Inmumological Evaluation of Patch and Overlay Assembly
in Female BECIF] Mice

Vil Conchusns

Theas studies were condueed for McGhan Medics! Corposation ty

1o crisrmine ihe polential of
Paich and Owerlay Assembly 1o compromise the immung system.  In lemaly BSCIFT mige
smplanted with Paich and Ovariay Assembly Test Aricla for 28 days, no blologieely signilicans
aifects were chearsed on slandard toxicologins) paramaters Including spleen weights, thymus
wekhls, thymus histnpalhiplony o RikKye PUmDEr,

Ovpsgll, expesire 1o the Patch ard Overtey Assembly did aot praduce signiicat charges In the
funetionsl abdlity of the Immung syskorm,  Althougb changes were obsatved o B coll and T colf
subset papulalions, the sfiect appears 10 ba dus o the dacresce in spleen call number pbesved
fnllowing expasute 10 the Paich and Overlay Sssembly. Of the el papifations svalustad, 1he T
cell pigalation in genarst 3rd the CO4F T halpar celt subpopuistion In partirulas Appasred to ba
g tapst aflecied, However, fn the Iwo funchonsd aseeys, the 1M splieh antbody-forming call .
fesponse Rod tha mixed letkecyte responze, bolth of which are T coll dependent assays, no
sighliicart decigase In funcion was obzarved in the snimals expoesed o the Patch and Dverlzy
Asgeinbly Test Arlicls, Whie no shnificant elfect was observed oo the natwrsl killer sei
Tuncton when gwaluated on a spacile acliviy basis, 8 decrease wag obesrved in e high dose
graup, when the dals wirg avalusisd a5 ol splesn ectivity. This decrease may, in gem, be dus
1o the dacresase i splean coll sumbse,

The resulis of Whis comprehensive ImkTuneloxicological evaluation detmorelrats 2, widsr he
experimental condilions used, ahhough changes i spleen cell number and spleen celf
popufations wese sbserved, exposure 10 tha Patch and Ovaday Assembly Test Artle did not
advarssly sffect the tunuional abiliy of the immune system.
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