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WARNING L@El% .

F&i and IX-ugAdmin&cm.“on
2098 Gaij.herRoad ‘ ~
Rockvik, Maryland 20850

. .

WA FEDERAL- EXPRE*,
. .

Mr. Thomas M- Patton
President andCEO “ ~
Wright Medical Technology, IDC:
5677 Airline Road
Arlington, Tennessee 38002 ~
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Dear Mr. Patton: ~ . . . . --
. .

we revf&~d the infOrm-&ti~provided by Mr. Robert W. Chunnetz to Mr. Ecfgardo Santiago, ,

of my ofice, in an August 31, 2000, Iettet invo~ng the product known as Allo.Matrixti - .
Ikman Demineraked .Bone Matrix Putty (AHolVfatrix~ whi~ is made and marketed by yow

~ firm. Your ktter wa; in response.to our August 3,2000, letter iin@i& we requested ~. . ~
darifkatlon .ofthe regulatory status of NloMati~. In your letter, you said that prior to the ~ .

in-~al distrib~ion of AlloMatrbii in the United States, ‘youconcluded, and cent-mue to
coimlude, that you are not required to submit a prem’=ket notfi~tion to the Food and Drug -
Administration (FDA). You further said that.tie reason for yoqr conclusion was that
AlloMatri)(mis.not a d“&vi@but a I?urnan’Tssue, as descriied in 21 CFR 1270.3(j), and,
therefore, exempt from the premarket notification requirements of the Federal Food; Drug,
and Cos&ktiC A-d (Ad)- ~

,
,. .

We.disagk~ with your conclu~on that-AlloMabfxm is not a device. As you say in your letter, -
AM/lat~m contain~ and

components provide ad “-

~F

7-..—
medical -deyice.

or these+

when combined with a meti=~ device~ as in
as a device- . .

Under the Ad this prodkt is considered to-k a rnec!i~l devi& because it k used to
diagnose or treat a medical condition or to affe~ the structure of ftmction of the body. The
law requires that manufatiurers of medical devices obtain marketing clearance for their
products from. the FDA before they may offer them for sale. This helps protect the public,
health by-ensuring that new.medkal devi=s are shown to be either safe and effective or
substatitially equivalent to other devi~es already legally marketed in this country. Our
records do not show that you obtained marketing clearance before you began offering your
product fpr sale. YOU confirmedthisfact in your Jetter: . .

.. .

Because ‘you do n~ have marketing c!earance from FDA, marketing your pro-duct is a
violation of the law. [n-legal terms, the produd k adulterated under sectiob 501 (f)(l)(~) aid ~
misbranded under section 502(0) of the Ad- Your product is adultemtd urder the Act
~because ycm did not obttin premark~ approval based on information developed by you that .
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;age ~ .“Mr-”T&masM- F%tton

. .

shows your device is safe and effecWe- Your product is rnisbranded’under the Act bei%use

!OUdid not submit info~ation that shows you~ device is substantially equivalent to other .
~evices that are !egally .mark@ed- 11

,

.“

i

fou should ~titi that his serious violatiofi.of the law may result in .~A taking regulatory , ~
~d-onw-moutfurther.notke to YOU. lhese”ad~ons include, Mt”are not fimited to. se-ting .”

four product inventory, obtaining a court injunction again~ fu!t.her markd-ng of the produti,
w asse=ing civi[ money penalties. Also, other Federal agenties “are informed about the .
warning lett~m we issue, such as this one, so that they may corkider this information when
awa~ng government contracts-

i
‘!.

. .
I -1 .

H k necessa~ fot you to take a~”on on this matter now. Plea-se-JW~is office know in
writing witiin fifteen (15) wo~g days from tie date you recewed tOIs letter what’ steps you
are taki@ to correct the problem. ~We also ask that you explab how you plan to prevent thk

from happ&nkg again. Ifyou need more time)et us kn.bvvwhy and when you expect to ,
complete your comection..Pleas+ dir- your :esponse to . .

. .’ I

Ed9adoSantiago,. C%iJf,’ .’: ~
.

, orthopedic, Physical fVl@cin’e
and Ane~esioIogy Dbvices Branch, HFZ~W3 .

Division of Enfor=m@ 111,.Office of Gomplian=; CDRH.
2098 GdfiFr Road ‘!’;‘‘ ‘: ~:

.

Rockvnk, v~.z~m’ I ‘“ ‘. ‘ “, ‘.)

Finally, you should understand that there are many FDA requirement pertaining to the

I

manufadure and marketing of mecJ@ detices. This letter pertains only to the isstie of

premarket clearm~ for your detice and does not necessarily addres other obligations you
have under the law-. You may obtain general information about all of FDA’s requirements for
manufadurem of medi~l devices by mntacting our D-~”sion,of Small h/lanufac~rem
As+ktan= at 1-(800) 638~2041 or through the Internet at htlpi/1*-fda.gov- ..

. .

Ifyou have spec~c questions about how FDA marketing requirements affect your pafiicuTar .
devi~ or about the content of this letter, piease feeI free tokontad Mr- Santiago at’ (301) ~
594--4659, extension 109- ? - .

- ‘“.,.q;g;i)=+
OffIie of C6in~fiance .
Center for Devi~ and

Radiologiml ~ealth
. . . .

~.
cc Robert W. Churir@z I . .

Vice President Of@eratiQ~s “~ “‘ ~ . . . ..,
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