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!MPORTANT INFORMATION
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DESCRIPTION
The CRANIOPLASTIC Kit, catalog no.43-1280 1s

a self-curing methyl methacrylate resin consisting
of two complete sets of the powder po ymer
component, the liquid monomer component,
and the plastic sleeve. The powder component
is contained within a fo I pouch and the I quid
component in a sterile ampoule within a blister
pack. The b ister pack, foil pouch and plast c
sleeve are affixed and held securely on a card insert
that ls seaied rnto a peelable pouch.

Sterilization of the liquid component is achieved
by filtration and the powder component by gamma
irradiation. The contents of the peelable pouch,
which include the blister pack, the fo I pouch and
the plastic sleeve, are sterilized by ethylene oxlde.

The powder is composed of:
Methyl methacrylate
Methyl methacrylate - st
19.84o/ow/w
Benzoyl peroxide O.B%ow /w

The liquid is composed of:
Methyl methacry ate monomer 95.O1%ov/v
Ethylene dimethacrylate monomer 4.28%ov/v
Dimethyl -p-tol u idine O.67 %ov /v
Hydroquinone 75 ppm
4-methoxyphenol 12 ppm

lndication
CRANIOPLASTIC s a resinous matena for
repairing cranial defects.

Contraindications
CRANIOPLASTIC resin rs contra ndicated in cases
of active infection.

CRANIOPLASTIC resin should not be
used in patients prev ously senstttzed to
methyl methacrylate.

WARNINGS
Follow carefully the suppl ed rnstruct ons for m x ng
and hanoling CRANIOPLASTIC resin

For safe and effective use of CRANIOPLASTIC
resin, the surgeon mr:st have speclfic training,
experrence, and thorough fam I ar ty with the
properties, handl ng characterrst cs. and appl cat on
of the CRANIOPLASTIC res n Str ct adherence
to good surgical pr nc p es and techniques
is essentiai.

Deep wound rnfection is a serious post-operat ve
complication and can requ re total removal of
the embedded resrn. Deep wound rnfection can
be latent and not manrfest itself even for several
years post-operatively.

Adverse patient reactions affecting the
cardiovascular system have been associated
w th the use of acrylic PMMA cements in surgery.
Hypotensive reactions have occurred and some
have progressed to cardiac arrest. For thrs reason,
patients must be monitored for any change n

blood pressure during and immediately following
the application of the CRANIOPLASTIC resin.
Acute hypotensive effects can be assoc ated
with absorption of methyl methacrylate into the
vascular system.

Methyl methacry ate has been demonstrated to
cause hypersensrtrv ty in susceptible persons,
wh ch can resu t in an anaphy actic response.

The completion of resin polymerization occurs
n the patient and is an exotherm c reactron with
considerable I beration of heat. The ong term
effects of the heat produced n situ have not yet
been established.

fety and effectiveness of CRANIOPLASTIC
women or in chi dren has not yet
. CRANIOPLASTIC resrn mustbeen est

not be used first th rd of pregnancy, and
during the rest of y period must only be
used rn life threatening

Precautions \
lnspect the ster le package care{u ly. Do-nqt use f:
. the package or sea apoears oamaged:1
. contents appear oamaged. or \. the exprry date has passed. \
Ensure that the powder and liquid components
to be mrxed together are from the same batch,
since the compos tion of each batch of the powder
component is specifica ly formulated to the
correspondrng batch of liqu d component.
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The I qu d monomer is high y volat le and
flammable. The operatrng room must be well
ventilated so as t0 mrnrmize the concentratron of
monomer vapor. lgn tion of monomer fumes caused
by the use of e ectrocautery dev ces n surgical
sites near freshly implanted acrylic cements in
surgery has been reported. Exercise care to prevent
exposure to the monomer vapors, which may
produce rr tatron of the respiratory tract and eyes
and possibly lrver.

