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Dear Chairman Upton, Chairman Pitts, and Chairman Stearns: 

Over the past year, the Committee has held fo ur hearings on FDA regulation of medical 
devices. These hearings primarily served as forums for critics of the FDA who allege that the 
FDA regulatory process for devices harms patients and has a negative impact on jobs. I Some 
witnesses have even advocated that we change our standards for clearance and approval , a 
recommendation not supported by Advamed, a leading association of medical device 
manufacturers2 The hearings have not provided a balanced and accurate picture that full y 

I Hearing ofSubcolllllli ttee on Hea lth, " Impact of Medical Device Regulat ion on Jobs and Patients" (Feb. 17, 20 I I ); 
Hearing ofSubcolllll1 ittee on Hea lth, "PDUFA V: Medical Innovat ion, Jobs and Patients" (J uly 7, 20 11 ); !-Iearing 
ofSubcolTImittee on Overs ight and In vestigations, "Regulatory Reform Seri es #5 - FDA Medical Device 
Regulat ion: Impact on American Patients, Innovation and Jobs" (July 20, 20 II ); Field Hearing of Subcommittee on 
Hea lth, "Impact of Medical Device and Drug Regulation on Innovat ion, Jobs, and Patients: A Local Perspective." 
(Sept. 26, 20 I I). 
1 Advamed, "Advamed Statement on the House Energy and Comlllerce Subcolllmittee Hearing on FDA Device 
Regulat ion" (Ju ly 20, 20 11). 
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renects the ro le FDA plays in rev iewing device applications; nor have they spoken to the 
potential dangers posed to patients if medical dev ices are not appropriately regulated. 

As the Committee embarks on the reauthorization of the medical device user fee 
program, we write to urge that we hold hearings that exam ine medical devices that have 
de ve loped seri ous defects after being implanted in patients. Specificall y, we be li eve that looking 
further into the "metal-on-metal" hip implants and brain stents, two high-profile devices that 
appear to have resulted in signifi cant harm to human health , would shed fu rther light on the 
regulation of medica l devices. We believe hearings on these topics wou ld provide important 
information for members to evaluate in the contex t of the reauthorization of the medica l dev ice 
user fees. 

Both items are examples of devices that were found to be assoc iated with major hea lth 
problems after being approved or cleared by the FDA. As such, we believe they could provide 
important lessons about the device clearance and approva l process as we ll as the adequacy of our 
postmarketing safety system. 

Brain Stcnts 

Brain stents were a promising new device designed to open up a blocked artery in the 
brain follo wing a stroke in the hope of preventing additiona l strokes. The Wi ngspan Stent 
System was approved by the FDA in August of 2005 fo r pat ients with a greater than 50% 
blockage in an artery and whose condit ion was refractory to medical therapy'> The device was 
approved under a humanitarian device exempti on (HOE) application. The HOE process allows a 
manufacturer to bypass the sc rutin y of the full pre market approval process if the dev ice is 
intended to diagnose or treat a disease or condi tio n that affects fewe r than 4,000 people, so long 
as no other non-HOE de vice is avai lable to treat that di sease or condition. A manufacturer 
app lying under the HOE opti on must comply with certain condi ti ons, incl uding a genera l 
prohibition on profit for the HDE device 4 

3 Letter from Mark N. Me lkerson, Act ing Director, Division afGeneral , Restorative, and Neurological Devices, 
Office of Device Evaluation, Center fo r Devices and Radiologicall-lealth, FDA, to Ms. Theresa E. Brandner, 
Director of Regulatory & Quali ty, Boston Sc ientific Smart (Aug. 3, 2005). 
4 FDA , "Human itarian Device Exemption" (accessed Oct. 2,20 11 ) (online at 

h uQ:/ Iwww.tela.gov/MedicalDevices/DeviceRcgulationandG u idancefH O\vtoM arket Yo urDevice/Premarket Subm i ssio 
ns/ l-l umanitarianDeviceExemption/defauli .htl11) . A n I-IDE appli cation is exempt from the effec ti veness requirements 
or a premarket approval , but IllLlst contain suffi cie nt information for FDA to determine that the device does not pose 
an unreasonable or significant ri sk or illness or injury, and that the probable benefit to hea lth outweighs the risk of 
injury or illness from its use. 
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Under the lesser HDE standard of approva l, the Wingspan stent system was approved on 
the basis of registry data for some 45 patients.' A recent trial sponsored by the National 
Institutes of Health including 451 patients demonstrated that 14.7% of patients with a recent 
stroke who had a stent implanted had a stroke or died within 30 days, as compared to 5.8% of the 
patients without a stent and on ly on medica l management- more than double the rate of strokes 
and deaths within 30 days for patients with a stent6 According to press reports, thousands of 
patients have received this implantable device .7 

