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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 drugs, 
biologics, and medical devices.  In July 2012, FDA’s Office of Prescription Drug Promotion (OPDP) 
posted the following enforcement letters on its website:1 

 Untitled letter to Pfizer, Inc. re: Zmax® (azithromycin extended release) for oral suspension (June 
19, 2012) (“Pfizer Untitled Letter”)2  

 Untitled letter to Valeant Pharmaceuticals North America, LLC re: XENAZINE® (tetrabenazine) 
Tablets, for Oral Use (June 21, 2012) (“Valeant Untitled Letter”) 

 Untitled letter to Acorda Therapeutics, Inc. re: Ampyra® (dalfampridine) Extended Release Tablets 
(June 21, 2012) (“Acorda Untitled Letter”) 

 Untitled letter to Validus Pharmaceuticals LLC re: Equetro® (carbamazepine) Extended-Release 
Capsules (June 25, 2012) (“Validus Untitled Letter”) 

 Untitled letter to Bristol-Myers Squibb re: Ixempra® (ixabepilone) (June 29, 2012) (“Bristol-Myers 
Untitled Letter”) 

The Office of Compliance in FDA’s Center for Devices and Radiological Health (CDRH) posted the 
following letters on FDA’s website: 

 Warning letter to Argentum Medical, LLC re: Silverlon products (May 29, 2012) (“Argentum 
Warning Letter”) 

 Warning letter to Bausch & Lomb, Inc. re: PureVision 2 (balafilcon A) and PureVision 2 multi-focal 
(balafilcon A) contact lenses (June 11, 2012) (“Bausch & Lomb Warning Letter”) 

 Warning letter to Lap-Band VIP re: LapBand gastric banding system (June 25, 2012) (“Lap-Band 
Warning Letter”) 

 Warning letter to Cutera, Inc. re: Cutera GenesisPlus Laser System (July 9, 2012) (“Cutera 
Warning Letter”) 

 Warning letter to Quantum Devices, Inc. re: WARP 10 and WARP 75 LED Light Delivery System 
(July 11, 2012) (“Quantum Warning Letter”) 

 

 
1 Only enforcement letters posted to FDA’s website in July 2012 are included herein.  Letters issued in July but 
not posted to the website by July 31, 2012 will be summarized in our alerts for the months in which those 
letters are posted.  
2 The dates referenced for the letters are the issue dates.  
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During July 2012, the Office of Compliance and Biologics Quality (OCBQ) in FDA’s Center for Biologics 
Evaluation and Research (CBER) did not post any enforcement letters relating to the advertising and 
promotion of biologics on FDA’s website.  The letters posted by OPDP and the Office of Complaince at 
CDRH raise a variety of allegations and conclude that the cited advertising/promotional issues 
render the subject product misbranded and/or adulterated. 

This alert merely summarizes the allegations contained in FDA’s letters.  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.  

Omission and Minimization of Risk Information3 

FDA’s letters contain the following allegations under an “Omission and Minimization of Risk 
Information” subheading: 

Acorda Untitled Letter:  Ampyra is indicated as a treatment to improve walking in patients with 
multiple sclerosis (MS), and is contraindicated in patients with a history of seizure or with moderate 
or severe renal impairment.  Ampyra’s prescribing information (PI) includes warnings and 
precautions regarding risk of seizure, use in patients with renal impairment, risks associated with 
concurrent treatment with other forms of 4-aminopyridine, and urinary tract infections.  Adverse 
events associated with Ampyra include inter alia, insomnia, nausea, asthenia, balance disorder, 
paresthesia, and dyspepsia.   

