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Amendments to the Claims

What is climed is:

1. (Original) A method for determining efficacy of a cyclodextrin therapy in a sabject

afflicted with a disorder involving the accumulation of one or more oxysterols, comprising:

(a) nbrrining at least one tirst body fluid smmple from the subject prior o

administering a cyclodextrin to the subject;
(b) administering the cyclodentrin fo.the subject;

{c) obiaining at feast one second boudy Aluid sample from the subject after the

adinistering the cyclodentiin:

(d) subjecting the at feast one first body fluid sample to a first chroma wgraphy-mass

Spectroscopy analysis to determine concentration of 24-hydroxycholesterol;

(¢} subiecting the at least one seeond body Auid sample to a second ch romatopraphy-

mass spectroscopy analysis 1o determine concentration of 24-hydrox veholesterol: and

(1) determining magnitude of difference beiween the 24-hvdrox yeholesterol
concentration of the at least one first body fluid sample and the at least one secand body fluid
sample, whereby an increase or stabilization of 24-hydroxycholesterol concentration in the

second sample compared to the first sample indicates efficacy of the cyclodextein therapy.

2. (Original) A method in accordance with claim 1. wherein each of the first chromatography-
mass spectroscopy analysis and the second chromatography-mass spectroscopy analysis
comprises;

(a) adding {o the bady fluid sample a known amount.of an internal standard
comprising an oxysierol other than 24(S)-hydrox vcholesterol;.

{h) i’snlming 24(S)-hydvoxycholesterol from the hiological sample; and

(¢} quantifying the isolated 24(S)-hydroxycholesterol.

3. (Currently amsended) A method in accordance with claim 2, wherein the quantifying 24(S)-
hydroxycholesteral comprises determining the relative concentration al 24(N)-
hydroxycholesterol and the known amount of internal standard in the.bod ¥ tluid sample by
carrelating the aves under the curve obtained for the 24(S)-hydroxycholesterol with the ares

ander the carve obtained for the intemal standard,

%]
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4. (Original) A methed in accordance with claim 1, whercin the tirst biological sample and
the second biological are each sclecied from the group consisting of plasma, serum, blood.

spuinm and amniotic fAad.

3. (Original) A method in aceordance with claim 1, wherein the body Duid sample is selected

from the group consisting of plasma, serum aid blood.

6. (Origmal) A method in acvordance.with claim I, wherein each of the first chramatography-
mass spectroscopy analysis and the second chromatograpby-mass spectroscopy analvsis is a

liquid chromatography-mass spectroscopy analysis.

7. (Originat) A method in accordance with elaim 1, wherein the disorder involving the
accumulation of an osysterol is selected from the group consisting of a lysosamal. storage
disease. u cholesterol trafticking disease, a neorodegencrative disease and a combination

thereof,

8. (Original) A method in accordance with clisimy 1, wherein the disarder involviang the
accumulation of an oxysterol is selected from the group consistitig of Niemann-Pick C (NPC})
disease, infantile neuronal ceroid lipofuscinosis, GM 1 gangliosidusis {"GM-1"), GM-2

gangliosidosis ("GiM-2"), Gascher's disease and hepatosplenomegaly.

9. (Original) A method in accordance with claim 8. wherein the GM-2- gangliosidosis ("GM-

2"y is Tay-Sachs disease.

10. (Original) A method in accordance with claim 1, wheremn the disorder mvolving the

accumulation of ap oxysterol is Niemann-Pick (NPC) diseae.

H. (Withdrawn) A method for determining efficacy of a eyclodextrin therapy in a subject

afflicted with a disorder involving the accumulation of ove or more oxysterols, comprising:

{a) obtainirig at lessi one first body flnid sample from the subject prior fo

administering a eyclodextrin to the subject;
(b} adminisicring the eyclodestrin to the subject:

{¢) obtaming at least one second body Muid sample from the subject after the

adnunistering the cyclodextrin:
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(¢h) subjecting the at least one first body fluid sample (o a first chromatography-mass

spectroscopy analysis to delermine concentration of cholestane-3f, 3a.68-triol.

