
 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
www.fda.gov  

 
SHIPPERT MEDICAL TECHNOLOGIES CORP.     February 9, 2023 
  
Attention: Kevin McIntosh  
Summit Medical, LLC 
815 Vikings Parkway, Suite 100 
Saint Paul, MN  55121  
 
 
Re: BK220688 (Formally K092482)  
      Trade/Device Name: TISSU TRANS FILTRON MODELS 3-TT-FILTRON 2000-500  
      Regulation Number: 21 CFR 878.5040 
      Regulation Name: Suction lipoplasty system 
      Regulatory Class: Class II 
      Product Code: QKL 
 
 
Dear Mr. McIntosh: 
 
The Food and Drug Administration (FDA) is sending this letter to notify you of an 
administrative change related to your previous substantial equivalence (SE) determination 
letter dated December 4, 2009. Specifically, FDA is updating this SE Letter because FDA has 
assigned your submission a new submission tracking number and created a new product 
code to better categorize your device technology. 
 
Please update the registration and listing of the device within the FURLS Device Registration 
and Listing Module according to http://www.fda.gov/
MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandList
ing/ucm053185.htm. 
 
For more information, please refer to  the Federal Register Notice Consolidation of Devices 
That Process Autologous Human Cells, Tissues, and Cellular and Tissue-Based Products at 
the Point of Care To Produce a Therapeutic Article (86 FR 50887, available at 
https://www.federalregister.gov/documents/2021/09/13/2021-18912/consolidation-of-devices-
that-process-autologous-human-cells-tissues-and-cellular-and-tissue-based).  
 
 
 
 
 
 
Please note that the 510(k) submission was not re-reviewed. For questions regarding this 
letter please contact the Regulatory Project Manager, Hosna Keyvan by email at 
hosna.keyvan@fda.hhs.gov. 
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Sincerely, 

 
 
 
 
 

Wilson W. Bryan, MD  
Director  
Office of Tissues and Advanced Therapies  
Center for Biologics Evaluation and Research  
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Name: Shippert Medical Technologies Date: December 4, 2009 . 
6248 South Troy Circle. Unit A 
Centennial, Colorado 80111 
Tele: 303.754.0044 ...; · 
Fax: 303.754.0318 

Official Contact: Sara~ Lake ShipP,ert !elephone _t~9,~),,~8~.-~9~5 
er,a1I: sarah@sh1ppertmed1cal.com · : --~ ~;•··.. _, . _.,_ 

Submitted by: Sarah lake Shippert . . ,--,~:, ... :-, ; . , 
. \,i, \;i.i~.it: 

FDA ESTABLISHMENT REGISTRATION NUMBER: ·1718903 

DEVICE NAME: Tissu Trans Filtron 
• • .\ • • • · • -l~ , t · r - , .- ~.., r ,._, 

Tradename: Tissu Trans ·Fifti'on :-~~t~;.: .~{_r-~t. -
Common Name: Suction L1poplasty·System 
Classification name: Suction Llpoplasty System ,;:,. ~-, ,- :-·, ,i 

Product Code: MUU . 
Regulation Number: 21 CFR 878.5040 . 
Class 11 Sterile 

DEVICE CLASSIFICATIJ)N AND PRODUCT CODE:-: . ·_. 

As shown in 21 CFR 878.5040.Suction Lipoplasty ~ystem~ _are_~~fined as · 
devices consisting of collection bottles,:cannula~.--and~~nnecting -tubing for use 
in aesthetic body contouring procedures. $uction-Lipoplasty Systems are 
classified as Class II. They have been assigned Proc:tuct Code-MUU. 

: · • . ~:-.:,:' _-;f~l".· • :-r i8:Jv .-·.. . 

https://i,\;i.i~.it
mailto:sarah@sh1ppertmed1cal.com
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INDICATIONS FOR USE: 

The Tissu Trans Filtron is intended to be used with house vacuum and/or 
cleared pumps, tubing and cannulas, for the collection of aspirated fat, for 
aesthetic body contouring. If the fat is untreated, it may be reinjected via a 
cleared injection apparatus. 

INTENDED USE: 

The Tissu Trans Filtron is Intended to be used with house vacuum and/or cleared 
pumps, tubing and cannulas, for the collection of aspirated fat, .for aesthetic body 
contouring. If the fat is untreated, it may be relnjected via a cleared injection 
apparatus. 