Metal-on-Metal Hip Implants 

Metal-on-metal hip implants have al so garnered c lose attention over the past year. 8 Artitic ial 
hips replace the ball-and-socket structure of the hip wi th an artiticia l ball sitting inside an 
artifi cial cup placed into the hip . The artifi cial hip can be constructed fro m a variety of 
materials. "Metal-on-metal hips" refer to hips where both the ball and the cup are made of 
metai. According to the New York Times, of the est imated 250,000 hip replacements each year, 
nearl y one-third are now metal-on-metal hip implants, and an est imated 500,000 patients have 
received an al l-metal replacement hip9 

The devices were cleared under the 5 1 O(k) clea rance process, meaning that the devices had to 
demonstrate that the y were "substantiall y equ iva lent" to one or more devices already on the 
market. Although clinical data can be required under this clearance process, many submissions 
are cleared without such data. According to press reports, many of the metal-on-metal hip 
systems were cleared thi s way.IO As of December 3 1,2010, FDA had cleared fo r marketing 175 

j FDA, -'Summary of Safety and Probable Benefit: Wingspan Stellt System wi th Gateway PTA Ball oon Catheter" 
(accessed Oct. 2, 20 I I ) (onli ne al http://www.accessdala.fda .gov/cdrh_docs/pdf5/H05000 I b.pdf). 
6 Chimowitz el aI. , "Stenting versus Aggressive Medica l Therapy fo r Intracran ial A rterial Stenosis. '> New England 
Journa l of Medic ine (Sept. 7, 20 11 ). 
7 Kolala , Gina " Sl udy is Ended as a Slel1l Fa ils 10 SlOP Slrokes" (Sept. 7, 20 11). 
8 Me ier, Barry. -'Concerns Over 'Metal-on-Metal' Hip Implants," New York Times (Mar. 3, 20 10); Meier, Barry. 
"As Use ofMctal-on-Mctal Hip Implants Grows, Stud ies Rai se Concerns," New York Times (ivlal'. 3, 2010); Meier, 
Barry. "Hi p Makers Told to Study More Data," New York Times (May 10, 20 11 ); Me ier, Barry, "In Medicine, 
New Isn't Always Improved," New York Times (June 25 , 20 1 I); Meier, BaiTY and Robel1s, Janet. "Hip Implant 
Complaints Surge, Even as the Dangers Arc Studied", New York Times (Aug. 22, 20 11 ); Meier. Ban)'. "Meta l 
Hips Fail ing Fast, Report Says," New York Times (Sept. 15, 20 11 ); Meier, Barry. "Remedy Is Elusive /\s Metall ic 
Hips Fai l al a Fasl Rale ," New York Times (Sept. 30, 20 11 ). 
9 Meier, Barry and Roberts, Janet. "Hip Imp lant Comp laints Surge, Even as the Dangers Are Stud ied", New York 
T imes (Aug. 22, 20 I I). 
10 Id. 
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submissions for metal-on-metal hi ps through the 51 O(k) process, many of wh ich were 
components of larger systems, I I 

The metal-on-metal hip implant systems have "unique ri sks in addition to the general ri sks of 
all hip implan t systems," according to the FDA.12 Because the meta l rubs agai nst the metal , 
"tiny metal particles may wear off of the device and enter into the space aro und the 
implant." [or] even get into the bloodstream, ,, 1J For some patients, these metal particles can 
cause damage to the bone or tissue surrounding the implant and joint, requi ring a surgery to 
replace the implant. In addition to the local reactions, "high leve ls of meta l ions in the 
bloodstream may cause symptoms or illnesses elsewhere in the body, including effects on the 
heart, nervous system, and thyroid gland ," 14 

Many of these devices were approved first in the Un ited Kingdom (U K) and elsewhere 
abroad, The early UK experi ence suggests that these "unique risks" make the devices much 
more prone to failure, with as many as one-third of certain models fa iling in regi stri es in the 
UK." Indeed, a stud y in the UK found that the meta l-on-meta l hips failed ea rl y at a rate three 
times that of hips made of different materials. 16 

In this country, onl y a small fracti on orthe 500,000 people who received this device are 
known to have suffe red injury. But the United States does not have a registry for these devices 
similar to the one in the UK. Since January of thi s year, FDA has recei ved over 5,000 
complaints about the metal-an-metal hips .17 Two metal-on-metal hip systems have already been 
vo luntarily recalled. 18 These concerns led FDA to order 20 manufacturers of these de vices to 
submit a plan to the FDA to study how frequentl y they were failing and to examine the health 
implications of device failures, 19 

II FDA , "Mela l-on-Mela l Hip Imp lanl Systems" (accessed Oct. 2, 20 11 ) (online at 
hn p://www . fda .goY/M ed ica I Devices/Prod lIctsand M ed ica I Procedures/Imp lall tsa!ld Prost het ics/M eta 1011 M eta I Hip Imp I 
ants/ucm24 160 I.hlm) 
12 Id. 
13 Id . 
1I Id . 

