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What is changing? 
What is the impact? 
How do you plan? 

What should you do? 
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WHAT IS 
CHANGING? 
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NDCs Today

National Drug Code (NDC) is 
FDA’s standard for uniquely 

identifying Rx, OTC, and 
animal drugs in the U.S. 

FFDCA requires all drugs to be 
registered and listed

21 CFR 207.49 requires all drugs to 
be identified and listed using the 

NDC*

21 CFR 201.25 requires the NDC to 
be encoded in a linear barcode on 

Rx drugs and OTCs commonly used 
in hospitals

*Alternative formats permitted for human cells, tissues, and 
cellular and tissue-based products (HCT/Ps).

NDC consists of 3 segments

Labeler code – IDs manufacturer, 
repacker, relabeler, or private label 

distributor

Product code – IDs active 
ingredient, strength, dosage form, 

and other distinguishing drug 
characteristics

Package code – IDs package size 
and type

Current configurations 
permitted 

4-4-2

5-3-2

5-4-1

5-4-2
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New 12-Digit Format
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New Barcode Rule (21 CFR § 201.25)

Today

2033
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Remlodux Rx

2 4
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Image Credit: GS1 US

NDC in UPC-A Linear Barcode Today
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Image Credit: GS1 US

Current
NDC: 14141-999-99

Future
NDC: 014141-0999-99
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Ballodux Rx

Remlodux Rx

???2 4



Transition Timeline

7 years 3 years 

Final Rule 
Published 

Final Rule Effective 

FDA begins assigning 
NDCs in 12-digit 

format 

FDA converts 10-digit 
NDCs to 12 digits by 

adding leading 0s

Linear barcode may 
transition to 2D 

FDA assigns 12-digit 
NDCs

Systems must be able 
to handle both 10- and 

12-digit NDCs

10-digit products 
introduced into 

commerce at risk but 
subject to FDA 
enforcement 

discretion and should 
be spent down as soon 

as possible

All products must have 12-
digit format only

Exception: Product first 
introduced into commerce before 

Mar. 7, 2033, may continue to 
use 10-digit NDC until expiry

Systems will still need to 
handle both 10- and 12-

digit NDCs for legacy 
systems and patient 

records
 

Mar. 7, 2033Mar. 5, 2026 Mar. 7, 2036
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7 years 3 years Mar. 7, 2033Mar. 5, 2026 Mar. 7, 2036

All product DFIIC in 
commerce must be 12-digit

10-digit product DFIIC must 
be sold down

12-digit product DFIIC can be sold through to expiry

10-digit product delivered for introduction into 
commerce (DFIIC) before 3/7/33 can sell through to expiry

Transition Product 
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IMPACT



Knowns

• Most systems do not currently  
accommodate 12-digit NDCs

• Need to manage 10-, 11-, and 12-
digit NDCs simultaneously

• One uniform format (6-4-2) post 
transition

• How current formats will 
crosswalk to new format 

• NDC and GTIN will be decoupled

• Linear barcodes will change or be 
removed 

Unknowns

• Duration of the 10-digit tail 

• What will replace the UPC-A

• How historical data will be 
managed 

• When/how HIPAA and dozens of 
other regs will be updated 

• Whether physical product and 
associated data will utilize the 
same format

• How we get there
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1. The breadth of impact and interdependency is immense.

2. A successful timeline is front-loaded, and there are some major dependencies that 
hit very early in the process.

3. The physical and digital ecosystems are connected but have distinct needs and 
challenges.

4. Dual-operability is the defining challenge.

5. The barcoding rule is both a complexity and major strategic opportunity.

6. Continued collaboration and cross-sector visibility is critical to success.
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PLANNING



Ecosystem-Wide Timeline 



Follow the Identifier
The same FDA change creates very different operational risk depending on where NDC sits in the product architecture.

RX NDC often tightly coupled to commercial OTC GTIN / UPC often already separates commerce from regulation

SERIAL
traceability

PRODUCT
strength / form / 

pack

NDC
legacy 10-digit 

structure

GTIN
commercial 
package ID

12-digit NDC exposes legacy coupling / derivation logic

IDENTITY ARCHITECTURE

RETAIL
order / POS / 

shelf

NDC
regulatory 

ID

PRODUCT
brand / pack / 

flavor

GTIN / UPC
commercial 
package ID

NDC maintained as a separate regulatory attribute
COMMERCIAL FLOW

1 Rx: Architecture 
Risk
Find every place where NDC 
is embedded, derived, or 
assumed to be the product 
key.

2 OTC: Mapping Risk
Validate NDC  GTIN  SKU 
relationships and keep 
regulatory data separate from 
commercial identity.

3 Channel: Coexistence 
Risk
Distributors and pharmacies 
need clean crosswalks 
through the 10 → 12-digit 
transition.

TAKEAWAY The question is not “Where is the NDC?” — it is “What systems treat the NDC 
as the identity of the product?”

