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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.
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Learning Objectives (1 of 2)

➢Discuss available searchable labeling and 

product databases

➢ Locate specific Prescribing Information (PI) 

resources including a sample PI template

➢Provide an overview of FDA’s labeling resources 

for human prescription drugs

➢Distinguish between current labeling and the last 

FDA-approved labeling
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Learning Objectives (2 of 2)

➢ Discuss a resource for Structured Product Labeling (SPL) 

developers in selecting the appropriate SPL codes for 

human prescription drug labeling

➢ Describe resources for Instructions for Use, Medication 

Guides, and Patient Package Inserts

➢ Identify carton and container labeling resources

➢ Discuss labeling resources for specific product categories 

including generic drugs and biological products
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Redesigned FDA’s Labeling Resources 

for Human Prescription Drugs

➢ FDA’s prescription drug labeling resources were 

previously located on one lengthy webpage entitled 

“Prescription Drug Labeling Resources”

1 See the December 2022 webinar about the Frequently Asked Questions about Labeling for Prescription Medicines 

webpage for healthcare practitioners and patients at  https://www.fda.gov/media/163893/download

➢Reorganized this previous single webpage into:
▪ 7 webpages for industry

▪ 1 webpage for healthcare practitioners and patients1

https://www.fda.gov/media/163893/download
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Webpage #1: FDA’s Labeling 

Resources for Human 

Prescription Drugs
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See the FDA’s Labeling Resources for Human Prescription Drugs at https://www.fda.gov/drugs/laws-acts-and-rules/fdas-labeling-resources-human-prescription-drugs

Left-sided box 

with links to 

other webpages

https://www.fda.gov/drugs/laws-acts-and-rules/fdas-labeling-resources-human-prescription-drugs
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FDA’s Labeling Resources for Human 

Prescription Drugs

1 See the bottom of the FDA’s Labeling Resources for Human Prescription Drugs webpage                  

(see https://www.fda.gov/drugs/laws-acts-and-rules/fdas-labeling-resources-human-prescription-drugs)  

https://www.fda.gov/drugs/laws-acts-and-rules/fdas-labeling-resources-human-prescription-drugs
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Convenient Links to Promotional Labeling 

and Resources for Other FDA-Regulated 

Products1

1 Available under the “Resources for Promotional Labeling and Other FDA-Regulated Products” heading on the FDA’s 

Labeling Resources for Human Prescription Drugs webpage at https://www.fda.gov/drugs/laws-acts-and-rules/fdas-labeling-

resources-human-prescription-drugs

https://www.fda.gov/drugs/laws-acts-and-rules/fdas-labeling-resources-human-prescription-drugs
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1 See the “How May ‘Current’ Labeling Be Different Than ‘FDA-Approved’ Labeling” heading on the FDA’s Labeling Resources for Human Prescription 

Drugs webpage (see https://www.fda.gov/drugs/laws-acts-and-rules/fdas-labeling-resources-human-prescription-drugs)  

How May Current Labeling Be Different 

Than FDA-Approved Labeling1

➢ Minor changes in an annual reportable change

➢ Moderate changes in a “Changes Being Effected” 

(CBE) labeling supplement that is undergoing FDA 

review

https://www.fda.gov/drugs/laws-acts-and-rules/fdas-labeling-resources-human-prescription-drugs
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Searchable Labeling 

Databases1

1 See the “Searchable Labeling Databases” heading on the FDA’s Labeling Resources 

for Human Prescription Drugs webpage (see https://www.fda.gov/drugs/laws-acts-and-

rules/fdas-labeling-resources-human-prescription-drugs)  

https://www.fda.gov/drugs/laws-acts-and-rules/fdas-labeling-resources-human-prescription-drugs
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FDALabel: Full-Text Search of Labeling for Human Drugs1

1 See the “Searchable Labeling Databases” heading on the FDA’s Labeling Resources for Human Prescription Drugs webpage (see https://www.fda.gov/drugs/laws-

acts-and-rules/fdas-labeling-resources-human-prescription-drugs). To find FDALabel directly, see https://nctr-crs.fda.gov/fdalabel/ui/search. 

