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On October 14, 1994 and F’abtuary 28,1995 you wrote Iettsrr to the Cenur far Dnq 
Evalu~tiolr and Rutrr& (CDER) rqucrtlng that your- appkationr far SANDIMMUNE 
(cyclosparinc) and NEORAL (c~dosporina, micruemulriaa) be rulasifled as drugs 
under section 505(b) of the Federrl Food, Drug, and Cosmetic Ad (tha Act). Prsently 
they are cllgilIed u rntibiutkr undo section 507 of tha Ad. 

After rcvl~uirq tha informat& submItted by &odor to support MS rtqucst, I am ROW 
able to Mono you that CDER intads to cootlnua to rquhte &se pradutb under 
Metion 507 of thr Act. 

AS WC bath agmm, the mmufmctum of cyclmpori~ krrolra a fwmentatlr~ p.rcmss 
employing a microorpahn, aad, as std. it x+U tba first paH of th fita&tary 
Wiitiott or an rntlbMc. Thus, thr aux uf the clu&katian decision rests ou whether 
cyclasporlne has the uprdty to inhlblt or dufroy mlcro~rga&ms in dilu~ rolution . , . 
(21 U.S.C. 357). 

We do find, hued on the inforrmtlon we prarntly haye, tit cydasporlnr UP ind-d 
inhibit or kill ctct3In human pathogans (A kfm at coacurcratio~ that are r&vaot to 
thou fouad in the human body whrp cyclocporlnr L used cUnkall~ II daufbcd IQ It8 
approved or pmpaud tabtliry. For your ummniemt, I lwe appmdad to this leutr, a 
copy of the mkrobialogti’s report k HFIXM n~~~~~ari.zing our onrlyrlr of 

. . dy~Insparinc’r rothaicrobial capacity. CycrorpOrior ~BUU bdh putr attie ~x~~rudgry 
dcfinitloa of pruductr that must ba rquhud undu m&m SO7. 
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In our ruv~cw of thr legbhtive history of section 507 of the AC& WC found ao 
Cangre&rioIul reference II to bon the term “‘mhibits or clustroyc micmmganixm Ln 
dilute solution‘ should be iawprtlcd. Hawe~er, we hekve aur fmdings pry cnnsfstcot 
vith the ordinwy meaning of the’ words in the dptute and alth Congressioanl intent to 
tingle out those drug, such as cyckporine, which are producti by t fecrmentatSvc 
pracms. In addNon, the FDA has a strong history of intcrpret*mg rectlan SO7 without 
refaranca to whether the product Ir wd clinicaUy as an rntibitic. Seven1 anti- 
neoplaffic agems have been ckssified 111 %ctlon 507 product3 bcclu.w they mezt the 
legal dcfiifon of an “antibiotic drug”. 

I ndize Out the dpsslfkatloo of cydosporlnr b of rlgnificant impoNace to San&z. 
Thus, ff you or your Qpn beIke we brve misinterpreted the r~ienZUlc lnfonaation you 
submitftd or that we have misinttrpreted the icitsnt of tha Lw, plsau do not h&t&e ta 
let me know. I would be happy to Izcilitate a meet&~g rltb the scieatifk and legs1 tilf 
of the Ceatar to dkuss this further if you facl such would be helpfu!. 

Murray M. Lumpkin, M.D. 
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