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Learning Objectives

At the conclusion of this webinar, participants 
should be able to:

 Discuss the types of prescription drug labeling

 Discuss the types of labeling on Drugs@FDA and 
DailyMed

 Identify the differences between labeling on 
Drugs@FDA and DailyMed

www.fda.gov
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Labels vs. Labeling1

 Labels: a display of written, printed, or graphic matter 
upon the immediate container of any article.  For 
example:
 e.g., container label

 Labeling: all labels and other written, printed, or 
graphic matters upon any article (or its containers or 
wrappers) or accompanying the article.  Examples 
include:
 FDA-approved patient labeling
 Carton and container labeling 
 Prescribing information 

1 See Section 201, Chapter II, (k) and (m) of Food Drug and Cosmetic Act (FD&C Act)
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Prescription Drug 
Labeling

www.fda.gov
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Prescription Drug Labeling



6

Patient Labeling: Medication Guide  
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Patient Labeling: Patient Package 
Insert 
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Patient Labeling:  Instructions for Use  
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Patient Labeling:  Instructions for Use  
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Carton and Container Labeling
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Prescribing Information (PI) (1 of 2)

Written for healthcare providers and must:1

 Contain a summary of essential scientific information 
needed for safe and effective use of the human
prescription drug or biological product

 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

1 21 CFR 201.56(a)(1) and (2)
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Prescribing Information (PI) (2 of 2)

 Also known as “package insert”; however, FDA 
recommends using term “prescribing information”

 PI has two formats:
 Physician Labeling Rule (PLR) format
 Non-PLR “old” format

 Brand drugs PI:
 ~ 61% of PI for brand drugs are in PLR format

 Generic drug PI
 ~ 35% of PI for generic drugs are in PLR format

www.fda.gov
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Question #1

Which labeling is never intended for the  
healthcare provider?

a. Prescribing information
b. Carton labeling
c. Container labeling
d. Medication Guide
e. (c) and (d)
f. (a), (b), and (c)

www.fda.gov
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1 See 44 FR 37434 (June 26, 1979); 21 CFR 201.80

 Limited format requirements

 Not included:
 Concise summary of important 

information
 Table of Contents
 Numbered sections or subsections

 Information not ordered according 
to clinical relevance

Non-PLR Labeling Format1
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Physician Labeling Rule (PLR)1

1 Final Rule (PLR) “Requirements on Content and Format of Labeling for Human Prescription 
Drug and Biological Products” 71 FR 3922 (January 24, 2006)

January 2006 PLR amended regulations about 
format and content of PI

Rationale:
 Ensure PI contains necessary information for safe and 

effective use of product
 Make information easier for healthcare providers to 

access, read, and use 
 Reduce medication errors
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PLR Highlights
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PLR Highlights – Product Title
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PLR Highlights – Recent Major 
Changes
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PLR Highlights:  Indication 
Statement
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PLR Highlights:  Adverse Reactions 
Reporting Contact Statement
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PLR Highlights:  Revision Date
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PLR Table of Contents



23www.fda.gov

PLR Full Prescribing Information
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Question #2

Prescribing information in PLR and non-PLR 
format have the following in common:

a. Include the Highlights of Prescribing 
Information

b. Include numbered sections
c. Ordered according to clinical relevance
d. Include the DOSAGE AND ADMINISTRATION 

section
e. None of the above

www.fda.gov
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Drugs@FDA

www.fda.gov
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Drugs@FDA1

1 www.fda.gov/DrugsatFDA

http://www.fda.gov/DrugsatFDA
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Includes information about FDA-approved products for 
human use:1

 Brand and generic prescription drugs (NDAs and ANDAs, 
respectively)
 e.g., LIPITOR, atorvastatin calcium

 Brand prescription biological products2 (BLAs)
 e.g., ENBREL, BOTOX

 Brand and generic OTC drugs (NDAs and ANDAs)
 e.g., ADVIL, ibuprofen

Drugs@FDA:  Types of Products

NDAs = New Drug Applications; ANDAs = Abbreviated New Drug Applications:; BLAs = Biologics 
License Applications; OTC = over-the-counter
1 Products approved by Center for Drug Evaluation and Research (CDER) at FDA
2 Biological products are made with or from live cells or organisms (includes biosimilar products)
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 FDA-approved products not included:
 Blood, vaccine, allergenic, or cellular/tissue 

products (e.g., albumin, GARDASIL, FLUMIST)1

 FDA-approved drugs for animals

 FDA-regulated products not included:
 OTC drugs approved under monograph system 

(e.g., TYLENOL, hydrocortisone, bacitracin zinc, 
diphenhydramine hydrochloride)

 Dietary supplements (e.g., st. john's wort, vitamin E)

Types of Products that Drugs@FDA 
Does NOT Include

1 Biological products approved by Center of Biologics Evaluation and Research 
(CBER) at FDA 
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 Application type (e.g., NDA, ANDA, BLA) and number
 Information about product (drug name, active 

ingredient, dosage form, route of administration 
strength) 

 Last approved labeling (e.g., prescribing information) 
and historical labeling

 Approval letters
 Scientific reviews 
 Safety information
 Therapeutic equivalents for drug products

Drugs@FDA: Includes
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 Action packages include scientific reviews, approval 
letters, safety information, and prescription drug 
labeling

 Action packages:
 New molecular entities (NMEs) and new biological 

products:  must be posted within 30 days of approval
 Other NDAs approved since 1998:  are being posted