https://www.fda.gov/drugs/laws-acts-and-rules/fdas-labeling-resources-human-prescription-drugs
https://nctr-crs.fda.gov/fdalabel/ui/search
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Labeling Section(s) Search in FDALabel1

1 See the “Searchable Labeling Databases” heading on the FDA’s Labeling Resources for Human Prescription Drugs webpage (see https://www.fda.gov/drugs/laws-

acts-and-rules/fdas-labeling-resources-human-prescription-drugs). To find FDALabel directly, see https://nctr-crs.fda.gov/fdalabel/ui/search. 

https://www.fda.gov/drugs/laws-acts-and-rules/fdas-labeling-resources-human-prescription-drugs
https://nctr-crs.fda.gov/fdalabel/ui/search
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SPL = structured product labeling; CDER = Center for Drug Evaluation and Research; CBER = Center for Biologics Evaluation and Research

Labeling Databases (1 of 2)
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Labeling Databases (2 of 2)
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1 See the “Searchable Product Databases” heading on the FDA’s Labeling Resources for Human Prescription Drugs webpage 

(see https://www.fda.gov/drugs/laws-acts-and-rules/fdas-labeling-resources-human-prescription-drugs). 

Searchable Product Databases1

➢ Animal Rule Approvals

➢ Biosimilar Product Information 

➢ CBER’s Novel Biological Products

➢ CDER’s Novel Drugs and Biological Products 

➢ Drug Safety Communications 

➢ Drug Trials Snapshots 

➢ Emergency Use Authorization

➢ National Drug Code (NDC) Directory 

➢ Orange Book

➢ Purple Book

➢ REMS@FDA 

➢ United States Pharmacopeia-National Formulary Resources

https://www.fda.gov/drugs/laws-acts-and-rules/fdas-labeling-resources-human-prescription-drugs
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CDER’s Novel Drug and Biological 

Products Database
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Webpage #2: Prescribing 

Information Resources



19Prescribing Information Resources webpage available at

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources


201 Available at https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources

Prescribing Information Resources1

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources
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➢ “PLR format represents a more useful … approach for 

communicating accurate and up-to-date information on the safe 

and effective use of drugs and makes prescription information 

more accessible for use with electronic prescribing tools”2

➢ “FDA strongly encourages all applicants to voluntarily convert the 

labeling of their drug products to the PLR format, regardless of 

the date of approval”2

2 See 78 FR 8446 (February 6, 2013); also see final rule (PLR) “Requirements on Content and Format of Labeling For Human Prescription Drug 

and Biological Products” 71 FR 3922 (January 24, 2006) 

FDA Encourages Submission of Voluntary 

PLR Conversions1

Over 300 voluntary PLR conversions approved to date in CDER!
1 Discussed under the “What Are the Advantages of PLR Format?” heading on the Prescribing Information Resources webpage   

(see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources
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Labeling Policy Team was previously known as the Labeling Development Team
1 Available under the “What Are the Advantages of PLR Format?” heading on the Prescribing Information Resources webpage   

(see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources
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Updated Sample Prescribing Information 

Template1

Template located under the “Format Tools and 

Sample Templates” heading:

➢ Consider using when developing PLR-formatted 

labeling

➢ Does not contain all labeling regulatory 

requirements or guidance recommendations

1 Available under the “Format Tools and Sample Templates” heading on the Prescribing Information Resources webpage   

(see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources


24



25



26

Required “Manufacturer Information” in Labeling



27
1 Available under the “General Labeling Presentations” heading on the Prescribing Information Resources webpage                   

(see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 

FDA Regulatory Education 

for Industry Conference

June 2022

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources
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1 Available under the “General Labeling Presentations” heading on the Prescribing Information Resources webpage            

(see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources


291 Available at https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources

Prescribing Information Resources1 (1 of 3)

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources


301 Available at https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources

Prescribing Information Resources1 (2 of 3)



311 Available at https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources

Prescribing Information Resources1 (3 of 3)
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1 The “Example Product Titles” document under the “Product Title and Initial U.S. Approval” subheading under the “Highlights of Prescribing 