(<) subjecting the at least ane second body Auid sample (o a second chromatography-

mass spectrascopy analysis to determine concentration ot'cholestane-3f.5a.6f-triol; and

(1) detenmining magnitade ol difference between the cholestanc-30,3a,6-triol
concentnition of the at least one first bady fluid swple und.the ar feast one second bady fluid
sample. whereby a reduction in cholestane-38.Su.68-triol concentration in the second sample

campared o the finst saople indicates elficacy of the eyclodextrin therapy.

12, (Withdrawn) A mcthod in accordance with claim 11, wherein each of the first
chromatography-mass spoctroscopy analysis and the second chromatograpby-mass
spectroscopy analysis comprises:

() adding io the body Duid sumple a known amount.of an internal standard
comnprising an oxysterol other than chalestanc-3p,5a,6f-triol;

{b) isoluting cholestane-3P.50.6p-trio) from the biological sample; and

(¢) quantifying the isolated chulestane-3p,50.6p-triol.

13, (Withdrawn) A method in accordance with ¢laim 12, wherein the quantifying cholestane-
3P.5a,6B-riol comprises detenmining the refative concentration of cholestane-38,5a,68-triof
and the known amount of iniernal standard w the body fluid sample by correlating the area
under the carve obtained for the cholestane-3B.5u.68-triof with the area under the curve

obtained Jor the internal standard

4. (Withdrawn) A method in accordance with claim 11, wheveiw the first biological sample
and the second binlogical are cach selected from the groupconsisting of plasma. serum,

blood, spatum and amniotic fluid.

15, (Withdrawn) A method in accordance with claim 11, wherein the body fluid sample is

selected from the group consisting of plasma, serum and blood,

16. (Withdrawn) A method m sccordance with claim 11, wherein each of the first
chromatography-mass spectroscopy analysis and the second chromatography-mass

spectroscopy analysis is a liquid chromatography-mass spectroscopy analysis.

17. (Withdrawn) A method in accordance with clain | 1, wherein the disorder involving the

tecumalation of an oxysterol is selected from the groap consisting of lysosomal storage

4
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discase. a cholesterol traltickiog discase. a neurodegenerative discase and & combination

thereol.

18, (Withdrawn) A methed in accordance with.claim 11, wherein the disorder involving the
accumulation of an oxysterol is sclected from the group consisting of Niemann-Pick C: (NPC)
disease. infantile neuronal ceroid lipotuscinosis, GM| gangliosidosis ("GM-1"), GiM-2

ranghosidosis (“GM-2"), Gaucher's disease and hepatosplenomegaly.
& ) Rl

19. (Withdrawn) A method in accordance withclhivm 18, wherein the GM-2 gangliosidosis

("(iM-2"y is Tay-Sachs discuse.

20. (Withdrawn) A method in accordance with claim 11, wherein the disorder involving the

accumulation of an oxysterol is Niemann-Pick C (NPC) disease.
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Art Unit: 1653
The present application is being examined under the pre-AlA first to invent provisions.

DETAILED ACTION

Status of Claims

Applicant's election with traverse of Group I, claims 1-10 in the reply filed on 6/24/2014
is acknowledged. The traversal is based upon the fact that there is no search burden for the
Examiner to consider all claims. It is considered not persuasive because the two methods are
measuring different/distinct compound which needs different search. Furthermore, a search for
publications pertinent to claims of group I is not the same as a search for publications pertinent
to claims of group II (scc Umctani 2007 who mecasurcs 24S-hydroxycholesterol without
measuring cholestane-3p, 5a, 6B-triol even though they are both oxysterols).

The restriction requirement is maintained, and is therefore made FINAL.

Claims 11-20 are withdrawn from further consideration pursuant to 37 CFR 1.142(b), as
being drawn to a nonelected invention, there being no allowable generic or linking claim.
Applicant timely traversed the restriction (election) requirement in the reply filed on 6/24/2014.

Only claims 1-10 are presented for examination on the merits.
Priority

This application is a CON of 12/385,529 (filed 4/10/2009) PAT 8497122 which claims
benefit of 61/071,074 (filed 4/11/2008).

Specification

The continuation data on page ! of the specification needs to be updated.

