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PRODUCT CODE: MPN

DEVICE DESCRIPTION
Histoacryl Flexible Toþical Skin Adhasive is'a stêrile liquid toplcal skin adhesivé
composed of n-bulyl-2-cyanoacrylate monomer, softener, stabillzer, and colorant (D&C
Violet #2). lt'is proVided in 0:5 ml slngle patient use plastic ampoúles. Ëach amþoule is

sealed within a foil pouch so the exterior of the ampoule can remain sterile. The tissue
adhesives remain liquid until eXposed to water or watqr<ontalning substances including 

'

tíssue, after which it cures (polymerizes) a¡d forms a fìJm that.bonds'to the underlying
surface.

ln vitro studies have shown tlrat Histoãcryl Flexible acts as,a bafrierto microbial
penetration as long as the adhesive'film remains lntact. Clinical studies were not
conducted to dèmgnstrate microbial banier properlies and a conelation between
microbÍal barriei propeilies and a reduction in infection haVe not.beên estãblished.

INDICATIONS FOR USE

@lskinadhesiveisíntendedfoitopicalapplicationtohçldclosed
easily approximated skin edges of minimgm;tenslon-,wounds:fiom clean surgiçal incisíons

anO simpìe, thóroughly cleansed, trauinaii.nduced lacer.gtig4-s, .l-'listoacryl Flexible may be

used in conju¡ctior¡ with, but not in p-leçe,Þf;'Qgep Çemigl sutureq.
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, Hlstoacryl El.exible; To pical S kín Adhesive is
'substantiauy equivalentto tliêAeScgl.äp þ.1$lgacryl and Histoacryl Blue Topical Skin

AdhesiVe (K1 1 1 959)'and De¡mabond {P900052).

arketing cfeeranps for the new Histoacryl
Flexible Topical Skin Adhesive.

The;technological'characteristics'ot.thè*Aes-cùlap'Histoac¡yl Flexible Töpical Skin

AdhesiVe açe equiVale..n['in pêrÍqrmance'tolthe piedicale {evices Histoacryl and

Histoàcryl Blue TopicalSkin AdhesiVe. Ae5ö-ulâp lnc'. (K11'1959)'and Dermabond
o,be¡substantially equivalent and has lhe

licate devices through comparison in

,of action, intended, application'and
yl Blue ive and Histoacryl
nrbÚty facilitate wound
¡ond to flexible wound

closure maintaining wound approximation.

ln vitro studies have shown that Histoacryl acts ás a banier to microbial penetration as

long as the adhesive film remains intact. Clinical studies,Were not bonducted to
delãonstraie microbial banier properties and'a conelation:between microbial barrier
propeñies and a reduction in infection have not been established.

The main differences'between Histoacryl Flexible and Histoacryl are
. â change in formulatlon to allow fleiible wound closurê
r storagê conditibns at or below 77"F (25:C) úersÛs 72"F (22'' O)

Biocompatlbllity:

The biological evaluatiòn of Histoacryl FlexiÞle TtæicÍlSiiiir,Adhesive device has been
performeð' in accordance with ¡SO 1099ó, "Biological'Evaluation of Medical Eevices

þart -f : Evaluation and Testing, for-breached or.coinsromiSed,surfaces with blood
contact for the wound closure and subsequent layer,adhpsiyell'.

Biocompatibility tests Were conducted for a "brþaôhed oi:compromised surface with

blood contact device with prolònge¿ contact duration oÍ greater than 24 hours but less

than B0 days". Tests include MEM cytotoxiçiti (1SO 10993:5), intia-cutaneous.reactivity
(tSO,1099é-10), maximization sensitÞation (lSO 10993-10), systêmic tbxicÌty (lSO

10993-11), and muscle implantation (lSO 1'0993-0)'

The results provide evidence that Histoacryl Flexible is safe and biocompatible for its

intended use and therefpte. sgþsþntially equivalent to the predicate devlces'
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Performânce test¡ng:

Testing was performed ln accordance to FDA'S Class ll,Special Control Guidance
Document for Tissue Adhesive for the Topical Approximation of Skin to demonstrate
that the Aesculap Histoacryt Flexible.Topical Skín Adhesive is substantially equivalent to
olher predicate devices. The following comp3iative testing demonstrated subslantially
equivatent performance to Histoacryl and'l-{istoacryl.Blue Topical Skin Adhesive and
Dermabond: .

o Lap shear strength (ASTM F2255-05)
. Peeladhesion strength (ASTM F 225G05)
r lmpac! strength (ASTM F2458-O5)-
r Set'(polymerization) tlmé
. Heat of polymedzation
¡ Viscosily
o GC Chemical,Analysis
e . Hydrolytlc degradation
. Ease of expression

Microbial banier testing was'conduc'ted using Histoacryl and Histoacryl Flexible. The
method was a strike throqgh test that was:conducied with common organisms known to
cause infeclions and repièsent gram pqqilive,. graim.negaliv.e, motile and noh.motile as

weil as fungi, The challenge was at a minimum.concentration.of'l x 1O" cfu.

