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IN no: V~7l'tD STAns PATtNT A..~~ TRADtMA.R.K orne! 

In re application or. IAMBS f. JERVIS 

Serial No.. 081483,291 . 

Filed: June 7, 1995 

Por: MEDICAL DEVICES 
INCORl'ORA TlNG SIM AUOY 
ILL'\IENTS . 

Bwniner: Jurnne Yu 

Group Art UDit: 3301 

DECLAMDQN Ql DR IV MIDDLEMAN tmOEB 37 em 11.lU 

80XAP 
Atlliitam ConuniNionar 1bt Parenti 
W~D.C.m31 

Sir: 

I ,Dr l..Mi M. l\'D.ddleman. hereby deelut u follo ... ; 

PATIiNT 
9438-1 

1. I am an ~m in m.ateriaJ uue uu:: MIKtion ofltllttriala for medical devicea. and I 

have special knowledgc or,tres.-incluced marta1sitc ("SIM"') alloy element .. 

2. Anached IS 5mbit A. I eoc1oae a copy ofmy curriculum vitae, .1m ofUnlted 

States patents for which lam III inventor, ud ,lilt of pubU'ItioDJ 1 have authored or c0-

authored. 

3. 1 h4ve receiveQ .even p«tel1t. relatius to thl "" ot IDItCtills In medical devioce. all 

of which relate to tho ute of StM material. 
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4. I hold. B.A Dqtee in pbysi", which I obtained in only threo YUlI, &om Jow 

Hopk:ina UDiYer.ity in Baltimore.. Maryland., and I hold. Ph.D. i.n ph)llica, wbioh I obui.ned in 

only ftye yean. from Stword UrU\"erC~ ill SllIIfbrd, California. In my ftnt year or ~te 

achool. I Will one otthe rtw aci~ ~on Within the .malllUll"Gbw of recipient. ucticmv.1dc 01:511 

than 000 thousand) ofa WOodr01lf Wilton Fellowahip, an acadcm1~ fellowship buoci primarily aD 

grad ... iDterYiewa, aud tkalJty teCOII'Il'IICDdon5. In my ~ four yean of srGv.ate Khool, 

I wu me recipient offbur yearly National Science FoundatiOfl F.uOMhips. In academic 

feUowchip bued primarily on 8fIodeI and l'tIOOJJWendltiOtlli. 

:5. I UI1 cWTCllulyemployed at Nellcor Puritaft Bennett Inc:orpollted in Plwanton. 

California (which has been rocemly ~td by M&Ilinclaodt Inc.). I hlve been employed at 

Nelloor ai:noe 1Sl91. My eurrettt job title i. VIce President, Product DeYelopment, Hoapi1l1 

ByRnl .. Group. Thb grouphu yearly ... of nwly $600,000,000. At Ne1Icor. 1 am ill oharse 

of the development ofmed1c&l <!eMcee fbr mpiratory irnpairtd paientl. 

6. PrfYiOUl to my current employmea.t, 1 wu employed Ifom 19"·1991 and ftom 

1976-1983, at Raychem COt'pOl1l.tiou iD Meolo Par~ California (which hu since acId ccn.aln 

divisiON to Medtronic:;, I.o.o.ln Minneapou.. MitUluota, aDd ot\l!ihich Modtronio, lnG. is the 

wigDee oftbe subject patent Ipplication). My lut job $hle at Raychem WI. General Mauqer. 

Mtdic&I Vcntum. Amoaa my projectl at RIyc.bem. I worked on the developmem mci dcsJp of 

mcclic&l deviOO& employing shape memory aUoyt {"SMA"),lU1d in putlc:War SIM elementi and 

comp0nJm5. 

1. 1 do not currently hive. Aaanda! reI~ with Medtronio, In,. or l\.aychei:r; 
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CorpQlltiOD CIlocpt on an occuional con5ulting basil for which I IUJ1 compenuted at ~ ulUal 

8. I am beiDtI <;O~ at my uaual colUUlting rate by Medtromc, Inc., for the 

colUuitina wort I !lave perlbrmed in preparing this Dedua1ion. 

9. to preparatiou for thi. dec:laration, I nMeweG tho abow-identified patent 

appUc:ation aad peneWts olaima, the 081~ ACtion dated September 11. 1997 for thil application, 

U.S. Patent No. 4,512.338 to BlIlco et aI. ("Balko"), U.S. Paler2t No. 4,485,805 fO Fot\Cr, Ir. 

("fOifer"), my Q\Vft u.S. Patent No. 5,231,989 to Middleman et aI. ("my '939 patent"), and the 

Seader article tram the Encyclopedia ofCbemioaJ Teclmolosy publicatioq ("s.4cr'"). 

CONnUSIONS 

1 O. I willi in db, d~tion to oorrect .ome miKonceptiOJll uw appear in the office 

action dated Septemb.r 18, 1997. In short. I conclude th&l the Patent Offioe is incorrect iJlltCini 

that the claims of the IUbject Iervi. application ani obvioua in viow of Balko, Polter and Seader, 

and that th~ are obviou.1D view ofc:1aim. 1 and 2 ofmy '989 patent I have many technically 

bued reuona for this conclusion, which I will now preMftt. 

