
  
 

  

 

 
 
 
 

  
 

 
 

 
  

 
 

 
 

 
 
 

  
 

      
  

 
 

 
     

     
 

   
 

 
    

 
   

 
   

 
 

    
 

  
   

 
    

 
 

  
  

 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring  MD  20993 

NDA 200796/S-009 
SUPPLEMENT APPROVAL 

Arbor Pharmaceuticals, LLC 
Attention: Brianna Warren 
Manager, Regulatory Affairs, Labeling 
6 Concourse Parkway 
Suite 1800 
Atlanta, GA  30328 

Dear Ms. Warren: 

Please refer to your Supplemental New Drug Application (sNDA) dated and received April 25, 
2016, and your amendment dated October 19, 2016, submitted under section 505(b) of the 
Federal Food, Drug, and Cosmetic Act (FDCA) for Edarbi (azilsartan kamedoxomil) 40 mg and 
80 mg Tablets. 

This Prior Approval supplemental new drug application provides for labeling revised as follows 
(additions are shown as underlined text and deletions are shown as strikethrough text): 

1.	 In HIGHLIGHTS/RECENT MAJOR CHANGES, the following text was added: 

----------------------------RECENT MAJOR CHANGES----------------------­
Contraindications (4)	 04/2016 

2.	 In HIGHLIGHTS/CONTRAINDICATIONS, the following text was added: 

•	 Do not coadminister aliskiren-containing products with Edarbi in patients with 
diabetes. (4) 

3.	 Under CONTRAINDICATIONS, the following text was added: 

Do not coadminister aliskiren-containing products with Edarbi in patients with 
diabetes [see Drug Interactions (7)]. 

4.	 Under CLINICAL PHARMACOLOGY/Mechanism of Action, the following text was 
added to the first paragraph: 

Angiotensin II is formed from angiotensin I in a reaction catalyzed by 
angiotensin-converting enzymes (ACE, kinase II). Angiotensin II is the principal 
pressor agent of the renin-angiotensin system, with effects that include 
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vasoconstriction, stimulation of synthesis and release of aldosterone, cardiac 
stimulation, and renal reabsorption of sodium. Azilsartan medoxomil is an 
orally administered prodrug that is rapidly converted by esterases in the 
gastrointestinal tract and/or during absorption to the active moiety, azilsartan. 
Azilsartan blocks the vasoconstrictor and aldosterone-secreting effects of 
angiotensin II by selectively blocking the binding of angiotensin II to the AT1 
receptor in many tissues, such as vascular smooth muscle and the adrenal gland. 
Its action is, therefore, independent of the pathway for angiotensin II synthesis. 

5. The revision date and version number was updated. 

APPROVAL & LABELING 

We have completed our review of this supplemental application, as amended, and it is approved, 
effective on the date of this letter, for use as recommended in the enclosed, agreed-upon labeling 
text. 

PROMOTIONAL MATERIALS 

You may request advisory comments on proposed introductory advertising and promotional 
labeling. To do so, submit the following, in triplicate, (1) a cover letter requesting advisory 
comments, (2) the proposed materials in draft or mock-up form with annotated references, and 
(3) the package insert(s) to: 

OPDP Regulatory Project Manager
 
Food and Drug Administration 

Center for Drug Evaluation and Research
 
Office of Prescription Drug Promotion (OPDP)
 
5901-B Ammendale Road
 
Beltsville, MD 20705-1266
 

Alternatively, you may submit a request for advisory comments electronically in eCTD format. 
For more information about submitting promotional materials in eCTD format, see the draft 
Guidance for Industry (available at: 
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/U 
CM443702.pdf ). 

You must submit final promotional materials and package insert(s), accompanied by a Form 
FDA 2253, at the time of initial dissemination or publication [21 CFR 314.81(b)(3)(i)].  Form 
FDA 2253 is available at 
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM083570.pdf. 
Information and Instructions for completing the form can be found at 
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM375154.pdf. For 
more information about submission of promotional materials to the Office of Prescription Drug 
Promotion (OPDP), see http://www.fda.gov/AboutFDA/CentersOffices/CDER/ucm090142.htm. 
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All promotional materials that include representations about your drug product must be promptly 
revised to be consistent with the labeling changes approved in this supplement, including any 
new safety information [21 CFR 314.70(a)(4)].  The revisions in your promotional materials 
should include prominent disclosure of the important new safety information that appears in the 
revised package labeling.  Within 7 days of receipt of this letter, submit your statement of intent 
to comply with 21 CFR 314.70(a)(4) to the address above, by fax to 301-847-8444, or 
electronically in eCTD format. For more information about submitting promotional materials in 
eCTD format, see the draft Guidance for Industry (available at: 
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/U 
CM443702.pdf ). 

REPORTING REQUIREMENTS 

We remind you that you must comply with reporting requirements for an approved NDA 
(21 CFR 314.80 and 314.81). 

If you have any questions, please call: 

Lori Anne Wachter, RN, BSN, RAC 
Regulatory Project Manager for Safety 
(301) 796-3975 

Sincerely, 

{See appended electronic signature page} 

Mary Ross Southworth, PharmD. 
Deputy Director for Safety 
Division of Cardiovascular and Renal Products 
Office of Drug Evaluation I 
Center for Drug Evaluation and Research 

ENCLOSURE(S): 
Content of Labeling 
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This is a representation of an electronic record that was signed 
electronically and this page is the manifestation of the electronic 
signature. 

/s/ 

MARY R SOUTHWORTH 
10/24/2016 
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