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Disclaimer 
• The views and opinions expressed in this presentation represent 

those of the presenter, 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. 

• Reference to any marketed products is for illustrative purposes 
only and does not constitute endorsement by the FDA.

www.fda.gov
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Learning Objectives
Understand:

• Purpose and importance of accurate, clear, and consistent 
product titles 

• Format and content recommendations for the product title

• Nomenclature resources available in the Product Title 
Guidance

• Purpose of and principles to follow for determining the year 
of initial U.S. approval 

www.fda.gov
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Product Title Guidance1

www.fda.gov

1 When finalized this guidance will represent the Agency’s current thinking. 

• Provides content and format 
recommendations for the 
product title2 and initial U.S. 
approval, for both common and 
less common labeling scenarios

• Contains appendices with dosage 
form and route of administration 
terminology

• Contains multiple examples 
illustrating recommendations

2 Recommendations pertaining to presentation of the required 
elements of the product title pertain only to the product title 
in Highlights of Prescribing Information 

https://www.fda.gov/media/110453/download
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Product Title 

www.fda.gov
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Highlights: Product Title
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Required Components of the Product Title 1

Drug Names 
(Proprietary2 and 
Nonproprietary)

Dosage Form Route of 
Administration(s)

Controlled 
Substance 
Symbol (if 
applicable)

www.fda.gov

1 21 CFR 201.57(a)(2); 2 If the product has a proprietary name
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Purpose of the Product Title 

• Identifies the drug or biological product 
that is the subject of the prescribing 
information (PI)

www.fda.gov
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Implications for Other Sections of the PI 
and Other Labeling  

• Nomenclature developed for product title will be used in other 
sections of the PI and in other labeling

• Nomenclature should be consistent between product title, other 
sections of the PI and other labeling (e.g., dosage form in 
product title and dosage form under Dosage Forms and 
Strengths heading in Highlights of PI should be consistent)

• Some differences between product title and carton/container 
labeling are acceptable (e.g., formatting of proprietary name, 
number of lines that the information is presented on)

www.fda.gov
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Product Title: Sources of Terminology (1 of 5)

Proprietary Name

• Proposed by applicant

www.fda.gov
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Product Title: Sources of Terminology (2 of 5)

Established Name of Drug Products

• United States Pharmacopeia (USP) drug product monograph 
title (USP monograph), or if no USP monograph, use 21 CFR 
299.4(e) and USP nomenclature guidelines1 for guidance 

• For products without a USP monograph, critical to develop 
established names that follow USP nomenclature guidelines 
because USP monographs are developed after NDA approval

Proper Name of Biological Products

• Name designated on the license2

1 USP General Chapter <1121> Nomenclature; 2 21 CFR 600.3(k); for further information, see Guidance for industry: Nonproprietary Naming of 

Biological Products (January 2017) and Nonproprietary Naming of Biological Products: Update (March 2019)

www.fda.gov

https://www.fda.gov/media/93218/download
https://www.fda.gov/media/121316/download
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Product Title: Sources of Terminology (3 of 5) 

Dosage Form

• For drug products, use the USP monograph, if there 
is one

• If there is no USP monograph, use USP1 and the 
dosage form appendix in Product Title Guidance

www.fda.gov

1See General Chapters <1151> Pharmaceutical Dosage Forms, <5> Inhalation and Nasal Drug Products – General Information and Quality Tests, 

and <1121> Nomenclature; existing USP monograph titles for specific drug products also can be used as examples of appropriate dosage form 

terminology



13www.fda.gov

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: Sources of Terminology (4 of 5)

Route of Administration (ROA)

• If the ROA does not precede the dosage form 
(e.g., tablets, injection), use ROA appendix in 
Product Title Guidance

• ROA appendix contains most commonly used
ROA terms

www.fda.gov
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Product Title 
Guidance: 

ROA Appendix

www.fda.gov
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Product Title: Sources of Terminology (5 of 5)

Controlled Substance Symbol

• Assigned by the Drug Enforcement 
Administration

www.fda.gov
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Product Title: Format (1 of 2)

• Product title must be bolded1

• Proprietary name should be in UPPERCASE with rest of product 
title in lower case 2

• Product title should be presented on a single line:
MYDRUG (drugozide) capsules, for oral use

• Avoid: 
MYDRUG (drugozide) 
Capsules, for Oral use

www.fda.gov

1 21 CFR 201.57(d)(5); 2 Excluding the proprietary name, all text should be in lower case with limited exceptions (e.g., controlled substance 

symbol, acronyms for radioisotopes)
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Product Title Format (2 of 2)

If there is no proprietary name, chemical component 
portion of nonproprietary name should be in UPPER-CASE 
and rest of product title should be in lower case 
(parentheses are omitted):

DRUGOZIDE capsules, for oral use

www.fda.gov
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Product Title: Multiple Dosage Forms

• Multiple Dosage Forms:

MYDRUG (drugozide) tablets, for oral use

MYDRUG (drugozide) capsules, for oral use

• Avoid:

MYDRUG (drugozide) tablets and capsules, for oral 

use

www.fda.gov
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Product Title: Fixed-Combination Drug 
Products

• Fixed-Combination Drug Products:

MYDRUG (drugozide, drugazole, and drugomycin 
capsules), for oral use

• Avoid:

