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Dear Chairman Upton, Chairman Pitts, and Chai rman Stearns: 

We are writing to renew our October 12,20 11 , request for hearings to examine medical 
devices that have developed serious defects after being implanted in patients and to propose the 
Committee seek documents rel ated to the "Lap-Band" weight loss device and urogynecologic 
surgica l mesh. The Committee has fa iled to schedule the hearing we requested in our October 12 
letter, and we remain concerned that the Committee ' s prev ious hearings on medical devices have 
presented a skewed and inaccurate picture of the importance of appropriate medical device 
regulation. We hope you will reconsider your approach so that the Committee can have a ful ler 
understand ing of these critical issues as we prepare to reauthorize the Medical Device User Fees 
Act. 
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The "Lap-Band" Gastde Band 

The "Lap-Band" is a type of gastric band dev ice that is surgicall y implanted and wrapped 
around the upper portion of a pati ent 's stomach to reduce the size of" the stomach. When the 
device is effec ti ve, patients fee l fu ll more quickl y and thus are more likely to eat less and lose 
weight. FDA approved the " Lap-Band" device for obese patients, but has indicated that the 
device can pose serious ri sks including erosion of the band through the stomach wall , stretching 
the esophagus, stretching the stomach pouch, stomac h pain , gastroesophagea l reflu x di sease, 
diffi culty swa llowing, nausea, and vomiting.] In addi ti on, the FDA has said the dev ice is not a 
"quick fi x" for pati ents struggling with obesi ty but instead requires "major, long-term changes" 

. I b' 2 to eatll1g 1a It s. 

A study publi shed thi s week in the Archives o/SlIrgery rai sed questions about the 
effecti veness o f gastric banding, finding that afler six years, nearly 50% of" patients had either not 
lost we ight or had needed the device to be removed and that over 40% of patients ex peri enced 
long-term compli cations3 The stud y echoed research publi shed in the journal' s March 20 11 
edition , which fo und that 40% o f" patient s who rece ived " Lap- Band" surgery had seri ous 
complications and concluded that the surgery had " relati ve ly poor long-term outcomes" '] 
Similarly, a stud y in the JOII/"l7al a/the American Medical Association reported that 48% o f test 
group members experienced "adverse events" as a result of the procedure and that nearl y 30% 
required " rev isiona l procedures" to enlarge the stomach above the band. 5 A study in the .1oll/"l7al 
a/Obesity found high compli cation and reoperat ion rates for gastric banding, with 30% requiring 
an additional operation and 12% requiring the removal of the dev ice al together6 

Even in the face of these seri ous medica l compli cat ions, A ll ergan, the manufacturer of 
the Lap-Band, is seek ing to expand the use of the device in chi ldren and yo ung adults. Allergan 
is currentl y seeking FDA approva l to market the device to children as young as 14, despite 
concerns among some phys icians that the procedure is too drastic or "ex treme" for a young 
person 's developing body7 The Nell' York Times recentl y repo rted that the lure of a seemingly 

] Food and Drug Administrati on, Medical Devices: Gastric Banding, (accessed Dec. 13. 20 11 ) 
2 Id. 

3 Dr. Sebastien Romy, et ai, ROllx-en-Y Gastric Bypass V.I'. Gastric Banding./or l'vlorbid Obesity. 
Archi ves of Surgery (Jan. 16. 2012) 
4 Dr. Jacques I-limpens, et ai, Long-term Olltcoilles 0/ Laparoscopic Adjllstable Gastric Banding. 
Archi ves of Surge ry (Mar. 2 1, 20 11 ) 
5 Dr. Paul O' Brien, et ai, Laparoscopic Adjuswble Gastric Banding in Severely Obese 
Adolescems, Journal of the Ameri can Med ical Assoc iati on (Feb. 10.20 I 0) 
6 Dr. Chri stine Stroh, et ai, FOllrteen-Year Long-Term Results alier Gastric Banding. Journal of 
Obesi ty (Dec. 22, 20 I 0) 
7 Young, Obese, and in SlIrgel)" New York T imes (Jan. 7, 20 12) 
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"easy way out" of losing we ight may push yo ung people to undergo "Lap-Band" surgery without 
adequately considerin g the ri sks and the dramatic lifesty le changes that are necessary.g 

The adverse public health consequences associated with use of thi s device are 
exacerbated by aggress ive marketing and by the lack of a national regi stry of implanted medical 
de vices, like those that ex ist in Europe, which wou ld enable public health authoriti es to obtain 
more accurate data on the rates of adve rse events and dev ice failures. 

