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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 fictitious and are provided only to 
demonstrate current  labeling development  
challenges.  

Disclaimer  
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CLINICAL STUDIES Section: 
Resources 

Code of Federal Regulations: 
• 21 CFR 201.57(c)(15) 

Labeling Guidance: 
• Clinical Studies Section of Labeling Guidance
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CLINICAL STUDIES Section  (1 of  3)  

Must discuss those clinical  studies that  facilitate an
understanding of how  to use drug safely and effectively* 

Any  clinical study  discussed in CLINICAL STUDIES section 
must  be adequate and well-controlled as per 21 CFR 
314.126(b)  [drugs] or contribute to substantial  evidence
[biological products]* 

Do not include active control studies that  imply  comparative
effectiveness or safety  claims  not  supported by substantial 
evidence** 

* 21 CFR 201.57(c)(15);  ** 21 CFR  201.57(c)(2)(iii) 
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CLINICAL STUDIES Section (2 of 3) 
To improve readability  recommend:  

 Only using one statistical population  
 Only using mean or  median (not bot h)   
 Rounding up when displaying treatment  effects in 

percentages (if  appropriate)  
 Including results in a table or  text  (not bot h)  
 Defining acronyms  
 Using consistent  terminology throughout   
 DRUGOXIDE-treated patients vs.  patients treated 

with DRU GOXIDE vs.  patients who received 
DRUGOXIDE  

 Using subsections t o organize  information (e.g., 
three different  study populations)  
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CLINICAL STUDIES Section (3 of 3

 Recommend not  discussing future or  ongoing 
studies  

 When developing labeling,  think  about  
treatment ar ms  in studies  in CLINICAL  
STUDIES  section vs. r ecommended dosage 
in D&A section   
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No Implied Indications, Uses, Claims, or  
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ENTYVIO: CLINICAL  STUDIES Section  (1  of 5) 

Include study design*
 

Define terms that may not be well-understood*
 

* Sections III(B and  C)  - Clinical  Studies  Section of Labeling  Guidance 
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ENTYVIO: CLINICAL STUDIES Section  (2 of 5)  

Include inclusion and exclusion criteria important for 
understanding treatment effect* 

* Section III(B)(4) - Clinical Studies Section of Labeling Guidance
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ENTYVIO: CLINICAL STUDIES Section  (3 of 5)   

Include:* 
 Treatment arms (e.g., dosage regimens) 
 Inclusion and exclusion criteria important for understanding 

treatment effect 
 Concomitant medications 
 Important baseline disease characteristics 

* Section III(B) - Clinical Studies Section of Labeling Guidance 10 



       

 

ENTYVIO: CLINICAL STUDIES Section  (4 of 5)  
Study  Results*  

* Section III(C) - Clinical Studies Section of Labeling Guidance 
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ENTYVIO: CLINICAL STUDIES Section  (5 of 5)  
Study  Results   

 Define endpoints that are not commonly understood* 
 Include confidence intervals* 
 Include study population and number, type of data, time point in table title** 

* Sections III(C, B) - Clinical  Studies  Section of Labeling  Guidance 
 
** Appendix  C  - Clinical Studies  Section of  Labeling Guidance 
 12 



 

 

References  

 PLR  Requirements for Prescribing Information
website:  
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformati
on/LawsActsandRules/ucm084159.htm  

Thank you!  
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