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December 3, 2008 
Division of Dockets Management 
Food and Drug Administration 
Department of Health and Human Services     
5630 Fishers Lane, rm. 1061 
Rockville, MD  20852. 

CITIZEN PETITION 
 
The Prescription Project,1 a program of Community Catalyst, Inc., a non-profit 

consumer health care advocacy organization based in Boston, Massachusetts , submits 
this petition under §4(d) of the Administrative Procedure Act, 5 U.S.C. § 553(e), as well 
as under 21 C.F.R. §§ 10.25 & 10.30, and 21 U.S.C. §§ 333(g)(1) and 352, to request 
the Commissioner of Food and Drugs to take enforcement action regarding online video 
advertisements by Abbott Laboratories for its XIENCE V drug-eluting stent, as 
described herein.   

ACTION REQUESTED  

In order to protect the health and safety of consumers nationwide, the Prescription 
Project requests that the FDA:  

1. Notify Abbott Laboratories that videos the company has posted on the internet 
website www.YouTube.com2 regarding its XIENCE V drug-eluting stent are in 
violation of the broadcast advertising requirements for restricted medical devices3  
and for prescription drugs4 and/or that these videos are in violation of other 
applicable device and drug labeling requirements5, as described herein.   

2. Require that Abbott remove any noncompliant advertising for XIENCE V stent from 
the YouTube.com website, and any other websites under its direction or control, and 
request the removal of such advertising from any other websites not under its 
direction or control. 

3. Require that Abbott post curative ads on YouTube.com, on Abbott’s own website, on 
any Abbott-hosted or sponsored websites concerning the XIENCE V stent or cardiac 
stents generally and on any other online outlets in which the original noncompliant 
videos were posted or promoted. These curative ads should address and correct the 
erroneous information and impressions fostered by the original ads, and provide 

                                            
1 The Prescription Project is led by Community Catalyst in partnership with the Institute on Medicine as a Profession, 

and funded by the Pew Charitable Trusts, to advance policies to ensure safe and effective drugs for consumers 
and reduce the countervailing influence of industry marketing. More information is available at 
www.prescriptionproject.org.   

2 The specific videos in question are at http://www.youtube.com/watch?v=d8k32MZ-Tb8, 
http://www.youtube.com/watch?v=HM6Y6KunFhg, http://www.youtube.com/watch?v=bGbNnP5xGRo and 
http://www.youtube.com/watch?v=CpmEhAEwcrk. 

3 Under 21 U.S.C. §§ 352(q)(1) and (r)(2) (2008)  
4 Under 21 U.S.C. § 352(n) (2008) and 21 C.F.R. § 202.1 (2008). 
5 Under 21 U.S.C. §§ 352(a) and (f) (2008).  
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consumers with complete drug and device information, including a full statement of 
drug and device warnings, contraindications, and potential side effects.   

4. Assess a fine as appropriate under 21 U.S.C. § 333(g)(1) for Abbott’s false and 
misleading advertisement of the prescription drug everolimus that is part of the 
XIENCE V combination product, through Abbott’s failure to comply with the 
requirements under 21 U.S.C. § 352(n) and 21 C.F.R. § 202.1(e). 

STATEMENT OF GROUNDS 

I. Increasing Market Competition fuels DTC advertising of new cardiac stent 
devices, putting consumers at risk.   

There is fierce competition amongst cardiac stent manufacturers vying for 
potential customers amongst the estimated 12 million Americans (and hundreds of 
millions of people worldwide) with chest pain discomfort (‘angina pectoris’) secondary to 
arterial occlusion caused by atherosclerosis.6 Declining cardiac stent sales, which 
dropped globally from $6 billion in 2006 to $5 billion in 20077 may have increased this 
competition. In addition, the recent introduction of the first two new drug-eluting stents in 
four years (the Abbott’s XIENCE V and Medtronic’s Endeavor) has added to the 
pressure to compete for market share.   

 
In this context, the XIENCE V stent by Abbott Labs, approved on July 2, 2008, 

has had remarkably rapid success.  Recent market reports8 show that the XIENCE V 
stent accounts for over half of all recent stent sales, displacing the former market 
leading Cypher stent (by Johnson and Johnson) and the Taxus stent (by Boston 
Scientific).  Abbott had $383 million in XIENCE V sales in the third quarter of 2008 
alone.9 Extrapolating over a full 12 months, XIENCE V sales could top $1.5 billion in 
global sales in the product’s first year on the market.   

 
However, this competitive environment, coupled with the rapid increase in use of 

new medical devices, poses significant risks to consumers.  Consumers are put at risk 
when presented with extremely complex medical information in the limited format of 
direct-to-consumer (DTC) advertising of medical devices.   Dr. William E. Boden, chief 
of cardiology at Buffalo General Hospital testified before the U.S. Senate Special 
Committee on Aging that a recent Johnson & Johnson’s DTC ad for its Cypher cardiac 
stent "crossed the line" because the decision whether to use, or to select the 
appropriate “specialized medical device such as [a] stent requires a very sophisticated 
medical understanding” that few could gain through DTC advertising.10  Given this 
complexity, and the higher stakes associated particularly with medical devices that are 

                                            
6 Boden, William E., MD, Testimony before the U.S. Senate Special Committee on Aging, September 17, 2008, 

available at http://aging.senate.gov/events/hr202wb.pdf, last visited 11-18-2008.   
7 Feder, Barnaby J, A Heart Stent Gets a Reprieve From Doctors, NYTimes.com, Nov. 12, 2007.  
8 Goldstein, Jacob, Abbott Looks Like the New Stent King, WSJ.com, October 15, 2008. The XIENCE V stent is sold 

directly by Abbott, and under the name “Promus” in collaboration with Boston Scientific. 
9 Id..   
10 Boden, William E., MD, Testimony before the U.S. Senate Special Committee on Aging, September 17, 2008, page 

7, available at http://aging.senate.gov/events/hr202wb.pdf, last visited 11-18-2008.   
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implanted through surgery, DTC ads for medical devices such as cardiac stents are 
potentially even more problematic than DTC advertising for prescription drugs.   

