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~ 1 Addrns: CXlo\IIMISSIONER OF PATVIT'S AND TRADEMAAKS 
We9hington, c.e. 2œ31 

! SER1AL HUMIER 1 FIUNG DATE ARST NAMED INVEHTOR l "nORNE'!' DOCKET NO. 

08/330,194 10/27/94 TSO H 2761131748 
EXAMINER 

WEBBER,P 
15M1/0130 

JAMES J NAPOLI 
MARSHALL O'TOOLE GBRSTBIN MURRAY & BORUN 
6300 SEARS TOWER 
233 SOUTH WACKER DRIVE 
CHICAGO IL 60606-6402 

this r& a oommunleation lrom the examiner ln ~8 ot ywr appIleation. 
COMMISSIONER OF PATENTS AND TRADEMARKS 

ART UNIT 

1502 
DATE MAILED: 

PAPER HUMBER 

01/30/95 

~ this app!lcatlot'l has been examil'llld ~ Responslve \0 communication flled on t?/-()3- F..,) - 0 This actlol'1ls maoe 11na!. 

A shortened ! tatutory perlod!or respoose 10 mis action Is sella ,xplre Â monlh(s), ~Irom!he date 01 tNs lenllr. 
Failure ta r8$pOI'ICI wttNl'I the peflod!or response will ÇIl\ISe the appIieallon \0 become abandoned. 35 U,S.C. 133 

Plr1 1 niE FOLLOWlNG ATTACHMENT(S) ARE PART OF THIS ACTION: 

•• ~ Notice 01 Aefer.noces CIl&d by Examiner. PTQ-.892. 

3. Notice 01 Art Cllad by AppIIcant. PTO·\449. 

5. In1om1atlon on How to EMeeI C/fawing Chal1Q8$, PTQ-1474_ 

Part Il SUMMARY OF ACTION 

:L 0 Notk:e of Oraflsman'. Pat&l1t Drawlng Rev\eW, PTO-948. 

4. 0 Notice DI Inlonnal Palenl Application, PTo. 152. ..0 _________ . 

1. J&l ClallTl$' ________ -'/'-_~z.."'_~?'_ _ _ ___________ pendlng ln the appIk:adon. 

01 the above. cI.aIms _ ______________________ are wlthelrawn lrom consideration. 

2.0 Claims, _______________________________ haYe been eanœlttd. 

3. 0 C~lms ___________________________ _ area/lowed. 

4 • .Di3 Clalm' ________ ~/'_ _ _'Z.""_'F'__ ___________ l(ereJeded. 

5. 0 Clalms ________________________ are oI;Jjeç1ed ID. 

6. 0 C~lms' ____________ _ ___ _____ __ l(e subjed ID resbictlon or electlon requlrement. 

7.~ ThIs application hu been Wed with Informai c!rawing.s urder37 C.F.R. 1.85 whIcI'l are iICCII$ltabla lor examln.adon purposes. 

8.0 Formal drawlngs are required in responst ID \hIs 0tI1ce action. 

9.0 The correcled or subs~lUt8 drawlngs hav1I bien reœived 00 • Under37 C.F.R. 1.84 these drawings 
1(1 O aceeptaOte; 0 Il0l aeeeplablt (see ex~an.ation or Notlee o! Oraltsman's Palenl Orawing Revlew, PT().948). 

10. 0 The proposed addI1IooaI or &ubslilute $IlIet(s) DI drawlngs.llied on ______ . ha. (have) bien Cl approved by the 
examiner; Cl disapPrOVlId by the uamlr.ar (SIe 8xplanation). 

Il. 0 The proposed dlawing COlTe<:Uo~. filed ______ ~, has betln Cl approved; Cl d1sawovecl (ste e)(pianation). 

12. 0 AeknowI&dgemenl ls made DI the daim lor prIortty under 35 U.S.C. 119. The œrtJl1ecI COP)' has 0 b&an recelved [J IlOt been raœ!ved 
Cl bien liled ln parenl appIlca~on. seriai 110. ; lIIed on _ _ _____ _ 

13. 0 Sloce thls appllca~on apppears to bflin condition lor a1lowance excepllor tonnaJ malt" •• prosacu11on as 10 the menlsl. closed ln 
aocordanr::e wIIh the practlœ undllr Ex parte Ouayle, 1935 C.D. Il; 453 a.G. 213. 

,4.DOIher 

~"" °y3J'O .. l'Y 
),.UJ 

PTOL-3:le (Re\!. 2Ir.I) 

EXAMINER'S ACTION 
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Claims 1-28 are pending in this application and considered 
belov. 