Claim Rejections - 35 USC § 101

35 U.S.C. 101 reads as follows:

Whoever invenls or discovers any new and useful process, muchine, manufaclure, or composition of’
matter, or any new and uscful improvement thercof, may obtain a patent theretor, subject to the
conditions and requirements of this title.
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Claims 1-10 are rejected under 35 U.S.C. 101 because the claimed invention is not
directed to patent eligible subject matter. Based upon an analysis with respect to the claim as a
whole, claims 1-10 are determined to be directed to a law of nature/natural principle. The

rationale for this determination is explained below:
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In the instant case, for claim 1, the judicial exception (JE) is the correlation between the
measured concentration of 24-hydroxycholesterol and the efficacy of the cyclodextrin therapy.
All the steps in claim | are data gathering steps that must be taken in order to apply JE itself
because no correlation can be made without measuring the concentration of 24-
hydroxycholesterol in the sample. These steps (including other steps in the independent claims)
arc highly gencral that cover cssentially any chromatography-mass spectroscopy method of
measuring concentration of 24-hydroxycholesterol (see Umetani, Nature Medicine, 2007,
13(10):1185-1192, page 1191, right column, [* full paragraph, also page 1186, left column, line
2++). Furthermore, both cyclodextrin (Loftsson, Expert Opin. Drug Deliv., 2005, 2:335-35]1,
page 335, para 2., line 1++) and 24-hydroxycholesterol (as oxidized derivatives of cholesterol as
supported by the instant specification, page 5, pare [0025], line 4++) are products of nature that
is not markedly different in structure from naturally occurring products. Thus the claim amount
to a monopoly on the correlation (in general) itself and therefore is not eligible under 101
[satisfies the above listed factors h-1 against eligibility] and the correlation (including data
collection) between the measured concentration of 24-hydroxycholesterol and the efficacy of the
cyclodextrin therapy is considered reflection of law of nature/natural principle.

Therefore, claims 1-10 do not include steps that are sufficient to ensure that the claims
amount to significantly more than the natural principle itself. Additional steps/limitations are
necded to integrates the law of nature and transform the claims to a patent-eligible practical

application.

Conclusion
No claim is allowed.
Any inquiry concerning rejections or objections in this communication or earlier
communications from the examiner should be directed to Bin Shen, whose telephone number is
(571) 272-9040. The examiner can normally be reached on Monday through Friday, 9am-5pm.

If attempts to reach the examiner by telephone are unsuccessful, the examiner's
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supervisor, Sharmila Landau can be reached at (571) 272 0614.

Information regarding the status of an application may be obtained from the Patent
Application Information Retrieval (PAIR) system. Status information for published applications
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished
applications is available through Private PAIR only. For more information about the PAIR
systcm, scc http://pair-direct.uspto.gov. Should you have questions on access to the Privatc PAIR

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free).

/Bin Shen/
Primary Examiner, Art Unit 1653
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The listing of claims will replacc all prior versions, and listings, of claims in the application:

AMENDMENTS TO THE CLAIMS

Listing of the Claims:

1. (Currently amended) A composition for interfering with replication of cancer comprising at
lcast onc sequence of SEQ 1D NO(s): 6-14 SEQID-NO(s)—-203,

2. (Currently amended) The composition of claim 1 comprising at lcast one peptide consisting
cssentially of at lcast onc of SEQ 1D NO(s): 6-14 SEQ ID NO(s): 1-203.

3. (Currcntly amendcd) The composition of claim | comprising a mixture of at lcast two
peptides of SEQ 1D NO(s): 6-14 '

4. (Currcntly amended) The composition of cluim | comprising a protein comprising at least onc

scquence of SEQ 1D NO(s): 0-14 SEQHDNOEs)-1-203.

5. (Original) Thc composition of claim |, wherein said composition is for dircct or indircct

interference with replication of cancer.

6. (Original) The composition of claim 5, whercin said composition is for indircct interference

with cancer where the indirect interference is mediated by an immune response.

7. (Currcntly amcnded) An isolated or synthesized protein fragment or peptide comprising at
least onc of SEQ ID NO(s): 6-14 SEQ-HD-NO¢s):1-203 or a sequence sharing at least 70%
identity with at lcast onc of SEQ 1D NO(s): 6-14 SEQHI-NO{)-1-203.

