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DIRECT DIAL (202) 7374280

December 17, 2004

BY FACSIMILE/CONF TION COPY BY MAIL

Mr. Timothy A. Ulatowski

Director, Office of Compliance

Center for Devices and Radiological Health
Food and Drug Administration

2094 Gaither Road, Room 244

Rockville, Maryland 20850 HFZ-300

Dear Mr. Ulatowski:

Enclosed are communications sent by two reprocessors, notifying customers that FDA
has determined that devices reprocessed by them are not considered to be substantially
equivalent to cleared devices. SterilMed, Inc. and Vanguard Medical Concepts, Inc. sent the
notices. Both are challenges to FDA, defying the agency in two important ways.

First, the communications declare that their products are safe and effective,
notwithstanding that FDA has not found their products to be substantially equivalent to any
predicate devices. Products which are not substantially equivalent to predicate devices are
adulterated if they are introduced into interstate commerce without premarket approval by
FDA. See 21 U.S.C. § 351(f)(1)(B); 21 U.S.C. § 360c(f). Is FDA willing to permit recalled
products, adulterated products, to be called “safe and effective?” Is it not presumptuous for
these companies to tell the hospitals that they need not be concerned because FDA will soon
agree to allow the affected products to return to the market?
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Second, the communications make no effort to comply with FDA'’s recall regulations.
We understand that FDA has said the withdrawal of these NSE devices possibly may not be
viewed to be a recall. Irrespective of that, there is doubt that the devices are adulterated. FDA
at minimum should require that there be respect for 21 C.F.R. § 7.49 (c)X2), which specifically
directs that “[t]he recall communication should not contain irrelevant qualifications,
promotional materials, or any other statement that may detract from the message.” Both
communications show no regard for this direction by FDA. In fact, the communications are
promotional.

The SterilMed notice tells the hospitals “For over 90% of the devices reprocessed by
SterilMed, there was no change in status.” It goes on to say “it is important to note that these
devices were previously cleared by the FDA and were found to be safe and effective as the
original devices. Therefore, patient safety is not an issue.” And the reason for the recall is
obfuscated: “Since the affected devices no longer have 510(k) clearance, we are voluntarily
removing them from the market in order to eliminate any confusion that this situation may
create.” However, the purpose of the recall is not to eliminate confusion.

Vanguard tells the hospitals that it “remains confident each of these devices is safe and
efficacious for patient use based on our proven track record and the science behind the initial
FDA 510(k) clearance.” The company adds: “rest assured the Vanguard products on your
shelves are safe and deliver the highest quality patient care.” These are strong words of
support for adulterated devices. .

SterilMed and Vanguard do not agree with FDA’s decision that their products are not
substantially equivalent. This is evident in their communications, which are contemptuous of
the law and regulations that FDA is bound to enforce. The appropriate agency response isto
require prompt corrective messages from these compames, or for FDA: 1tself to issue
corrections.

" Thank you for your attention to this matter.

Sincerely,

ames R. Phelps L/[

JRPIMT/cld
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Ta: Materiala Management, Operating Room, EEP Lab and GI Lab Personnel

Subject: Vohmtary markst withdrawal notification

As you msy know, 88 part of its implementation of the Medical Device User Fee and Modernization Act (MDUFMA), the
FDA recently ssnounced decisions regarding the 510(k) clearance of devices reprocessed by SterilMed. For over 90% of
the devices reprocessed by SterilMed, there was no change in status. For the remaining devioes, the FDA issued non-
substantially equivalent (NSE) letters or SterilMed removed the devices from further considaration. SterilMed wil) nsed
to provide additional technical information to the FDA in order 1o obtain 510(k) clearance for the NSE devices, Until we
bave that clearance, we are putting the affected devices on a regulstory hold, i.e. we will suspend rsprocessing until
further notice. However, it is mportant to note that these devices were previously cleared by the FDA snd were found to
be as safe and offective as the original devices. Therefore, patient safety is not an issue.

An acoount-speotfic list of affected devices is provided in the sttached list.