22
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2 SEPARATE IT

Define the relationship

Distinguish NDC from 
GTIN and other identifiers

Stop relying on structural 
inference

3 REDESIGN IT

Build the target state

Update product master & 
identifier architecture

Remediate ERP, regulatory, 
labeling and interfaces

Design explicit NDC-GTIN 
mappings

4 TRANSITION IT

Manage coexistence

Prepare to support 10- and 
12-digit NDCs during 
transition

Coordinate product and 
system updates

Sequence changes to 
avoid product identity 
breaks

5 PROVE IT

Validate the ecosystem

Internal test of systems 
and connections

End-to-end external 
testing to ensure the NDC 
flows throughout

Treat this as an enterprise 
program, not an IT project.

EXECUTIVE SPONSOR
Enterprise accountability

PROGRAM LEAD
Integrated roadmap & 

decisions

WORKSTREAM LEADS
Regulatory • Data • IT • 

Quality • Packaging • 
Finance • Supply Chain

PARTNER FORUM
Distributors • 

Pharmacies • Vendors

Governance 
Principle Centralize the identifier/data architecture. Decentralize execution into accountable business workstreams.

1 FIND IT

Map the landscape

Identify every place identity 
is created, transformed, 
exchanged, or consumed

Prioritize high-risk systems 
& dependencies

Identify internal and 
external dependencies 

5 Steps to Readiness
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•  GS1: (Barcoding Standards, Data Capture 
and Sharing Standards)

• X12: (EDI Standards)
• HDA: (EDI Guidelines, Case Label Guidelines)
• AIM: RFID Standards

• HL7: Communication Standards
• EHRA: Health Records 

• NCPDP: Billing Standards
• AMA: Billing Codes

• NCPDP: 
Electronic 
Prescribing 
Standard

• NCQA, PQA, CMS: Quality metrics (adherence, safety) 
• CMS: Financial incentives tied to quality
• URAC, J-Co, ACHC, CAQH: Accreditation
• USP: Clinical safety standards
• ASAP, NABP: PDMPs 

• NLM: RxNorm 
Standard

• ONC
• FDA
• CMS
• DEA
• HRSA

• VA
• DoD
• NABP
• NLM/NIH
• ASPR

• CDC
• CPB
• IHS
• DoJ/BoP
• Puerto Rico DCA

• Fed, State, Local 
Gov Employee 
health plans

• CDC: Immunization Surveillance and Reporting
• AIRA: Immunization Registry StandardsN

D
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NEXT STEPS
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Socialize it Budget it 

Identify a lead and 
assemble a team 

Get involved and stay 
current 
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The NDC Coordination & Implementation Forum
A cross-sector coordination body designed to ensure the entire ecosystem moves 
forward with shared insight, aligned priorities, and coordinated execution.
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Why Stakeholders Are Joining
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Join the Conversation. 
Shape the Transition. 

Membership and signup at www.NDCForum.org 

http://www.ndcforum.org/
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Join the Conversation. 
Shape the Transition. 

Learn more and register at www.ndcforum.org/ndcquarterlyforums 

http://www.ndcforum.org/ndcquarterlyforums


Copyright © 2026 Leavitt Partners, an HMA Company. All rights reserved. The content of this presentation is 
PROPRIETARY and CONFIDENTIAL to Leavitt Partners, an HMA Company and only for the information of the intended 
recipient. Do not use, publish or redistribute without written permission from Leavitt Partners, an HMA Company.

Contact Eric: Eric.Marshall@leavittpartners.com

More Information: NDCforum@leavittpartners.com 

mailto:Eric.Marshall@leavittpartners.com
mailto:NDCforum@leavittpartners.com


The NDC Coordination and Implementation Forum is the healthcare ecosystem’s 
coordinating hub for the 12-digit NDC transition, enabling stakeholders to share insights, 

align priorities, and drive coordinated execution across health care.

Copyright © 2026 Leavitt Partners, an HMA Company. All rights reserved. The content of this presentation is PROPRIETARY and CONFIDENTIAL to Leavitt Partners, an HMA Company, and the members of the NDC Coordination and Implementation Forum 
and only for the information of the intended recipient. Do not use, publish or redistribute without written permission from Leavitt Partners, an HMA Company.

www.NDCforum.org 

an initiative of 
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