Tissu Trans Filtron is used .In the aspifation, harvesting, filtering and transferring 
of autologous tissue. 

Tissu Trans Filtron is intended for use in the following surgical specialties when 
the aspiration of soft tissu.e is desired: 

• Plastic and Reconstructil/e Surgery 
• Neurosurgery . · · · ; , · · · · · - · · · · 1• Gastrointestinaland Affiliated Organ ~urgery~:·::.. :,_'. -~-Wj!ri ·•J::•_\}i.,,.,, 
• ·urological Surgery , ,....... , ... " ~-· 1~" ·· · 
• General Surgery · .., i , ; ; ·; ·· ,.. _., · 

• · Orthopedic surgery 
• Gynecological Surgery 
• Thoracic surgery 
• Laparoscoplc Surgery 

• •.: • 111). ';_;·.~ ·•.•cq !JO) -~ ,., . . 
. ,;-. ..... . :·: l. ( ·,r ;;.. 

DESIGN CHARACTERISTICS:. ... .. .. ... . .. ... "'.;.: .. ,:·•; ,.-:. ·· :.:ir:·:: ·· -· 
The Tissu Trans FiItron is provided ir, a steri.le, two piece packaged assembly: 
The Tissu Trans Filtron. The Tissu Trans Filtron is a single-use, sterile, 
disposable device designed to utilize an FDA. cleared house y~cuum to create 
suction within the physician supplied hollow liposuction·cannula and remove 
subcutaneous fatty tissue from the patient and .transport·t~e autologous tissue 
into the collection ~oister. ..... ,. ", . .· re . ·:1g :, .11 :',;_ ·1!~.p0ci,:: . .1 

https://steri.le
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DEVICE COMPONENTS: . 
The Tissu Trans Filtron is a sterile, single.use, manual device consisting of a 
medical grade polycarbonate canister, a medical grade polypropylene lid with 
various ports, medical grade silicone connection tubings for aspiration of waste, 
harvesting of tissue and transferring of filtered autologous tissue. A 
polypropylene clamp is included for clamping off the tubing as needed. A 
medical grade polyester mesh filter lining is contained within the canister. 

Material Composition~ 
The components ofthe Tissu Trans Filtron do not have direct patient contact. 
The necessary FDA cleared liposuction cannula (direct patient contact) is 
supplied by the physican. 

' . 

All components of the Tissu Trans Filtron have been tested and have passed the 
ISO 10993 testing regimen for External Communication Devices1 Tissue contact, 
of less than 24 hours. All necessary biocompatibility testing was performed on 
the sterile. finished device. · 

STERILITY: 

The Tissu Trans Filtron is sterilized by Gamma Ra_diation. 

IN VITRO TESTING: 
. . ' : : . . . -• : I • . • .• , ' . :• '. .; i . : : :·~ • ~. .= ; ~ • . . ·, . .- I • • • 

Mechanical testing of.the .1issu_J~r)s Fi~ron_g~ni~_r,is~r~tt?sJt!_~~-!~~-device is 
substantially equivalent to the predicate device. Device·Performance was 

; ~ • • 1 '\ • l: • ~ ,/ ; / • · ' -., i i l • ,• --~· 

satisfied by clinical testing performed by Ronald Sh,ippe!l, ¥·1?.:;;~IU~~ti.ng 
proved to be safe and effective. The device performed as desired and was as 
safe and as effective as the predicate devices. 

EQUIVALENCE TO MARKETED DEVICES: 

The Tissu Trans Filtron share ind_ications and design principle_s with the following 
predicate device~;whlctl:t)_ave been q~t~rmirieq byJ~Q~,t9l~~•~,u,b~~l1tlally __ . 
equivalent to premarket device~_: Cytori AF:T,System,.~QZ2_~~ZtsTl~~~-1Trans . 
kO50797, and Genesis Biosystems Lipivage (510(k),number µ,;i~_n.9wn); Class I 
and Class II me<;Uca!,devlces that were cleared for marketing in the United 
States. · 

Design and Materials: 
The design and materials of.the Tissu,Trans Flltro_n,an<:i the predicate devices, 
(Cytori AFT System ·072587,·· Shippert Medicaf Tiss'u Trans~ 050797, Genesis 
Biosystems Lipiyagsi.k# u_nknown, -are substantially equivalent, as they are all 
single-use. polymer·constru_cted, manually operated systems that utilize manual . 

