
 
 
 
 

 
 
July 31, 2013 
 
Janet Woodcock, M.D. 
Director, Center for Drug Evaluation and Research 
Food and Drug Administration  
WO Bldg 51 Rm: 6133 
10903 New Hampshire Avenue  
Silver Spring, MD 20993  
 
Re: A Meeting Request Regarding the Nonproprietary Naming of Biologics 
 
Dear Dr. Woodcock:  
 
The National Council for Prescription Drug Programs (NCPDP) would like to meet with the FDA regarding 
the nonproprietary naming of biologics in light of the non-traditional nomenclature recently applied to ziv-
aflibercept, ado-trastuzumab emtansine (Kadcyla®) and tbo-filgrastim. The purpose of the meeting would 
be to discuss how decisions made by the Agency on assigning nonproprietary names to biologics in a 
non-traditional manner can impact healthcare computerized systems and potentially lead to medication 
errors and other issues. NCPDP has observed small, seemingly inconsequential changes in product 
descriptions and data formatting or structure and the significant consequences those changes can have 
within healthcare.  
 
In August 2012, NCPDP sent the letter shown below to Commissioner Hamburg detailing our concerns 
regarding the naming of biosimilar biologics.  Given the FDA’s recent decisions to assign prefixes to the 
nonproprietary names of some biologics, our concerns have now broadened to new products.  Public 
health concerns have arisen with Kadcyla® as described in the Agency’s Drug Safety Communication 
warning about potential errors in medication-related computer systems resulting from confusion regarding 
its nonproprietary name ado-trastuzumab emtansine.  
 
NCPDP is a not-for-profit ANSI-accredited Standards Development Organization consisting of more than 
1,600 members. NCPDP members represent drug manufacturers, chain and independent pharmacies, 
drug wholesalers, insurers, mail order prescription drug companies, claims processors, pharmacy benefit 
managers, physician services organizations, prescription drug providers, software vendors, 
telecommunication vendors, service organizations, government agencies and other parties interested in 
electronic standardization within the pharmacy services sector of the health care industry. NCPDP 
provides a forum wherein our diverse membership can develop solutions, including ANSI-accredited 
standards, and guidance for promoting information exchanges related to medications, supplies, and 
services within the healthcare system.  
 
In collaboration with other industry organizations, our members develop these solutions to improve safety, 
privacy and healthcare outcomes for patients and healthcare consumers. NCPDP’s has over thirty-five 
years of commitment to furthering the electronic exchange of information among healthcare stakeholders. 
To ensure consistent and accurate billing of pharmaceutical products, NCPDP developed the Billing Unit 
Standard (BUS) that is widely adhered to throughout the pharmacy industry. The BUS is maintained by 
the NCPDP Work Group 2 Product Identification which reviews issues relating to the identification of 



drugs and health related products.  Identification consists of how the product is billed (billing units, 
quantity designations), how it is listed in product identification systems, and any type of descriptive data 
which serves to uniquely identify a product. The purpose of the BUS, is to establish standards for product 
identification to remove ambiguity in distinguishing one product from another.  
 
NCPDP looks forward to working with the FDA to establish practical ways to ensure the safety and proper 
product identification.  
 
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 
P: (830) 438-8055 
E: pmcelroy@ncpdp.org 

cc: 
NCPDP Standardization Co-Chairs 
NCPDP Board of Trustees 
Margaret Hamburg, FDA Commissioner 
 
 
  



 
August 20, 2012  
 
 
Commissioner Margaret A. Hamburg 
Food and Drug Administration  
10903 New Hampshire Avenue  
Silver Spring, MD 20993  
 
Re: The FDA Request for Comments on the Naming of Biosimilars 
 
Dear Commissioner Hamburg:  
 
The National Council for Prescription Drug Programs (NCPDP) submits this letter in response to the 
FDA’s request for comments on the naming of biosimilars.  
 
NCPDP is a not-for-profit ANSI-accredited Standards Development Organization consisting of more than 
1,600 members who represent drug manufacturers, chain and independent pharmacies, drug 
wholesalers, insurers, mail order prescription drug companies, claims processors, pharmacy benefit 
managers, physician services organizations, prescription drug providers, software vendors, 
telecommunication vendors, service organizations, government agencies and other parties interested in 
electronic standardization within the pharmacy services sector of the health care industry. 
 
NCPDP provides a forum wherein our diverse membership can develop business solutions, including 
ANSI-accredited standards, and guidance for promoting information exchanges related to medications, 
supplies, and services within the healthcare system. Through a consensus building process in 
collaboration with other industry organizations, our members develop these solutions to improve safety, 
privacy and healthcare outcomes for patients and healthcare consumers, while reducing costs in the 
system. 
 