11. Fint, Balko dote not diaciote • ISWIDOry alloy tbrmed at leul plrtly from i 

pHUdodaa~ ab&pe memO:)' alloy that displays reversible ttr .... induaIci maneruite at about body 

temperatUre. r flJId no IUQ8ltiOft or teachiDs in Balko, Seader, Of' fo.tw to mat" th, nhinol 

dilCloted in Balko &om a .tre ... ind~ IDIrtCZIaite alloy. Although nitiDol caD exhibit the 
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properties olin 81M maleNJ. it can do 10 only lfit undergo .. a trqment prQCCN to make it 

exhibit th' propenie. of an SIM matena!. Tbit proce .. requlrn In tmealive, time conswnini. 

aud expensive ptOCacNre. Wbere is the suuestioJl in Balko or any of the other referencet to UK 

nitinol oxhibiting SIM be.blvior rather than leas expc:n,alve CODventional Nlt:lnol? Then is no wah 

suage.uon, arad Illy MKSh idea uo cm.Iy COIM from hfDdsiaht. 

12. Even if the nitinoJ in Balko were to IIdtibit 81M propertie .. there i. ao !JU88ellion 

or teac:hing in the rckmu:a that the SIM phenommoQ is to o«IW' In the tempcraCure range 

around the body temperature of a D1IIDlU1AI. lIiitiu.o1 can be tmted to exhibit SIM properti .. iD 

selected temperature I'II1iM u low II 0 desrea Ctlliu. or u hfsh u 60 d'fP"ii" ColIN.. Por the 

nitiDol to be effective In • nttdi~ claYtce, the SIM bcbavior mull be exhibited at tempmatutet 

wNch I mammalian body can tolerato (typiOilly 3.s dean- ecwua to 40 dearee. CDlIiWl). No 

IUch teac:hina it provided in the cited ~1. 

13. Purther, Balko requiRls a temperature dwIp to efFect • c::!wlao in It.I&e uU\.i.l:h1s 

SMA material.a(eee col. .s,Iin .. 57~1). !be lemperaWrt ch&n&e rceultt from body heatin& alone, 

or body b~ in fWomblnatioo with external heating. ThI1"l i. no IA.liPltioa in Balko or the 

other reft:rencea to UII nitinollliitbout a temperature chaftte. whether it be by belting the wot 

with body beat alone, Of 'W'Iwther it be by hea:dn8 tho _01 with body heat &Cd III extemal 

. hectin& IOUI'OIII. 

14. The leM. invautlon halliazWie&nt praWcII. advaataaQ wmpcuecl to what j. 

taufht by Balko. For the Bllko device, I doctor hailo rely on beatiq 1M Minai for it to work. 

Ifthfl doctor reJ.iea solely OD body beatiaa. thia 110W\11lp ch.,urs!ca1 J'I'OC*lure. NeedlClS to ... y, 

aDYthinj tbat alow. up • medic:&l proctdw'e I, undcairIbk in that the chance for w.c:tion and the 
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chance for adverwe patient nsacbOlUl iDc:.roue I. the length ofl medical proceWre incrIIueI. AlIO, 

a device thR rdiel on ~ htldna (0 chanp shape tldIibits inconsistent performance becau .. of 

the dependance on heatlna by the body, which rat. otheatinA WI dift'er ftom parieat-tOopaDe:Dt 

and Socm opemina room to oP«atin8 roOl11. I lmow ftoru penonal experience with SU1Ul'e1 

made of SMA mllteriab thd iDconaisterrc beatI.aa made the auturlS diftlcu1t to UN in &&l. opntiDt 

room. If the doctor baa to rely OD heati.as the altinol by means of 111 awmal heat!n.llOUlto, Ill. 

additional at'll i. added to the procedure and the pollibility of overbeating and i!UUlY is inonued. 

If electric hea.tiDg it uaed, thtre i ... potential f'cr electrU;1l sbodt or an electric burn to tho patient. 

In rpi~ orth"e dJl&dvantap of the Balko prooodure, there ~ no lSUiiestion in Balko or the 

other rcfe.rcncea of a medical device wbere tranafonna1iOI1 C'.In 0«\.It' without. chango In 

tc:mpnture. 

15. Ia view oftbc <litfertnceI diacuued above. i~ would not have been obviw.1t. the 

time the invention '\VII made in 1981 to b.tvi convened the nitiDOI ofBllko into an 81M matcril1 

and to have nmoved the bll1:i.ns atep. 

16 I am the 1avtntor ofilie Nbject matter claizned in United State. Patem Number 

5,231,989, ("my '989 pateftt"), iuued OD Aup 3, 1993. emltlw "St_able Cannula. "1l\Cl cited 

io the oftlcc lC1iOD dIted September 1 S, 1991, in lbo aubject application. 

17. The device m c:laimt I and 2 ofmy '989 pltent t\mctio!u very di!fereutly than the 

device clllirMd in the prtltllt lcnb application IUld doll not render it obvioUJ. I made my 

invention lons after lervis made bit invation. IDd in &ct, lC11"Yi. Patcmt Nwnbcr 4.66S,~ is cited. 

•• prior art on tbe COYer pap ofmy '9851 pit .. lbc dcvic;o in my '989 patent UJeI an e!utic 

member mado of. SIM material to bend or unbend a bendabl. fIlonaated tub, (''uaNtormlnf the 
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