CHEMICAL CHARACTERIZATION OF
SILICONE GEL-FILLED BREAST
PROSTHESIS MATERIALS

V. LONCIUSIONS

The chemical eomposition of extrestable materials from the cotrpoaznts of MoGhat Bebiiled,
silicone hreast prostheses is consigtent with thar which wonld be expected Sirough & cotsiSeration of the
chemisiry involved in their manyficone. The use of powerfil solvenss tn meract the shells resubted fn
extraction of mixnites of .. silieonn chemicals 3t a izvel of ged on
weight of shell. ‘The use of such powerful sulvoms was desigtict] to produce 1 “wonst case™ spalvsis. Such
solvents sre uarealistic models for s viue analogy, Mintry of the: sdditlonul chermicals temtatively identified
asba‘ngpt&t:ﬂtizﬂh:mh‘mmwﬁh&mmvmﬁﬁﬁfnﬂnﬂﬂmﬁcﬁmw
during sample bundling. Some af the materisls present in the extracss a1 Jow comeantratiots can be
asibuted W trade-lovel cross-contmination sither during manufaenee of the mw mzdkrisls, manufactee
of the devices or during the smalytical prowcol. Tnany svent, i presmnes i of Hule chemics]
cmq“m € v

Of special internst 2 the deteemination of the level of lower melecular weight silicones in the shefl
sosiracts. Extracible silicotes of malecubar weight were apabyeed ot levels

of the weight of the inplant, Fusiher, was exmgacmbls
1 levets of only “isplare, with S0me anaiyses showing to bigher bevels ths the
method blanks, Sines most of e volstils componsnts arc remaved from e raw marerisls used to prodooe
the silicons elastiomers, it is not sutprising that extraction of the flnkshied shell viekds only very smal
quentities of these lw molacular weight molecules,

Approxinstely by weight of dhe get s extractable with hexene sobvent, with matiyviene
chiboride solvent giving stteduty higher levels and sthane sobvent Eiving 5 considerably Jower smuumt of

extraciables. The exirasts were fdentifiod ag - dirathytpslysiloames, o which only about
by weight of she gt had malemlyy weighis
. veas iientified &t levels of only of gel { & leve] comparable to ther for the solvent
blanos associated with this technbgee),

Frefimivary investigsifons of the "gel bised® phenmnennn bidicstsd that prostheses employing &
"bareier™ shell showed an order of magnitude less silicone was transferred outside the shell than for "non-
barrier® products. The marerial absorbed by the filtor paper placed in contact with the prosthesss was
chisrastetized as slioxanes. While very low kevels of silicome were aborbed by the flter
pajet, m:mimwm:ﬁahigbwmmmMMmkmw@umm&mm&m
in the baik composition of thegal, This &s consistens with the theorics! basis for Low mebseulsr woight
comeponents diffustng o g higher mts. This study s of #self insdequane to explain this complicated
mnnmmmmmmwmﬁmmwmmmmm

In constusion of the soxicological considerations, the unalysiz of extracts of tha silicons clastomir
shell maserials ard the =ilicons gel fromm MoGhan raanmmary mpikanes indicates fhat the semacmble
aterials ae o PEMS polymens occasionally accompanied by miute quantities of

nesidues end possible contaminating The poremtial toxicity of some ofthe:
individisd constituenis of the oxirzetable maserials has bt extensively charctorized in experdmenil
atiitiials. Tha lack of toxicity of the temaining constituents hag bren established by exenslve testing of
PLAWS Hluids In experimentsl antmals, The quantities of low mobeeulr weight PIMS constituents that are
preseac i the extracts from shell materials and pel from heGhat marmenary inplants and whick might
hypothetically be mobilized from mammary implanis are far helow the ameounts wiich have beent shows to
prodince toxcity of which proficed so-called "commadintory” résults in reproductive
toxicity studies. The minimum snargin batwesn o dose known @ cause txicity and the macimum
hypenthetical dos: to & weman with bilaeral iplants provides & safery factoy of gt Jeast 200, and this factor
i more likely 1o b on the order of 3,500, Thorefore, based ot the rosnits of this investigation ha firther
mvestigation of the polenial wxfsity of constiments of extracts from the materiads it Moghan mamgpary
inmphints is scientificallby imetiffabls.
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