. r:: . 

https://1?.:;;~IU~~ti.ng
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or external sources of vacuum to withdraw, hold, and/or inject fluids/tissues into 
the body. The Tissu Trans Filtron is substantially equivalent to the Cytori AFT 
System k072587, The Shippert Medical Tlssu Trans k050797 and the Llpivage 
k# unknown, predicate devices as they all consist of a polycarbonate tissue 
collection canister and they share design principles of utilizing an FDA cleared 
house-vacuum to aspirate adipose tissue from the patient and subsequently 
transport the adipose tissue through a tube into a cylindrical collection chamber 
that contains a filtering mechanism of pores to allow fluids to ·pass, but retains the 
adipose tissue within the filter chamber. The Tissu Trans Filtron is substantially 
equivalent to the Cytori AFT System k072587, Shippert Medical's Tissu Trans 
050797 and Genesis Biosystems Lipivage k# unknown, as they all have 
connection ports on the superior ends of the housi_ng chamber for the attachment 
of suction tubing/stainless steel cannulas that contact the patient and connection 
ports on the inferior end of the housing chamber to connect to vacuum tubing 
that draws house vacuum and carries waste to the waste trap. 

Substantial Equivalence:_Shippert Medical Technoiogies claim substantial 
equivalence to the predicate devices. 
Predicate Device# 1: ·.,,.,. ,. 

Cytori AFT System , k 072587 
Classification Name: Suction Lipoplasty System 
Class 2 Device, 
Product Code MUU : ., :-,·: .. , . 

• ' • ♦ • , .._ ~- '. , ,• t • I t . • • , • ~,.. • 

Regulatlon Num!,er:., 878.5040 ·.:;:· .·,t ::: -~ :)dvcar:,c..,; .: · •· 
General Hospital Classification Advis~ryiG:~rn~i~~ n_,, . 
.General & Plastic Surgery ReviewAdvi~ory,Committee ., . . 

• • ;.. , .. •, ~ • . • • , .. I l • •• ...,.i ._,,..., -.. • ·-( -. '-

and . . .,· i . 1 - · 1;,.. :.. · r , \~. · , ...:.- .• n '".:, .. t ' · .. 
Predicate Device# 2: . ·- :. . . . . . . .. . ··: .. - · -,:· - ··.1 i;·-:,v . -~. r,. : 

Shippert Medical's '.' Tissu Trans", .k050797 : .· · · ·: . 
Classification name: ·Syringe,. Irrigating ( Non D~ntal). 
Class 1 Device, Steril~ . _. . , .: :.;· . t;.'.,:_y . i " • . ; 

Prod.uetCo~_e: J~YZ ; .; < , .. -. .;:,· · ; jnc •::,t1,ilb~r ,vi ,>: .:.t::~,. · . 
. Regulati9n:#: ; 880.69600,i~'-: ·'. -~ ~ c,1nf3c t 111.::· oa~nn(:1n:.: \: •:·-r·-;·• ,: ,.. 
_Gei:tera_l Ho~pital Classification (.\dviso!Y._.Q9.~ml~~~-:u:. ';, 1 : 

General & Plastic Surgery Review Advisory Committee~.. ·'. ....~·. 
and 

. . . . . . . \ . 

Predicate Device # 3 
Genesis Biosysterps Lipivage k# unknown 

..:, \: 

Classification name: 
Clas~ 2 Device, .st~ril~.u :· .- _ . .,.- .... 

. Product C<;>;p~: .. MUU .t:,.,l-ii.:,;:, .,t,".;;.,:i::sry"Sysi~;;,' >. 
R~gulation #:. 878.5040 · · : · ·.. 
General Hospital Classification Advisory Committee . ·. 
General & Plastic Surgery Review Advisory Committ~e 

-. .... .: ··• ' -.- . .. : .... J·"" . 

. _ .. , ... 



.

.