OPDP found that a video segment for Ampyra minimized the risks associated with the drug.  The 
video consisted of a 5-minute and 38-second interview with a patient (Bonnie Leedy) and her doctor.  
The interview focused on the symptoms of MS and benefits of Ampyra, and relegated the majority of 
the risk information to a running telescript with rapidly scrolling small text at the bottom of the 
screen.  Although Ms. Leedy’s doctor acknowledged during the main part of the video that “[p]eople 
should not take [Ampyra] if they’ve ever had a seizure before or if they have certain types of kidney 
problems,” OPDP found this insufficient to balance the prominent benefit claims.  Further, Ms. Leedy 
stated during the video:  “The first month I was on [Ampyra], I experienced a lot of tingling sensation 
and I had trouble sleeping, but adjusting times . . . I was able to get used to it and within a month the 
symptoms went away.”  OPDP concluded that this claim misleadingly implied that patients who 
experience adverse events “will be ‘able to get used to it’ and such adverse events will disappear 
within a month.”   

Lap-Band Warning Letter:  CDRH found that two television commercials and two billboards 
advertising LapBand VIP’s gastric banding system failed to include relevant risk information.  The 
advertisements claimed weight loss of up to 100 pounds through the use of LapBand, but did not 
provide LapBand’s relevant warnings, precautions, side effects, and contraindications.  CDRH 
concluded that these omissions were misleading and rendered the device misbranded. 

Pfizer Untitled Letter:  According to its PI, Zmax is indicated for (1) the treatment of acute bacterial 
sinusitis in adults due to Haemophilus influenzae, Moraxella catarrhalis, or Streptococcus 
pneumoniae, and (2) community-acquired pneumonia in adults and pediatric patients (six months or 
older) due to Chlamydophila pneumoniae, Heamophilus influenzae, Mycoplasma pneumoniae or 
Streptococcus pneumoniae.  OPDP found that a brochure for Zmax omitted and minimized risk 
information associated with the drug.  For example, it failed to disclose the risk of QT interval 
prolongation, or the risk of severe (including fatal) allergic reactions observed with azithromycin.  
Specifically, Zmax’s PI states that “[d]espite initially successful symptomatic treatment of the allergic 
 
3 The letter issued by CDRH does not explicitly use this subheading, but the allegation fits within this category. 
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symptoms, when symptomatic therapy was discontinued, the allergic symptoms recurred soon 
thereafter in some patients without further azithromycin exposure.”4  OPDP found that by omitting 
the severity of the allergic reactions, including recurrence of symptoms following discontinuance of 
Zmax, the brochure misleadingly minimized the risks associated with the drug.  Further, the overall 
presentation of the brochure—which prominently presented the efficacy claims and placed the risk 
information in more obscure locations with no typographical indication alerting readers to its 
significance—suggested Zmax was safer than had been demonstrated.  

Valeant Untitled Letter:  Xenazine is indicated for the treatment of chorea associated with 
Huntington’s disease (HD).  Xenazine’s PI includes a Boxed Warning on the increased risk of 
depression and suicidal urges.  The most common adverse effects include, inter alia, 
sedation/somnolence, insomnia, depression, akathisia, and anxiety, and there are a number of 
warnings and precautions associated with the drug.  Xenazine is contraindicated in patients who are 
actively suicidal or have untreated depression, among others. 

The Valeant Untitled Letter focused on an HD patient assessment video for Xenazine located on the 
Medscape.com website.  FDA found that the video “fail[ed] to convey any risks associated with 
Xenazine . . . .”5  Although the webpage on which the patient assessment video was located included 
some risk information, OPDP concluded that this was insufficient because the information was at the 
bottom of the webpage in a read-only text format and was unlikely to draw attention.  OPDP also 
found that the webpage misleadingly minimized the risks of Neuroleptic Malignant Syndrome (NMS) 
because it omitted material facts such as the risk of fatality associated with NMS, the clinical 
manifestations of NMS, and the instruction that Xenazine must be discontinued if NMS occurs. 

