-1- [Docunent Nanme] Specification [Title of the Invention] AGENT FOR

| MPROVI NG OR MAI NTAINING QOL 5 [Technical Field to Wich the Invention
Pertains] [0001] The present invention relates to a Quality of
Life (QOL) inproving or sustaining agent. 10 [Background Art] [0002]

In the present day, great value is placed on Quality of Life (QO) in al
fields. QOL is a concept that takes into consideration affluence in the
physi cal 15 aspect and the nental aspecgl_and it is desirable to maintain
both of these aspects in fine condition. [0003] However, the

physi cal asp§ggcuheﬁt NRR¥$ cedi@8ldaftiohs often inpaired in everyday life
due to disarray 20 l1festyle habjts |nclud|n? Fg@ygéhcbg rest and

sl eep, |rreg&PéFlﬁeaf EQFtéPﬁ%“th%%]Ié@ﬁNnggﬁe ¢ an recover from
decl i ned physiacairabmaNchoanrmal |y by resting, sleeping, or the like;

however, when the decline in physical health becones seriously advanced or
i's prolonged 25 it becones difficult to recover therefraom resultlng in

pr obl ens %UCHT§§héa§?ﬂyFbéﬂﬁgt?aW?fﬂRthQﬂﬁQ¥ﬁQF¥9%|ﬁﬁﬁ§a¥ﬂs the |ike. Such
decline in physioaal health brlngs i nconveni ence to everyday life, becones a

stress for sone peopl e, g é%%?éib mai @t of, Rihalyhegl th. 30
p |ca

Ther ef or e, nalntalnlng |ne condltlon I's very I nportant.
[ 0004] Life (Qph)aémptpﬁhngtﬁé i#%%ﬁ#ﬁlQﬂtQﬁﬁqQN1ls t hat such decline
in physical health is occurring not only in 35 elderly peopl e whose

physi cal _str i S i lLine, but -2- also in younger people.
Ther ef or &Y ﬁg%&ﬁﬁ§°8n§t25ﬁé call for maintaining physical health in fine

condi tion reg@D@Qéss of the age. [0005] 5Meanwhil e, Lactobacillus
ONRI Cb0240 ( FERM BP- 1996%)1e8{3£é13@nt Wid£h gr%:ﬁnﬁlfatl)(ﬁﬁ i%f Jiacdembaei | 1i, is

known to have a_nucosal |nnun|in i i b& i grtlgular is
known to hav@U@tifgacphr bdhiet 18RSt T %g &¥ :5$ ?P&Feﬁt 'PePhture 1 and
2), and is knmant takkavénto consideration affluence in the phy51cal
15 aspect and the mental aspect, and it is desirable to
maintain both of these aspects in fine condition.
{0003]
However, the physical aspect, i.e., physical
health, is often impaired in everyday life due to disarray
20 in lifestyle habits including insufficient rest and sleep,
irregular meal patterns, and lack of exercise. One can
recover from declined physical health normally by resting,
sleeping, or the like; however, when the decline in
physical health becomes seriously advanced or is prolonged,
25 it becomes difficult to recover therefrom, resulting in
problems such as easily being fatigued, chronic fatigue,
or the like. Such decline in physical health brings
inconvenience to everyday life, becomes a stress for some
people, and may result in impairment of mental health.
30 Therefore, maintaining physical health in fine condition
is very important.
[0004]
In addition, the present situation is that such
decline in physical health is occurring not only in
35 elderly people whose physical strength is in decline, but



10 an anti-avian flu antibody production stinulatory effect (Patent
Literature 3). However, there have not been any reports about this

| act obaci | l us regardi ng an i nprovenent in physical health or an inprovenent
in QOL based thereon. 15[Prior Art] [Patent Literature] [0006] [PTL 1]
EP1661983B1 [ PTL 2] EP1854363B1 20[ PTL 3] Japanese Lai d- Open Pat ent
Publ i cati on No. 2010-222329 [Detail ed Description of the Invention]