Information” heading on the Prescribing Information Resources webpage (see https://www.fda.gov/drugs/fdas-labeling-resources-human-

prescription-drugs/prescribing-information-resources) 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources
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Established Pharmacologic Class

1 Available under the “Established Pharmacologic Class (EPC)” subheading under the “Highlights of Prescribing Information” heading on the Prescribing 

Information Resources webpage (see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources
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1 Available under the “1 Indications and Usage” heading on the Prescribing Information Resources webpage             

(see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 

1 Indications and Usage1

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources


www.fda.gov 35

Please submit 

comments by 

March 14, 2023
https://www.fda.gov/regulatory-information/search-

fda-guidance-documents/dosage-and-

administration-section-labeling-human-

prescription-drug-and-biological-products-content

1 Available under the “2 Dosage and Administration” heading on the Prescribing Information Resources webpage                 

(see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/dosage-and-administration-section-labeling-human-prescription-drug-and-biological-products-content
https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources
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1 Available under the “6 Adverse Reactions” heading on the Prescribing Information Resources webpage             

(see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources
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8.4 Pediatric Use1

1 “Pediatric Information in Labeling” presentation and video under the “8.4 Pediatric Use” heading on the Prescribing Information Resources webpage 

(see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources
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8.4 Pediatric Use1

1 “Pediatric Information in Labeling” presentation and video under the “8.4 Pediatric Use” heading on the Prescribing Information Resources webpage 

(see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 
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8.5 Geriatric Use1

1 Available under the “8.5 Geriatric Use” heading on the Prescribing Information Resources webpage                     

(see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources
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12.1 Mechanism of Action, 12.2 Pharmacodynamics, 

and 12.3 Pharmacokinetics (1 of 2)1

1 Available under the “12.1 Mechanism of Action, 12.2 Pharmacodynamics, and 12.3 Pharmacokinetics” heading on the Prescribing Information 

Resources webpage (see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources
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…

1 Available under the “12.1 Mechanism of Action, 12.2 Pharmacodynamics, and 12.3 Pharmacokinetics” heading on the Prescribing Information 

Resources webpage (see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 

12.1 Mechanism of Action, 12.2 Pharmacodynamics, 

and 12.3 Pharmacokinetics (2 of 2)1
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16 How Supplied/Storage and Handling (1 of 2)1

1 Available under the “16 How Supplied/Storage and Handling” heading on the Prescribing Information Resources webpage 

(see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources
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…

16 How Supplied/Storage and Handling (2 of 2)1

1 Available under the “16 How Supplied/Storage and Handling” heading on the Prescribing Information Resources webpage 

(see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 
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1 This presentation is available under Product Titles” document available under the “Highlights of Prescribing Information, 3 Dosage Forms and 

Strengths, 11 Description, and 16 How Supplied/Storage and Handling” headings on the Prescribing Information Resources webpage (see 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources) 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/prescribing-information-resources
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Webpage #3: Patient Labeling 

Resources
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Available at https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/patient-labeling-resources

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/patient-labeling-resources
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1 Available under the Patient Labeling Resources webpage (see https://www.fda.gov/drugs/fdas-labeling-resources-human-

prescription-drugs/patient-labeling-resources) 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/patient-labeling-resources


481 Available under the Patient Labeling Resources webpage (see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/patient-labeling-resources) 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/patient-labeling-resources


491 Available under the Patient Labeling Resources webpage (see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/patient-labeling-resources) 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/patient-labeling-resources
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1 Available under the Patient Labeling Resources webpage (see https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/patient-labeling-resources) 

A prescription drug may 

have a PPI or a MG 

(but not both)

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/patient-labeling-resources
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Webpage #4: Carton and 

Container Labeling Resources
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Available at https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/carton-and-container-labeling-resources

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/carton-and-container-labeling-resources
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Available on the Carton and Container Labeling Resources webpage at 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/carton-and-container-labeling-resources

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/carton-and-container-labeling-resources


