
\< O L I  F 3 s  
Sikrnmi;llly of Safcty and Effectivencss 

(As required by 21 CFR 807.92) 

Dcvire Nariie: GlucaMeuh arid or Clucatex (P(ilypI-c.)pylcne/Polyestei.) Mesh. 

Predicate Dcvice Nnme: Proleiie Soft (Polypropylene), Mersilene (Polyester ) and Rioiixsh 
(polypropylcnc) mesh. 

Dcvice Description (;lucaMesh/C;Iucatex rricsh is coiistructed of polypropylene or polycster 
which is idciitica1 in composition LO that uscd in P r o b e  Sort Mesh, .Mei-silcrlc or Uioiiiesh. Thc 
m c sh a i'li r d s excel le 11 t streii gt h , durab il i [ y ;ir i d s ii rag i cal ad up  t ab i I i t y , with su flicic I I t p orc) s it y for 
necessary tissue ingtowrh. 

Iiitcntlcd Use .l'his mesh is intended ~ O T  thc iise as 21 prosthesis in  general siirgcry for surgical 
trcatineiit 01' abdomina1 wall reinftxxxmeiit, herriia repairs, evenlrations, rectal and pciiitouriiiary 
plvlapse. 

I ndicatioiis Statement This mcsh is used for thc repair of abdorniiial wall tcinforcements, hcrnia 
repairs, cvcntratioixs, rectal or geniLouritiary pi-olapscs. 

Tech nologic til Cha racfci-is tics For technical chanlc terjs tics, the values established Lur 
GlucaMcsh arid Glucatex are similar to those established by Prolcne, Mersilenc and Biomedi 
which were constructed ofpolypropyleiic arid polyester. 

Pcrformancc Data Sufficient. bctich testirig was coiidircted in accorduncc with the t;DA 
guidance document "Guidance for  lie Preparal.ior1 of a Premmkct Notification hpplicalicm for a 
Surgical Mesh." 

Conclusions Based c i i i  thc 5 10(k) summnries m d  5 lO(k) statements (2 I C1;R 807) a r i d  the 
113~orinatioi1 provided herein, we coiicludc thii[ ihc IICW device is substantially cquiviileiit to the 
Predicate Dcvice(s) under h e  Federal Food, Llrug mid Cosmetic Act. 

Contact Philip B. Lawin, P1i.D. 
Presi &tit 
Ureiinen Mcdicd 
1290 J Iaiiii~~oizd Road 
St. Paul. MN 551 10 
Coiitacr ' l 'elephor~ Number 65 1-429-74 1 3 

I h t e  Octobcr 8. 2002 

Phillip I3. I,awin, Ph. I>. 
President 



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville M D  20850 OCT 17 2002 

Brennen Medical, Inc. 
Phillip B. Lawin, Ph.D. 
President 
1290 Hammond Road 
St. Paul, Minnesota 551 10 

Re: KO21835 
Trade/Device Name: Brennen Medical Surgical Mesh, GlucaMesh/Glucatex 
Regulation Number: 878.3300 
Regulation Name: Surgical mesh 
Regulatory Class: Class I1 
Product Code: FTL 
Dated: August 8,2002 
Received: August 12,2002 

Dear Dr. Lawin: 

We have reviewed your Section 5 1 O(k) premarket notification of intent to market the device 
referenced above and have determined 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, 1976, 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. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal 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 FDA’s issuance of a 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 (2 1 
CFR Part 807); labeling (2 1 CFR Part 80 1); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 53 1-542 of the Act); 2 1 CFR 1000- 1050. 



Page 2 - Dr. Phillip B. Lawin 

This letter will allow you to begin marketing your device as described in your Section 5 1 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your .device and thus, permits your device to 
proceed to the market. 

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 1 and 
additionally 2 1 CFR Part 809.10 for in vitro diagnostic devices), please contact the Office of 
Compliance at (301) 594-4659. Additionally, for questions on the promotion and advertising of 
your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the 
regulation entitled, “Misbranding by reference to premarket notification” (2 1 CFR Part 807.97). 
Other general information on your responsibilities under the Act may be obtained from the Division 
of Small Manufacturers, International and Consumer Assistance at its toll-free number (800) 
638-2041 or (301) 443-6597 or at its Internet address 
httD://www.fda. rrov/cdrh/dsma/dsmamain.html 

Division of General, Restorative 
and Neurological Devices 

Office of Device Evaluation 
Center for Devices and Radiological Health 

Enclosure 



510(k) Number (If Known): 

Device Name: Brennen Medical GlucaMesh Surgical Mesh 

INDICATIONS FOR USE: 

GlucameshTM/GlucatexTM Surgical Mesh is intended for the use as a prosthesis in general surgery 
for surgical treatment of abdominal wall reinforcement, hernia repairs, eventrations, rectal and 
genitourinary prolapse. The meshes are biocompatible and not biodegradable. The device is 
intended to be implanted by a qualified surgeon. 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF 
NEEDED.) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use J OR Over-The Counter-Use __ 

(Per 21 CFR 801.109) (Optional Format 1-2-96) 

Division of General, Restorative 
and Neurological Devices 

5 1 O(k) Number ir 0 '' . I S  