On Tussday, November 2, 2004, we stopped shipping both the affected devices. Any purchase orders you may bave had
in process have been adjusted accordingly. NOTE: this voluntary markst withdrawal does not affect any open but unused
devices repracessed by SteritMed. ‘

How You Are AfYected

Since the affected devices no longer have 510(k) clearance, we are voluntarily removing them from the market in order 10
eliminate eny confusion that this simation may create. Our sales representatives and On-Site Techmicians (OSTs) will
contact you in the next fow days to arrange to have these devioes returned to SterilMad. In the meantime, we will
continue to collect the NSE devices so that we can protect your savings for the future.

Next Steps
To facilitate the withdrawal of affected devices from your inventory, please take the following steps:

1. Remove all affected devices from your shelves (see attached list). Hold them so that they can be returned 0
SterilMed. (NOTE: the complete list of affected model numbers can also be found on the customer log-in portien
of our website at www sterilmed.com. Log into “My SterilMed” and you will find the .PDF file entitled,
“SteriMed NSE and removed devices 11.2004” in the “Customer Doonments™ srea.)

2. Compiste the attached Business Reply form and FAX it to SteriiMed Customer Service at (763) 488-3350.

3. If your facility has any affected product in its inventory, your SterilMed sales representative will be in touch shortly
to coordinate with you to identify, collect and ship back the affected devices from your account. You may also
contact your Customer Service Specialist at (888) 541-0078 to obtain more information. You will receive credit for
all remumed devioces.

‘We appreciate your business and the opportunity to serve you. Should you have any questions, or receive informatiop
from the ariginal equipment manufacturer (OEM) that concems you, please feel free to contact Doug Pletcher at (763)
488-3446 or Cathy Futrell at (763) 488-3442,

Sinm‘y.

Jeff Neichin

Jeff Neichin

Vice Progident, Szles and Marketing
SterilMed, Inc,

11400 73rd Avenue North, Sulte 100 € Maple Grove, MN 65389 < Phone: (888) 856-4870 < Fax: (763) 488-3350




rﬁblr-ﬂ! - This is sn Remized list of alfected devices Siarfilied hes shipped 1o you over the past 12 months.

You may use this as » guide fo focsls affecind devices in your invaniary for returmn to SterfiMed.
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EQUIPMENT HAZARD NOTIFICATION PROGRAM

(ALERTS)
Department: OR., ECHO.R,, ER,, Central Sve, Outpt. Surgery Ctr,
UHC Purchasing, GI Lab, CH GI Lab, Cardiovascular Lab
FDA/ECRI#: Mtr 04-40
Date Seat: 12/2/2004
Alert¥: 04-40

Hazard Classification: Serfous

In compliance with Medical Center Policy T-23, we are alerting you to a possible equipment/product hazard as noted below. Thank
you for your prompt stteation to this matter,

Please chack this recall alert and remove from service any equipment/product that is listed.

Take such actions as are appropriate, and document them below.

Complete and return this notice to the Office of Loss Control & Safety WITHIN 10 WORKING DAYS.

PLEASE NOTE: if you know of any department or ares not listed above which should receive this notice please jot it down
on this form.

hwd e~

No action required. (You don't have any of the devicewfproducts ideified in the alert.)
Action required/taken:

D Item(s) have been returned to manufactures/sales representative.

D Item(s) need to be picked up for return to manufacturer, Original P.O. #

D Other action taken or required. Describe:

NAME DEPT. DATE:

SEE EQUIPMENT/FRODUCT DESCRIPTION ON NEXT PAGE

For MS&D use only: Above item(s) returned by on

s Daand & B e




VANMGQUARD

November 11, 2004

Dewr Venguard Customast,

A3 you ars aware during the past year Vanguard end the rest of the reprocessing industry hnwe
open working to meet the reouwremants of the Madios! Devivs User Fea and Modetrization Act of
2002 (MDUFMA). Prior to the passsge ¢ this legisiation, the FDA had oleared our products for
merting through #te 810(k) ciearanca proess,

MDUFMA added a secorki round of scrutiny that involvec submiitting supplementsi vaiiastion
submissions (SVS) to the FDA for certain devices thet had airexdy receivec 81C(K) ciaprancs.
va—:gualdmmwmwminmbmm-mmmmmmmmwm
EDA,

Now that the 'atest” MDUFMA review is compisted, we're plesassd to tell you that 98.9% of
Yanguard's procuc! offerirgse are isgaly markatsbie. Howevar, Vanguard and the other major
resroceesons ir the industly did not recsive clearanoe for ali devices that fequired submessich cf
ar SVS.