[ Problemto be Solved by the Invention] 25[0007] An object of the present
invention is to provide a QOL inproving t%"sustaining agent, in particular,

a physical heg N i r t ai 4l agent ing Lac Iyl

ONRI Cb0240 (%@ﬁbré§?§88¥§§ s%ﬁgigé30l?k%%%lnaftgF%legg %é%?gggﬁtggiés

Lact obaci | | usf o2 ik igiimg, phystiRétnbeal tanbt hetnoifedio¥on he present
invention is fegqrdanesde oF whieakigky i nproving or sustaining agent, a fatigue
recovery or aﬂ%gﬁgfni ng agent, or an anti-fatigue agent using the

Lact obaci | | us Cb0240 35 strain. -3- [Means for Solving the Probl eni

[ 0008] Thé present i nvéieeawhilgyelaeshabecedl ehoPMREFPG24@sEdRM BHr order to

sol ve the abomsePs@tikach  phallcemisabedt$sover ethdtatbadier i actohatdud us
ONRI Cb0240 strai.n _has an effect of enhgnC|ng Eh%s{cal héekgh, %p
particul ar, ar® eft%ect® SUETRAn PG FEEEPE v e TRAE $5t5 G e 35 not likely
to occur, andantisfflest, dfs keswenitegheveaiheVghtpredudtien iguenularory
aggl tlton, th h%ﬁ{&ﬁWtﬁatﬂﬁ%ecnhqgaraaxﬁ%eduzgﬁagﬁfd m%tis agn il e%wﬁa@af sugh
ef fects, ysical health c e inprqved a er eby. can be rove
From t he By cit dinteaian Tl BreaBRaY: AL bhohest TS Sombritiiehed based
on these fi ndifgserand.ideddiattivgeal3). However, there have not been any

reports about this lactobacillus regarding an improvement

in physical health or an improvement in QOL based thereon.

15 [Prior Art]
[Patent Literature]
[0006]
[PTL 1] EP1661983B1
[PTL 2] EP1854363B1
20 [PTL 3] Japanese Laid-Open Patent Publication
No. 2010-222329

[Detailed Description of the Invention]
[Problem to be Solved by the Invention]

25 [0007]

An object of the present invention is to provide

a QOL improving or sustaining agent, in particular, a
physical health improving or sustaining agent, using
Lactobacillus ONRICbH0240 (FERM BP-10065) strain

30 (hereinafter, also represented as Lactobacillus b0240
strain). Furthermore, another object of the present
invention is to provide a vitality improving or sustaining
agent, a fatigue recovery or alleviating agent, or an
anti-fatigue agent using the Lactobacillus ONRICb0240

35 strain.



15 studies. Mire specifically, the present invention provides the invention
set forth in the followng. (1) QCL |Inprovenent or Sustainnent

I[tem 1-1. A QOL inproving or sustaining agent containing Lactobacillus

ONRI Cb0240 (FERN BP-10065). 20ltem 1-2. The QOL inproving or sustaining
agent according to item1-1, containing not |less than 104 cells/ng of the
Lact obaci | l us ONRI Cb0240 ( FERM BP-10065) . ltem 1-3. The QOL

i nprovi ng or sustaining agent according to item1-1, containing not |ess
than 104 cells 25 of the Lactobacillus ONRI Cb0240 (FERM BP-10065). |tem
1-4. A food, beverage, or pharmaceutical preparation containing the QCOL

i nproving or sustaining agent according to any one of itenms 1-1 to 1-3.
ltem 1-5. A QMedamprio riploringudihei Rireglemi hod 30 for an ani mal that
requires inproygggnt or sustainment of QOL, the nethod conprising a step of
causing the animal to take in the QOL inproving or sustalnlng agent
according to any one of%Fiéﬁ§sfnf {-§vengors have conducted ghorguals A QoL
i mprovi ng Sor sersaiaii nigy metdead t85 sbaveathanabave tdatcr Hopd resob g ovenment
or sustal nmenin @l adkuddda it %teheqceeﬁgéifmg Gt @ Dfo CAUSI the

animal to take in th bever age, armaceut i cal preparation
according to W%%ﬂﬁ@.gffeCt of enhanClnHt@ﬁ?ilqaltkﬁﬁ¥ﬁh{1&ﬂ(ﬂﬁﬁﬁ4QQk?r
ONRI Cb0240 (FeERMjS?eBR 0 Emhaheringarttacti uyi sigela €6t Ifﬁ)tt’i)j/llélglsornot

sustai ni ng agjﬁ S eé %?:?&Lxcalanﬁe%!nt QflngEOX nfgésé)l{lrgi <%1al &t allatlng