Concentrated vapors of the liquid component can
have an adverse react on with soft contact lenses.
Personne wear ng contact lenses should not be
near or invo ved wrth the m xing of this product.

L quid methyl methacrylate s a powerJui ltplo
solvent: it must not be allowed to come n direct
contact with sensitive tissue or be absorbed by the
body. The iquid component must not be al owed to
come into contact wrth surgical gloves. Wearing of
a second pair of gloves and strrct adherence to the
mix ng instructrons can d mlnish the possibility of
hypersensitivity reactions.

Use care when opening glass vrals. Do not allow
the liquid component to come into contact
with rubber.

As the monomer is vo atile and flammab e, any
waste liquid component must be evaporated
under a wel -vent lated hood or absorbed by
an nert mater al and transferred to a suitable
container (which does not react with the monomer)
for disposal. Prior to disposal the surp us resin
must be allowed to set. The polymer component
and waste powder can be disposed in a landf ll.

Adverse Events
The most frequently reported adverse
comp ications with acrylic PMMA resin in
cranioplasty are:
. lnfection (bacterial aff n ty for the material

necessrtates isolation from the frontal stnuses.
ethmoid sinuses and nose)

. Extrusion, extravasation and tissue erosion
o Hematoma
. Seroma
. Cerebrovascular fluid leakage
. Transitory pain assoctated and ocal tissue

necrosis with exothermic curing of the resrn.

Sterility
CRANIOPLASTIC resin rs rntended for SINGLE
USE ONLY; DO NOT RESTERILIZE Use
aseptic technique in a I phases of hand ing.
Codman & Shurt eff w I not be respons b e for any

product that is rester I zed. nor accept for cred t or
exchange any product that has been opened but
not used

As ong as the individuai package is not opened
or damaged, the product is steri e To preserve
this sterility upon presentatron, the sterile powder
bag, ster le plastic sleeve, and steri e ampoule
must be aseptically transferred into the stenle
operat ve area.

Storage
Store this package below 77'F (25'C) and protect
t from I ght to prevent premature polymer sat on of
the iquid monomer component. Always check the
condit on of the liquid monomer before performing
the procedure Do not use the I quid monomer
lf it shows any s gn of thicken ng or premature
polymerisatlon. Do not use the product after the
expiration date.

lnstructions for Use
1. Acrylic res ns are heat sensitive. Any ncrease

or decrease in temperature (e ther ambient,
and/or of the res n components), from the
recommended temperature of 73"F (23'C)
will affect the handling characteristics and
setting tlme of the resin. Note: Manuai
handlrng and body temperature will reduce
the final setting tp1e.

2. Var ations in humidity will affect the resrns
characteristics and setting t me.

3. The handl ng characterist cs and setting time
can vary if the product has not been fu ly
equi ibrated to 73'F (23"C) before use. Store
the unopened product at 73"F (23'C) for a
mrnrmum of 24 hours before use.

4. As with al acry ic resins, var at ons to the
expected setting time over the shelf life can
occur. Th s vanation rn setttng trme can be
reduced to a minimum providing the resin is
stored under the recommended conditions
throughout its shel,f rfe.

Dosage and Administration
To prepare a dose of CRANIOPLASTIC resrn, mix
the ent re contents of one pouch of powder with
the entrre contents of the ampoule. Depend ng
upon the extent of the surg cal procedure and
the technique emp oyed, one to two doses
may be requrred. Each requrred dose must be
m xed separately.

Preparation of the Mix
M x only n a well ventrlated area. Nox ous fumes
are em tted during mixrng and doughing. Ventllate



the area by working under a fume hood or other
partial enclosure with loca vent lat on.

Open the peeiable pouch enclosing the foJl pouch,
the ampou e blister pack and plast c s eeve.
Aseptica ly transfer the fo I pouch containing the
powder component, the ampoule bl ster containing
the ampoule of liquid and piastic sleeve into the
sterile operative area.