The iolloving 1a a quotation oÏ the firet paragraph of 35 
U •. S. C. 112: 

The specification ahall contain B vr1tten description of the 
invention, and of the manner and process of mak1ng Bnd us1ng 
it, 1n auch :full, clear, concise, end exact terme as t.e 
enable any persan sk111ed in the art ta vhich 1t perta1ns, 
or vith vh1ch it 1e most nearly connected, ta make and use 
the seme and ahall set :forth the best mode contemplated by 
the inventor of cerrying out his invention. 

The specification 1e objected ta under 35 U.S . C. 112, 

tiret paregraph, as fail1ng ta prov1de an adequate vr1tten 

description of the invention end failing ta adequatel y teach hov 

ta make and / or use the invention, i.e. ~ai~ing to provide an 

enabling disclosure. 

This objection ia based upon inadequate disclosure, 

regarding the use o~ the applicants' active agent, astaxanthin, 

~or the treatment a~ in jury to the brain and / or spinal cord (such 

BS stroke, traumatic spinal cord in jur y and degenerative 

d1sease{s) o~ the central nervous system, as vell ae the 

ame11orat1on of neuronal damage. 

Note that the prior art recited on pages 10-12 1e directed 

to eye d1eeases and injuries, per ~ (note page 10, lines 10-12 

o~ the present specizication, vith regard ta the disclosed and 

claimed method o~ treatment ) . 

Further, the recitation o~ such terminal ogy 1s nat 

necessarily a basis for claiming same. The specification, 

there~ore, fails to enable admin1str~tion of astaxanthin for 
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response being e11cited and shovn to be due ta the ef~ects a~ 

astaxanthin, per se . The body of art vhich ia additionally 

cited, on pages 10-11 af the specification, ~aile ta euggest 

seme • Although the applicanta Basert thet such treatment or 

• • • 1ioration iB possible because --- The eye ia an extension o~ 

the brain, and therefore a part of the central nervous system ---

(page 1 of the present specification), contemporary knovledge in 

thia art area cautions against extrapolating to conclusions 

regerding ef~icacy or eradication in the CNS based upon 

ther.peutic ophthalmic succese, absent a clear and probative 

correlation betveen same. 

Claima 14-16, 22-26 and 28 are rejected under 35 U.S.C. 

112 , firet paragraph, for the reBsons set forth in the 

abjection ta the specification. 

Claims 14-16, 22-26 and 28 are rejected under 35 U.S.C. 

112, firet paragraph, BS the disclosure is enabling only for 

claims limited ta methoda taught by the present speci~icBtion. 

See M.P . E. P. 706.03(n) and 706.03(z ). 

This rejection ia baaed upon the leck o~ diaclosure 

regarding the use of astaxanthin ta treat Any and all injuries ta 

the brain (e.g. stroke, etc . l, any and all injur ies to the spinal 

cord or Any and all degenerative dis ease(s ) of the CNS, vithout 

li. itation and all neuronal damage, vithout limitation. 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Serial ND. 
Art Unit 

08/330, 194 
1502 

-4-

The applicants must show support for the breadth of the 

above-stated methods, in that such ia presented in the claimB 

vithout any readily appreciable manner of limitation. 

Claims 1-28 are rejected under 35 U. S.C . 112, second 

paragraph, as being indefinite for failing to particularly point 

out and dist1nctly clBim the subject matter vhich applicant 

regards as the invention . 

The claims vhich incorporate the terminology, 

tnerapeutically-effective amount vith regard to the 

administration of astaxanthin (in vhich the active ingredient 

employed ~or the pur poses of treating ameliorating or 

beneficiating damage or in jury to the eye, brain or spinal cord, 

including stroke, traumatic in jury and/or degenerative disease(s) 

f are indefinite since 1) the claims fail to set forth aliment , 

related dosage reference points and 2) the specification fa ils to 

set forth any information as to hoy dosages may differ in 

ohtaining either of the aforestated effects. See Ex parte 

Balzarini, 21 USPQ 2d 1893. 

The terminology, --- beneficiating rend ers the claims 

vhich incorporate same indefinite in that such language fails to 

place any clear limitation upon the intended effect Dr result of 

the claimed method, based upon astaxanthin administration. For 

exsmple, hoy ia the vision of en individuel wbeneficiated R by 

Bsid administration? Appropriate clarification is advised. 

, 
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