8. (Currently amended) The isolated or synthesized protcin fragment or peptide of claim 7

consisting cssentially of a peptidc of at lcast onc of SEQ 1D NO(s)- 6-14 SEQID-NO)-1-203.

9. (Currently amended) The isolated or synthesized protein fragment or peptide of claim 7

consisting of at least one of SFQ 1D NO(s): 6-14 SEQID-NO)—-203.

10. (Currently amended) A vaccine comprising at lcast one of SEQ 1D NO(s): 6-14 SEQID

L, (s

NOG)149-165-and SEQID-NO(s)—166-203 or a scquence

b

sharing at least 70% identity with at
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lcast onc of SEQ ID NO(s): 6-14 SEQ-HD-NO(s)y—+27-SEQ-ID-NO(s):-28-52,-SEQID-NO():

I1. (Currently amended) A vaccine of claim 10 comprising a mixture of at lcast two of a

scquence of SEQ 1D NO(s): 6-14 SEQHD-NO(s):-1-203 or a scquence sharing at lcast 70%
identity with a scquence of SEQ ID NO(s): 6-14 SEQ-ID-NO(s):-1-203.

12. (Currently amended) A vaccine of claim 10 directed against cancer in a paticnt suffering
from 11V comprising

AR i th-us nce-of SEQ-1

13. (Currently amended) A vaccine of claim 10 dirccted against one or more of glioblastoma

multiforme, punereatic-cancer: lung cancer, and lcukemias-eolon-cuncer—colorectul-cancer;

14. (Current'y amended) A vaccine of claim 13 dirccted at least against glioblastoma multiforme

15. (Cancel).

16. (Currently amended) A vaccine of claim 13 directed at lcast against lung cancer eompristag

17. (Currently amended) A vaccinc of claim 13 dirccted at least against leukemia comprising a

scquencc of SEQ 1D NO: 7 SEQID-NO(s):-149-165 or a sequence sharing at lcast 70% identity
with a scquence of SEQ 1D NO: 7 SEQID-NO(y—H49-165.

18-19. (Cancel).

20. (Currently amended) A vaccine of claim 10 comprising at lcast onc protein comprising at
lcast one of SEQ 1D NO(s): 6-14 SEQID-NO{s):—1-203 or at Icast onc protcin fragment
comprising at lcast onc of SEQ 1D NO(s): 6-14 SEQ-ID-NO(s)}—1-203.

21-22. (Cancel).
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Disposition of Claims*
50X Claim(s) 1-14,16,17 and 20 is/are pending in the application.
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. e)J Claim(s) is/are allowed.
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The present application is being examined under the pre AlA first to invent provisions.
DETAILED ACTION
This Office action is in response to Applicant’s clcction on 5/27'2014.
Election/Restrictions
Applicant's election of group I, claims 1-20 and SCQ ID NO: 6-11 is acknowledged.
Applicant canceled claims 15, 18-19, 21 and 22. Claims 1-14, 16-17 and 20 are under
examination in this Office action.
Information Disclosure Statement
The information disclosure statement (IDS) submitted on 8/13/2013 are in compliance
with the provisions of 37 CFR 1.97. Accordingly, the information disclosure statement is being
considered by the examiner.
Claim Rejections - 35 USC § 101

35 U.S.C. 101 reads as follows:

Whoever invents or discovers any new and uscful process, machine, manufacture, or composit.on of
matter, or any new and uselul improvement thereo!’, may obtain a patent therefor, subject 1o the
condilions and requirements of this title.

Claims 1-14, 16-17 and 20 are rejected under 35 U.S.C. 101 because the claimed
invention is directed to non-statutory subject matter.

The claims are directed to naturally occurring peptides derived from Brown Norway Rat.
Those peptides even when isolated {rom their natural state are identical to the peptides or
proteins found in nature. Gibbs et al. (Nature, 2004, Vol. 428. p. 493-521) and accession number
FIMATI1_RAT disclose rat sequence comprising present SEQ ID NO: 6 and SEQ ID NO: 7 (see

sequence alignment below. It is noted that fragments consisting of SEQ ID NO: 6 are also
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considered non-statutory subject matter because they are identical with the naturally occurring
fragments. Also "mixture of two or more peptides” is considered naturally occurring because the
peptides in the mixture are naturally occurring. See Association for Molecular Pathology v.
Myriad Genetics Inc., 133 SCt 2107, 106 USPQ2d 1972 (U.S. 2013).