 

II. Abbott’s XIENCE V videos posted on YouTube.com are medical device 
advertising that misbrand the device.  

A. FDA has the authority to regulate advertising of XIENCE V stent as a restricted 
medical device 

FDA’s has the authority to regulate advertising of all ‘restricted’11 medical devices 
under 21 U.S.C. 352(q) and (r).12  An arterial stent for use in coronary angioplasty 
surgery is a restricted medical device.13 The XIENCE V stent is approved by FDA as a 
restricted device.14 Therefore FDA has the authority to regulate advertising of the 
XIENCE V stent.   

 

B. Abbott’s YouTube videos are advertising of the XIENCE V product. 

Advertising of medical devices is not defined by statute. However, advertising of 
prescription drugs is defined by regulation, to “include advertisements in published 
journals, magazines, other periodicals, and newspapers, and advertisements broadcast 
through media such as radio, television, and telephone communication systems."15 This 
list is illustrative and Internet ads are included within its scope. Under traditional canons 
of statutory construction (including the “plain meaning” of the word “advertising”), this 
definition is applicable to medical devices as well.   

1. The source of the videos on YouTube.com is Abbott Laboratories, Inc 

On Youtube.com, videos are posted by “users” who have registered and created 
an account on the website. Users are identified by unique usernames. The XIENCE V 
videos in question were posted by a user identified as “AbbottChannel.” The 
“AbbottChannel” source on YouTube.com identifies itself as  

a global, broad-based health care company devoted to 
discovering new medicines, new technologies and new ways 
to manage health....Today, 68,000 Abbott employees around 
the world share the passion for ‘Turning Science Into 

                                            
11 A restricted device is a device whose “sale, distribution, or use [requires ] the written or oral authorization of a 

practitioner licensed by law to administer or use such device, ... if, because of its potentiality for harmful effect or 
the collateral measures necessary to its use, the Secretary determines that there cannot otherwise be  
reasonable assurance of its safety and effectiveness.” 21 U.S.C.A. § 360j(e) (2008).  

12 In addition, 21 USC §352(q) provides that restricted devices are deemed ‘misbranded’ if they are “sold, distributed, 
or used in violation of regulations prescribed under section 360j(e)….” 
Advertising of other medical devices is regulated by the FTC under 15 U.S.C. §52; see also 36 FR 18539; Sept. 
16, 1971. 

13 The XIENCE V is a “combination product,” consisting of a medical device (the stent) and a drug (everolimus). The 
device “portion” of this combination product is subject to the full range of FDA review and oversight as a 
restricted device.  

14 FDA Approval Letter for XIENCE V, 7/2/2008, available at http://www.fda.gov/cdrh/pdf7/p070015a.pdf.  
15 21 C.F.R. 202.1(l)(1)(2008).   
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Caring.’ It's a commitment to focusing on what matters most: 
life and the potential it holds when we are feeling our best.   

The AbbottChannel description on YouTube further identifies the Abbott 
Laboratories website, “http://www.abbott.com.”16 Therefore there is no question that 
Abbott Laboratories is the source of the AbbottChannel content on YouTube.com.   

2. Abbott’s XIENCE V videos make specific product claims about the XIENCE V 
product as a medical device.   

As noted in Action Request #1 above, videos posted by Abbott Labs promote its 
prescription-drug-and-medical-device-combination product XIENCE V, a drug-eluting 
cardiac stent.   

 
Video #1 (see transcript, attached hereto as Exhibit 1, and electronic copy, 

attached hereto as Exhibit 5) depicts a drug-eluting stent, used to heal a blood vessel 
with atherosclerosis. This video identifies the XIENCE V product both in the title of the 
YouTube video, as well as four (4) times in the audio or video portions of the 
presentation. The video also makes at least four (4) device product claims, including:   

(i) that the XIENCE V product is the “next-generation drug eluting stent used 
to treat coronary artery disease” 
(ii) that “[i]n a clinical trial, XIENCE V showed a 45-percent reduction in heart 
attacks and other life-threatening heart-related events at two years”  
(ii) that the “XIENCE V stent appears to be safer and more effective from 
other earlier generation stents as a function of its design” and 
(iv) that XIENCE V’s design is intended “to be very thin, flexible, easy for 
physicians to use, and cause minimal injury to either the arteries of the heart 
or the heart muscle itself during use.” 

 
Video #2 (see transcript, attached hereto as Exhibit 2, and electronic copy, 

attached hereto as Exhibit 6) depicts a procedure to use a stent to enlarge a blood 
vessel of the heart. This video identifies the XIENCE V in the video’s title, as well as in 
the audio portion of the presentation.  Video #2 makes five (5) product claims for the 
XIENCE V product, namely:  

(i) that a “stent is a tiny wire-mesh tube used to prop open arteries and 
restore blood flow to the heart” 
(ii) that the XIENCE V “stent is...left in the artery, to hold the artery open, and 
keep blood flowing to the heart”  
(iii) that “Abbott’s drug coated stent, XIENCE V, is designed to release a drug 
called everolimus, in order to inhibit the formation of scar tissue, and prevent 
the artery from becoming blocked again” 
(iv) that “the stented blood vessel begins to heal, cells lining the artery wall 
grow to cover the stent.  Only a thin layer of cells is necessary to completely 
incorporate the stent” and  

                                            
16 See http://www.youtube.com/user/AbbottChannel.  
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(v) that “[t]he stent then becomes a part of the healed blood vessel.  The 
intent of coronary artery stent treatment is to restore healthy blood flow to the 
heart.” 