IS Me ier, Barry_ "Metall-lips Failing Fast, Repon Says," New York Times (Sepl. 15,20 11). 
16 Meier, Barry_ "Remedy Is Elusive As Metallic Hi ps Fail at a Fast Rate ," New York Times (Sept. 30, 201 1). 
17 Me ier, Barry and Roberts, Janel. "Hip Implant Complaints Surge, Even as the Dangers Arc Studied", New York 
Times (A ug. 22 , 20 II ). 
" FDA, "Reca lls Specific to Meta l-on-Metal Hip Imp lant Systems" (accessed Oct. 2, 20 11 ) (online at 
hI t p:/ Iwww.fda.gov/Med icaIDevices/ProductsandMedica I Procedures/Imp Ian tsa nd Prosthetics/M eta I on Meta I Hi p I mp I 
ants/ucm24 I 770, htm) 
19 Me ier, Barry, "Hip Makers told to Study More Data," New York Times (May 10, 20 11 ). 
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Conclnsion 

To date, the Committee's hearings on medical devices have examined claims about delays in 
FDA approval and overreguiation 20 We agree that innovative products that help patients should 
get on the market quickl y, and we are supporti ve of the efforts by the Ad ministration to improve 
e fficienci es and streamline the approval and clearance process 21 We are al so open to other ways 
to speed the process. 

But whil e working to reduce inefficiencies at FDA, it is critical that we a lso protect patient 
sa fety. Unfortunately, we believe the hearings to date have provided members with an 
incomplete record. We should al so be examining ev idence as to whether FDA device regul at ion 
has been ineffecti ve in protecting the public from dangerous medica l devices. 

Brain stents and metal-on-metal hip implants are recent examples of devices which merit 
further investi gation and hearings to determine whether there are hanns assoc iated with 
underregulat ion. 

In add ition, we believe it is imperat ive that we hold hearings on the recent Institute of 
Medicine report, which concluded that our current rev iew system needs to be strengthened- not 
weakened- to ensure that medical dev ices are safe and effec ti ve 22 This 1V0uid be in keeping 
with the Committee ' s acti vities in 2006 and 2007, when we examined an Institute of Medicine 
report that recommended changes to the drug evaluat ion system. At that time, many of the 
Institute's recommendations were supported in a biparti san fashion in the Food and Drug 
Admi ni stration Amendments Act of200723 

We bel ieve that the reauthorizati on of the medical device user fees program can and should 
be a biparti san process. This is a critical opportunity to improve the efficiency of the process 
whil e at the same time strengthening assurances of safety and efficacy. Hearings to ensure that 
all re levant sides of the issue can be fu ll y examined by the Committee, including the importance 
of safety, are critica l to ensure a balanced perspecti ve for members. 

20 COl11mitlec on Energy and Commerce, Democrats. Medical Journal Editors Raise Significant Concerns With 
Validily ojilldllsrr\"-Fllllded Reports (J ul y 2 I , 20 I I) (on I ine at 
hltp:' /democrat s.cncr£?\ COI11 merce .house. £0 v/index .ph p?q=ncws/llled ical-jOllrna I-ed itors-fa isc-si gil i ficalll-concerns
w it h-va I id i I \'-0 f- i nd lIst!' \'- funded-reports). 
21 FDA, FDA commissioner ollliines steps 10 sp llr biomedical imlO\'{uiol1, improve hea/lh of Americans (Oct. 5. 
20 I I ) (online at hnp://www. fda. govfNewsEvcnlscwsrooIll/PrcssA nnouncclllents/ucm274538.htm). 
n Insti tu te of Medicine, /\Iedical Devices and the Public's /-Iealth: The FOri 510(k) Clearance Process at 35 rean· 
(July 29, 20 11 ) (online at hltp://www.iolll .cd u/ Reports/2011 /Medica l-Dcviccs-and-the- Publics- llcallh-Thc-rDA-
5 I Ok-C learance-Process-at-35 -Years.aspx). 
2l Public Law 11 0-8 5 (September 27, 2007). 
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~",~ 
Henry A. Waxman 
Ranking Member 

~~ 
Diana DeGette 
Ranking Member 
Subcommittee on Oversight 

and Investigations 

Sincerely, 

Ranking Member 
Subcommittee on Health 

~ ~Jd-L-Y~hn D. ingell 
Member of Congress 