The tragic results o f aggressive marketing by several Lap-Band surgica l centers are 
particularly ev ident in recent events in Southern California. In December 20 11 , FDA issued 
warning letters to a marketing firm call ed 1-800-G lOT-THIN, LLC, and eight surgica l centers in 
Californi a that aggressively market the Lap-Band without adequately informing consumers of 
the ri sks assoc iated with the device. 9 According to a series of reports in the Los Angeles Tillles, 
the use of lap-bands by these surgical centers appears to have been associated with signifi cant 
harm to the hea lth of a number of Southern Cal ifo rni a patients, including the deaths or fi ve 
patients since 2009. 10 

Despite these se ri ous ri sks, 1-800-GET-THIN and the related surgical centers have 
marketed the de vice with ubiquitous roads ide billboards, adverti sing insert s, and radio and 
telev ision ads that "di sp lay the smiling faces of thin people and catchy phrases about the 
benefits '.' of the surgery. II The ads include

l 
p hrases such as --DI ETS FA IL! The Lap-Band 

Works!' and--Let Your New Life Begll1. " -

The advertisements either do not mention the ri sk in fo rmat ion, qualifying age and weight 
requirements for the procedure, and the need for meaningful life style change or they present 
limited in Formati on in le ttering the FDA called "so small as to render the information 

Sid 
9 Food and Drug Ad mini stration, FDA issues Warning Letters/or Misleading Advertising of Lap­
Band (Dec. 13, 20 II ) 
10 FDA Accuses 1-800-GET- TI-IIN of Us ing Misleading Lap-Band Ads, Los Ange les Times (Dec. 
13,201 1) 
II FDA Accuses 1-800-GET-TJ-iiN o/ U\'ing Misleading Lap-Band Ads, Los Ange les Times (Dec. 
13, 20 11 ) 
12 Allergan CEO Crilicizes Lap-Band Billboards, Los Ange les T imes (Feb. 3, 20 11 ) 
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ill egible. ,, 13 One FDA offi cial said he was "astonished" by the number of billboards adverti sing 
the procedure and noted that the ads target "a very vulnerable pat ient population." " 

Although Allergan has cr iticized the adverti sing campaign and issued vo luntary 
adverti sing guidelines for the "Lap-Band" in February 20 II , these vo luntary gu idel ines have not 
been effecti ve. It is unclear what, ifany, di rect action Allergan took to prevent 1-800-GET­
THIN or the related surgical centers from advert ising the "Lap-Band" in a fal se and misleading 

15 way. 

UrogYllccologic Surgical Mesh 

Urogynecologic surgica l mesh implants are permanentl y implanted in the vaginal wall of 
patients suffe ring fro m conditions such as pelvic organ prolapse and urinary incontinence in 
order to repair weakened or damaged ti ssue.16 These mesh dev ices were permitted on the market 
under the 5 1 O(k) clearance process, meaning that the devices had to demonstrate that they we re 
·'substanti ally equ ivalent" to one or more devices already on the market. Although clinical data 
can be required under thi s clearance process, many submi ssions are cleared without such data. 
rDA did not require ori gina l clinical studies before clearin g urogyneco logic surgical mesh 
through the 5 1 O(k) process. 17 

Beginning in Octobe r 2008 , FDA began to respond to ri sing reports of compli cati ons 
associated with the surgical mesh by issuing a Public Hea lth Notificati on ca lling the transvag inal 
placement of the mesh ··an area o f continuing concern."IS In the three years before the 
not ifi cation , over I ,000 adverse events related to the mesh had been reported to FDA. 19 Over 

13 Letler from Steven Sil ve rman, Director, Office of Compliance. Center fo r Devices and 
Radiological Hea lth , FDA, to Robert Sil verman, Esq. , 1-800-GET-THfN, LLC ( Dec. 12, 20 11 ) 
" FDA Accuses I -800-GET-THIN of Using lvfisleading Lap-Band Ads, Los Ange les Times (Dec. 
13 ,201 1) 
15 Lap-Band Maker Issues Oll'n Advertising Guidelines, Los Ange les T imes (Dec. 13, 20 11 ) 
16 Food and Drug Administration , Urogy necologic Surgical Mesh Implal1ls (.Ian. 4, 20 12) 
17 FDA Obstet rics and Gyneco logy Devices Adv isory Committee Meeting, Executive Summary, 
Surgicallvfesh for Treatlllel1l of Women lI'ith Pelvic Organ Prolapse and Stress Uril1w )' 
Incol1linence , (Sep. 8, 20 11 ) 
IS Food and Drug Admini stration , FDA Safety COlllmunication: UPDATE on Serious 
COlllplications Associated lI'ith Transvaginal Placelllel1l of Surgical Meshfor Pelvic Organ 
Prolapse (Ju ly 13,20 11 ) 
19 Ie!. 
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the nex t three years, the number of reported complicati ons rose to more than 2,800, dri ving FDA 
to issue an update on the "seri ous complications" associated with the dev ice in Jul y 20 11 20 