Validus Untitled Letter:  According to its PI, Equetro is indicated for “the treatment of acute manic 
and mixed episodes associated with Bipolar I Disorder.”  Equetro’s PI includes a Boxed Warning 
regarding serious and sometimes fatal dermatologic reactions in certain patients, as well as aplastic 
anemia and agranulocytosis.  Equetro is contraindicated in patients with a history of bone marrow 
depression, hypersensitivity to the drug, sensitivity to tricyclic compounds, and coadministration of 
nefazodone.   

OPDP found that webpages submitted by Validus under Form FDA 2253 were misleading because 
they omitted and minimized the serious risks associated with the drug.  In addition to omitting the 
entire CONTRAINDICATIONS and PRECAUTIONS sections of Equetro’s PI, the webpages omitted 
information from the WARNINGS section, including, for example, use in patients with seizure 
disorder, use during pregnancy, and possible activation of a latent psychosis.  OPDP also concluded 
that the webpages minimized the risk of suicidal behavior and ideation associated with Equetro.  
OPDP pointed to claims on the webpages that “[a]nti-epileptic drugs (AEDs), including Equetro, may 
increase the risk of suicidal thoughts or behavior in patients taking these drugs for any indication.”6  
Equetro’s PI, however, indicates that a direct relationship has been determined between AEDs and 
suicidal behavior and ideation.  Further, OPDP found that the webpages omitted important material 
facts regarding this risk, in that they failed to direct the prescriber to balance the risk of suicidal 
ideation with the risk of an untreated illness, and failed to provide detailed symptoms that patients, 
caregivers, and families should be alert for when Equetro is used. 

 

 

 
4 Emphasis in original. 
5 Emphasis added by OPDP. 
6 Emphasis added by OPDP. 
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Broadening of Indication 

FDA’s letters contain the following allegations under a “Broadening of Indication” subheading: 

Bristol-Myers Untitled Letter:  Ixempra is indicated “for the treatment of metastatic or locally 
advanced breast cancer in patients after failure of an anthracycline, a taxane, and capecitabine” as 
a monotherapy, or in combination with capecitabine after failure of an anthracycline and a taxane.  A 
sales aid for Ixempra repeatedly presented the claim:  “In [Metastatic Breast Cancer] MBC patients 
who have progressed on an anthracycline and a taxane, with or without capecitabine[,] What do you 
do after the taxane fails?”7  OPDP found that this claim misleadingly implied that “prior therapy with 
capecitabine is optional for all of the indicated uses,” and that Ixempra “may be given as 
monotherapy without first having failed treatment with capecitabine.”  Although Ixempra’s full 
indication appeared at the bottom of the cover of the sales aid, OPDP concluded that this did not 
mitigate the sales aid’s otherwise misleading claim. 

Pfizer Untitled Letter:  The Zmax brochure included the claim:  “Zmax fights bacteria that cause 
certain infections, including bacterial sinusitis in adults, and pneumonia in adults and children 6 
months and older.”8  According to OPDP, the use of the word “including” misleadingly implied that 
Zmax is used to treat infections beyond those it is approved by FDA to treat.  The Zmax brochure also 
asked whether the reader, or the reader’s child, had certain symptoms (i.e., fever, cough, chills, 
chest pain, low in energy, or tired), and said “[i]f so, talk to your doctor, as it may be germs in the 
body that need to be treated with an antibiotic.”  OPDP found that this presentation misleadingly 
implied that Zmax is approved to treat any condition associated with these symptoms—such as a 
virus—when this has not been demonstrated by substantial evidence. 

Unsubstantiated Efficacy Claims 

FDA’s letters contain the following allegation under an “Unsubstantiated Efficacy Claims” 
subheading: 

Bristol-Myers Untitled Letter:  Bristol-Myer’s Ixempra sales aid discussed the pivotal studies for the 
drug’s monotherapy and combination therapy indications, and made claims regarding stable 
disease, stable disease ≥ 6 months, and progressive disease.  Because these were not pre-specified 
endpoints in the pivotal studies, OPDP concluded that the studies did not provide substantial 
evidence to support these claims.  Additionally, OPDP explained that it “does not consider stable 
disease to be a valid endpoint for the measurement of response in these patients because it may 
reflect, in part, the natural history of the disease rather than any effect of the drug.”  Further, OPDP 
found that several bar graphs in the sales aid depicting overall response rate and progression-free 
survival in MBC patients were misleading because “they present[ed] the results of retrospective 
subgroup analyses performed using pooled sets of clinical data collected from multiple trials with 
differing clinical endpoints.”  According to OPDP, these efficacy claims had not been demonstrated 
by substantial evidence or substantial clinical experience. 