Present SCQ ID NO: 6 also comprising SCQ ID NO: 7 and Accession number

FIMATI_RAT
Query Match 100.0 ; sScore 47; DB 64; Length 48;

Best Local Similarity 100.0%;

Matches 8:; Conservative 0; Mismatche: 0; Indels 0:; Gaps
G;
Qy 1 HKEHKKDK 8

NEREERN

Db 18 HKEHREKDK 25

Claim Rejections - 35 USC § 112
The following is a quotation of the first paragraph of 35 U.S.C. 112(a):

(1) IN GENERAL.—The specification shall contain a written description of the invention,
and of the manner and process ol making and using it, in such full, clear, concise, and exaet terms as to
enable any person skilled in the art 10 which it pertuins, or with which it is most nearly connecied, 1o
make and use the sume, and shall set forth the best mode contemplated by the inventor or joint inventor
ol carrying out the invention.

The following is a quotation of the first paragraph of pre-AIA 35 U.S.C. 112:

The specification shall contain a written description of the invention, and of the manner and
process of making and using it, in such full, clear, concise, and cxact terms as to enable any person
skilled in the art to which it pertains, or with which it is most nearly connecied, to make and use the
same. and shall set forth the besl mode contemplaled by the inventor ol carrying out his invention.

Claims 1-14, 16-17 and 20 are rejected under 35 U.S.C. 112(a) or 35 U.S.C. 112 (pre-
AlA), first paragraph, as failing to comply with the enablement requirement. Thc claim(s)

contains subject matter which was not described in the specification in such a way as to enable
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IN THE CLAIMS:

This listing of claims will replace all prior versions and listings of claimy in the

application:
I. Cancelled.

2. (Withdrawn) An isolated nucleic acid sequence coding for a polypeptide which
comprises an amino acid sequence identified as SEQ ID NO: 4, or an amino acid sequence
wherein one or two amino acid residues have been removed, substituted or added to the sequence
identified as SEQ ID NO: 4, and wherein property of inducing an immune response against

ectoparasites in fish 1s maintained.

3. (Original) An isolated polypeptide which comprises the amino acid sequence

identified as SEQ ID NO: 4.

4. (Currently Amended) A composition comprising SEQ ID NO: 4, or a polypeptide
with an amino acid sequence at least 76% 80% identical to the full length sequence identified as
SEQID NO: 4.

5. (Cancelled)

6. (Withdrawn) A method for inducing an immune response in fish against different
ectoparasite species, and/or reducing the number of said parasites in the fish, said method
comprising administering an effective amount of a composition comprising SEQ ID NO: 4 to the
fish.

7. (Withdrawn) The method according the claim 6, wherein the composition is

administered by injection at doses ranging between 0.!-10 pg/g of body weight of the fish.
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8. (Withdrawn) The method according to claim 6, wherein the composition is

administered in feed formulations at doses ranging between 0.1-300 pg/g of feed.

9. (Withdrawn) The method according to claim 6, wherein the vaccine composition is

administered by immersion baths at doses ranging between 0.01-1 mg/i of water.
10. (Cancelled)

11. (Currently Amended) A fusion polypeptide comprising an isolated polypeptide
consisting of the amino acid sequence identified as SEQ ID NO: 4, or an amino acid sequence at

least 76% 80% identical to the full length sequence identified as SEQ ID NO: 4, and a peptide

that enhances the antigenic propetties of said sequence in a composition for the induction of

immune response in fish against different ectoparasite species, and/or reduction of the number of

parasites in the fish, wherein the peptide that cnhances the antigenic propertics compriscs a
promiscuous T cell epitope.

12. (Cancelled)
13. (Withdrawn) The method according to claim 6, wherein said fish is a salmonid.
14-15. (Cancelled)

16. (Withdrawn) A vector comprising the isolated nucleic acid sequence according to

claim 2.