Steri lization a nd Shelf-Llfe :

Sterilization of Histoacryl Flexible Topical SK¡n Rdhesive is the samþ as thé predicate

device, Histoacryl and l=listoacryl Blue TopicalSkin Adhesive, The sterilization process

conslsts of t ) ETO sterilization of the,ampoyl,g,2) gâmrna radlatiön sterllization óf the
aluminum pouchl both are sterilized before 3)'the sterility of the liquid topical skin
adhesive which is guaranteled by membrahe fÌltråtíon,and aseptic'filling.

Reallime testing data has been generâted'to support this submission. Curreni data

strpports a 24 month shelf life'

Gonclusion:

Based on the.nonclinical testlng.Histoacryl.Flexible Topical Skin Adhesive hâs been

demonstrated to be substantialiy equivalent-to Histoacryf and Histoacryl Blue Ïopical
Skin AdhesiVe and Deriñabond.
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Public Health ScrviccDEPARTMENTOF HEALTH & HUMAN SERVICES

Food md Drug Administration
10903 New Hffipshi¡e Avenuc
Documênt Control Center - W0664609
Silver Spring, MD 20993402

Aesculap, lnc.
% Ms. Kathy A, Racosky
Senior Regulatory Affairs Specialist
3773 Corporate Parkway
Center Valley, Pennsylvania 18034

Letter dated: May l7,2Ol3

Re: Kl2l976
Trade/Device Name: Aesculap Histoacryl Flexible Topical Skin Adhesive' 
Regulation Number: 2l CFR 878.4010
Regulation Name: Tissue adhesive
Regulatory Class: Class Il
Product Code: MPN
Dated: April l5,Z0l3
Received: April 18, 2013

Dear Ms. Racosky:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is ôubstantially 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, Iabeling, and prohibitions against misbranding and
adulte¡ation. Please note : CDRH does not evaluate information related to contract liability
warranties. rùy'e remind you; however, that device labeling must be truthful and not misleading.

If your device is classifìed (see above) into either class ll (Special Controls) or class III (PMA), it
may be subject to 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 fi¡rther announçements conceming your device in the Federal Reeister.

Please be advised that FDA's issuance of a substantlal equivalence determination does not m€an

that FDA has made a deteimination that your device complies with other requirements of the Aot
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
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device-related adverse events) (21 CFR E03); 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 531-542 of the Act); 2l CFR 1000-1050.

tf you desire specihc advice for your device on our labeling regulation (21 CFR Part 801), please

go !o 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" (2lCFR Part
807 .97). For questions regarding the reporting of adverse events under the MDR regulation (2 I
CFR Part 803), please go to
lrttp://wrvrv.fÌla,gov/MediqalQFvices/Satev/RepgrtaProblem/default.htrn for the CDRH's Offìce
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, Intemational and Consurner Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

Sincerely yours,

Mark Nfirelkþrson -S

Mark N. Melkerson
Acting Director
Division of Surgical Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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A" INDICATIONS FOR USE STATEMENT

5f o(k) numo"', K lzlÎ.L6
Device Name: Aesculap HistoacrylFlex{ble Topical Skin Adhesive

' lndications for Use:

Hlstoacryt Flexíble topicalskin adhesive ls lntended fortopicalapplication to hold closed
easily appoximated skin edges of minimum-tension wounds from clean surgical
incisions and símpte, thoroughly cleansed, ¡ou¡¿,i¡dt¡c-ed lacerations. Histoacryl
Flexible may be used in conjunction wlth, but not in place.ot deep darmal sutures.

Prescription Use .X . and/or Over'the-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpa¡t C)

(PLEASE DO NOT WRITE BELOW THIS L|NE - CONTINUE ON ANOTHER PAGE lF

vice Evaluation (ODE)

Jiyouffi"@ng -S
(Division Sign-Off)

Division of Surgical Devices 178
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