 
Video #3 (see transcript, attached hereto as Exhibit 3, and electronic copy 

attached hereto as Exhibit 7) depicts a consumer of the XIENCE V discussing her 
experience suffering from heart disease, and using a stent. While the XIENCE V 
product is not specifically named in the audio or video portions of the ad, the title 
“XIENCE V Drug Eluting Stent” appears prominently across the top of the YouTube 
video. The titles that appear across the top of YouTube videos are written and selected 
by the user posting the video in question, in this case Abbott Laboratories. This ad 
makes an implied claim regarding the XIENCE V.  The consumer discusses her interest 
in “different kinds of stents, and the medication that they put on stents” including 
“medication [that] would prevent plaque building up again....” and that “after the 
procedure I felt fine, I felt good about the stents....”  
 

Video #4 (see transcript, attached hereto as Exhibit 4, and electronic copy 
attached hereto as Exhibit 8) depicts Abbott’s plans or projections regarding a 
“bioabsorbable” drug eluting stent under development.  The product is identified 
generally as a “Bioabsorbable Drug Eluting Stent” in the title of the video. It is also 
identified as a “[b]ioabsorbable everolimus eluting stent” in text displayed at the 
beginning and end of the video, and as a “bioabsorbable stent with the same drug as 
Abbott’s XIENCE V stent” in the audio portion of the presentation.  

 
This presentation is confusing, in that it does not differentiate clearly between the 

currently available product, the XIENCE V stent, and Abbott’s product under 
development, the “bioabsorbable drug eluting stent.”  However, by comparing the stent-
in-development to the XIENCE V, and by making product claims regarding the stent-in-
development, the video implicitly makes product claims about the XIENCE V product.  
The ad makes the following three (3) product claims that are implicitly also made about 
the XIENCE V product:   

(i) that the “[d]rug eluting stents are used to open clogged heart arteries” 
(ii) that “[a] bioabsorbable stent with the same drug as Abbott’s XIENCE V 
stent is inserted into the coronary artery mounted on a balloon.  The balloon 
is inflated to reopen the blocked vessel”  
(iii) that “[d]rugs on stents are designed to prevent inflammation and to 
prevent tissue regrowth into the stent.” 
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C. Abbott’s XIENCE V videos do not meet either the statutory disclosure 
requirements for advertising of medical devices, nor any possibly applicable 
standard for broadcast advertising under the FDA’s 2004 draft Guidance.  

A restricted medical device is deemed to be misbranded if “its advertising is false 
or misleading in any particular,”17 or if it does not contain the “requisite accompanying 
statements in advertisements.”18  

1. The XIENCE V ads do not provide “a brief statement of the intended uses... 
and relevant warnings, precautions, side effects, and contraindications.”  

Under 21 U.S.C. §352(r), device ads are misbranded unless they carry certain 
“requisite statements in advertisements” including “a brief statement of the intended 
uses of the device and relevant warnings, precautions, side effects, and 
contraindications....” 19  

All four (4) of these YouTube videos present numerous efficacy claims for the 
XIENCE V stent device. But all of these videos entirely omit risk information for the 
XIENCE V device, including the contraindications, warnings, precautions, and common 
adverse events associated with the device.  

In the case of the XIENCE V product, such warnings are not only required but 
are especially warranted.  The product labeling’s warnings include that “[j]udicious 
patent selection is necessary because device use has been associated with stent 
thrombosis, vascular complications, and/or bleeding events” and that the XIENCE V 
“product should not be used in patients who are not likely to comply with the 
recommended antiplatelet therapy....”20 With respect to the risk of stent thrombosis 
associated with all coronary drug eluting stents, which has been noted publicly and 
further assessed by FDA21, the approved labeling of the XIENCE V product requires 
disclosure of the precaution that “[s]tent thrombosis is a low-frequency event that 
current drug-eluting stent (DES) clinical trials are not adequately powered to fully 
characterize. Stent thrombosis is frequently associated with myocardial infarction (MI) or 
death.”22 

Additional information in the product’s labeling that is required to be disclosed in 
any advertising is that the XIENCE V is contraindicated “for use in patients: [i] Who 
cannot receive antiplatelet and/or anti-coagulant therapy...[ii] With [coronary arterial] 
lesions that prevent complete angioplasty balloon inflation or proper placement of the 
stent or stent delivery system...[iii] with hypersensitivity or contraindication to everolimus 
or structurally-related compounds, cobalt, chromium, nickel, tungsten, acrylic, and 
flouropolymers.”23  

 

                                            
17 21 U.S.C. §352(q)(1) (2008).  
18 21 U.S.C. §352(r) (2008).  
19 See 21 U.S.C. §352(r)(2008). 
20 FDA approved labeling for XIENCE V, 7/2/2008, at 7; see http://www.fda.gov/cdrh/pdf7/p070015c.pdf. 
21 “FDA Statement on Coronary Drug-Eluting Stents,” Sept. 14, 2006, at www.fda.gov/cdrh/news/091406.html; see 

also “Update to FDA Statement on Coronary Drug-Eluting Stents” Jan. 4, 2007, at 
www.fda.gov/cdrh/news/010407.html.  

22 FDA approved labeling for XIENCE V, 7/2/2008, at 7; see http://www.fda.gov/cdrh/pdf7/p070015c.pdf.  
23 Id.  
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The YouTube.com videos posted by Abbott do not include any of the required 
warnings, precautions, or contraindications.  Therefore, these YouTube videos  
significantly misbrand the XIENCE V product.   

2. The XIENCE V videos, lacking fair balance, are misleading, thus misbrand 
the device under §352(q). 

Under 21 U.S.C. §352(q) a device ad may be misbranded if it is ”false or 
misleading in any particular.” A failure to provide a balanced presentation between 
intended uses and associated risks is misleading.  

 
As detailed above, none of the XIENCE V videos presents any of the risks, 

warnings, precautions, or side effects associated with the use of the XIENCE V product. 
Therefore these videos do not achieve balance, and are misleading. This makes the 
XIENCE V product misbranded by these videos.  

3. Even under the less rigorous  disclosure requirements for ‘broadcast 
advertising’ the XIENCE V videos misbrand the device.  