54Available on the Carton and Container Labeling Resources webpage at 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/carton-and-container-labeling-resources

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/carton-and-container-labeling-resources


55Available on the Carton and Container Labeling Resources webpage at 

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/carton-and-container-labeling-resources

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/carton-and-container-labeling-resources
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Webpage #5: Generic Drugs –

Specific Labeling Resources
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Available at https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/generic-drugs-specific-labeling-resources

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/generic-drugs-specific-labeling-resources


581 Available at https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/generic-drugs-specific-labeling-resources

ANDA Holder Responsibility to Update Their Labeling1

➢ Routinely review the last approved reference listed drug 

(RLD) labeling on Drugs@FDA to ensure that their generic 

drug labeling meets the “same as” requirements

➢ Promptly update their generic drug labeling after FDA has 

approved changes to associated RLD labeling

➢ Additional methods to follow RLD labeling changes:

▪ Subscribe to CDER Drug Safety Labeling Changes 

▪ Online, fax, or mail request to FDA’s Division of Freedom 

of Information

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/generic-drugs-specific-labeling-resources
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Webpage #6: Biological 

Products – Specific Labeling 

Resources
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Available at https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/biological-products-specific-labeling-resources

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/biological-products-specific-labeling-resources
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Webpage #7: Selection of 

Appropriate SPL Codes for 

Human Prescription Drug 

Labeling

SPL = Structured Product Labeling
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Available on the Selection of Appropriate SPL Codes for Human Prescription Drug Labeling webpage at https://www.fda.gov/drugs/fdas-labeling-

resources-human-prescription-drugs/selection-appropriate-spl-codes-human-prescription-drug-labeling

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/selection-appropriate-spl-codes-human-prescription-drug-labeling
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LOINC = Logical Observation Identifiers Names and Codes 

Available on the Selection of Appropriate SPL Codes for Human Prescription Drug Labeling webpage at https://www.fda.gov/drugs/fdas-labeling-

resources-human-prescription-drugs/selection-appropriate-spl-codes-human-prescription-drug-labeling

LOINC for Human Prescription Drug and Biological 

Product Labeling1

https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/selection-appropriate-spl-codes-human-prescription-drug-labeling
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Challenge Question #1

The last FDA-approved labeling and “current” labeling 

[labeling most recently submitted by applicants to FDA’s 

electronic system] (choose the most accurate answer):

A. Both appear on FDALabel

B. Both appear on DailyMed

C. May differ because of major labeling changes                        
(e.g., adding a new dosage regimen)

D. May differ because of minor labeling changes                         
(e.g., changing the name and address of the distributor)
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Challenge Question #1

The last FDA-approved labeling and “current” labeling 

[labeling most recently submitted by applicants to FDA’s 

electronic system] (choose the most accurate answer):

A. Both appear on FDALabel

B. Both appear on DailyMed

C. May differ because of major labeling changes                        
(e.g., adding a new dosage regimen)

D. May differ because of minor labeling changes                         
(e.g., changing the name and address of the distributor)
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Challenge Question #2

FDA’s Labeling Resources for Human Prescription Drugs 

seven webpages contain the following resources: 

(select all that apply)

A. Examples of product titles in the Highlights of 
Prescribing Information

B. Established Pharmacologic Class Text Phrases for the 
Highlights of Prescribing Information

C. Labeling resources specific for generic drugs and 
biological products

D. Searchable labeling databases
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Challenge Question #2

FDA’s Labeling Resources for Human Prescription Drugs 

seven webpages contain the following resources: 

(select all that apply)

A. Examples of product titles in the Highlights of 
Prescribing Information

B. Established Pharmacologic Class Text Phrases for the 
Highlights of Prescribing Information

C. Labeling resources specific for generic drugs and 
biological products

D. Searchable labeling databases



www.fda.gov 68

Challenge Question #3

Sample Prescribing Information Template on the 

Prescribing Information Resources webpage:

A. Contains all the required elements to develop a Prescribing 

Information

B. May be used to develop labeling for an upcoming labeling 

supplement submission

C. Is required to be used for labeling submissions for original 

NDAs and BLAs (not for supplements)

D. None of the above
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Challenge Question #3

Sample Prescribing Information Template on the 

Prescribing Information Resources webpage:

A. Contains all the required elements to develop a Prescribing 

Information

B. May be used to develop labeling for an upcoming labeling 

supplement submission

C. Is required to be used for labeling submissions for original 

NDAs and BLAs (not for supplements)

D. None of the above
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Closing Thoughts

FDA dedicated to providing, maintaining, 

and updating labeling resources for 

human prescription drugs



Questions?