Unsubstantiated Safety Superiority Claim 

FDA’s letters contain the following allegation under an “Unsubstantiated Safety Superiority Claim” 
subheading: 

Pfizer Untitled Letter:  Pfizer’s brochure for Zmax contained the claim:  “Will my child be able to 
handle a medicine with just one strong dose?  Zmax is different from other drugs, because it’s not 
 
7 Emphasis in original. 
8 Bolded emphasis in original; underlined emphasis added by OPDP. 
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released in the stomach.  Zmax goes to work in the small intestine so it’s easier on the stomach.”9  
OPDP concluded that this claim was misleading because it has not been demonstrated that Zmax 
has a superior safety profile compared to other antibiotics as a result of its supposed superior 
tolerability.  OPDP found the claim particularly concerning because it minimized the risk of 
gastrointestinal adverse events in pediatric patients, despite the fact that the most common adverse 
events in pediatric studies for Zmax were vomiting, diarrhea, loose stools, and abdominal pain. 

Claims Outside Cleared Use10 

FDA’s letters contain the following allegations under a “Claims Outside Cleared Use” subheading: 

Argentum Warning Letter:  Argentum markets several Silverlon products—including prescription and 
over-the-counter dressing, adhesive strips, and gloves—as part of the Silverlon wound and burn care 
product line.  Silverlon wound dressing products are cleared for uses such as an “effective barrier to 
bacterial penetration . . . intended for local management of partial thickness burns, incisions, skin 
grafts, donor sites, lacerations, abrasions, and Stage I-IV dermal ulcers . . . .”  Upon review of 
Argentum’s website, CDRH found numerous claims that were not within the cleared intended uses 
for these Silverlon products.  For example, the website contained claims such as “an effective 
treatment against stubborn MRSA infections and other Superbug Bacterial Infections,” “[v]ersatile 
Silverton [sic] Dressings help wounds heal up to 50% faster,” and “[p]atients report significant pain 
reduction and reduced scarring.”  CDRH concluded that these promotional claims rendered the 
Silverlon wound dressing products adulterated and misbranded.   

Cutera Warning Letter:  Cutera’s GenesisPlus Laser System (“GenesisPlus”) is cleared for certain 
indications in dermatology and podiatry, including the coagulation and hemostasis of benign 
vascular lesions, the treatment of benign cutaneous lesions and benign pigmented lesions, the 
treatment of wrinkles, and the temporary increase of clear nail in patients with onychomycosis.  
During a recent review of Cutera’s website, CDRH found claims such as: 

 “[GenesisPlus] is an established and recognized treatment for skin rejuvenation.  GenesisPlus 
targets microvasculature, stimulates collagen production and protects the epidermis.” 

 “GenesisPlus . . . has been cleared by the FDA to be both a safe and effective solution for the 
treatment of nail infection (onychomycosis), more commonly known as toenail fungus.” 

CDRH determined that claims regarding “skin rejuvenation” and “collagen stimulation” represented 
a major change in the intended use of the device, and that promotion for the “treatment of 
onychomycosis—which involves factors including microbiological evaluation and prevention of 
recurrence—not only comprises a major change in the device’s intended use, but could also affect its 
safety and effectiveness.”  CDRH concluded that these claims rendered the GenesisPlus device 
adulterated.  Additionally, CDRH found that specifications on Cutera’s website that the treatment 
spot size for GenesisPlus is 1.5 and 5 mm for podiatry, even though the cleared spot size is 1 mm, 
misbranded the device, as this represented a significant change in treatment parameters that could 
affect the safety and effectiveness of the device. 