Statutory sections 21 U.S.C. 352(q) and (r) constitute the totality of current legal 
requirements for consumer-directed broadcast advertisements of restricted devices, 
since the FDA has not promulgated any regulations clarifying those sections, nor 
finalized any guidance on them. The FDA’s Feb. 2004 draft Guidance for Industry and 
FDA on Consumer-Directed Broadcast Advertising of Restricted Devices24 remains a 
draft.  

However, some may argue that the 2004 draft Guidance, even in its unfinalized 
draft form, should be considered the FDA’s current thinking and interpretation of those 
sections of 21 U.S.C. 352, and thus provide a “safe harbor” for device manufacturers 
complying with the Guidance.  Even assuming this lower standard were applicable 
(which we do not believe to be the case), Abbott’s XIENCE V YouTube videos are still 
noncompliant.   

a) Abbott’s XIENCE V videos do not satisfy the prerequisites for reduced 
disclosure requirements as broadcast ads.  

The 2004 draft Guidance “describe[s] an approach that FDA believes can fulfill 
the brief statement [requirement for] consumer-directed broadcast advertisements for 
restricted devices.”25 But this “approach presumes that such advertisements:”   

• Communicate that the XIENCE V is restricted to sale, distribution, or use only 
upon authorization of a licensed practitioner. 

• Present information about its effectiveness and information about risk in a 
balanced manner. 

• Include a thorough major statement conveying all of the XIENCE V’s most 
important warnings, precautions, side effects, and contraindications in consumer-
friendly language. 

                                            
24 FDA, Draft Guidance for Industry and FDA, Consumer-Directed Broadcast Advertising of Restricted Devices, Feb. 

10, 2004, at http://www.fda.gov/cdrh/comp/guidance/1513.html. 
25 Id. at 2. 



Citizen Petition of Prescription Project re Abbott’s XIENCE V videos on YouTube.com 
December 3, 2008 

 

Page 8 

• Communicate all information relevant to the XIENCE V’s indication (including a 
brief statement of the intended use(s) of the device and any limitations to use) in 
consumer-friendly language. 
 
Here, Abbott met none of these prerequisite requirements. The XIENCE V videos 

present no information on the product’s intended uses, restrictions on its sale, or on its 
warnings, precautions, or side effects.  

b) Abbott’s XIENCE V videos provide no major statement and adequate 
provision.  

Assuming that compliance with the Draft Guidance would satisfy the 
requirements of 21 USC §352, Abbott could have satisfied the “brief statement” 
requirement of §352(r)(2) by both (i) making a major statement disclosing “the most 
serious and the most common risks associated with the [XIENCE V] device in either the 
audio or audio and visual parts of the presentation, and “ (ii) by making “adequate 
provision for dissemination of the approved or permitted package labeling in connection 
with the broadcast presentation.”26 Such adequate provision may be accomplished by 
providing a toll-free number, a reference to publications containing additional product 
information, an Internet web page address or a clear communication that consumers 
should consult their health care providers for additional information. 

 
Given that Abbott provided no information regarding any risks, nor any reference 

to the accessible locations or additional labeling information, it is clear that Abbott’s ads 
did not satisfy any major statement or adequate provision requirements that might be 
argued to render their ads compliant.  

 
This is especially puzzling with respect to video # 2. That video appears on 

Abbott’s own website27 in a longer version (roughly twice the length) that includes a 
complete set of disclosures regarding warnings, precautions, side effects, and effective 
uses. There was no obstacle to Abbott posting the arguably-compliant longer format 
version on YouTube.com.  

 

III. As prescription drug advertisements, Abbott’s YouTube XIENCE V stent 
videos make explicit or implied product claims, but lack any brief summary, or 
major statement and adequate provision, rendering the prescription drug 
everolimus misbranded.   

21 U.S.C. § 352(n) requires that advertisements for prescription drugs must 
include, among other things, “information in brief summary relating to side effects, 
contraindications, and effectiveness” These requirements are clarified and developed in 
21 C.F.R. § 202.1.  This regulation defines “[a]dvertisements subject to section 502(n) 
of the act [broadly, to] include advertisements in published journals, magazines, other 
periodicals, and newspapers, and advertisements broadcast through media such as 
radio, television, and telephone communication systems." 21 CFR § 202.1(l)(1) (2008).  

                                            
26 Id. at 3,4.(emphasis added). 
27 See http://www.xiencev.com/Swf/Animation.html.   
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This list is illustrative, and Internet-based presentations are within the scope of this 
definition.  

A. Everolimus is a “prescription drug” subject to 21 U.S.C. § 352(n) 

Although everolimus has no current freestanding approval by the FDA to be 
dispensed as a standalone drug, its inclusion in the approval for the XIENCE V as a 
combination product, the use of which can only be ordered by a physician, renders 
everolimus a prescription drug for the purposes of 21 U.S.C. § 352(n). That is, 
everolimus  is “[a] drug intended for use by man which… because of its toxicity or other 
potentiality for harmful effect, or the method of its use, or the collateral measures 
necessary to its use, is not safe for use except under the supervision of a practitioner 
licensed by law to administer such drug…” 21 U.S.C, § 353(b)(1)(A) (2008).   

B. Advertisements of prescription drugs must make required disclosures. 

1. True statement and fair balance requirements apply generally to all 
prescription drug ads.  

All prescription drug advertisements, aside from reminder ads28 require a “a true 
statement of information in brief summary relating to...side effects, warnings, 
precautions, and contraindications and...cautions, special considerations,...and 
effectiveness.”29 This statement or summary must “present a fair balance between 
information relating to side effects and contraindications and information relating to 
effectiveness of the drug.... “ 21 C.F.R. §202.1(e)(5) (2008).  