Eric Brodsky
Associate Director, Labeling Policy Team

Office of New Drug Policy, Office of New Drugs

CDER | US FDA
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Prescription Drug Labeling 

Guidances Published in the 

Last Year
(February 2022 to January 2023)
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➢ (Draft) Assessment of Pressor Effects of Drugs (February 

2022)

➢ (Draft) Immunogenicity Information in Human Prescription 

Therapeutic Protein and Select Drug Product Labeling 

(February 2022)

➢ Safety Considerations for Container Labels and Carton 

Labeling Design to Minimize Medication Errors (May 2022)

➢ Assessing the Effects of Food on Drugs in INDs and NDAs -

Clinical Pharmacology Considerations (June 2022)

Recently Published Labeling Guidances1 (1 of 3)

1 Published between February 2022 to January 2023
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➢ Instructions for Use - Patient Labeling for Human Prescription Drug 

and Biological Products - Content and Format (July 2022)

➢ (Draft) Human Prescription Drug and Biological Products —

Labeling for Dosing Based on Weight or Body Surface Area for 

Ready-to-Use Containers — “Dose Banding” (July 2022) 

➢ (Draft) Quantitative Labeling of Sodium, Potassium, and 

Phosphorus for Human Over the-Counter and Prescription Drug 

Products (September 2022)

➢ (Draft) Characterizing, Collecting, and Reporting Immune-Mediated 

Adverse Reactions in Cancer Immunotherapeutic Clinical Trials 

(October 2022)

Recently Published Labeling Guidances1 (2 of 3)

1 Published between February 2022 to January 2023
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➢Cross Labeling Oncology Drugs in Combination Regimens 

(November 2022)

➢ (Draft) Small Volume Parenteral Drug Products and 

Pharmacy Bulk Packages for Parenteral Nutrition:  

Aluminum Content and Labeling Recommendations 

(December 2022)

➢ (Revised Draft) Dosage and Administration Section of 

Labeling for Human Prescription Drug and Biological 

Products - Content and Format (January 2023) 

Recently Published Labeling Guidances1 (3 of 3)

1 Published between February 2022 to January 2023
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Future Draft Labeling 

Guidances and Future 

Finalization of Draft Labeling 

Guidances
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➢ Repackagers and Relabelers of Human Drugs: Labeling; 

Registration and Listing, Safety Reporting, Supply Chain Security, 

and Good Manufacturing Practice (Draft)

➢ Labeling for Biosimilar Products and Interchangeable Biosimilar 

(Revised Draft)

➢ Combined Hormonal Contraceptives for Prevention of Pregnancy 

— Labeling for Health Care Providers and Patients (Revised Draft)

➢ Regulatory Considerations and Drug Labeling Recommendations 

for Prescription Drug Use-Related Software for Combination 

Products (Draft)

Notable Labeling Draft Guidances on CDER’s 

Guidance Agenda1

1 See CDER guidance agenda (July 2022) at https://www.fda.gov/media/134778/download

https://www.fda.gov/media/134778/download
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Pregnancy, Lactation, and Females and Males of 

Reproductive Potential: Labeling for Human 

Prescription Drug and Biological Products

Notable Labeling Draft Guidances We Are 

Working to Finalize1

1 We are actively considering the comments to this draft guidances and will work to finalize 

this guidance as appropriate.
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Challenge Question #4

Labeling on Drugs@FDA and FDALabel have the 

following in common:

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

B. Almost always includes carton and container labeling

C. Includes historically approved labeling 

D. Almost always includes generic drug labeling

E. None of the above
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