17-32. Cancelled.
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{71 A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filedon ___.

2a)[] This action is FINAL. 2b)X This action is non-final. i
i 3)0 An election was made by the applicant in response to a restriction requirement set forth during the interview on .
i ; the restriction requirement and election have been incorporated into this action. f
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closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

| Disposition of Claims*
i 5B Claim(s) 2-4,6-9.11,13 and 16 is/are pending in the application.
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8)[J Claim(s) is/are allowed.
7 Claim(s) 3.4 and 11 is/are rejected.
8)[] Claim(s) is/are objected to.
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participating intellectual property office for the corresponding application. For more information, please see
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' Application Papers
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thereof, the skilled artisan could not immediately recognize or distinguish members of
the claimed genus. Therefore, because the art is unpredictable, in accordance with the
Guidelines, the description of a particular derivative is not deemed representative of the
genus of immunogenic compositions to which the claims refer and hence do not meet
the written description requirements

New Grounds of Rejection
Claim Rejections - 35 USC § 101

35 U.S.C. 101 reads as follows:

Whoever invents or discovers any new and useful process, machine, manufacture, or
composition of matter, or any new and useful improvement thereof, may obtain a patent
therefor, subject to the conditions and requirements of this title.

7. Claims 3 and 4 are rejected under 35 U.S.C. 101 because the claimed invention
is not directed to patent eligible subject matter. Based upon an analysis with respect to
the claim as a whole, claim(s) 3 and 4 do not recite something significant'y different than
a judicial exception. The rationale for this determination is explained below:

Claim 3 is drawn to an isolated polypeptide which comprises the amino acid sequence
identified as SEQ ID NO: 4. Claim 4 is drawn to a composition comprising SEQ ID NO:
4, or a polypeptide with an amino acid sequence at least 80% identical to the full length
sequence identified as SEQ ID NO: 4. The claims are drawn to an isolated polypeptide
which appear to be a naturally-occurring polypeptide or fragment thereof, whether
isolated or not, said polypeptide is not patent-eligible pursuant to the Supreme Court
decision in Association for Molecular Pathology v. Myriad Genetics, Inc., --U.S.--(June

13,2013).



AMENDMENTS TO THE CLAIMS:
Claims 126-141 are canceled without prejudice or disclaimer. Claims 142-161 are added.
The following is the status of the claims of the above-captioned application, as amended.

Claims 1-141 (Canceled).

Claim 142 (New). A method of providing color clarification of laundry, comprising treating the
laundry with a soaking, washing or rinsing liquor comprising a polypeptide having cellulase activity
selected from the group consisting of:

(a) a polypeptide encoded by a nucleic acid sequence with hybridizes with SEQ ID NO:
7,9, 13, 15, 21, or 25 carried out in 2 x SSC, 5 x Denhardt's solution, 0.5% (w/v) SDS, 100
micrograms/ml denatured salmon sperm DNA for 20 h at 65°C followed by washes in 5 x SSC at
25°C (2 x 15 minutes), 2 x SSC, 0.5% SDS at 65°C (30 minutes), 0.2 x SSC, 0.5% SDS at 65°C
(30 minutes) and finally in 5 x SSC (2 x 15 minutes) at 25°C;

(b) a polypeptide having an amino acid sequence which has a degree of identity of at
least 90% with SEQ 1D NO: 8, 10, 14, 16, 22, or 26, wherein the degree of identity is determined by
means of GAP provided in the GCG program package using settings of a GAP creation penalty of
3.0 and GAP extension penalty of 0.1; and

{(c) a fragment of SEQ ID NO: 12.

Claim 143 (New). The method of claim 142, wherein the polypeptide has endoglucanase
activity.

Claim 144 (New). The method of claim 143, wherein the polypeptide has a degree of identity
of at least 90% with SEQ ID NO: 8.

Claim 145 (New). The method of claim 143, wherein the polypeptide comprises the amino
acid sequence of SEQ ID NO: 8.

Claim 146 (New). The method of claim 143, wherein the polypeptide has a degree of identity
of at least 90% with SEQ 1D NO: 10.

Claim 147 (New). The method of claim 143, wherein the polypeptide comprises the amino
acid sequence of SEQ ID NO: 10.



