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SUMMARY OF FDA ADVERTISING AND PROMOTION ENFORCEMENT ACTIVITIES 

OCTOBER 2013 

This e-alert is part of a series of monthly e-alerts summarizing publicly-available FDA enforcement 
letters (i.e., warning letters and untitled letters) relating to the advertising and promotion of 
prescription drugs, medical devices, and biologics. 

In October 2013, FDA’s Office of Prescription Drug Promotion (OPDP) posted the following 
enforcement letter on FDA’s website1: 

 Untitled letter to Sunovion Pharmaceuticals Inc., re: NDA #021912 BOVANA® (arformoterol 
tartrate) Inhalation Solution MA #382 (October 24, 2013) (“Sunovion Untitled Letter”) 

The Office of Compliance and Biologics Quality (OCBQ) in FDA’s Center for Biologics Evaluation and 
Research (CBER) and the Office of Compliance in FDA’s Center for Devices and Radiological Health 
(CDRH) did not post any enforcement letters relating to advertising and promotion on FDA’s website. 

This alert merely summarizes the allegations contained in FDA’s letter.  It does not contain any 
analysis, opinions, characterizations, or conclusions by or of Covington & Burling LLP.  As a result, 
the information presented herein does not necessarily reflect the views of Covington & Burling LLP 
or any of its clients. 

LETTER ISSUED BY OFFICE OF PRESCRIPTION DRUG PROMOTION (OPDP) 

Sunovion Untitled Letter 

OPDP alleged that patient brochures for Brovana were misleading because they overstated 
Brovana’s efficacy, made unsubstantiated claims (including unsubstantiated superiority claims), and 
minimized risk information. 

Overstatement of Efficacy: The patient brochures contained the following taglines with Brovana’s 
trade dress: “Get back into daily living”2 and “With the right COPD medicine, you may get back to 
daily living.”3  OPDP alleged that these statements were misleading because they suggested that 
treatment with Brovana allows patients to resume their baseline activities of daily living.  OPDP noted 
that the CLINICAL STUDIES section of the package insert states that Brovana demonstrated an 
approximately 11% change in mean forced expiratory volume in one second (“FEV1”) from baseline 
FEV1 to the end of dosing over 12 weeks of treatment.  According to OPDP, although this study may 
 
1 Only enforcement letters posted to FDA’s website in October 2013 are included herein.  Letters issued in 
October but not posted to the website by October 31, 2013 will be summarized in our alerts for the months in 
which those letters are posted. 
2 Emphasis in brochure. 
3 Emphasis in brochure. 
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have shown that Brovana improved patients’ mean FEV1, it failed to show that treatment with 
Brovana, taken together with drug-related side effects, positively impacted patients’ ability to resume 
their baseline activities. 

Unsubstantiated Superiority Claims / Unsubstantiated Claims: The patient brochures included the 
following headline questions: 

 “If you have COPD, Are you using your nebulizer sometimes 4 or more times a day?”4 

 “If you have COPD, Is it hard for you to depress your inhaler and time your breaths to get your 
medicine out?”5 

In addition, each brochure included the following presentation: 

 “Do any of the statements below capture how you feel? Check the ones that do. 
� I use my nebulizer sometimes 4 or more times a day—so it’s often easier for me just to stay 

at home.  Sometimes I even need it in the middle of the night 
� When I use my inhaler, it just doesn’t feel like I’m able to breathe in all of my medicine, or 

that all the medicine is coming out 
� My hands don’t move as well anymore, so it’s hard for me to use my inhaler.  I have trouble 

timing my hands with my breathing 
� I’m taking my medicine, but it feels like I may need something more 
Bring this with you into the exam room, and ask your doctor if BROVANA® . . . is right for you.”6 

OPDP contended that these claims, along with the headline claim (“With the right COPD medicine, 
you may get back to daily living”7), misleadingly implied that Brovana “will be effective for patients 
who have not had success with other COPD therapies based on Brovana’s ability to overcome the 
potential challenges associated with these therapies, such as their respective dosing regiments . . . 
or delivery systems. . . .”  OPDP acknowledged that clinical trials associated with the approval of 
Brovana did include an active comparator, salmeterol, but stated that these studies were not 
designed to measure clinical superiority.  OPDP also asserted that the claims above regarding 
difficulty in depressing inhalers misleadingly implied that patients with limited manual dexterity 
would be able to administer Brovana easily.  OPDP stated that there was no evidence to support 
these claims, because using Brovana requires opening a pouch and vial, squeezing the vial, 
connecting a reservoir to either a mouthpiece or a face mask, connecting tubing to a compressor, 
and cleaning a nebulizer. 

Minimization of Risk Information: According to OPDP, the patient brochures minimized risk 
information by presenting risk information in single-spaced, small font sizes surrounded by little 
white space.  In contrast, OPDP alleged that efficacy claims were presented in large, bolded font 
sizes and colorful text surrounded by ample white space.   

 
* * * 

 

 
4 Emphasis in Brochure. 
5 Emphasis in Brochure. 
6 Emphasis in Brochure. 
7 Emphasis in Brochure. 
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If you have any questions concerning the material discussed in this client alert, please contact the 
following members of our Food & Drug Practice Group: 

Michael Labson +1.202.662.5220 mlabson@cov.com 
Erika Lietzan +1.202.662.5165 elietzan@cov.com 
Scott Cunningham +1.202.662.5275 scunningham@cov.com 
Scott Danzis +1.202.662.5209 sdanzis@cov.com 
Saurabh Anand +1.202.662.5222 sanand@cov.com 

 
This information is not intended as legal advice.  Readers should seek specific legal advice before acting with regard to the subjects 
mentioned herein.  

Covington & Burling LLP, an international law firm, provides corporate, litigation and regulatory expertise to enable clients to achieve their 
goals.  This communication is intended to bring relevant developments to our clients and other interested colleagues.  Please send an 
email to unsubscribe@cov.com if you do not wish to receive future emails or electronic alerts.   

© 2013 Covington & Burling LLP, 1201 Pennsylvania Avenue, NW, Washington, DC 20004-2401.  All rights reserved. 
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