Along with the rest of the industry Venguard is warking with the FDA on the remainng few
devioss still not sisared, We ook forward to 8 prompt resolution of the isaue, a0l we fully expest
o retumn those Cevions 1o s markat in the ner tus.

Vanguard remging conficent eac™ o these deviees B sgte anxi afficacious for patient use basec
N our proven track record and the science behind the mite: FDA 510(k} ciesrenca:  in the
mesntime, we wre voluntarly withcrawing from the mazket those gevioss thet have not yet
receivad Clearance, while we orovide FDA with answers 10 additional techmioal gquestions. You
know from your expenence as & Vanguerd customaer that, muninwyhm we cio the right
g I

You should have or sho:tly will have the detalts of this mlmmmnwv&hdml We
apprecisie your coaperstion, apologize for gny Inconvehisnce and 2eaure you that we are
mgoilwbmmemueaquudyum

Weh more than 7,000 legally marketsbie reprocessed produtts ir: our catang. res: assured the
Vanguard products or your shaives ire safe ant dalver Lhe highest cusily patiert cere

Thank you or your centinued suoport ang cordikiencs in vanpuard and the rep:ocossing
naustry.

Sincensly,

Charles A Magak
Chigf Executive CMicer




MEDICAL DEVICE VOLUNTARY MARKET
WITHDRAWAL. NOTIFICATION

P T o
PRODUCT ’ Ywarguam mmm ;.n:. ul:;sonia scapeis (ses attached

REASON i Vanguard ls conducting s voluntary market withdrawa! of VengLard

| manufectured trocars end ultrasonic scalpsis.  Vanguard is voiuntanly
withdrawing these proditcte as a resull of receving Non-Substantialdy
Egquivaient (NSE) letters or: the Supplemertal validation Sybmiasions
| (SVE) thet ik submittad putsusnt (o the Mediosl Davies User Fee and
Modernizatien Act of 2002 (MDUFMA)  However, plssss be swere that,
Eriot to the pasaage of MDUFMA, Vanguard manufactured trocers snd
ultrasonic scaipels were cietermined by FDA 1o be as safe and eflective
‘uaﬁglmldm.mmmwﬂnagw:mmsmmmm!
{ Process. . !

Venguerd wiil nat ship these products untl suoh time B8 we can provide

{ 2wers to additionsl FDA technical quastions and obtain maret

i Clearence. i
1. immedistely examing your inveniory of Vanguard trocars and !

1 ACTION uliresonic scaipels.

i 2. - Remone and quarantine sit affected products. i

i 3. Compiete the atteched Action Acinowiedgement Form (psge |

3 & 4 attached). f your faciiily hee any affected produc! in

i inveniory, pleass specify the quantity of euch affecied produot

| oeda on tha stiachad produot list (Part il of the Action i

i Acknowledgement Form). This form must be compilstad and

; retumed {0 Vanguard, becsuse Vanguand needas to document

! ] your reoeipt of this notificalion along with the type and

i i nurmber of units that wiil be retumning to Vanguerd.

[

i

|

i

i

- et e e s

[,

Please FAX the Action Acknowfedgement
Form to Lee Rose, guerd Medical Concepts, inc., of

4. Ship ail affected product bsok to Venguard using the
foffowing shipping informatioa:
Vanguard Medical Concepts, inc.
Afn: Lee Rosa
§300 Reglon Court
Lakeland, Fi. 338153113
5. Representatives from Venguard Medical Concepts, Inc.can |
suaint you, if needad, in returning ail sffected praducts to
; Venguard ang compisting the Action Acknowiedgement !
! form. {
L ! i
]

i
i
l
£62-904-2336. i
I
}
|
l
s

{ Venguard will process your retum and issue fecility credit for the |
' OTHER 9Mumoddoﬁouﬂmnumhmremmm1h0compiohd'
| Action Acknowledgement Form and the sffecied devioes.

 INFORMATION | pisase shers this information with ah appropriate stff st your Jacilty. {
f if you have additionsl questions about ihis action, ploase contect Lee | |

l | Rowa st (300) 837.8073.