Quantum Warning Letter:  The WARP 10 and WARP 75 LED Light Delivery System (“WARP 10” and 
“WARP 75,” respectively) devices are cleared for over-the-counter use “for the treatment of chronic 
pain by emitting energy in the Near-IR spectrum for the temporary relief of minor muscle and joint 
pain, arthritis and muscle spasm; relieving stiffness; promoting relaxation of muscle tissue; to 
temporarily increase local blood circulation where applied.”  Review of Quantum’s website showed 
claims such as: 
 
9 Emphasis in original. 
10 The letters issued by CDRH do not explicitly use this subheading, but the allegations fit within this category. 
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 “For use in the treatment of mucositis in cancer patients.” 

 “For pain management, accelerated wound healing, improvement in blood properties, and since-
related [sic] diseases and disorders.” 

CDRH concluded that these claims represented major modifications for the intended use of the 
WARP 10 and WARP 75 devices and, because Quantum did not have premarket approval or 
clearance for these uses, the devices were adulterated. 

Claims Outside Approved Use11 

FDA’s letters contain the following allegation under a “Claims Outside Approved Use” subheading: 

Bausch & Lomb Warning Letter:  Bausch & Lomb’s PureVision 2 (balafilcon A) and PureVision 2 
multi-focal (balafilcon A) visibility tinted contact lenses are indicated for daily or extended wear, from 
1 to 30 days between removals, for “the correction of refractive ametropia (myopia and hyperopia) in 
aphakic and/or not aphakic persons with non-diseased eyes, exhibiting astigmatism of 2.00 diopters 
or less, that does not interfere with visual acuity.”12  On July 22, 2010, FDA received a PMA 
supplement from Bausch & Lomb with “device performance claims” and revised labeling for the 
PureVision 2 contact lenses, including “representations that the lenses were ‘HD High Definition’ and 
‘ComfortMoist.’”  On May 26, 2011, FDA sent the firm a letter stating that the supplement was not 
approvable.   

CDRH recently reviewed Bausch & Lomb’s website and found claims such as: 

 “Do you want crisp, clear vision, especially in low light? PureVision2 HD contact lenses are 
designed to reduce halos and glare while giving you the health and comfort you need.” 

 “ComfortMoist Technology delivers outstanding comfort on insertion and supports wearing 
comfort throughout the day.” 

Because Bausch & Lomb does not have premarket approval for these claims, CDRH concluded that  
the claims rendered the PureVision 2 contact lenses adulterated.  Further, CDRH determined that 
the devices were misbranded because the carton labeling for the PureVision 2 contact lenses 
contained the “HD High Definition” representation—despite the fact that, one year earlier, FDA had 
specifically objected to its inclusion. 

Omission of Material Facts 

FDA’s letters contain the following allegations under an “Omission of Material Facts” subheading: 

Lap-Band Warning Letter:  In addition to omitting relevant risk information, the LapBand billboards 
and commercials omitted material facts regarding the use of the LapBand gastric banding system, 
such as “age and other qualifying requirements for the LapBand procedure, and the need for 
ongoing modification of eating habits.”  According to CDRH, these omissions misbranded the  
LapBand device. 

Pfizer Untitled Letter:  OPDP found that the brochure for Zmax was misleading because it omitted 
dosage and administration information.  The brochure failed to disclose that if a patient vomits 
within the first hour after administration of Zmax, the patient should contact his health provider 
about further treatment and consider alternative therapy.  According to OPDP, “[t]he omission of this 

 
11 The letter issued by CDRH does not explicitly use this subheading, but the allegation fits within this category. 
12 The Pure Vision 2 multi-focal (balafilcon A) visibility tinted contact lenses are also indicated for astigmatism 
and presbyopia. 
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important information, coupled with claims such as ‘1 dose and you’re done’ diminishes the 
significance of the consequences that may result from the use of Zmax as recommended in the 
brochure, and is therefore misleading.” 