2. Broadcast advertising of prescription drugs must include both a major 
statement, and either adequate provision or a brief summary  

Broadcast ads in “media such as radio, television, or telephone communications 
systems shall include” a major statement of “information relating to the major side 
effects and contraindications of the advertised drugs in the audio or audio and visual 
parts of the presentation and” either the generally required “brief summary of all 
necessary information related to side effects and contraindications” or “adequate 
provision...for  dissemination of the approved or permitted package labeling in 
connection with the broadcast presentation....” 21 CFR 202.1(e)(1) (2008). 

 
The adequate provision requirement for drugs may be met by a range of options, 

including but not limited to (a) providing a “toll-free number” to have the drug’s approved 
labeling mailed or read to the caller at their choice. (b) reference to “additional product 
information in...concurrent[] publications that reach the...audience” or 
“[b]rochures...most consumers...can obtain...without traveling beyond their normal range 
of activities;” (c) “[d]isclosure in the advertisement of an Internet web page (URL) 

                                            
28 Reminder ads are defined under 21 C.F.R. §202.1(e)(2)(i).   
29 21 CFR §202.1(e)(1 ) (2008) provides that “[a]ll advertisements for any prescription drug (``prescription drug'' as 

used in this section means drugs defined in section 503(b)(1) of the act and Sec. 201.105, applicable to drugs for 
use by man and veterinary drugs, respectively), except advertisements described in paragraph (e)(2) of this 
section, shall present a true statement of information in brief summary relating to side effects, 
contraindications…and effectiveness.”  Since the XIENCE V videos make product claims, they are not “reminder 
ads” under 21 C.F.R. §2020.1(e)(2) which are exempt from these requirements.  
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address that provides access to the package labeling” (d) or a clear communication that 
consumers should consult their health care providers for additional information.30  

 

3. The XIENCE V videos make express or implied product claims for the 
prescription drug everolimus.   

Video #1 identifies the prescription drug everolimus in the video portion of the 
presentation, by displaying a stack of boxes bearing the label “XIENCE V Everolimus 
Eluting Coronary Stent System.” As described above, this video makes four (4) product 
claims regarding the efficacy of the XIENCE V product.  These claims also imply that 
the drug everolimus, as a key component of the device, is also effective as described.  

 
Video #2 states “Abbott’s drug coated stent, XIENCE V, is designed to release a 

drug called everolimus, in order to inhibit the formation of scar tissue, and prevent the 
artery from becoming blocked again.” Thus the drug is identified, and a product claim of 
effectiveness is made. In addition, the video #2 claims that  

[a]fter the drug has been completely released, and the 
stented blood vessel begins to heal, cells lining the artery 
wall grow to cover the stent.  Only a thin layer of cells is 
necessary to completely incorporate the stent.  The stent 
then becomes a part of the healed blood vessel.  The intent 
of coronary artery stent treatment is to restore healthy blood 
flow to the heart. 

 
This narration is accompanied by graphics depicting a ‘thin layer of cells’ covering the 
stent. Allowing the blood vessel to heal without scar tissue is thus stated as a claim 
regarding everolimus.   

 
While video #3 does not identify the drug everolimus, it does identify the XIENCE 

V, a combination product of the stent device and the everolimus drug. By making claims 
about the combination product, this video makes implied claims about everolimus.  

 
Finally, video #4 depicts the text “Bioabsorbable everolimus eluting stent is 

currently in development at Abbott” at both the beginning and end of the video. The 
audio of the ad also identifies the drug’s use in the future product, stating it is “[a] 
bioabsorbable stent with the same drug as Abbott’s XIENCE V stent....” By naming the 
drug ‘everolimus’ and making a comparison to the XIENCE V by referring to “the same 
drug” as in the XIENCE V, this video also makes an implied claim for everolimus.   

 

4. None of the XIENCE V videos even attempts to make either a true statement 
disclosure, or a major statement and adequate provision disclosure. 

                                            
30 FDA, Guidance for Industry - Consumer-Directed Broadcast Advertisements, (Aug. 1999) available at 

http://www.fda.gov/CDER/GUIDANCE/1804fnl.htm.  
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As described above, not one of these four XIENCE V YouTube videos attempts 
to state any warnings, or provide a description of approved uses. As a result, these 
videos cannot meet the major statement or adequate provision requirements for 
broadcast advertising, or the more general true statement requirement for other 
advertising. “Dissemination of an advertisement not in compliance with this paragraph 
shall be deemed to be an act that causes the drug to be misbranded under section 
502(n) of the act.” 21 C.F.R. 202.1 (j)(3)(2008). Therefore, these ads render the drug 
everolimus misbranded.  

IV. Abbott’s YouTube videos do not fall under any exception or exclusion for 
drugs or devices. 

A. The YouTube videos are advertising, not ‘labeling’ of a medical device.  

An exemption from the advertising disclosure requirements is allowed with 
respect to promotional material which constitutes “printed matter...  the Secretary 
determines to be labeling . . .” for prescription drugs31 or for restricted medical devices.32   

 
Labeling is defined as “[b]rochures, booklets, mailing pieces, file cards, bulletins, 

calendars, price lists, catalogs, house organs, letters, motion picture films, film 
strips,...sound recordings, exhibits, literature, and reprints and similar pieces of printed, 
audio, or visual matter descriptive of a drug and...for use by medical practitioners ...and 
which are disseminated by or on behalf of its manufacturer, packer, or distributor."33   

 
The YouTube videos do not fall within either of these two exceptions (under 

§352(n)(3) and §352(r)) which, by their plain language, apply only to “printed matter.”   
 