Item 2-1. A roving or sustalnin ni ng

Lact obaciPl ustENFQ‘G)OZEB (iﬁERML?LGBPUl@mseHQ élmworﬁhélamf?ym cal health
i LrprOVI ng olr |§wdwdmuﬁ tagant a%C@OFldbﬂgtt@fl $€oh 2ei%fe<€@§1t apﬁ%%\_g:amot | ess
than 104 cell;s t Lact obaci.l Lu Rl FERN BP- 1 S 151 tem
23 The phySIEmthSAN P9 AIPOCRd SIS CREAI AT M hget B Ui T o 1 em
2-1, cont ai nifiitprhdiheg @y stilead agpecél- | sThyd nies dnde ticlygaitiions hgNRP€B0240
(FERM BtP- 100@ﬁécorﬂ§1qr§h%ﬂ4t ! bae;ﬁfaogel thegelr ?gﬁm@és PARd Wic{fﬁdl 20 t
preparation c ini ng, the a rOVI or_sus a|n|ng agen
accordlng9 gﬁvﬁbﬁ% 0 Of?egggﬁl ¢% é& thd T3t an 1285 A physi cal
heal t h |nprcnpnﬂyxﬂeas¢§Eaumwngt¢9nhsdtf6prah amivied fdvbkowiarpui r es

i nprovenent o Syt etlenPh¥s! aktAeahély the nmethod conprising a

Item 1-1. A QOL improving or sustaining agent
containing Lactobacillus ONRICb0240 (FERM BP-10065).
20 Item 1-2. The QOL improving or sustaining agent

according to item 1-1, containing not less than 10*
cells/mg of the Lactobacillus ONRICL0240 (FERM BP-10065).

Item 1-3. The QOL improving or sustaining agent
according to item 1-1, containing not less than 10* cells

25 of the Lactobacillus ONRICb0240 (FERM BP-10065).

Item 1-4. A food, beverage, or pharmaceutical
preparation containing the QOL improving or sustaining
agent according to any one of items 1-1 to 1-3.

Item 1-5. A QOL improving or sustaining method

30 for an animal that requires improvement or sustainment of
QOL, the method comprising a step of causing the animal to
take in the QOL improving or sustaining agent according to
any one of items 1-1 to 1-3.

Item 1-6. A QOL improving or sustaining method

35 for an animal that requires improvement or sustainment of



25 step of causing the animal to take in the physical health inproving or
sust ai ni ng agent according to any one of itens 2-1 to 2-3. Item
2-6. A physical health inproving or sustaining nethod for an ani nmal that
requires inprovenent 30 or sustainment of physical health, the nethod
conprising a step of causing the animal to take in the food, beverage, or

phar maceuti cal preparation according to item 2-4. Item 2-7. Use
of Lactobacillus ONRI Cb0240 (FERM BP- 10065) for manufacturing a physical
heal th inproving or 35 sustaining agent. 4-5. (3) Vitality inprovenent or

Sust ai nnent roving or sustai agent
cont ai ni ng La%? obaC| metraﬁﬁlcﬁ%)fi&lﬁgEﬂl\/ﬁléﬁg18?%?‘18}‘?% ZaHJﬂ%i ality
i mprovi ng or Salst almi e Faygbntbeyea@odi. ngrt Dhﬁr@weullc@bmla@pﬂlrﬁgtm | ess
than 104 cel | sé¢s@r®fnd he Ladphag | | us ONRI Cb0240 (FERN BP-10065) .

