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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) file alignment across manufacturers’, FDA NDC 
Directory, FDA Access, and DailyMed websites to 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 is always and consistently the most 
current and correct set of labeling content for marketed medications in the United States. 
 
Because SPL has become the definitive source of labeling and other information about medications in the 
US, downstream users must be certain that they can reliably extract data posted on DailyMed with the 
assurance that it is the most up-to-date publicly posted information in the US.  In addition, manufacturers 
should recognize the critical importance of prioritizing the posting of the most up-to-date versions of their 
labeling on DailyMed.  It is the expectation of downstream users that DailyMed, as described on the 
website itself, will reliably provide the drug labeling and other information in the SPL that “has been most 
recently submitted by drug companies to the Food and Drug Administration (FDA) as drug listing 
information (See 21 CFR part 207).” NCPDP strongly encourages the FDA to educate manufacturers on 
the importance of submitting the most current label via SPL on DailyMed as the first step in updating 
publicly available labeling.  
 
Over the past few years the number of available SPL files readily retrievable from DailyMed has grown to 
well over 45,000 labels.  While this has been very useful in tracking and maintaining product information 
and important labeling information, we continue to discover inconsistencies in locating the most current 
label information. Reliably locating the most up-to-date information in a central location is critically 
important to downstream users who depend on SPL for linking important safety data such as Medication 
Guides and black box warning data as well as billing and reimbursement data. 
 
There currently is a confusing array of drug product labeling available on various sites on the Internet, 
including manufacturer-hosted sites and several government sites.  Because of this wide array of 
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labeling, it is critical that a single reliable and trusted source of the most current information be available 
for access by healthcare professionals, consumers, and importantly the downstream users of this data.  
DailyMed was created to serve this purpose.  As stated by the FDA with the launch of the SPL 
submission requirement, DailyMed was developed in collaboration with federal agencies including the 
FDA, the National Library of Medicine (NLM), the Agency for Healthcare Research and Quality (AHRQ), 
the National Cancer Institute (NCI), and the Veterans Health Administration to make the most current 
medication information available on the Internet free to patients and providers. However, it is not always 
clear to those seeking such data that sources other than DailyMed may not include the most current 
information.  In addition, accessing data available on DailyMed currently cannot reliably be assumed to 
provide the most up-to-date labeling. 
 
NCPDP members report finding more up-to-date labeling on some manufacturer websites and even 
elsewhere on FDA sites. For example, for many extended-release and long-acting opioids requiring 
Medication Guides, there has been a substantial lag-time to posting an SPL on DailyMed after the FDA 
had already posted these documents on the “Drug Safety and Availability” section of its website 
(http://www.fda.gov/drugs/drugsafety/informationbydrugclass/ucm163647.htm).  Without reliability in 
accessing a single source, it remains an onerous task in tracking labeling changes, including critical 
changes with direct patient safety implications. 
 
DailyMed is considered the most reliable, freely, and publicly available aggregated source of information 
on current FDA-approved medications.  It is the single most logical place to seek labeling information 
since the National Library of Medicine maintains this website to serve as a daily updated source of 
labeling content.  
 
We understand, by law, manufacturers are only required to submit SPL fornew and amended drug 
product information every six months in June and December of each year [see CFR § 207.30(a)].  While 
this is greatly improved from previous ways of retrieving and maintaining manufacturer product 
information, it is still not frequent enough in today’s automated and ever-changing world of healthcare.  
When a manufacturer releases a newly revised drug product label, it is of utmost importance for 
downstream users to obtain access to this information as soon as possible. This newly revised SPL may 
contain important updates and possible warning information that is paramount to providing state-of-the-art 
clinical decision support. Any discrepancies or lag-time in retrieving these SPL data may have dire 
consequences for patient safety.  It is important for all clinicians and other downstream users to gain 
quick access to the most current SPL files from a single reliable source.  Manufacturers should make 
updating the SPL on DailyMed as their highest priority when making labeling publicly available. 

We understand there may be some confusion as to why an SPL has been submitted on DailyMed, but 
has not been populated into the new NDC directory.  There also is confusion about the FDA’s intent in 
posting product labeling information on other publicly accessible websites such as Drugs@FDA.gov 
(http://www.accessdata.fda.gov/scripts/cder/drugsatfda/) and CBER’s website.  For example, 
Drugs@FDA is intended as an archival regulatory repository and not a source of the most up-to-date 
prescribing information on drug products.  If current drug product information cannot be the same across 
all publicly accessible government databases, then the FDA should ensure that adequate and clear 
notices be prominently displayed on each website describing the intent and limitations of the data posted 
therein and links to DailyMed should be included prominently as the definitive source of current 
prescribing information.  It is important that healthcare professionals and consumers alike be able to 
easily navigate from any FDA website posting drug or biologic product labeling to DailyMed so that they 
can be assured that they are accessing the most current information in a website that is well-suited for 
searching a wide array of product information. 

Recent actions by CMS requiring all drug products submitted for reimbursement to be available in SPL 
provide additional impetus for manufacturers to make their data available as soon as possible for claims 
reimbursement purposes.  
  

http://www.fda.gov/drugs/drugsafety/informationbydrugclass/ucm163647.htm
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http://www.accessdata.fda.gov/scripts/cder/drugsatfda/


Importance of Structured Product Label (SPL) file alignment across manufacturers’, FDA NDC Directory, 
FDA Access, and DailyMed websites to End Users, Vendors, and Consumers 
Page 3 

   

We applaud FDA efforts in moving the SPL initiative forward and hope that future validation and checking 
will help spur more timely and current labeling. 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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