Open the steri e foil pouch and empty the entire
contents nto a suitable clean, dry, ster le mixing
vesseJ made from an inert material (such as g ass,
ceramrc. stainless stee , or non-reactive plast c).
Remove the sterile ampoule containing the llqu d
component from the sterile b ister, open rt and
empty the entire contents evenly onto the powder
in the mixing vessel

Stir with a spatu a made from an nert materia unt I

the powder s completely wetted with the liquid
(approxrmately 30 seconds). Cover the mixing
vessel with a glass plate to prevent evaporation of
the monomer. Test ntermittently with a spatula for
approximately 5 m nutes. The CRANIOPLASTIC
resin will lose its sheen and a dough-like mass
will be formed that can be separated cieanly from
the walls of the container. When the dough-lrke
mass will not adhere to the surgtca g oves of the
operator, the CRANIOPLASTIC resin rs ready for
manipulation. DO NOT ATTEMPT TO MIX BEYOND
THE INITIAL 30 SECONDS

TEMPERATURE DOUGH TIME
73'F (23"C) 6 MINUTES MAX|lvlUM

Manipulation and Placement
Place the mix into the plastic sleeve that is
provided with the kit. Knead the mix only enough to
shape for appllcation. (Note: Shap ng outsrde the
plastic sleeve causes evaporation of the monomer
and causes a crust-l ke set. The workrng time at
73"F (23'C) is 5-12 minutes from the start of m x).

TEIVPERATURE HANDLING SETTING
(woBKtNG) T|ME

TIIVF
73'F (23"C) s-l2 MTNUTES 14-20 MTNUTES

Apply the CRANIOPLASTIC resrn to the bone
and remove excess resin. After application, the
position of the rmplant must be maintained securely
without movement until the restn ts hard and firmly
fixed in position. The sett ng time at 73"F (23"C) is
14-20 mrnutes from the start of the mix.

The setting trme is aLso dependent on the quantity
of resin used. When the implant is large and thick,

t may be des rable (when t becomes warm to the
gloved f nger) to cool by rrigat ng with a spray of
sterile water 0r sterile saiine normally used during
the procedure. (Note: Th s techn que can affect the
setting time of the resin).

Fudher information on the use of
CRANIOPLASTIC resin can be obtained
from the manufacturer.

Warranty
Codman & Shurtleff. lnc. warrants that this
medical device is free from defects n both
mater a s and workmanship. Any other
express or implied warranties, including
warranties of merchantability or fitness, are
hereby disclaimed. Suitability for use of this
medical device for any padicular surgical
procedure should be determined by the user
in conformance with the manufacturer's
instructions for use. There are no warranties
that extend beyond the description on the
face hereof.

@ CBANIOPLASTIC rs a registcred trademark of
DePuy Internal ona! Ltd.

I N FORMATIONS IM PORTANTES
A lire avant utilisation
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DESCRIPTION
Le kit CRANIOPLASTIC, num6ro de
catalogue 43 1280. est une restne autopo ymerisable
de methacrylate de methy e contenant deux leux
complets du composant polymere en poudre.
du composant monomere liquide et du manchon
p ast que. Le composant en poudre est contenu
dans un sachet en aluminium et le composant
liqurde dans une ampoule sterile a l'interieur d'un
emballage blrster. L'emballage blister, le sachet
en a uminium et le manchon plasttque sont colles
et frxes sur une carte qui est scellee dans une
poche pelable.



La sterilisatron du composant liquide est obtenue
par filtrage tandis que le composant en poudre est
stenlrse par rrraoiation gamma. Le contenu de la
poche pelable, laquelle contient 'embailage blister,
le sachet en aluminium et le manchon plastique, est
st6ri is6 a I'oxyde d'6thy dne.