Claim 148 (New). The method of claim 143, wherein the polypeptide has a degree of identity
of at least 90% with SEQ ID NO: 14.

Claim 149 (New). The method of claim 143, wherein the polypeptide comprises the amino
acid sequence of SEQ ID NO: 14.

Claim 150 (New). The method of claim 143, whereln the polypeptide has a degree of identity
of at least 90% with SEQ |ID NO: 16,

Claim 151 (New). The method of claim 143, wherein the polypeptide comprises the amino
acid sequence of SEQ ID NO: 186.

Claim 152 (New). The method of claim 143, wherein the polypeptide has a degree of identity
of at least 90% with SEQ 1D NO: 22,

Claim 153 (New). The method of claim 143, wherein the polypeptide comprises the amino
acid sequence of SEQ ID NO: 22.

Claim 154 (New). The method of claim 143, wherein the polypeptide has a degree of identity
of at least 90% with SEQ ID NO: 26.

Claim 155 (New). The method of claim 143, wherein the polypeptide comprises the amino
acid sequence of SEQ ID NO: 26.

Claim 156 (New). The method of claim 143, wherein the polypeptide is a fragment of SEQ ID
NO: 12.

Claim 157 (New). The method of claim 142, wherein the laundry is treated in a washing
machine.

Claim 158 (New). The method of claim 142, wherein the polypeptide is present in the soaking,
washing, or rinsing liquor in an amount of between 1 and 1000 S-CEVU per liter of liquor during
machine cycle use conditions.



Claim 159 (New). The method of claim 142, wherein the pH of the soaking, washing, or rinsing
liquor is between 6 and 10.5.

Claim 160 (New). The method of claim 142, wherein the temperature is between 15°C and
60°C.
Claim 161 (New). The method of claim 142, wherein the soaking, washing or rinsing liquor

further comprises one or more enzymes selected from the group consisting of proteases,
cellulases, xylanases, amylases, lipases, peroxidases and laccases.
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| Status

1) Responsive to communication(s) filed on 3/26/14.

f [] A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filedon _____ .

i 2a)[X This action is FINAL. 2b)[] This action is non-final.

| 3)[7J An election was made by the applicant in response to a restriction requirement set forth during the interview on
{ ; the restriction requirement and election have been incorporated into this action.

l 4)[ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is

]

|

closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims*
5MX) Claim(s) 142-161 isfare pending in the application.
5a) Of the above claim(s) is/are withdrawn from consideration.
| 6)d Claims) is/are allowed.

7)BJ Claim(s) 142-156 and 159-161 is/are rejected.

8)Bd Claim(s) 157-158 is/are objected to.

9)[] Claim(s) are subject to restriction and/or election requirement.
* If any claims have been determined allowable, you may be eligible to benefit from the Patent Prosecution Highway program at a
participating intellectual property office for the corresponding application. For more information, please see
hitp//www.uspto.qovi/patents/init_events/pph/index.jsp or send an inquiry to PPHieedback@uspto.qov.

Application Papers
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
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DETAILED ACTION

Application Status
1. Applicant's response filed on March 26, 2014, is acknowledged. The terminal

disclaimers filed have been approved by the Office.

Claim Disposition
2. Claims 1-141 have been canceled. Claims 142-161 have been added and are

pending. Claims 142-161 are under examination.

Claim Objection
3. Claims 142,144, 146, 148, 150, 152, 154 and 157-158 are objected to because

of the following informalities:

For clarity and precision of claim language it is suggested that claims 142,144,
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146, 148, 150, 152 and 154 are amended to read, “...the polypeptide has [[a
degree of identity of]] at least 90% sequence identity [[with]] to SEQ ID NO: ...".
Claims 157-158 are objected to as depending from a rejected base claim.

Correction is required.

Claim Rejections - 35 USC § 101

35 U.S.C. 101 reads as follows:
Whoever invents or discovers any new and useful process, machine, manufacture, or
composition of matter, or any new and useful improvement thereof, may obtain a patent
therefor, subject to the conditions and requirements of this title.
4. Claims 142-156 and 159-161 are rejected under 35 U.S.C. 101 because the
claimed invention is not directed to patent eligible subject matter.
Based upon the guidance put forth in the 2014 Procedure for Subject Matter
Eligibility Analysis of Claims Reciting Or Involving Laws of Nature/Natural Principles,
Natural Phenomena, And/Or Natural products ("Procedure") with respect to the claim as
awhole, claims 142-161 do not recite something significantly different than a judicial
exception. The rationale for this determination is explained below.