200111121429
TALLAHARSEE MEMORIAL HOSPITAL

1300 MICCOUSKEE ROAD
CITY, STATE, P TALLAUASKRUL, 1. 32308

PART II: LIST OF AFTECTED VANGUARD DEVICES

Qriglna | Catalon
LY No Doscrigtion hﬁ"""
ETHIC0! Smm Optices Trocer with Non-Blaced OBtater, Hended Smooth Slwve, 15

ETHICON J38NLT *  [Smm Ortisal Tocer w/von-Biacad m NenHended Smblity SHeeve. 120mm
ETHICON J36NST I&mm Ordioal Trocer wiikin-Bixged Obnrator. Non-Handied Subiity Steeve, Tamm
ETHICON [350L Smen Opticel Trocar wiion-ijaded Obwmier, Nontended Smooh Slesve 100mm
diem Opical Troosr wiNon-B'etet Obwratar, Non-Harcied Smoatn Beeve, 73mm
10711mm Opticel Trocar w/ien-Biaded Obtretal, Non-Hindied Stxbity Siseve, 100mm
10/41mm Optica! Trocar wiNor=Biaded Obhurator. Non-Hended Smooth Siesve, 100mm
wmummmwmmmg N

107 1Zmm Optical Trowsr wiNon-Blated Obiumtor. Non-Hendied Rtapility Sieove, 100mm
10712mum Optical Trocer wiNion-Blagas Obturewer, Non-Handied Smocs Slumve, 100mr

omm Fyromidal Biede Trocer Emoot Sleova, 100mm

Sans Diatng TID 1 ropAr StoNty Siegve, 100mm

ETHICON J3S5LM _ [5mm Dilating Tip Trocar Smooth Seeve. 100Mmm

ETHICON |3958  [snm de! Blads Trocer Smooh Rosve, 7amm

ETHICON 13688D ’Gmm Oiiatng Tip Trocar Stebitly Siseve. 75mm

ETHICON (3558M Sy Diisting Tl Trocar Smooth Sieeve, 75mm

ETHICON [388T lamm Fyramidsl Blsde Trocer mtegrated Sistiilly Treencs, T8mm
@ 3ATM_ [omm CORNG Tip Trocer integrated Smbiilly Tveads, 72mm
[ETHICON [5116 |1 13mm Pyrartitel Bade TT0cA Smoot Elweve, 1000
ETHICON 81150  J\rtimm Tip Trocee Sradillty Bloeve, 100mm

ETHICON {6115M  #1{/19mm Oating Tlo Trocar Smooth Sjesve. 100mm |
[STMICON 15128 [16/2mm Pyramical Bisde Trocer Smooth Sisave, 100mm
1812mm Diladng Tio Troser Stadity Sisave, 100mm

1O Zmm 1,aing Tid TIOCr SMaot: Sieeve, 100MM
10/12mm Disting Tip Trocer $mooth Siaeve. 160mm
7/mm Dilewng T Trocer Stanlity Sloeva, 100mm

Smm AdUStable BLEOLY THresd

101 1mm Adjustable Subiilty Threed

STHICON [T512  [16/12mm Adjustable Steniliy Thresd

rasonie Scaiddlé
ETHICON |C814C  13mm Gowgulsting Shears Scissor Grip. 1dem long Curved Acive Blade

ETHICON [CE23C E coanuat:isnura SCiRSor GRp, 230M long Cirved Ackvh Biede
£7HiCON JLCSES Coaguatng Shenrs Plytal ONnp, 38em long Biunt Acive Biade
ETHIZON JLCSCE  3mm Cosgulaling Sheurs Pieiol Grip, 38em long Qurved Active Riede

=Y rICON ILCBKS  18mm Conglaating Sheers Pistal . Jam long Krite-Down active Blece
Please list the Acknowladgment Number found at the top of this form o the outside of all shipping boxes used

tn comply with this request Pleuse include 3 copy of the Action Acknowledgement Form (PartI) and & list of
retarned products (Part TT) within the bax