 Additional labeling (e.g., PI and Medication Guides) 
are posted for new NDAs/BLAs, efficacy supplements, 
labeling supplements

Drugs@FDA: What Gets Posted?
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Drugs@FDA:  How to Search Labeling
Step #1:  Type in drug name
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Drugs@FDA:  How to Review Labeling
Step #2:  After clicking on “NEXIUM”, choose dosage form 
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Drugs@FDA:  How to Review Labeling
Step #3:  After clicking on “Labels for NDA 

021153”, click on most recent labeling

Historical labelingwww.fda.gov
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Drugs@FDA:  Review Labeling
Labeling is in PDF format
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Drugs@FDA:  Scientific Reviews

 After following Steps #1 and #2, click on “Approval 
Date(s) and History, Letters, Labels, Reviews for NDA 
021153”

 Then click on “Review”
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Drugs@FDA:  Scientific Reviews

Medical officer review 
contains detailed review of 
efficacy and safety of 
product
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Drugs@FDA:  Therapeutic Equivalents

 How do you find generic drugs for a brand drug?
 After following Steps #1 and #2, click on “Therapeutic 

Equivalents for NDA 020702”
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Question #3

Drugs@FDA includes labeling from which 
products?

a. TYLENOL
b. LIPITOR
c. FLUMIST
d. Vitamin E
e. All of the above

www.fda.gov
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DailyMed

www.fda.gov
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DailyMed
https://dailymed.nlm.nih.gov/dailymed/index.cfm

https://dailymed.nlm.nih.gov/dailymed/index.cfm
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 Contains > 90,000 product labeling
 Includes most-recently labeling submitted to FDA
 Labeling may be different than FDA-approved labeling:
 Pending CBE-0 labeling supplements

o Labeling supplements to add safety information under 
FDA review

o Labeling changes have not been approved by FDA
 Annual reportable changes 

o Changes have minimal potential to adversely affect 
product (e.g., change in inactive ingredient or how 
supplied information)

DailyMed
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 Drugs for humans
 Brand and generic prescription drugs (NDAs and 

ANDAs, respectively)
 Biological products1 (BLAs)

o Therapeutic biologics and monoclonal antibodies
o Blood, vaccine, allergenic, and cellular/tissue 

products 
 Brand and generic OTC drugs (NDAs and ANDAs; and 

monograph system)

 Other products for humans
 Dietary supplements
 Homeopathic products

 Animal prescription and OTC drugs

DailyMed:  Types of Products

1 Includes biosimilar products
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DailyMed:  How to Search Labeling

Step #1:  Type in drug name
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DailyMed:  How to Review Labeling
Step #2:  Choose dosage form
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DailyMed:  How to Review Labeling
Step #3:  Choose method to view labeling                                

(i.e., webpage, PDF, or SPL)

SPL (Structured Product Labeling) is based on extensible markup language (XML)
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DailyMed:  How to Review Labeling
SPL Labeling Format

Hyperlinks within document
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Question #4

DailyMed includes labeling from which products?

a. TYLENOL
b. LIPITOR
c. FLUMIST
d. Vitamin E
e. All of the above

www.fda.gov
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Drugs@FDA vs. DailyMed Labeling (1 of 2)

PDF = Portable Document Format; SPL = Structured Product Labeling
CBE = Changes Being Effected
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Drugs@FDA vs. DailyMed Labeling (2 of 2)

www.fda.gov
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Question #5

Labeling on Drugs@FDA and DailyMed have the 
following in common:

a. Contains most up-to-date labeling submitted 
to FDA

b. Almost always includes hyperlinks
c. Almost always includes carton and container 

labeling
d. Includes previously approved labeling 
e. None of the above

www.fda.gov
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Question #6
Labeling on Drugs@FDA and DailyMed may 
differ because:
a. Labeling on Drugs@FDA may include changes 

that have not been FDA-approved
b. Labeling on DailyMed may include minor 

changes such as new how supplied information
c. Labeling on Drugs@FDA may include minor 

changes such as changes to inactive ingredients
d. (a) and (c)
e. None of the above

www.fda.gov
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Labeling Resources

www.fda.gov



53

Labeling 
databases

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/LawsActsandRules/ucm084159.htm

link
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http://labels.fda.gov/

http://labels.fda.gov/
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 Drugs@FDA:  www.fda.gov/DrugsAtFDA

 DailyMed:  
https://dailymed.nlm.nih.gov/dailymed/index.cfm

 http://labels.fda.gov/

 PLR Requirements for Prescribing Information: 
https://www.fda.gov/Drugs/GuidanceComplianceR
egulatoryInformation/LawsActsandRules/ucm0841
59.htm

References

www.fda.gov

http://www.fda.gov/DrugsAtFDA
https://dailymed.nlm.nih.gov/dailymed/index.cfm
http://labels.fda.gov/
https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/LawsActsandRules/ucm084159.htm


Thank you!



57

Extra Slides
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How FDA Reviews PI
 In response to application holder questions, FDA provides 

comments about draft PI before NDA/BLA submission

 Application holder submits an NDA/BLA that includes a 
draft PI that meets labeling regulatory requirements and is 
consistent with guidance recommendations

 FDA reviews PI upon submission and throughout review 
cycle

 FDA and application holder develop final PI 
 Iterative process of communications/discussions with both 

parties

 Final PI (PDF format) is approved by FDA and attached to 
approval letter (PI is posted on Drugs@FDA)
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