In addition, the YouTube videos are logically best characterized as advertising, 

not labeling. The regulation defining prescription drug labeling (21 C.F.R. §202.1(l)(2) 
references such materials as are “for use by medical practitioners.” In contrast, statute 
§352(n) states that advertising presented “directly to consumers in television or radio 
format” shall make the required disclosures clearly and conspicuously. Given that these 
videos are posted on a medium intended for use by the general public (as opposed to, 
say, a website clearly intended for use by medical professionals and described as 
such), the information is targeted directly to the public, making it advertising presented 
“directly to consumers.” FDA has previously cited prescription drug videos on YouTube 
as advertising that misbranded the drugs in question.34   

 

                                            
31 Under 21 U.S.C. §352(n)(3).  
32 Under 21 U.S.C. §352(r). 
33 21 C.F.R. §202.1(l)(2)(2008). 
34 See, e.g., FDA Warning Letter, re NDA # 21-303, Adderall XR® Capsules (Sept. 25, 2008) available at 

http://www.fda.gov/foi/warning_letters/s6936c.htm;  
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B. Alternatively, even if construed as ‘labeling,’ the YouTube videos omit required 
disclosures for drugs or devices under 21 U.S.C. § 352(f). 

Alternatively, even if one were to argue that, in light of the broad definition of the 
term ‘labeling’ to include materials distributed separately from the drug or device35, the 
videos qualify as labeling, they do not satisfy the requirements for such labeling. 
Statutory section 21 U.S.C. § 352(f) specifies that a drug or device is misbranded 
unless its labeling contains “(1) adequate directions for use and (2) such adequate 
warnings” with respect methods, dosage, use in children, or pathological conditions, etc 
“as are necessary for the protection of the user….”  

 
The XIENCE V videos do not contain such adequate directions for use or such 

adequate warnings. For instance, the XIENCE V product is contraindicated for “use in 
patients...who cannot receive antiplatelet and/or anti-coagulant therapy [or patients] with 
hypersensitivity...to...cobalt, chromium, nickel, tungsten, acrylic, and flouropolymers,” 
among other things.36 The failure to include these warnings violates 21 U.S.C. § 352(f)’s 
required disclosures of adequate warnings, thus rendering the device misbranded.   

 
In addition, if construed as ‘labeling,’ these videos violate § 352(a), which states 

that “[a] drug or device shall be deemed to be misbranded…[i]f its labeling is false or 
misleading in any particular.” The absence of information concerning contraindications, 
warnings, and the like for the XIENCE V product makes these videos false and 
misleading, misbranding the XIENCE V product.  

1. XIENCE V videos don’t meet the prerequisites for, nor the requirements of, 
exempt prescription device labeling.  

A significant exception to the device labeling requirements exists for “prescription 
devices,” i.e. devices whose “use is not safe except under the supervision of a 
practitioner licensed by law to direct the use of such device”.37  In such a case,” 
‘adequate directions for use’ cannot be prepared” so the device is exempt from the 
adequate directions for use requirement under 21 U.S.C. 352(f)(1) (section 502(f)(1) of 
the act)38  The XIENCE V stent device has been approved39 by FDA as such a 
‘prescription device’ under 21 C.F.R. 801.109.  

 
But this exemption is not does not apply for two reasons. First, this exception 

applies only if certain criteria40 are met, including that “the labeling,...whether or not it is 
on or within a package...distributed by or on behalf of the manufacturer... furnishes or 
purports to furnish information for the use of the device, including indications, effects, 
routes, methods, and frequency and duration of administration and any relevant 
hazards, contraindications, side effects, and precautions....” (emphasis added.) 
Second, even if this exemption were applicable, it extends only to the directions for use 

                                            
35 Kordel v. United States, 335 U.S. 345, 350 (1948). 
36 FDA approved labeling for XIENCE V, 7/2/2008, Supra note 20, at 7.  
37 21 C.F.R. §801.109 (2008) 
38 Id.  
39 FDA Approval Letter for XIENCE V, 7/2/2008, available at http://www.fda.gov/cdrh/pdf7/p070015a.pdf 
40 21 C.F.R. §801.109(d) 
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disclosures under 21 U.S.C. §352(f)(1). This exception cannot extinguish the 
manufacturer’s duty to ensure that a drug or devices’ labeling provides “such...adequate 
warnings against use...as are necessary for the protection of users....” under §352(f)(2).  

 
Here, the YouTube videos do not furnish, or attempt to furnish any information on 

any hazards, contraindications, side effects or precautions, all of which are necessary 
for the protection of device users. Therefore, the videos do not qualify for, this 
prescription devices exception under 21 CFR 801.109.  

 

C. No other exceptions apply to the XIENCE V stents  

The misbranding prohibitions under 21 U.S.C. 352 generally, including the 
advertising provisions under § 352(r), may be superceded by any applicable 
requirements under statutory sections 360d, 360e, or 360j(g). See 21 USC § 360(j).  
However, these exceptions (for investigational devices under §360j, or for special 
labeling as a performance control for Class II devices under §360d and §360e) are not 
applicable41.  

 

V. Conclusion 
 
We urge the FDA to promptly take the enforcement actions requested in the 

“Action Requested” section above against Abbott’s noncompliant advertisements, and 
help send a strong message to all device and drug manufacturers that such violations 
will not go unnoticed or unenforced.  

 

ENVIRONMENTAL IMPACT STATEMENT 
We believe that the action requested herein in exempted from the requirement of 

an environmental impact statement pursuant to 21 C.F.R 25.30(a). 

 

ECONOMIC IMPACT STATEMENT 
(Not required upon initial submission.) 

                                            
41 While the XIENCE V stent may have been a device for investigational use at an earlier time, this exclusion would 

not apply to the YouTube videos, which target the public, not just relevant practitioners. Therefore, the exemption 
for devices for investigational use under 360j(g) does not apply. The XIENCE V stent has not been reclassified 
as a Class II device under §360e, so special labeling under §360d is not applicable.  
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CERTIFICATION 
The undersigned certifies on this Third day of December, 2008, that, to the best 

knowledge and belief of the undersigned, this petition includes all information and views 
on which the petition relies, and that it includes representative data and information 
known to the petitioner that are unfavorable to the petition. 

 
______________________________ 
(Signature)    
 
Allan Coukell, Director of Policy 
The Prescription Project of Community Catalyst 
30 Winter Street, 10th Floor  
Boston, MA  02108  
(617) 338-6035 
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LIST OF EXHIBITS 
 

Exhibit 1 Transcript of video #1 entitled “XIENCE V Drug-Eluting Stent Brief Overview, 
by Abbott Labs,” from: AbbottChannel, added: October 21, 2008, length 0:39 
min, available at http://www.youtube.com/watch?v=bGbNnP5xGRo, last 
viewed 11-24-2008.  