. ·;·· . ., ..,,;-r~n·;.., 

-_ :-:· ·;" _•··_:/ :,_\,;;_.;o\ '.).-y 'y L rtr 

K 092482 510(k) Summ:;uy: Tissu Trans·Flltron ---~ Page 5 of 5 

Summary: The Shippert Medical Tissu Trans Filtron device described in this 
submission is substantially equivalent to the predicate devices and is safe and 
effective. The proposed device and predicate devices have identical ulntended 
Use" and similar Indications For Use" and also share similar design and 
technological principles. The device design and materials used are similar to 
those of the Predicate Devices, Cytori AFT System k 072587, Shippert Medical 
Tissu Trans, K05079 and Genesis Biosystems Lipivage k# unknown, 

As stated in CFR a78.5040, (product code MUU), _. -· · 

a., •identification. A suction lipoplasty system is a device Intended for aesthetic 
body contouring. The device consists of a powered suction p_ump (containing a · 
microbial filter on the exhaust arid a microbial in-line filter In the connection 
tubing between the collection bottle and the safety trap), collection bottle, . 
cannula, and connecting tube. The microbial filters, tubing, collection bottle, and 
cannula must be capable of ~~i~g chang~d bl:ltwe~.rl _patient~•:_,J-b~ pow~r~d 
suction pump has a motor-with a minimum of-1/3 horsepower, a variable vacuum 
range from 0- 29_·9 inches of mercury, vacuum control valves to regulate the 
vacuum with accompanying vacuum gauges, a single or double rotary vane 
( with or without_oi!), -~ s~ng_l~__or._gou.~!~ gi~p~r:agrp,,~.~ipg!e qrtfi_C>uble _piston, and 
a safety trap. • · , -: ;. . . . , •. · . , . . . .:, :._ .· 

. . ... . . . .~ ' ... ' . . 

• ~(.: • l .t.. ! I • (~?'.' • I , 

Given the "Intended U~e", : lndi~~tio,ns:fo.( ~se;,.~9~:J.ic.c ~cboe!9gy,,mat{arials 
and basic desig~_struct~J~;~f.Proc;tµ~~-~Q.d~ M~UJ.~~-z;~Sj,jpp~.ft~eqi_c,al :·.. ,. 
Technologies c!aim,S~bstantial_~quivalence_~!? the:~Pf>X~.l!s~~.c;tq_~yj~s. 

- " t·· 

•.,...•, , ~ :1,. , 

.. :. ·:· .._-· --><_·:-·.:'.·, _._.;_•>:, v.::~;:J':· •_15-_i-,~_il~H/f' (,;i;, ·,_-" ·' ..,, _: -
·. : , . · t:' ,_., .,r1-i t (: . ~ :. 1-1··~:y ,H1..:.r~ :. - ,.!i :i r, ,,i!t)e •1i~_c-r.-:n -~::, -00:-1 ;· ,.-.:•:.;';t:~, . 
, , ,.,. ,._:., ·.·' ·,.·_.•,,· •• · · " 1 · 1 :· -;.-:.r .. •, _. 1 , . .. ,,, ;~•.:.,,€·.,.~f•1·o·n ·b1- ',· •. · •· - , . .... ... ..,,..~ \ ·· (. , a ~... , • ...•·:·. , v1. _ 1: . ."~ , . 

'T · t~.!~ir ~; ,.cotJ.gc..·t~~... ! .• 

• • ~ • ' I 

.. ..., .. ' .. 

. ·.:·::.::,: ·... 
· : ,. = . . .. ..-,qc ,~.- ·::;·.i_ ;r·'~·~y .... 

..~,.~---;-..~·:~"· .-~ -- ;,;•; • f ~: ) !·~·~-~. :,~,~~. [ ..:··~~-- .,; . ~ " 

https://bl:ltwe~.rl
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Tissu Trans Filtron™ 
Indications For Use: 

" 

The Tissu Tr;ins Filtron Is intended to be used with house vacuum and/or cleared 
pumps, tubing and ca11nulas, for the co1tectio9,of aspirated fat, for aesthetic body i 
contouring. It the fat is untreated°, it may be reinjected via a cleared injection apparat1.t9. 