Valeant Untitled Letter:  OPDP determined that the Xenazine patient assessment video omitted 
important information related to dosing and administration of the drug.  OPDP pointed to the video’s 
failure to include the recommended starting dose and maximum dose of Xenazine, the 
administration frequency, and the dosing recommendations for patients who take strong CYP2D6 
inhibitors and who are poor metabolizers of CYP2D6.  Although the webpage on which the video was 
posted included some dosing information and linked to a more complete presentation on dosing 
information, OPDP concluded that this did not correct the otherwise misleading omission in the 
patient assessment video. 

Unsubstantiated Claims 

FDA’s letters contain the following allegations under an “Unsubstantiated Claims” subheading: 

Pfizer Untitled Letter:  The Zmax brochure made claims such as “84% of adult patients said they 
would most likely take Zmax again for the same infection,” and “80% also agreed Zmax made it 
much easier to complete treatment as directed by their physician.”13  In support of these claims, the 
brochure referenced patient responses to survey questions (i.e., “Would you take Zmax again?” and 
“Was Zmax easier or harder to take than other medicines?”).  OPDP determined that the survey 
responses were insufficient to support the claims because they did not account for the various 
factors that may influence a patient’s decision to take a treatment again, or adequately assess 
whether Zmax is “easier” compared to other antibiotic treatments. 

Validus Untitled Letter:  OPDP concluded that various claims in the webpages submitted by Validus 
misleadingly suggested that patients treated with Equetro will experience neither weight gain nor 
worsening of depression.  For example, OPDP cited the claim “Relieving Acute Manic & Mixed 
Symptoms of Bipolar I Disorders . . . Without Inducing Weight-Gain”14 with a close up image of a 
person stepping onto a bathroom scale, and a graphic presentation on a 6-month, open-label study.  
This was presented along with the claim “Mean change in weight . . . Equetro -0.9 lb.”15  In OPDP’s 
view, this misleadingly suggested that Equetro has no effect on weight.  OPDP pointed to two 3-week 
pivotal trials wherein “Equetro-treated patients showed an increase in weight (+2.3 pounds) 
compared to placebo (0.1 pound increase).”16  Additionally, OPDP concluded that claims on the 
webpages that stated that patients treated with Equetro “showed no worsening of depression”17 
were misleading because the trial cited in support of the claims did not have the correct 
“prespecified measure” and therefore did not constitute substantial evidence. 

Unsubstantiated Superiority Claims 

FDA’s letters contain the following allegation under an “Unsubstantiated Superiority Claims” 
subheading: 

Pfizer Untitled Letter:  Pfizer’s Zmax brochure stated:  “What are the benefits of an antibiotic that is 
given as a 1 day, 1 dose?  For Adults: . . . Your body gets more medicine on Day 1 when it needs it 

 
13 Emphasis in original. 
14 Emphasis in original; citation omitted. 
15 Emphasis in original. 
16 Emphasis added by OPDP. 
17 Emphasis in original. 
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most.”18  OPDP found the claim misleading because it is not aware of substantial evidence that 
Zmax is clinically superior due to its dosage regimen.  OPDP emphasized that Zmax’s clinical studies 
“only demonstrated that Zmax was non-inferior to a ten day dosage regimen of levofloxacin for the 
treatment of acute bacterial sinusitis and a seven day dosage regimen of both levofloxacin and 
clarithromycin for the treatment of community-acquired pneumonia.”19 

Overstatement of Efficacy 

FDA’s letters contain the following allegations under an “Overstatement of Efficacy” subheading: 

Acorda Untitled Letter:  OPDP found that several claims and presentations made in the Ampyra video 
segment suggested that Ampyra is more effective than has been demonstrated by substantial 
evidence.  For example, Ms. Leedy stated in the video:  “I’ve been on [Ampyra] for three months. . . . 
I’m not using my cane as much.  I can go across Home Depot.”  OPDP explained that, although this 
may be an accurate statement of Ms. Leedy’s own experience, the Clinical Studies section of 
Ampyra’s PI states that the “primary measure of efficacy in both trials was walking speed.”20  There 
is no substantial evidence to support that an increase in walking speed means patients will be able 
to walk longer distances with decreased use of assistive devices.   