Exhibit 2 Transcript of video #2 entitled “XIENCE V Drug-Eluting Stent, by Abbott Labs, 
www.xiencev.com” from AbbottChannel, added: October 21, 2008, length 
1:29 min, available at http://www.youtube.com/watch?v=d8k32MZ-Tb8 last 
viewed 11-24-2008. 

Exhibit 3  Transcript of video #3 entitled “XIENCE V Drug-Eluting Stent, Abbott Labs, 
Pat Smith Story, w” from AbbottChannel, added: October 21, 2008, length 
3:17 min, available at http://www.youtube.com/watch?v=HM6Y6KunFhg, last 
viewed 11-24-2008.  

Exhibit 4 Transcript of video #4 entitled “Bioabsorbable Drug Eluting Stent in 
Development at Abbott” from: AbbottChannel, added: October 21, 2008, 
length 1:16 min, available at 
http://www.youtube.com/watch?v=CpmEhAEwcrk, last viewed 11-24-2008.     

Exhibit 5 Electronic media copy of video #1 entitled “XIENCE V Drug-Eluting Stent 
Brief Overview, by Abbott Labs,” from: AbbottChannel, added: October 21, 
2008, length 0:39 min, available at 
http://www.youtube.com/watch?v=bGbNnP5xGRo, last viewed 11-24-2008. 

Exhibit 6 Electronic media copy of video #2 entitled “XIENCE V Drug-Eluting Stent, by 
Abbott Labs, www.xiencev.com” from AbbottChannel, added: October 21, 
2008, length 1:29 min, available at 
http://www.youtube.com/watch?v=d8k32MZ-Tb8 last viewed 11-24-2008. 

Exhibit 7 Electronic media copy of video #3 entitled “XIENCE V Drug-Eluting Stent, 
Abbott Labs, Pat Smith Story, w” from AbbottChannel, added: October 21, 
2008, length 3:17 min, available at 
http://www.youtube.com/watch?v=HM6Y6KunFhg, last viewed 11-24-2008. 

Exhibit 8 Electronic media copy of video #4 entitled “Bioabsorbable Drug Eluting Stent 
in Development at Abbott” from: AbbottChannel, added: October 21, 2008, 
length 1:16 min, available at 
http://www.youtube.com/watch?v=CpmEhAEwcrk, last viewed 11-24-2008. 
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Exhibit 1 
 
Transcript of video # 1 entitled “XIENCE V Drug-Eluting Stent Brief 
Overview, by Abbott Labs,” from: AbbottChannel, added: October 21, 2008, 
length 0:39 min, available at 
http://www.youtube.com/watch?v=bGbNnP5xGRo 

 
[0:05 - 0:12, text displayed]:  

The FDA today approved the XIENCE™ V stent 
(“pronounced Zy-ence Vee”) a next-generation drug 
eluting stent used to treat coronary artery disease, the 
most common form of heart disease and the leading 
cause of death for both American men and women. 
 
In a clinical trial, XIENCE V showed a 45-percent 
reduction in heart attacks and other life-threatening 
heart-related events at two years. The new stent 
should be welcome news for people who have heart 
problems or suffer from any of the factors that 
contribute to coronary artery disease. 

 
[Audio, unnamed speaker in front on John Hopkins diploma wall]:  

 

The XIENCE V stent appears to be safer and more 
effective from other earlier generation stents as a 
function of its design. 

 
[as voiceover occurs :15-:20, three stacked stent boxes labeled “XIENCE V 
Everolimus Eluting Coronary Stent System” are pictured, pan to Abbott labels on 
boxes]  

It was designed really, to be very thin, flexible, easy 
for physicians to use, and cause minimal injury to 
either the arteries of the heart or the heart muscle 
itself during use.  

 
[0:35 – 0:39, text displayed on a black screen]: 

AP2928185 Rev. A. © 2008 Abbott Laboratories. 
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Exhibit 2 
 

Transcript of video #2 entitled “XIENCE V Drug-Eluting Stent, by Abbott 
Labs, www.xiencev.com” from AbbottChannel, added: October 21, 2008, 
length 1:29 min, available at http://www.youtube.com/watch?v=d8k32MZ-
Tb8 last viewed 11-24-2008. 
 
[This ad depicts a procedure to use a ‘stent’ to enlarge a blood vessel of the 
heart. This device is portrayed with the following narration: ] 

The human heart delivers vital oxygen and nutrients 
to the body by pumping blood through the coronary 
and other arteries.  Coronary artery disease occurs 
when the arteries that supply the heart with blood 
become narrowed or blocked.  This is most often the 
result of fatty plaque building up inside the artery, 
which over time can reduce blood flow to the heart, or 
even cause a heart attack.  A stent is a tiny wire-mesh 
tube used to prop open arteries and restore blood 
flow to the heart. During the stent procedure, a doctor 
guides a balloon with a stent on it into the narrowed or 
blocked section of the artery.  The balloon is inflated, 
and the stent is then left in the artery, to hold the 
artery open, and keep blood flowing to the heart.  
Abbott’s drug coated stent, XIENCE V, is designed to 
release a drug called everolimus, in order to inhibit 
the formation of scar tissue, and prevent the artery 
from becoming blocked again.  After the drug has 
been completely released, and the stented blood 
vessel begins to heal, cells lining the artery wall grow 
to cover the stent.  Only a thin layer of cells is 
necessary to completely incorporate the stent.  The 
stent then becomes a part of the healed blood vessel.  
The intent of coronary artery stent treatment is to 
restore healthy blood flow to the heart.”  
 

