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February 26, 2013 

 
Department of Health and Human Services 
Food and Drug Administration 
Division of Dockets 
Management (HFA–305) 
5630 Fishers Lane, rm. 1061 
Rockville, MD 20852 
Attention: Randy Levin, MD 
 
RE:  Importance of Structured Product Label (SPL) as a Source of Official Pronunciations for Proprietary 
(Trade) Names for End Users, Vendors, and Consumers 
 
To Whom It May Concern: 
 
 
NCPDP is a not-for-profit ANSI-accredited Standards Development Organization consisting of more than 
1,550 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 supports the granular tagging of content of labeling in SPL as a means to enhance the end users’ 
ability to automatically search and sort specific, meaningfully tagged labeling and product information.  
This content has grown to a substantial amount and has proved useful in data mining.  NCPDP seeks to 
ensure that the content made publicly available through DailyMed includes the sponsor’s official phonetic 
pronunciation for all proprietary (trade) names of commercially available medications. 
 
NCPDP recommends that SPL be used as the means for manufacturers to make publicly available their 
intended pronunciation of proprietary (trade) names for their products.  Currently, there is no single 
source of information on official proprietary pronunciations for brand names of drug and biologic products, 
and contacting each sponsor individually on an ongoing basis for all commercially available products is 
impractical.  Including official pronunciations for proprietary (trade) names in SPL would be a valuable 
addition for a wide variety of uses where the intended pronunciations of proprietary names are important 
such as verbal communications between healthcare professionals and with patients.  Ensuring proper 
pronunciations can reduce potential errors resulting from incorrectly pronounced names and resultant 
misunderstanding in verbal communications. 
 
For example, FDA’s Guidance on Useful Written Consumer Medication Information (CMI) states under 
Section III.B.Criterion 1 that “FDA recommends also including the phonetic spelling of the brand name” in 
CMI.  However, unlike pronunciations for nonproprietary (generic) names, there are no pronunciation 
standards that can be applied for determining proprietary (trade) name pronunciations nor is there an 
official source for these pronunciations.  Historically, publishers of CMI have included phonetic 
pronunciations for nonproprietary (generic) names of medications.  For nonproprietary names, there is a 
readily accessible official source of the rules applied in determining pronunciations available from the 
United States Adopted Names Council (http://www.ama-assn.org/ama/pub/physician-resources/medical-
science/united-states-adopted-names-council/pronunciation-guide.page).  In addition, the USAN Council 
includes the official pronunciation in all Statements of Adoption associated with the actual adopted 
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nonproprietary name (http://www.ama-assn.org/ama/pub/physician-resources/medical-science/united-
states-adopted-names-council/adopted-names.page).  While a USAN listing also may include the most 
important proprietary names (“trademarks”), USAN does not weigh in on determining the intended 
pronunciation nor does it include a phonetic spelling. 
 
Because there is no similar source for official pronunciations of proprietary (trade) names to meet FDA’s 
recommendation for CMI or for other verbal communication purposes, NCPDP requests that a new 
element be created within SPL to accommodate the intended phonetic spelling of the proprietary name 
and that sponsors be requested to routinely submit this information.  This would greatly enhance the 
ability to identify the intended pronunciation of a brand name by creating a single, readily accessible site 
for such information via DailyMed. 
 
We applaud FDA efforts in moving the SPL initiative forward and recognizing the importance of feedback 
from downstream users directed at improving the usefulness of these robust data. Third party 
downstream users depend upon the accuracy and currency of the SPL data to provide high quality patient 
healthcare. 
 
Thank you. 
 
Sincerely, 

Lee Ann C. Stember 
President 
National Council for Prescription Drug Programs (NCPDP) 
9240 E. Raintree Drive 
Scottsdale, AZ 85260 
(480) 477-1000 x 108 
lstember@ncpdp.org 
 
NCPDP WG2 Product Identification Co-Chairs NCPDP SPL Activities Task Group Leads 
Anne Johnston, Express Scripts Patty Milazzo, Wolters Kluwer  
Julie Suko, First DataBank Bill Langlois, Primus Pharmaceuticals 
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 

Gerald McEvoy, ASHP 

cc: 
NCPDP Standardization Co-Chairs 
NCPDP Board of Trustees 
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