t 

Tissu T~ans ~ilt~on Is used In the_aspiration, ~arvestlng, tllterh_,g ~nd transferring ~f au~log'ovs tissue. Tissu 
Tra~s F11tron 1~ rntetlded for use '?the.following surgical specialties when the asp1ratlctl of soft tissue is 
desire~: Plastic and Recons~uctJve Surgery, Nlurosurgery, Gastrointestinal ana Affili'3ted Organ Surgery, 
Urolog1cat Surgeiy, Orthopedic Surgery, Gyneeologi'.:I Surgery, Thoracic Surgery, Laparoscoplc Surgery, 

.·,.-! '"- ' 

Product Code; 3-TT-Filtron 2000-500 f:: : 
'•I 

Conten1s: 1 Tissu Trans Filtron Unit with 6' Harvest Tubing<;. 
, 7' Transfer Tubing with Luer Lock 

" ~ 
Warnings Stec/on . Prec,utlons S~"lon 

I. This dcvtee will not, In and or I, Thl.s device &s de.sisned to contour ◄ . Resuld or this p~;~i,;;;~ay o~ 
IUclf. produce slgnlnc•nc wcl&l'11 the bod)' by removing loc11i1.ed deposits . · may not be permanent. 
reduction. of exc:e.s.s fat through small Jnclsl~ni, -. •r· .,~ .The ■ mount of f1c removed should 

2. This de1,11ce should be u.scd w1tk 2, Un or this dcivlc, h1 lln\lled·to · t::} I be llmlcsd do chat nec~a.ry to ■ d'lleve 
ext~me c:1uuon In paclents wllh thou ph~lpaN who. by mUN of . •-· .•• ,_, a dcslreCS c: smelle erree(. · 
thronlc medical condlClonJ, au~h 11 formal prgfuilon1I training or ti. All re able c:o!11po'!ents of the 
Chbrcu: hurt. lung. or clrcvluory nnc1lon,d continuing medical · device mv be JtDrlllud and 1111 
SYJCcm dluuc: or obulry, - education (lncludina aupcr.vlsed dLspouble ,:0mp0nen1.:1 replaced ~fort 

3. The volume or blood loss and cp111BUV11 upcrlenc11), have 111,alncd uilng che dFvlce S)'$Cr:m on ,nothr:r 
endogenous body nu1d lo~ may proneJancy In auction lipopla.scy. paclcnc ,_. r 
•~vcrlcly ,rre~ lntn ■ nd/or :l, Rnull.S o.i' Cf'll.1 p,w,dur• wlll vary ! 

•posc0pcn1Jvc hcmodynamlc: .stablllty dapendlnf upon patient •se, 1urglc1l
and p11len1 ufacy. Thi c:,pabllUy of .. -•~!•• •~.':1'P•tt!n~• ofih~ P~.YJ!~l&n, ,.2.::::'-:·., .. . : 
pro11ldln11dequm.1lmely repl1c1nient · 
l5 e~entlil f~r pulent se,(ecy; · ·. ·-;, .,. ·. .·· :·. :·· .,._·:- ;· ~ - :-·:7~-::--· : !---- . ·. 

1' ·. •,:,,- ·• ·..··:i. • '. ·rh,~ er.c.tront;,~r"r'~~ ~•-'>·.1 '!· ·:: . , •• ;. 

,,;: . t" ·11.··• .:·i;~.!t:•::·:-; ·.· .. i :1(h~ SO:: L)i~ ~.. · . ~ 

. . & · ~·: ·:t;c· .:::'.tnal:,;i_i·: , . ·: 
WAANlNG{S)::, I .. • , ' ", " • . 

00 NOT.·REuse OR RE.irSTERJL.IZE. .. .. · 
IN"t:ENDED fOR SINGL(PAT1EN:f USE:, 

. ... ,, ·-;~ 

USE ONLY WITH A MEDICAL GR.ADE 1 
VACUUM.OR. ASPIRATOR APf:»AR.A'ruS 

. • • • .' :;•:: I :, 

·, I ... : ·•..
1
•---··•··•••- II~- --

Rx Only 
. · Pyrogen Free. 

erai faw restrlcts 
thls device to sale by pr on the 
order of a physician. · 

.· :\. 

. .·, .:>;, {~-~-~ .~;\¥::IQ1fi.-i.::.:·'._,:.,· 
J 

I 

Caution:. Fed. 

., . 
. ,;;-~. : ft) ~? 