[Text displayed in final seconds of the video:] 

AP2928185 Rev. A. © 2008 Abbott Laboratories. 
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Exhibit 3 
 
Transcript of video #3 entitled “XIENCE V Drug-Eluting Stent, Abbott Labs, 
Pat Smith Story, w” from AbbottChannel, added: October 21, 2008, length 
3:17 min, available at http://www.youtube.com/watch?v=HM6Y6KunFhg, 
last viewed 11-24-2008. 
 
[First visual on blue stent background, text displays:] 

Pat’s Story. 
 
[0:10, Narration begins:] 

My name is Pat Smith. I live in Providence, RI, 
nearby. Umm, I’ve been married to my husband for 26 
years. We have three boys, um, our middle son died 
six years ago at 34 of a heart attack, and, um, I’ve 
often thought that I’ve been so lucky and he was so 
unlucky. And that’s been a terrible source of pain. 
[Cut away, still Pat] 
 
I’ve always kind of felt myself to be utterly invincible 
and never gave a thought to being sick in terms of my 
heart [cut away, still Pat] 
 
I had tingling in my arms, which was unusual for me, 
but I have a herniated disk in my neck, so I thought 
that was probably causing it, plus I had some pain in 
my back and I thought I had pulled a –a muscle just 
lifting the kids in and out of the tub. But I had a kind of 
fluttery, um, almost light feeling, a weak feeling, from 
the neck-, from the waist up. And I began to think that 
maybe I was having panic attacks. My daughter-in-
law, who had been married to my son who died was 
down, and it was about midnight and I said, ‘Boy, 
Jane, I have been having, I think panic attacks for 
about a week’ and she absolutely just stopped in her 
tracks, she was just heading up to bed, and she said, 
‘The week before Chris died he talked about panic 
attacks every day, and you have to go to the hospital 
right now.’  

 
[Cut away, still Pat; narration continues:] 

Dr. Gordon explained that they were um actually 
looking at different kinds of stents and the medication 
that they put on stents, and he  talked about the fact 
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that uh the FDA here hadn’t approved certain kinds of 
medications that were already being used in other 
countries, and that the idea of the medication would 
prevent plaque building up again, um, and was I 
interested, and he said it would really require that I be 
followed a little more closely, and that I would have to 
have another, um, angiogram in about 8 months. And 
I thought it was probably a good idea. I like the idea, 
be - you know, because I – I, you know, have really 
lost a child to heart attack. Anything that was going to 
help the research I felt good about doing. And I also 
felt um, it was going to be good for me, that I would 
get better care and that I would have a chance to 
make sure everything was going okay. So that 
sounded appealing  

 
[Cut away, Pat continues:] 

After the procedure I felt fine, I felt good about the 
stents, I felt so lucky to have had that intervention.” 

 
 

 
[3:10 – 3:12, fades to clip of Pat and husband.] 
 
 
[3:13 - 3:17, displays the text:] 

AP2928185 Rev. A. © 2008 Abbott Laboratories. 
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Exhibit 4 
 

Transcript of video #4 entitled “Bioabsorbable Drug Eluting Stent in 
Development at Abbott” from: AbbottChannel, added: October 21, 2008, 
length 1:16 min, available at 
http://www.youtube.com/watch?v=CpmEhAEwcrk, last viewed 11-24-2008. 
 
[0:01-0:05, Pre-audio text:] 

Artist’s rendition.  
Bioabsorbable everolimus eluting stent is  
currently in development at Abbott  
Vascular. Not available for sale.  
 
   AP2928722 Rev. A 

 
[Narration begins:] 

Drug eluting stents are used to open clogged heart 
arteries. A bioabsorbable stent with the same drug as 
Abbott’s XIENCE V stent is inserted into the coronary 
artery mounted on a balloon.  The balloon is inflated 
to reopen the blocked vessel.   
 
Drugs on stents are designed to prevent inflammation 
and to prevent tissue regrowth into the stent. Unlike 
conventional metallic stents, a bioabsorbable stent is 
not a permanent implant and will be slowly absorbed 
by the body. Over time, the vessel heals, and the 
stent begins to be absorbed.   

 
[With graphic of outward arrows gradually disappearing, visual text:] 

Radial strength decreasing 
 
[Narrator continues:] 

The outward force that the stent exerts on the vessel 
wall is reduced.  The molecules released as the stent 
dissolves are naturally broken down by the body. 
Eventually the stent, polymer, and drug are 
completely absorbed by the body. 
 

[1:06 - 1:15, post-audio text: ] 

Artist’s rendition.  
Bioabsorbable everolimus eluting stent is  
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currently in development at Abbott  
Vascular. Not available for sale. 
   AP2928722 Rev. A 
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Exhibit 5 
 
Electronic media copy of video #1 entitled “XIENCE V Drug-Eluting Stent 
Brief Overview, by Abbott Labs,” from: AbbottChannel, added: October 21, 
2008, length 0:39 min, available at 
http://www.youtube.com/watch?v=bGbNnP5xGRo, last viewed 11-24-2008. 
 

Exhibit 6 
 
Electronic media copy of video #2 entitled “XIENCE V Drug-Eluting Stent, 
by Abbott Labs, www.xiencev.com” from AbbottChannel, added: October 
21, 2008, length 1:29 min, available at 
http://www.youtube.com/watch?v=d8k32MZ-Tb8 last viewed 11-24-2008. 
 

Exhibit 7 
 
Electronic media copy of video #3 entitled “XIENCE V Drug-Eluting Stent, 
Abbott Labs, Pat Smith Story, w” from AbbottChannel, added: October 21, 
2008, length 3:17 min, available at 
http://www.youtube.com/watch?v=HM6Y6KunFhg, last viewed 11-24-2008. 
 

Exhibit 8 
 
Electronic media copy of video #4 entitled “Bioabsorbable Drug Eluting 
Stent in Development at Abbott” from: AbbottChannel, added: October 21, 
2008, length 1:16 min, available at 
http://www.youtube.com/watch?v=CpmEhAEwcrk, last viewed 11-24-2008. 


