FIiNAL REPORT

INTRAMUSCULAR IHPLANTAYTION TEST
WITRE HISTOPATROLOGY 1IN BABRITE ADMINISTERED
TEST ARTICLE ELASTONER SHELL

SUMMNARY

An Intranuscular Ipplantption Test wax performed tp determine
whether Zlastomer Shell would induce & tissue
conkagt drritaticn responss. Bix test and three negative control
samples were Smplantsd lnto the paravertebral musele in emch of
three rabiits in srder to ensure that four best and two ¢ontrol
implant sites woguld be recoversd after the ninety day implantatien
pereiod. hEter ninery days the rabbits wepe hushnely euthanized
angd refrigerated for & sukficlent amount of time to allow the
tisfue to be cut without bleeding, After tefrigeration the tesk
article sample strips and negative geontrol strips ware dissected
sk with zhe surtounding Eissue. In oae of the theee animals, one
of khe text sites was wnable to be lpcated upets gross disspction,
Mscroscoplic exasinarion of tha tissue surreoundiag the four
inplonted test sites showed no eigniflcant frritation reactions
when compared to the two implanted conktral aites, with the
exception of one Xest site in one of the three aninmals, 7This resw
site exhibited a slight irritation senckion in relatien to
hemsrchage. nMicrsgeople examination of the same tissus sites by o
Bcard Eligible pathplogist verified the gross shasrvations and
confitned the abassace of nezrosks, Therefore, under these test
conditions, Elastoner 2hell (s considered to be
nen-toxie when implanted in rabbit muscle tissue,



PINAL REPORT

INTRANUSCULAR INPLANTATION TEST
WITH RISTOPATHOLOGY IN RABBITS ADMINISTERED
TEST ARTICLE GELAEERINEIEED

EUMMARY

An Intramuscular Inplantazion Test was performed o determine
whether Gald would induce a cissus conkackt irritation
tespense. Six test snd three negative contrel sanples wera
implanted lantgd the preavertebral muscls im each of three tabbits
in order to snsure that four test and twe comtrsl impiast sites
would be recoversd aftec the ninety doy implantation period.
After ninsty days tha rabbits vers humanaly suthanized and
vefrigechbed far s suffizient amoun: of time to allow the tissue
to be cut without bhleediag., After refrigecation the test agticie
sanple strips and negative control steips were diasected oub with
the surrounding tissue. Macrescopic examinstion of the tissug
aprrounding the four implanted test sites showed no sionificant
irritaticn reactions when conpared Lo the two implanted cankrol
sites. Nicroscopie examination af the same tissus sites by a
Bpard sligible Pathologist veckified the Fross chservarions and
conficaed the absence oSf aecroxis, Therefnre, undet thesx teab
conditions, SelliEERNRER s considered to be mon-toxic vhen
inplanted in vabbit muscle tissue,



FINAL RZPOKT

INTRANUSCULAR INPLANTATION ¥EST
WITH HYSTOPATROLOGY IN RABSITS ADMINISTERED
TEET ARTICLE LEAP VALVE ASSENBLY

SUMMARY

An Intrampscular Ieplantation Test wat perforzmed to detecmine
whether Leaf Valve Assenbly would induce 3 tiszsus contact
irritation response. Bix tast and thres negative control sanpies
were implanted into the paravectebral suscle in each of three
tabbits in ocrder ts ensure that Iour rest snd two control implanmt
sites would be racovered aftsr the sninety day implantation periad,
Aftep ninety daps the rabbits were humanely enthanized and
ceErigecrated for a sulficient amount of time to allew the tissuw
to he cut withoor bieeding. After refrigeration the test article
sample sh¢ips and negative contral strips were gissescted out wigh
the Gurrounding tissue, Maceoscopis examination of the tissue
surroungding the four implanted teatr sites showed no significant
frrivation reactions when compared to the twe implanted control
eites, Nicroscopic exanination of the zane Lissue sites by a
Board Eligible Pathologisz verifled the gross observations and
confieaed the absente of pecyesis, Therefore, under these test
conditisng, Lesf Walve Asserbly is considered to be non-toxis when
implented in rabbit musele tissve,



