
 
 
 
 
 
 
 
April 10, 2013 
 
 
Dr. Ilisa Bernstein, Pharm. D, JD 
Deputy Director 
Office of Compliance 
10903 New Hampshire Avenue 
Bldg. 51, Rm 5271 
Silver Spring, MD 20993-0002 
ilisa.bernstein@fda.hhs.gov 
 
Subject:  Labeler Codes and NDC Number Scarcity 
 
 
Dear Dr. Bernstein,  
 
NCPDP would like to meet with you and the appropriate members of your staff to discuss 
our concerns over a possible scarcity of National Drug Codes and NDC Labeler codes. 
 
It has come to the attention of NCPDP membership that the FDA is examining possible 
changes to the format and length of the NDC code. This code is used in clinical, financial 
and administrative records for hundreds of millions of patients in the United States. 
 
Attached is a letter sent to the FDA on August 20th, 2012 addressing our concerns in 
detail. We have had no response from the FDA. On March 1, 2013 Thomas Bizzaro, 
R.Ph., NCPDP Board of Trustees Vice Chair and Margaret Weiker, NCPDP 
Standardization Co-Chair testified to the National Committee on Vital and Health 
Statistics Subcommittee regarding our concerns over any change to the NDC. 
 
Your attention to this matter at your earliest convenience would be greatly appreciated. 
 
 
Respectfully, 

 

Lee Ann C. Stember 
President 
NCPDP 

mailto:ilisa.bernstein@fda.hhs.gov


 
NCPDP WG2 Product Identification Co-Chairs  
Anne Johnston, Express Scripts  
Julie Suko, First DataBank  
Kay Morgan, Gold Standard  

 
For direct inquiries or questions related to this letter, please contact 

Patsy McElroy 
Manager, Standards Development 
NCPDP 
Direct:  
900 Indigo Run 
Bulverde, TX 78163 
P: (830) 438-8055 
E: pmcelroy@ncpdp.org 

cc: 
NCPDP Standardization Co-Chairs 
NCPDP Board of Trustees 
Dr. Randy Levin 
 
Attachment: 
NCPDP Letter August 20, 2012 
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August 20, 2012 
 
 
Randy Levin, MD 
Director for Health and Regulatory Data Standards  
Food and Drug Administration 
5600 Fishers Lane 
Rockville MD 20857 
 
Subject:  Labeler Codes and NDC Number Scarcity 
 
 
Dear Dr. Levin,  
 
NCPDP has become aware of a potential shortage of the NDC (National Drug Code) 4 
and 5 digit Labeler Codes.  The NCPDP membership is extremely concerned due to the 
potential wide-sweeping impact this would have to the prescribing, dispensing, patient 
safety, clinical management, supply chain management, pharmaceutical manufacturing 
and labeling systems in the U.S.   
 
Background: 
 
There is a critical need to ensure that current business and health care requirements for 
use of product identification codes, in particular NDCs and Labeler Codes, be protected 
from disruptive changes in the structure of those identifiers.  The industry is reliant on the 
current structure of product identifiers. Numerous NCPDP standards (and other 
standards) use these product identifiers in the transmission of claims, electronic 
prescriptions, formulary benefit inquiries, rebates, and in clinical decision support.  
 
The NDC number assigned to a pharmaceutical at the packaged product level is integral 
to every pharmacy dispensing system, claims adjudication system, formulary 
management system, physician billing, government billing for both Medicaid and 
Medicare, and hospital management systems. These identifiers are used to populate 
inventory control systems, drug delivery systems and billing systems. The product 
identifiers are used to populate patient drug profiles and are often the key into clinical 
decision support. Clinical systems dependent on product identifiers include allergy, 
therapeutic interventions, drug interactions, food interactions, and dose checking. Critical 
patient safety applications such as bedside verification of patient identity coupled with 
intended prescribed medications also are tied directly to NDCs (e.g., through barcoding). 



Verification programs for automated medication packaging and dispensing systems, 
including those involving robotics, also depend on NDCs. These are only a few examples 
of how drug and health related product identifiers are used. These examples are meant 
to show the critical nature of those identifiers and provide insight into their use as well as 
demonstrate the source of the level of concern surrounding any structural change of these 
codes. Any change to the structure without consideration of the impact on patient safety 
modules, financial systems, and business operations could be so disruptive as to place 
patients and businesses at risk.  
 
NCPDP acknowledges that even with appropriate restrictions on the use of labeler codes 
and NDC numbers, eventually all the available numbers will be utilized.  It is our strong 
recommendation that the FDA, NCPDP, and all stakeholders collaborate to create a plan 
that will result in a change in the current NDC structure. It is estimated the industry would 
need 8-10 years in order to facilitate complete transformation of all the systems, 
processes, documentation, and business modifications necessary for a change of this 
size and scale.    
 
This plan must also include short term conservation efforts to conserve labeler codes and 
NDCs until the long term plan is implemented. 
 
Strategic Plans 
 

A. The assignment of a labeler code should be restricted to drug manufacturers who 
are manufacturing or repackaging approved prescription and OTC drugs for 
commercially available use.  The use of labeler codes for manufacturers of raw 
materials, assay materials, or un-related process products is unnecessary and 
could be facilitated through the use of another identifier.  Labeler codes should not 
be used for track and trace processes of raw materials or other process trackers. 
This would conserve labeler codes to protect the current prescription process. 

 
B. NDCs should be restricted to their original regulatory use, which is to identify a 

commercially distributed drug product. The general understanding of “commercial 
distribution” within the pharmacy industry is a product ready to be dispensed to a 
patient. Therefore, NDCs should not be assigned to any intermediate unreleased 
product such as raw materials, materials shipped either internationally or between 
domestic facilities, or products shipped for assay or testing.  NDCs should be 
assigned exclusively per the legal and regulatory definitions and intent. (See 
Section 510 of the Federal Food, Drug and Cosmetic Act (Act), 21 U.S.C. §360) 
 

C. NCPDP is developing a Product Identification Standard to help ensure that 
changes to the structure of identifiers like the NDC are managed in a non-
disruptive manner.  A first draft of this document will soon be available. NCPDP 
would welcome input into this standard from the FDA. 
 

D. NCPDP would like to facilitate a meeting with the FDA as preliminary step in the 
creation of a long term strategy to replace the current NDC structure. This 



preliminary meeting would include representatives from key stake holders such as 
manufacturers, pharmacy representatives (retail/community/hospital/mail/ 
specialty/payer/PBM), wholesalers, compendia, and other government agencies.   

 
Thank you for your time and attention to this matter. We look forward to additional 
discussions on this critically important subject. 
 
Respectfully, 

 

Lee Ann C. Stember 
President 
NCPDP 
 
NCPDP WG2 Product Identification Co-Chairs  
Anne Johnston, Express Scripts  
Julie Suko, First DataBank  
Kay Morgan, Gold Standard  
For direct inquiries or questions related to this letter, please contact 

Patsy McElroy 
Manager, Standards Development 
NCPDP 
Direct:  
900 Indigo Run 
Bulverde, TX 78163 
P: (830) 438-8055 
E: pmcelroy@ncpdp.org 

cc: 
NCPDP Standardization Co-Chairs 
NCPDP Board of Trustees 
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