MYDRUG (drugozide/drugazole/drugomycin capsules), 
for oral use

www.fda.gov
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Product Title: Route of Administration

• If ROA does not precede dosage form, add “for [insert 
ROA] use”, preceded by comma:

MYDRUG (drugozide injection), for intravenous or 
subcutaneous use

• If ROA precedes dosage form:

MYDRUG (drugozide) topical solution

• Avoid:

MYDRUG (drugozide) topical solution, for topical use

www.fda.gov
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Product Title: Examples of What NOT to 
Include

• Additional dosage form descriptors (e.g., 
“film-coated” for tablets,  “powder” for a 
product requiring reconstitution, “solution” 
for an injectable product) 

• Methods of intravenous administration (e.g., 
“infusion”, “bolus”) 

• “Only” (e.g., “for topical use only”) 

• Abbreviations (e.g., “IV”, “IM”) 
www.fda.gov
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Approved 
Example 
Product 
Titles1

www.fda.gov

1 Approved Product Title Examples

https://www.fda.gov/media/111445/download
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Initial U.S. Approval

www.fda.gov
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Highlights: Initial U.S. Approval

www.fda.gov
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Initial U.S. Approval

• Four-digit year in which FDA initially approved a 
new molecular entity, new biological product, or 
new combination of active ingredients1

• Year of initial U.S. approval must be displayed on 
line immediately beneath the product title1 in bold 
type2

www.fda.gov

1 21 CFR 201.57(a)(3); 2 21 CFR 201.57(d)(5)
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Purpose of Initial U.S. Approval 1

• For new products, assists with increasing prescriber 
vigilance and reporting of suspected adverse 
reactions

• For older products, informs prescriber that a drug 
has been marketed for an extended period of time

www.fda.gov

1 See Agency’s response to Comment #15 in the Preamble to the 2006 Physician Labeling Rule (71 FR 3922, January 24, 2006)
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Initial U.S. Approval: Basic Principles for 
Drug Products 

• Single active moieties – year in which active moiety 
was first approved, regardless of salt, dosage form, 
ROA, or indication

• Fixed-Combination Drug Products/Co-Packaged Drug 
Products – novelty of combination is determining 
factor

www.fda.gov
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Initial U.S. Approval: Example #1

APLENZIN (bupropion hydrobromide) extended-
release tablets, for oral use

• NDA approved in 2008
• Initial U.S. approval is 1985

Why?  
• 1985 is the year of first FDA approval of the active moiety 

bupropion (as bupropion hydrochloride tablets)

www.fda.gov
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Initial U.S. Approval: Example #2

VYTORIN (ezetimibe and simvastatin) tablets, for oral use
• NDA approved in 2004
• Initial U.S. Approval is 2004

Why? 
• 2002 is year of first FDA approval of ezetimibe tablets
• 1991 is year of first FDA approval of simvastatin tablets
• 2004 is year of first FDA approval of the novel combination of 

ezetimibe and simvastatin as VYTORIN

www.fda.gov
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How to Determine the Initial U.S. Approval

www.fda.gov

To determine the year  

of initial U.S. approval, 

perform a search in 

Drugs@FDA by active 

moiety and find the 

earliest year of approval

http://www.fda.gov/DrugsatFDA
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Challenge Question #1
Which product title is consistent with the 
recommendations in the Product Title Guidance:

a. MYDRUG (drugozide) film coated tablets, for oral use

b. MYDRUG (drugozide) Tablets

c. MYDRUG (drugozide) tablets, for oral use

d. MYDRUG (drugozide) tablets, for oral administration

www.fda.gov
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Challenge Question #2
Which of the following impact the determination of the year 
of initial U.S. approval:

a. Dosage form

b. Salt form

c. Indication

d. a. and b.

e. None of the above 
www.fda.gov
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Summary
• Product titles should convey clear, accurate, and consistent 

information in both content and format to provide for easy 
identification of the PI

• The Product Title Guidance contains important resources, including 
recommendations for developing nonproprietary names and dosage 
form and ROA terminology, to help ensure accurate and consistent 
use of product nomenclature across labeling

• The Product Title Guidance provides recommendations on a variety of 
labeling scenarios to assist with accurate determination of the year of 
initial U.S. approval 

www.fda.gov
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Back-Up Slides

www.fda.gov
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Initial U.S. Approval: Additional 
Recommendations (1 of 2)

• Controlled substances – controlled substances approved 

after 11/25/15, initial U.S. approval is later of (1) date the 

application is approved or (2) date DEA issues an interim 

final rule controlling the drug

• Racemates – if product is only one enantiomer of already 

approved racemate drug product, initial U.S. approval is 

that of the racemate
www.fda.gov
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Initial U.S. Approval: Additional 
Recommendations (2 of 2)

• DESI drugs – the year of the original approval of the NME, 
not the year of post-approval DESI update

• Previously marketed unapproved drugs – year of first NDA 
approval 

• Previously approved drugs re-introduced into market –
year of the original approval, regardless of reason for 
removal from market

www.fda.gov
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Initial U.S. Approval Example #3

TYBOST (cobicistat tablets), for oral use

• NDA approved in 2014
• Initial U.S. approval is 2012

Why?
• 2012 is year of first approval of cobicistat as a 

component of the fixed combination drug product of 
elvitegravir, cobicistat, emtricitabine, and tenofovir 
disoproxil fumarate tablets

www.fda.gov