In 20 I 0 alone, nearl y 300,000 syntheti c vaginal meshes were implanted in Ameri can 
wo men.2I The most common complicati on associated with the dev ice is erosion through the 
vagina, which can be potentiall y debilitating for some women and require multiple surgeries to 
correct. 22 Even with multiple surgeri es, some women are neve r able to recover li'om the 
damage. 23 

Aft er years of reports of seri ous complications assoc iated with use of the dev ice and amid 
a ri sing chorus of academic and clinical concern , FDA just last week anno unced that it was 
considerin g rec lass ify ing vaginall y implanted surgical mesh as a high ri sk Class III medica l 
dev ice. 24 The agency ordered 33 manufacturers of the dev ice to conduct postmarket sa fety 
studies o f the device25 

It is unc lear when the manufac turers o f thi s device became aware of the seri ous hea lth 
ri sks assoc iated with the device. It is also unclear if the manu fac turers and the FDA have taken 
appropriate steps to protect pati ent s. 

Conclusion 

We beli eve the Committee should hold hearings to examine whether FDA dev ice 
regulation has been ineffecti ve in protecting the public from dangerous medical devices li ke the 
Lap-Band and intravag inal mesh. We al so believe we should hold hearings on the brain stent s 
and metal -on-metal hip implants mentioned in our October 12 letter. 

We further ask that the Committee seek documents relevant to both the Lap-Band and 
intravaginal mesh dev ices. In the case of the Lap-Band, we urge you to request documents from 
Allergan, 1-800-GET-TH IN, LLC, and the eight surgica l centers named in the FDA' s warning 
letters to learn the degree to which these entities cooperated in the marketing of the Lap-Band, 

20 1d. 

21 J&J. C R. Bard Mus l Sludv SafelY oj" Vaginal lvlesh, FDA Says, Bloomberg News (Jan. 5, 
20 12) 
22 Food and Drug Admini strati on, FDA SafelY COlllll1 unic(f( ion: UPDATE on Serious 
CO ll1plic{/(ions ;Jssocialed wilh Transvaginal Placellleni oj"Surgical Mesh jor Pelvic Organ 
Prolapse (Jul y 13,20 11 ) 
23 1d. 

24 Food and Drug Admini strati on, Urogynecologic Surgical Mesh IllIplams (Jan. 4,20 12) 
25 ld. 
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what steps were taken to minimize the ri sks the aggressive marketing campaign posed to patients 
and children in particular, and to obtain additional information regarding their knowledge of and 
response to device failures and adverse events. In the case of the intravaginal mesh, we ask that 
the Committee seek documents from the manufacturers of surgical mesh to ascertain when they 
first learned of the safety issues associated with certain uses of the device and what, ifany, 
actions they took to limit ri sks fo r patients. 

As the Committee approaches reauthori zation of the Medical Device User Fee Act, we 
need to understand the safety of devices on the market, the tacti cs dev ice manufacturers and 
others use to market these devices, and the extent to which these tactics may increase ri sks. It is 
also vital that we understand whether device manufacturers and the FDA are tak ing appropriate 
steps to keep hazardous devices from the market and to protect patients from marketed devices 
that are later di scovered to be dangerous. 

The Committee's reauthori zation of the Medical Device User Fee Act is an important 
opportunity to improve the efficiency of the FDA's review process while at the same time 
strengthening assurances of safety and effi cacy. Obtaining information about devices li ke the 
Lap-Band and intravaginal mesh will be critical to informing members of the Committee on an 
issue that has thus far been absent from the Committee ' s record. 

~C1 .~_ 
Henry A. Waxman 
Ranking Member 

Sincerely, 

I~~ 
Diana DeGette 
Ranking Member 
Subcommittee on Oversight 

and Investigations 

John D. Dinge ll 
Member of Congress 


