a)(A)(i){11) and (d){4)(B)(ii) of the FDRC Act.
Together, the 2023 Compliance Policy Guidances establish a 1-year stabilization period, from November 27, 2023,
o November 27, 2024, to accommodate additional time that trading partners in the pharmaceutical distribution
supply chain may need to implement, troubleshoot, and mature systems and processes to fully implement the Drug
Supply Chain Security Act (DSCSA) enhanced drug di security

Since publishing the 2023 Compliance Policy Guidances, FDA has continued to receive comments and feedback
from stakeholders and trading partners, particulary small dispensers, expressing concem with readiness to
implement requirements under section 582(g)(1) of the FD&C Act at the conclusion of the stabilization period an
Navember 27, 2024_ Specifically, small dispensers have described challenges related to the time, costs, and
resources needed to further develop the robust technelogies and processes to enable data exchange, establish
business relationships with their trading partners, and operationalize business practices. FDA recognizes that small
dispensers may still need additional time beyond Nevember 27, 2024, when the enforcement policy set farth in the
2023 Compliance Policy Guidances cancludes, to focus resources and efforts an refining systems and technological
infrastructures. Accordingly, FDA is issuing the stined below to the additional time
beyand November 27, 2024, that may be needed by small dispensers to fully transition to interoperable, electranic
product tracing at the package level under the DSCSA. The FDA has determined the exemptions outlined below are

* Trading partner is defined in section 561(23)(A) of the FO&C Act. Although third-party logistics providers are also considered
trading partners under section 581(23)(B) of the FDAC Act, they are not subject to the product tracing requirements of section
582 of the FD&C Act.
* pursuant to section 582{a}(3) of the FD&C Act, FOA has Issued guidance on waivers, exceptions, and exsmptions from section
582 of the FDAC Act requirements. Walvers, Exceptions, and Exemptions From the Requirements of Section 582 of the Federal
Food, Drug, and Casmetic Act: Guidance for Industry (August 2023). This guidance includes descriptions of circumstances and

by which FDA may exceptions or its own initiative. As nated I that guidance, if FOA
establishes an exception o exemptian to address a particular ssue, it “intends to communicate the information in writing
using a method 2ppropelate for the circumstances (e £, a better to the affected trading partners or pasting on the Agency's
website If an exception or exemgtion applles to a broad segment of industry). An exception or exemption that FOA establishes
may be limited in duration or valid until further notice from the Agency.” Consistent with that guidance, we are posting these
‘exemptions on our website.
* For mare Information, see the compliance palicy guidances for industry, Enhanced Drug Distributian Securlty Requirements
Under Sectian 582{g){1) of the Federal Food, Drug, and Cosmetic Act — Compiiance Policies (August 2023) and Wholesale
Bistributor Verification Requirement for Saleable Retumed Drug Product and Dispenser Verffication Requirements When
Investigating @ Suspect or iflegitimate Product — Compliance Palicies, Revisian 1 {August 2023).

h

* Enhanced dru o the . electranic, package-level
product tracing, including systems and processes, insection 582(g)(1) of the FORC Act
Pagelof3

Blanket exemption for small dispensers includes:

Requirement to verify proportionate amount of suspect or
illegitimate drug products

Electronic data exchange
Serialization-level data
Serialization-level traceability

It does not include exemptions for:

Don’t get caught in the gaps!

Lot-level data exchange

Authorized Trading Partners (ATPs)

Other verification requirements

Other suspect and illegitimate drug requirements
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Regulatory Policies & Practices

Policy

ATP

Tracing

Verification

Suspect Product
Investigations

Data Retention

Data Exchange

Overview

Authorized trading partners must hold valid licenses, comply with applicable licensure reporting requirements, and
only engage in transactions (and certain interactions) with other authorized entities

Manufacturers, repackagers, wholesale distributors, and dispensers maintain and provide transaction information,
history, and statements for each sale of prescription drugs to ensure traceability throughout the supply chain

Be able to verify the product identifier with the original manufacturer in the event of saleable return processing or
suspect & illegitimate product investigations

Promptly quarantine and investigate suspect products, verify their authenticity, notify the FDA and immediate
trading partners as applicable, and request traceability information from trading partners as applicable

Maintain records of transaction information, history, statements, and suspect product investigations for at least six
years

Securely, electronically, and interoperably exchange transaction information and statements, including unique
identifiers for each package

LedgerDomain



I Regulatory Policies & Practices

Policy Overview

Receipt Confirmation Purchasing trading partners develop and use systems and/or processes to confirm electronic data in the
transaction information and transaction statement is for the product received

Managing Exceptions Develop and use systems and/or processes to catch and identify DSCSA data issues, collaborate and
communicate exceptions with trading partners, and implement corrective measures §
IN CASE OF ¢
EMERGENCY E
Quarantine and Return Purchasing trading partners develop ejnd use systems and/or processes to physically and systematically g
quarantine product with data exceptions and investigate to clear the exception or return the product to the
purchaser
Emergent Dispensing Purchasing trading partners develop and use systems and/or processes to perform a risk assessment of product

with data exceptions and weigh the potential risk to patients versus absolute adherence to DSCSA data
requirements (may include verification?)

Drop Shipments Manufacturers provide serialized T2 data directly to the recipient pharmacy, ensuring compliance with transaction
data exchange even when the wholesaler does not physically handle the product

340B Distinct pathways for electronic, serialized product data exchange for 340B vs. non-340B shipments

First Responder First responder resupply requirements exempt transactions involving medications provided to ambulance services &

Resuppl and other first responders from the standard transaction information, history, and statement requirements Y i
Y @ LedgerDomain



Keep Your Eyes on the Ball

Get your ATP Credential
Review your portals & capabilities
Triple-check your policies & procedures

Be ready by November 27
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Thanks for Joining Us Today!
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Alex Colgan Dwight deVera

Strategic Partnerships & Marketing Managing Director
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in alexcolgan in dwightdevera

Credentials at

ledgerdomain.com/buy

Example SOPs at
ledgerdomain.com/sops



http://ledgerdomain.com/buy
http://ledgerdomain.com/sops
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