Further, Ms. Leedy’s doctor stated during the video that: 

In a poll that was sponsored by the Multiple Sclerosis Association of America, it 
actually turns out that in over 2000 people who were asked, 87% of people with MS 
experience difficulty with walking to the point where it limits what they try to do in a 
course of a day and they may even choose not to do some activities because of 
difficulties walking.  We now, though, have a new medication that Bonnie started 
three months ago that can potentially help walking, in particular walking speed, it’s 
called Ampyra.21 

Subsequently, the video showed Ms. Leedy snowboarding and horseback riding, and discussing her 
experience with Ampyra.  OPDP concluded that the totality of this presentation misleadingly implied 
that MS patients who use Ampyra can carry out daily activities they might have otherwise avoided 
due to walking difficulty, when there is no substantial evidence or substantial clinical experience to 
support this claim.  

Valeant Untitled Letter:  The patient assessment video for Xenazine contained a pre-treatment and 
post-treatment portion.  In the pre-treatment portion, a patient was shown having difficulty 
maintaining his balance and walking; in the post-treatment portion—after 10 weeks on Xenazine—
that same patient was able to maintain his balance and walk in a straight line.  According to OPDP, 
this before-and-after presentation was misleading because it suggested that HD patients treated 
with Xenazine will experience significant improvement in balance, walking, and posture stability.  
Xenazine’s PI states that the primary efficacy endpoint in clinical studies was the “Total Chorea 
Score,” for which treatment with Xenazine demonstrated improvement.  Xenazine, however “has not 
been shown to provide a benefit on other symptoms of HD such as balance, walking, or postural 
stability . . . and Total Chorea Score does not include an assessment of these symptoms.”  OPDP 
noted that the webpage on which the video was posted stated that “Xenazine does not cure the 

 
18 Emphasis in original. 
19 Emphasis added by OPDP. 
20 Emphasis added by OPDP. 
21 Emphasis added by OPDP. 
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cause of HD chorea and does not treat the other symptoms of HD.”22  It concluded, however, that 
this did not mitigate the otherwise misleading presentation. 

Misleading Efficacy Claims 

FDA’s letters contain the following allegation under a “Misleading Efficacy Claims” subheading: 

Pfizer Untitled Letter:  The Zmax brochure contained claims such as “Is 1 dose enough?  With just 1 
dose, the medicine in Zmax goes on to work in you or your child for 10 days.”23  According to OPDP, 
this and other similar presentations misleadingly implied that Zmax had shown clinically significant 
efficacy for the treatment of acute bacterial sinusitis or community-acquired pneumonia for 10 days 
following administration, when in fact clinical trials had not shown “how long the extent of the 
therapeutic benefit would be maintained.” 

 
* * * 

 
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 202.662.5220 mlabson@cov.com 
Erika Lietzan 202.662.5165 elietzan@cov.com 
Scott Cunningham 202.662.5275 scunningham@cov.com 
Scott Danzis 202.662.5209 sdanzis@cov.com 
Julia Post 202.662.5249 jpost@cov.com  
The information presented in this alert does not necessarily reflect the views of the firm or any of its clients.  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.   

© 2012 Covington & Burling LLP, 1201 Pennsylvania Avenue, NW, Washington, DC 20004-2401.  All rights reserved. 

 
22 Emphasis in original. 
23 Bolded emphasis in original, underlined emphasis added by OPDP. 
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