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The views and opinions expressed in the following PowerPoint 
slides are those of the individual presenter; should not be 
attributed to DIA, its directors, officers, employees, volunteers, 
members, chapters, councils, Communities or affiliates; and do not 
necessarily represent an official FDA position. 
The labeling examples in this presentation are provided only to 
demonstrate current labeling development challenges and should 
not be considered FDA recommended templates.
For work prepared by US government employees representing their 
agencies, there is no copyright and these work products can be 
reproduced freely. Drug Information Association, Drug Information 
Association Inc., DIA and DIA logo are registered trademarks. 

Disclaimer
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Prescribing Information (PI)
 Written for healthcare practitioners and must:1
 Contain a summary of essential scientific information needed for 

safe and effective use of human prescription drug and 
biological products

 Be informative and accurate and neither promotional in tone nor 
false or misleading 

 Be updated when new information becomes available that causes 
labeling to become inaccurate, false, or misleading

 There are only two PI formats:  
 “Physician Labeling Rule” (PLR) labeling2 (based on 2006 rule)
 “Old” (non-PLR) format labeling3 (based on 1979 rule)

1 21 CFR 201.56(a)(1) and (2); 2 71 FR 3922 (January 24, 2006); 3 44 FR 37434 (June 26, 1979)
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Product Titles 
Guidance* 
(January 2018)

* When finalized this guidance will represent the Agency’s current thinking.  
Thanks to Debra Beitzell for her assistance with the product title and Initial 
U.S. Approval slides

D
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Product Title in Highlights of Prescribing 
Information1

1 21 CFR 201.57(a)(2) and 21 CFR 201.57(d)(5) 
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Product Title Guidance:  Dosage Form Appendix (1 of 2)
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Product Title Guidance:  Dosage Form Appendix (2 of 2)
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Product Title Guidance:  Route of Administration  
Appendix



9Approved Product Title Examples: https://www.fda.gov/media/111445/download

https://www.fda.gov/media/111445/download
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Initial U.S. Approval in Highlights of Prescribing 
Information1

1 21 CFR 201.57(a)(3); 2 21 CFR 201.57(d)(5) 

 The four-digit year in which FDA initially approved an NME, 
new biological product, or new combination of active 
ingredients1

 The year of initial U.S. approval is displayed on line 
immediately beneath the product title1 in bold type2

 How do I determine the initial U.S. approval for my product?
 Perform search in Drugs@FDA by active moiety; identify 

earliest year of original approval action 
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Initial U.S. Approval Example #1

 APLENZIN (bupropion hydrobromide extended-release 
tablets)
 1985 was first year that FDA approved a bupropion product:  

WELLBUTRIN (bupropion hydrochloride tablets)
 2008 was year FDA approved APLENZIN 

 Initial U.S. Approval for APLENZIN and WELLBUTRIN is 1985 
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Initial U.S. Approval Example #2

 TYBOST (cobicistat tablets)
 2014 was year FDA approved TYBOST 
 2012 was first year that FDA approved a cobicistat product:  

STRIBILD (elvitegravir, cobicistat, emtricitabine, and 
tenofovir disoproxil fumarate tablets) 

 Initial U.S. Approval for STRIBILD and TYBOST is 2012 
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Want to Learn More About Labeling?
2019 CDER Prescription Drug Labeling              
Conference1

Topics:
Updates: Prescribing Information, carton/container labeling, and       
FDA-approved patient labeling

Logistics: 
 December 4th and 5th, 2019
 “The HOTEL” at the University of Maryland in College Park, Maryland
 Check website for online or in person registration:  

https://www.fda.gov/drugs/development-approval-process-drugs/cder-small-business-industry-
assistance-sbia

1 CDER Small Business & Industry Assistance (SBIA):  Regulatory Education for Industry (REdI) 

https://www.fda.gov/drugs/development-approval-process-drugs/cder-small-business-industry-assistance-sbia
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 For general questions about the Prescribing Information:  See the Labeling 
Development Team webpage:  https://www.fda.gov/about-fda/center-drug-evaluation-and-
research/labeling-development-team

 For specific questions about labeling under an NDA, BLA, or ANDA:  Please 
contact the regulatory project manager assigned to the application 

Thank You!

Join the conversation #DIA2019

https://www.fda.gov/about-fda/center-drug-evaluation-and-research/labeling-development-team
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