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 DRUG PRODUCT DATA 
Web File Structure and Definitions 

  
Field 

 
Size 

 
Position 

 
Remarks 

 
Labeler Name 

 
39 

 
1 - 39 

 
Company associated with NDC 1 

 
Labeler Code  

 
5 

 
40 - 44 

 
NDC 1 

 
Product Code 

 
4 

 
45 - 48 

 
NDC 2 

 
Package Size Code 

 
2 

 
49 - 50 

 
NDC 3 

 
Drug Category 

 
1 

 
51 - 51 

 
See attached definitions 

 
DESI Indicator 

 
1 

 
52 - 52 

 
See attached definitions 

 
Drug Type Indicator 

 
1 

 
53 – 53 

 
See attached definitions 

 
Termination Date 

 
8 

 
54 - 61 

 
MMDDYYYY 

 
Unit Type 

 
3 

 
62 - 64 

 
See attached definitions 

 
Units Per Pkg Size 

 
10 

 
65 - 74 

 
9999999V999 

 
FDA Approval Date 

 
8 

 
75 - 82 

 
MMDDYYYY 

 
Date Entered Market 

 
8 

 
83 - 90 

 
MMDDYYYY 

 
Ther. Equiv. Code 

 
2 

 
91 - 92 

 
http://www.fda.gov/cder/ob/default.htm

 
Filler 

 
1 

 
93 - 93 

 
 

 
Product Name 

 
63 

 
94 - 156 

 
FDA Registration Name 

 
Filler 

 
4 

 
157 - 160 

 
 

 
 
 



 
 PRODUCT FIELD DEFINITIONS 
 
 
Labeler Name: Corporate name of entity identified by the labeler code. 
  
 
Labeler Code: First segment of National Drug Code (NDC1) that identifies the 

manufacturer, labeler, relabeler, packager, repackager or distributor of the 
drug.   

  
 
Product Code: Second segment of National Drug Code (NDC2).  
  
 
Package Size Code: Third segment of National Drug Code (NDC3).     
 
Drug Category: Classification of drug. 

N = Non-innovator multiple source – Generic  
S = Single source – Brand name 
I = Innovator multiple source – Brand Name 

  
 
DESI Indicator: A DESI drug is any drug that lacks substantial evidence of effectiveness 

(less than effective [LTE]) and is subject by the FDA to a Notice of 
Opportunity for Hearing (NOOH).  This includes drugs which are 
identical, related or similar (IRS) to DESI drugs 
Valid Values: 
2 = Safe and effective or non-DESI drug 
3 = Drug under review (no NOOH issued) 
4 = LTE/IRS drug for SOME indications 
5 = LTE/IRS drug for ALL indications 
6 = LTE/IRS drug withdrawn from market 

  
 
Drug Type Indicator: 
 Indicator to show whether this drug product can be acquired only by 

prescription or can be acquired Over-the-Counter (OTC).   
   Valid values: 1 = Rx 
    2 = OTC 
  
 
Termination Date: Date drug was withdrawn from market or shelf life of last lot sold if no 

longer distributed by labeler.   
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Unit Type: Basic measurement that represents the smallest unit by which the drug is 

normally measured.  The rebate amount will be calculated per unit. 
Valid Values: 
AHF = refers only to injectable Anti-Hemophilic Factor units 
CAP = Capsule 
SUP = Suppository 
GM = Gram 
ML = Milliliter 
TAB = Tablet 
TDP = Transdermal patch 
EA = EACH (Refers to drugs not identifiable by any other unit type) 

  
  
Units Per Package Size: 
 Total number of units, as defined in the Unit Type field, in the smallest 

dispensable container or entity for the product defined by the full NDC.  
  
 
FDA Approval Date 
 Date of FDA Approval of the NDA, without regard to whether the drug 

has been sold or transferred to any entity, including a subsidiary or 
division of the original manufacturer. 

  
 
Date Entered Market: 

If marketed prior to 10-01-1990, first date of the first month that the drug 
was marketed for the entire month; otherwise, actual date the product is 
marketed.  

  
 
Product Name: Product name as it appears on the FDA registration form.  
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