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Quality Check for 
Format/Appearance of PI 
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Selected Requirements of Prescribing 
Information (SRPI)1 

1 SRPI on PLR Requirements for Prescribing Information website 

https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/LawsActsandRules/ucm084159.htm
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Labeling Finalization During End of 
Review Cycle: NDA/sNDA/BLA/sBLA 

www.fda.gov 

Prior to sending in labeling documents to FDA at end 
of review cycle (after FDA and firm are close to an 
agreed-upon PI) recommend:  
 
 

1) Remove annotations (e.g., in headers/footers)  
2) If page numbers are included, ensure first page of 

each labeling document starts with Page #1 
3) Remove line numbers 
4) Ensure correct number of columns in three PI sections 

1 Labeling documents include prescribing information (PI) and FDA-approved patient 
labeling [Medication Guide (MG), Patient Package Insert (PPI), Instructions for Use 
IFU)] 
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What Can be Improved?  
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Remove Annotations  
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Annotations Removed1 

1 “Sample PLR Template – Highlights, Contents, and Full Prescribing Information” on PLR Requirements for Prescribing Information website 

https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/LawsActsandRules/ucm084159.htm
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1) Recommend Removing 
Annotations 

 Remove headers and footers  (e.g., application 
numbers, product names, dosage forms, and firm 
names that appear in headers and footers) 

 How to remove headers/footers in labeling but retain 
headers/footers in cover letters to FDA - Slides #4 
and #5 

 

 May retain page numbers in labeling documents (see 
Slides #11-12) 
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How to Have Different 
Headers/Footers:  

Option #1 
 Within Word document, include 

a section break between cover 
letter to FDA and labeling (under 
the “Layout” tab, click on 
“Breaks▼” and then select “Next 
Page”) 

 

 Now cover letter or different 
labeling documents can have 
different formatting within same 
document  

 

 Retain headers/footers in cover 
letter and remove 
headers/footers in labeling 
documents (except for page 
numbers) 
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How to Have Different 
Headers/Footers:  Option #2 

Two or more labeling types are two Word documents: 
 Retain headers/footers in labeling document #1 and 

remove headers/footers in labeling document #2 
(except for page numbers) 

 Open up Adobe Acrobat, click on “Create ▼” tab, and 
then click on “Combine Files into a Single PDF…” 

 Add labeling document #1 (in Word or PDF)1 and 
subsequently add labeling document #2 (in Word or 
PDF)1 

 
 1  You do not need to convert labeling documents #1 and #2 to PDF (the 

“Combine Files into a Single PDF…” function converts Word documents into 
PDF and combines the files) 
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2) If Page Numbers are Included in 
Labeling Documents, Recommend First 

Page of Each Document Start with Page #1 

 Recommend different numbering for each of 
labeling document (see Slides #4 or #5 to include 
different page numbers in footers/headers) to 
ensure first page of each document starts on 
Page #1 
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Different Page Numbers for Each Labeling 
Document 

For example, one submitted document may be 35 
pages long (25, 5, and 5 pages for PI, MG, and IFU, 
respectively).  Ensure that:   
 PI is numbered Pages 1 to 25 
 MG is numbered Pages 1 to 5 
 IFU is numbered Pages 1 to 5 
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3) Remove Line Numbers Before 
Attaching Labeling to Approval Letter1 

On “Layout” tab, choose “None” under the “Line Numbers” tab 
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4) Before Submitting PI: Ensure Correct 
Columns in PI 

 Ensure two-column format for Highlights and Table of 
Contents1 

 Recommend one-column format for Full Prescribing 
Information 

 

1 21 CFR 201.57(d) and Implementing the PLR Content and Format Requirements guidance 

 Ensure appropriate section breaks (e.g. On “Layout” tab, under “Breaks▼” choose 
“Continuous”) 

 On “Layout” tab, choose appropriate column under “Columns” tab 



Thank you! 
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