NCPDP’s has over thirty-five years of commitment to furthering the electronic exchange of information 
among healthcare stakeholders. To assist in consistent and accurate billing of pharmaceutical products, 
NCPDP developed the Billing Unit Standard (BUS) that is widely adhered to throughout the pharmacy 
industry. The BUS is maintained by the NCPDP Work Group 2 Product Identification that deals with 
issues relating to the identification of drugs and health related products within NCPDP’s stated mission.  
Identification consists of how the product is billed (billing units, quantity designations), product 
identification systems, and any type of descriptive data which serves to uniquely identify a product with 
the intent to establish standards for product identification such that there is no ambiguity in distinguishing 
one product from another.  
 
NCPDP understands the FDA proposes to mandate the use of unique individual nonproprietary names 
(INNs) for biosimilars. How products are identified and described is a matter of great importance to 
NCPDP and to healthcare providers and facilitators depending on the frameworks instituted by our 
organization. This contrived naming convention could cause public health concerns due to therapeutic 
duplication and healthcare professional and patient confusion regarding appropriate use, safety and 
efficacy of biologic products. Over the years we have observed how small, seemingly inconsequential, 
changes in product descriptions and data formatting or structure can have significant consequences 
within healthcare. 
 
The challenge of product identification continues to mount due to the continuing innovation of products 
available for patients as well as the increasing dependence on information technology for product 
prescribing, dispensing and billing. The current industry norms for product classification enable decision 
making by both clinical and administrative users. Having the same root generic active moiety name for all 
products with the same chemical ingredient is a core principal in identifying products that should be 
associated with one another.  
 



For example the National Library of Medicine’s RxNorm uses the active ingredient, among other things, to 
group products that are conceptually equivalent. This grouping provides a simple and effective way for 
healthcare providers to identify drugs. For small molecule products this grouping method has worked well 
for decades but having the same active ingredient is not currently used as the standard for substitutability. 
The same generic name has been used successfully to categorize similar drugs, without communicating 
bioequivalence or interchangeability.  
 
Applying unique names to each biosimilar, despite their having common active ingredients, would 
undoubtedly invite confusion. Compounding the issue is the time pressure under which medical decisions 
are often made which makes simple product identification critical to patient safety. Furthermore, unique 
INNs may lead to medication errors, such as therapeutic duplication, due to unlike names. INN names 
must continue being the same to associate like products for health and safety edits in pharmacy practice 
systems. Additionally, unique INNs would complicate the collection of product safety data across the 
industry. Lastly, unique INNs would make US product names different than those in the rest of the world 
and the policy of doing so would be contrary to the World Health Organization (WHO) naming system.   
 
In light of these significant issues that could be caused by the use of unique INNs, NCPDP 
recommends biosimilar products maintain the same non-proprietary name for the root active 
moiety as their reference biologic counterparts. The INN is not the standard of interchangeability 
and should not be redesigned to respond to concerns about pharmacovigilance and drug 
tracking.  
 
NCPDP acknowledges the ability to uniquely identify which biological product a patient is taking is 
important, especially in cases of adverse events and quality issues. For the purposes of identifying a 
product, a unique identifier, such as a National Drug Code (NDC) that pharmacies already use to track 
products, can be used to track the specific drug that a patient is prescribed. Current pharmacy practice 
management systems rely on National Drug Codes (NDC), not the nonproprietary name, to uniquely 
identify drug products, including biological products. 
 
NCPDP recognizes the NDC identifier may not currently be used to track a product. However this issue 
applies to all drugs and is not unique to biosimilars. NCPDP recommends the FDA and stakeholders 
consider solutions to retool such systems to allow for tracking by NDC identifier. In addition, given the 
different systems and process standards used in inpatient and outpatient settings, best efforts must be 
made to ensure that solutions work for all practice settings.  
 
In 2006, the FDA concluded to its global regulatory peers that “INNs should not be used to differentiate 
products with the same active ingredient(s) when credible scientific data demonstrate that no 
pharmacologically relevant differences exist.” NCPDP supports this stance as it applies today to 
biosimilars. 
 
NCPDP acknowledges the FDA’s 15+ years of experience with manufacturing changes of currently 
marketed biologics. NCPDP has confidence that the FDA will make the same interchangeability decision 
on biosimilars as they currently make on biologics when processes change. The non-proprietary name is 
not an acceptable means for establishing interchangeability.  Instead, an interchangeable product must 
be shown to be biosimilar to the reference product and meet the other standards described in section 
351(k)(4) of the PHS Act. Therefore, we believe that if the FDA deems interchangeability between 
products, pharmacists should be able to automatically substitute biosimilar interchangeable products as it 
is currently regulated under the PHS Act. There is nothing so unique about the biologics that would 
warrant differential treatment in this area. According to section 351(i)(3) of the PHS Act, interchangeable 
products may be substituted for the reference product without the intervention of the prescribing 
healthcare provider.  
 
NCPDP looks forward to working with the FDA to establish practical ways to ensure the safety and proper 
identification of biologics.  
 
Respectfully, 



 

Lee Ann C. Stember 
President 
NCPDP 
 