La poudre est composee de :

polymdre m6thacrylate de methyle
79.36 %o m/m
copolymdre methacrylate de m6thy e-styrene
19.84 %o mim
peroxyde de benzoyle 0,8 %o m/m

Le rqurde est compose oe .

monomere methacryiate de methyle
95,05 % v/v
monomere de drm6thacry ate d'ethy ene
1.28 %o v/v
d m6thyl-p toluidine 0,67 %o v/v
hydroquinone 75 ppm
4-methoxypheno 12 ppm

lndication
CRANIOPLASTIC est un mat6riau resineux pour la
refection oes anomaties cranrennes.

Contre-indications
La resine CRANIOPLASTIC est contre- ndiouee en
cas d'infection active.

La res ne CRANIOPLASTIC ne doit pas etre utilisee
chez des patients precedemment sens b ises au
methacrylate de methy e.

MISES EN GARDE
Suivre scrupuleusement es tnstructions fournies
pour le malaxage et la manipulation de la
resine CRANIOPLASTIC

Pour une uti sation s0re et efftcace de la resine
CRANIOPLASTIC, le chirurgien doit avo r requ une
formation specifique, poss6der une experience et
une connaissance approfondie des propnetes, des
caracteristiques de manrpulat on et de 'appiication
de la resrne CRANIOPLASTIC. ll importe de
respecter strictement les principes et technrques
chirurgrcaux adequats.

Une infection profonde de la p a e est une
complrcatron post-operatoire grave susceptible
de n6cessiter le retrait total de la resine
mplant6e. Cette rnfectton peut 6tre atente et
ne se manifester que p usreurs ann6es aprds
l'interventron chirurgtcale.

Des effets indesirables touchant le systdme
cardiovascula re ont 6t6 associes a i'util sation

de ciments acryliques (PMMA) en ch rurgie. On
a observ6 des reactions hypotensives qui, dans
certains cas, ont provoque un arret cardiaque.
Pour cette rarson. rl est necessaire de surverlier les
patients afin de pouvoir detecter toute modification
de la tension arter elle pendant et tout de suite
apres 'app ication de a r6sine CRANIOPLASTIC.
Des effets hypotenseurs aigus peuvent 6tre i6s a
l'absorption de m6thacrylate de methyJe dans le
systeme vascula re.

Le m6thacrylate de mrlthy e est connu pour
provoquer une hypersensibilit6 chez les
personnes a risque. ce qu peut entrainer une
16action anaphylactrque.

L'achdvement de la polymensation de la resine
surv ent chez 1e patrent et const tue une reactron
exothermique associee a une b6ration de chaleur
mportante. Les effets a ong terme de la chaleur
produite n situ n'ont pas encore ete etabl s.

La securrte et l'efficacite de a resine
CRANIOPLASTIC chez les femmes enceintes ou
chez les enfants n'ont pas encore et6 etab ies. La
res ne CRANIOPLASTIC ne doit pas etre utrlrsee
pendant e premier tr mestre de a grossesse et, au
cours des deux eme et troisleme trimestres. elle ne
doit etre utilisee que pour des ma ad es mettant la
vre en danger.

Precautions d'emploi
lnspecter avec soin 1'emballage steri e. Ne pas
'uti iser si :

. l'emba lage ou le systeme de fermeture
semble endommage,

. son contenu semble endommage. ou
n a date de perempt on est depassee.

S'assurer que les composants sous forme de
poudre et de I quide devant etre melanges
proviennent du meme ot, car la composition de
chaque lot du composant en poudre est formulee
spec f iquement en fonct on du lot de composant
iqu de correspondant.

Le monomere liquide est hautement volat e
et nf ammab e. La salle d'op6rat on doit 6tre
bien aeree afin de minimiser a concentration
des vapeurs degagees par le monomere. On a
constate des cas d'inflammation des fumees de
monomere provenant de l'uti isat on de dispos ttfs
d'electrocauterisat on dans des sites chirurgicaux
a proxim te de ciments acryltques recemment
implantes. Prendre garde ii eviter 'exposit on aux
vapeurs de monomere qui peuvent provoquer
une rr tat on des votes resprratoires, des yeux et
eventue lement du foie.