The claimed invention is directed to “a method of providing color clarification of
laundry, comprising treating the laundry with a soaking, washing or rinsing liquor
comprising a polypeptide having cellulase activity selected from the group

consisting of:

(a) a polypeptide encoded by a nucleic acid sequence with hybridizes with SEQ ID NO:
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7,9, 13, 15, 21, or 25 carried out in 2 x SSC, 5 x Denhardt's solution, 0.5% (w/v) SDS,
100 micrograms/ml denatured salmon sperm DNA for 20 h at 65°C followed by washes
in 5 x SSC at 25°C (2 x 15 minutes), 2 x SSC, 0.5% SDS at 65°C (30 minutes), 0.2 x
SSC, 0.5% SDS at 65°C (30 minutes) and finally in 5 x SSC (2 x 15 minutes) at 25°C;
(b) a polypeptide having an amino acid sequence which has a degree of identity of at
least 90% with SEQ ID NO: 8, 10, 14, 16, 22, or 26, wherein the degree of identity is
determined by means of GAP provided in the GCG program package using settings of a
GAP creation penalty of 3.0 and GAP extension penalty of 0.1; and

(c) a fragment of SEQ ID NO: 12. The claimed invention encompasses products that
appear to be naturally occurring and there are no indicia in the claims representing a

product that markedly differs from the naturally occurring product.

There are several Factors to consider that weigh against eligibility, however,

only the pertinent ones are provided herein:

Factor (c) is not met, and is directed to whether the claims recite elements/steps
in addition with the judicial exception(s) that relate to the judicial exception in a
significant way such that the elements/steps are more than nominally, insignificantly or
tangentially related to the judicial exception. The instant method recites one step,
‘treating' and the single step of treating does not impact the judicial exception. In claim
142 the method recites treating the laundry with a soaking, washing or rinsing liquor
comprising a polypeptide, there is no change to the structure of the polypeptide, no

requirement of direct contact of the polypeptide with the laundry and no indication of the
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polypeptide being mixed or combined in such a way to alter the naturally occurring
polypeptide. The specification identifies the polypeptide as being obtained from natural
microorganisms (see page 83 for example). Factor (g) pertains to a product that
appears to be a natural product that is not markedly different in structure from the
naturally occurring product, however, Factor "g" is not relevant because the claims are
directed to processes. Factor (h) addresses the fact that the claim recites
elements/steps in addition to the judicial exception(s) at a high level of generality such
that substantially all practical applications of the judicial exception(s) are covered.
Factor "h" is not informative because while the claims are limited to the use of an
enzyme in a method that treats laundry with a liquor comprising the enzyme, the
claimed technique is recited at a very high level of generality in that it

broadly encompasses the use of any protein encoded by a DNA that hybridizes with the
recited structures in the claim and the treating step involves soaking, washing or a
rinsing liquor which does not appear to alter the structure of the product in any way.

For example, the instant specification discloses the following at page 58,

The DNA sequence of the cDNA encoding the endoglucanase from Myceliophthora

thermophila is SEQ ID NO: 1 and the corresponding amino acid sequence is SEQ ID NO: 2. The

CDNA is obtainable from the plasmid in DSM 9?70. The DNA sequence of the cDNA encoding the
endoglucanase from Acremonium sp. is SEQ ID NO: 7 and the corresponding amino acid sequence is
SEQ ID NO: 8. The cDNA is obtainable from the plasmid in DSM 10082. The DNA sequence of the cDNA
encoding the endoglucanase from Thielavia terrestris is SEQ ID NO: 11 and the corresponding amino
acid sequence is SEQ ID NO: 12. The cDNA is obtainable from the plasmid in DSM 10081. The DNA

sequence of the cDNA encoding the endoglucanase from Volutella colletotrichoides is SEQ ID NO. 21