-i. ,

CID ~~ult IAstruc:t!ons for U$a 

13.3 

https://VACUUM.OR
https://nec~a.ry
https://loc11i1.ed
https://apparat1.t9
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December 4, 2009 

Mr. George Ngatha 
FDA CDRH 
10903 New Hampshire A venue 
Silver Spring, MD 20993 

Dear George, . . . . · · . . . . . :. . ·. 
Enclosed please find the reqµested _9ocu_nien~ for ?Jqk,-Qp~4~~-:. 

. . . . ' , .. 

Revised Indications For Use 
Revised Summary. 

Hard copies will follow by mail along with revised labeling. 

Thank you, 
...... 

Sarah Lake Sbippert 

·. · .' l . •· •• • . 

www.~hippcrtmr:dh:ul.com


DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
10903 New Hampshi re Avenue 
Document Control Room W-O66-0609 Shippert Medical Technologies Corp. Silver Spring, MD 20993-0002 

% Ms. Sarah Shippert 
Head, Regulatory Affairs 
6428 South Troy Circle, Unit A 
Centennial, Colorado 80111 

Re: K092482 
DEC - 4 2009Trade/Device Name: Tissu Trans Filtron 

Regulation Number: 21 CFR 878.5040 
Regulation Name: Suction lipoplasty system 
Regulatory Class: II 
Product Code: MUU 
Dated: November 17, 2009 
Received: November 27, 2009 

Dear Ms. Shippert: 

We have reviewed your Section 51 0(k) premarket notification of intent to market the device 
referenced above and have detennined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, I 976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

Ifyour device is classified (see above) into either class II (Special Controls) or class Ill (PMA), it 
may be subject to additional controls. Existing major regulations affecting your device can be 
found in the Code ofFederal.Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Please be advised that FD A's issuance ofa substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act's requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Part 801 ); medical device reporting (reporting of medical 
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and ifapplicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act); 21 CFR I 000-1050. 
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 ), please 
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucrn 115809.htm for 
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please 
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 
CFR Part 803), please go to 
http://www.fda.gov/Medica1Devices/Safcty/Rep01taProblem/default.htm for the CDRH's Office 
ofSurveillance and Biometrics/Division of Postmarket Surveillance. 

You may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number 
(800) 638-2041 or (301) 796-7100 or at its Internet address 
http://www. f da.gov/M edical Devices/Resourcesfor Y ou/lndustry/defau It.htm; 

Sincerely yours, 

~)-
Mark N. Melkerson 
Director 
Division ofSurgical, Orthopedic, 

and Restorative Devices 
Office of Device Evaluation 
Center for Devices and 
Radiological Health 

Enclosure 

https://da.gov/M
http://www
http://www.fda.gov/Medica1Devices/Safcty/Rep01taProblem/default.htm
http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucrn
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510k Number if known: k092482 

Device Name: Tissu Trans-Filtron 

Indications for Use: 

. . ; i~•·~;- . I. . ~ 
, :- , • 

I r, :-"V'°'-~ ~~ 
I •• ·..- · ·: ·.71l:: 1 

•. ·::: • 

The Tlssu Trans Filtron is intended to be used with house.vacuum 
and/or cleared pumps, tubing and cannulas, for the·coilection of 
aspirated fat, for aesthetic.body contouring..If the fat°fs untreated, it 
may be relnJected via a cleared injection apparatus. ·. 

"'·'. 

Prescription Use. X ·,.. AND/OR -·Jover-The-Cou'rit~r :use___ 
•• •• • I • - ~ •' . ; • • .':•~""- •.·•.: : _-..~~::_. : . · :": 'i. :l1 ..\ __ ;..r.'. 

(Part 21 CFR 801 Subpart D) (21,CF~-~9,1~~--~part C) 
1 

PLEASE DO NOT WRITE BE.LOW THIS LINE-~ CONTINUEi'.6~ ~-OTHER 
PAGE IF NEEDED . ' ~ ~ . ·:.--•. ' 

' '· -.i.£t. t' , . · .·,.. ~-! . .,·i:t.. ; .')t. ~ ·\ t 

' :I.·, ! ... ~- . i:f'!~i .. . .: ·,~;..., _~ ~ ~ ,:..· . ·-t: ,tr-~...i _;' ·.i .c·att:.;:.,:t.t ...., l) i 