NUMBER: 200411111429
OMER NUMBER: FLIJ0WTMA
SSTOMER NAME: TALLARARSES MEMORIAL HOSPITAL
1300 MICCQUSKEE ROAD

CITY, STATE, 24P TALLAASRKE, 21, 32308

PART I1: LIST OF AFFECTLD VANGUARD DEVICES

Origina | Cataton
wp | Mo Doscription Jouwmiy

ETHICON J36016 _ Jomm Opfical Tracar with Non-Biaded OURSter, Handied Smooth G, 73
ETHICON [SONLT *  }8mm Opdcal Trocer w/hion-Bizdat Gburator, Non-Hsadiad Swblily Sieeve, 1X0mm
ETHICON J36NGT__ |mm Optosl Trocer w/kion-Diades Obhreier, Non-iandied Sublity Sieeve, 75mm
|ETHICON 1380L  j5mm Opticai Trocer wiNonebladed Obturaier, Non-Hendied Smoct Sleave 100mm
ETMICCN {3508 Smen Opgeal Troeer wion-8'soee Qb Non-HanGieg Smocin Sleeve, Tmm
ETHICON [STINT  110/11mm Optics! Troosr wNan-Blasad Obturatel, Non-Handied Sabi'ty Siseve. 100mMm
ETHICON 15110 10/ 41mm Cpticel Trocer wiNoneBinded Chturator, Non-Hended 8mooth Siewve, 100nw
ETHICON j8128 10712mm 8lurt Tip Trocar 700mm. wih -
ETHICON J812NT _ 310712mm Opticsl Troosr wihon-Blated Obtureior. Non-Hundied Stedity Segvs, 100mm
ETHICON |6120N  §16/12mm Optical Trecer w/Non-Bissad Olitratee, Non-Handied Bmocth Slewve, 100mer

ETHICON (3581, rira Pyromidal Biede Trocer Smooth Slaovn, 100mm :
ETHICON |388L0D mnhﬁnnutmwam 100rwn
IETHIGON 335 M ;smm Dilating Tip Trocar Smevih Slesva, 100mm

ETHICON [3656 Dmen idel Blada Trooer Smooh Seewe, Tum

len-ncou {3508 me Dikwtng Tip Trocwr Steblity Slesva, 75mm

(ETHICON [SS58M _|5mm Diistng Tip * rocar Smooth Sreave, 78mm

ETHICON |3ssT Ismm Pyramids] Bleds Trocer ntegrated Stubiiity Tresnas, 78mm

ETHICON [3STI 1Smm DiMtng Tip Trocsr ntograted Smbillty Threads, 78mm

ETHICON [5116___|1013mm Syrarr.ioei Bi#0e Trocar mooth Sieeve. 1000wT

ETHICON I51150 1o/ imm O Tio Troeer Stadiity Sioeve, 100mn

ETHICON {611SM  }10/39mm Otating Tio Trocar Smooth Slevvs. 100mm

ETHICON |5128  ° [1012mm Pyramidal Biate Trocer Bmooth Eieave, 100mm

1£792mm Diieang Tio Trooer Stadkity Siasve, 100mm

10/12mm Dlang T1p Trocar Smooth Stegve, 100min

10r12mm Ointng Tip Trocer 3mooth Sineve. 150mm

?/8mm Dilstng Tip Troesr Stadiity Sieeva, 100mm
smm Adjustebie Stabkily Thrend
10'11mm Adiustuble Stability Threed
16/12mm Adjusiable Stebillty Thresd

ETHICON |C314C  13mm Cosguleting &heams Scswor Grip, Nanlmgcumm_ﬁm
ETHICON JCE2XC  15mm Conguiebng Shssrs Scissor Gnp, 23am long Curved Actva Bde
ETHICON ILCSBY  §3mm Coaguleing Shears Piston Onp, 38em jong Biunt Acive Blade

ETHIZON ILCSCE  J3mm u Shewrs Pimid Grip, 38em Curwed Acive Blude
EYMICON JLCEKS  [5:-nm Cooguiating Shesrs Pistol . 38am long Krite=-Down ACtive Blace

Please list the Acknowledgment Number found at the top of this form on the ottside of all shipping boxes used
to comply with this request. Pleuse inciude 3 copy of the Action Acknowledgement Form (Part D) snd s st of
reiermed proaducts (Part IT) within the bax.




