
~:~\:-::n _ ~re. n~~.--A~~1!1-!.in:t~~~ -.ttt..h) 

~.®~..~lu!e ~~~0 i.Dt~t7 

RearAdtriiral '>ViUi!lin S. S1okes 
F4t<."Cutivc Di.re;ctor,. ICCVAM 
NlE f-IS 
PO Box t2:233 , ~·lad Code EC- I 7 
Rcseareh Tnangic Park, l'C 27709 

FDA~fe,~i.c.wed m~ JCCV.J\t\tl test method ru:o mmeudatioos f(}r four in vitro-lest 
ftietbods prppo_ffedJo.r idemifying substanc:es tl;iat may c-ause tieular corrositm orSt."Vere 
opc~~ar 1rrim.tiQri, ·The rest methoqs arC> (l ) llie Bovine Corneal Opacity and.Pem1eabUtty 
~COP} assay~ (2)the lsoJme-dC:b:ick-etl Eye {ICE) assa:r, f3) the- Isolat..."'d Rabbit Eye · 
(IR.,?), ari~ {4) th e Heo'.s Egg T e:H-Chonoalhmtoic Memhran.e (HET-'CAM) ~a:y. The 
recomm endations were provided t\) the FDA inthe reporr~ 1"/ie lnteragenc.;v Coor dina ting 
Co mmittee on the Vaiidmion t~fAhemalive lvfethm/s d CCVA.M) Test AleJJ:od E;·aluation 
repo rt. In 1-'ttro Tesr melluYJS fro fdem~fying OC1dar CorrO;iiiVI:.~S ami !k·-vere lrriJanlS f1v"Dl 
PubiicmionN o (}7~451 7). 

Tw·o.oftlte mcthods,tiieBCOP·assay and Ihe ICE.asOOy, are recommended by ICCV.~M 
to"t"we~·uffi9ientp~formar.ce to be used for_ baw-d dassifh.~a:ti~~ms.- In apptopn_ate: 
cii(fumstanpet-and w!th certainlimitittions o:u~line-d in the rep()tt, a& sereeni:ng tests for tbe 
d etectwn ofocular corrosives ~d: severe irritants in. ~ tiere.d~testingstrategy, as paJ1. of 
\'ve:iglJt-qt;ille.-cviclence a pprqach. I~DA concurs \vith -thi,~ re(A".rm.mci1&.ttion. · ­

,o\Hlte present time; .HET -CA!-.1 and.JRE ani:,notrecon'unended by lCCVA~1 as screening ­
t:eSts for the ide.ntifu:ation of OJ..:cular corrosi-ves and.severeirri ta.nt..'i for regul atOry 
das~i.fi.e<i.tion purpns e.:s . FDA et·mcurs \\'ilh fhis recommendation. 

FDA docli nm have an y re1evanrte~a mer.hods requireme.rm for which the BCOP or the 
lCE a:ssays could by added or :Substium~d. FDA d<>e m ) l ~egom~ Its luun(}'ll 
pbartii~ceutkaJ prod~'ts byoc·uJar haz:arJ . . Defin.lliv~ smdie)n rre conducted in humans. 
However hutnan drug Sf>Ollsors may fit1d Jh~ BCOP or the ICE ass~ys useful as scre.eus 
'fort1ie 11eed for w ork·er ocular protection be-forethere are human data or before 
adtninisterilfg ~ pharmaceutical Qy the ocular route- tO animals, [oadvertent OCUlar 
ex:posure te~- .dermnl pn:ldtrots couid.be also assessed by these two in: \.1tro assa;rs. 

FDA dt.e:~ not prescribe sped fie res t metho4s for cosmecrics. RaEher sponsors of cosmeiic 
pn'>rlu.cts ba,.·e a ger.er.l l requirement to determrne ~fery by those rnethuds that tbcy qe:em · 
upproprmtc. 
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Although FDA ·>k~:i fHJ~ e:nv~ivil a o:f~~"tlh.rtur:· .Jtihty ft>r t.~ '.-'1uu ocu!ar 
oormsailfi it1 H:> pre.M::ni: requirements, it appb1.1ds ail at rl!du.dng 
numbersofie:st ani.mats used in regulatory ti:iting. 
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