Item 3-3. The vitality jnpraqving. or sustaini nt accordin item 3-1,
cont ai ni ng not |ess thafntr%bﬁ‘ el I’$€o f)% h@cEagg‘Bbgi‘ﬂ?l &%ZWC}E%&ERN
BP- 10065) 5 10BR el @), A1 gedufbeterdgg, aoQOphanpaceiny cat puepmaimatipn
containing thggmit¢ality inproving or sustaining agent according to any one
of items 3-1 033 . Item35 AV|taI|ty|rrprOV|ngor

sust ai ni ng methoe g (THREOVERE SLi PP bS yEMBEeRt or 15 sustai nnent
of vitality, the mat hoctma(mmr—llsl mgpaysﬁealoﬁeaatuslngpfdﬂ@uagmdml to take in
the vitality I t s
31 to 3.5 STRERMAG Yol R Ao e PORREEL N R EPR et o
for an afPmalBR1EO4Pqui res inprovement or 20 sustainment of vitality, the
met hod corrprl sing a steapenf 2causirhg bhgsaaanahe&ptmampwvirr@ d®od,

bever age, pr n,_accor di to item3

ltem 3-7. Use % Z{}qﬁt%g}oaé%ﬂt %%%ﬁﬁé:ﬂgzm %gﬁﬁl\?%h 1‘6%%31911?‘9 Mhuf act uri ng
avitality i rﬂpﬁ%ﬁ/lﬁﬁgﬁfbrloﬁSCéhéﬁémgn% e fiac fehaddgtliupu ®NRIEHPEHY or

Al l eviation (FERM BP-100d59m 4-1. A fatigue recovery or alleviating agent
cont ai ni ng Lact obaci | | us O\Ilgl gbo% gEERI.\/I B %ggfa)l ltem 4-2. The fatigue

recovery or alleviating ysica improving or
sustaining agent according to item 2-1, containing not

less than 10! cells of the Lactobacillus ONRICb0240 {FERM
BP-10065).
Item 2-4. A food, beverage, or pharmaceutical

20 preparation containing the physical health improving or
sustaining agent according to any one of items 2-1 to 2-3.
Item 2-5. A physical health improving or
sustaining method for an animal that requires improvement
or sustainment of physical health, the method comprising a
25 step of causing the animal to take in the physical health
improving or sustaining agent according to any one of
items 2-1 to 2-3.
Item 2-6. A physical health improving or
sustaining method for an animal that requires improvement
30 or sustainment of physical health, the method comprising a
step of causing the animal to take in the food, beverage,
or pharmaceutical preparation according to item 2-4.
Item 2-7. Use of Lactobacillus ONRICb0240 (FERM
BP-10065) for manufacturing a physical health improving or
35 sustaining agent.



30 agent according to item4-1, containing not |ess than 104 cells/ng of
the Lactobacillus ONRI Cbh0240 ( FERN BP-10065). Item 4-3. The
fatigue recovery or alleviating agent according to item4-1, containing not
| ess than 104 cells of the Lactobacillus ONRI Cb0240 (FERN BP-10065). 35Item
4-4. A food, beverage, or pharnmaceutical -6- preparation containing the
fatigue recovery or alleviating agent according to any one of itens 4-1 to
4-3. Item4-5. A fatigue recovery or alleviating method for an ani mal that
requires fatigue recovery or 5 aIIeV|at|0% the nmethod conprising a step of

causi ng the a(g)nq}lttaoi tﬁ_}(%ﬂ ¢or alleviating agent

according to A fatigue recovery or
al | eviati ng nethod for Hd®Mhr el B F{écttalléﬁia'l HBRTPRIPGURT r BEOVRIYIRS 10
al l evi ati on, aicjmnfraidmfhleanm lmm@bacsuepsomga@smmgotruealammmildcmﬂ)ake in

t he food, bever age, or e n 4- 4.
Item 4-7. Use of Lact obac Irgﬁg I"égﬁﬁﬁé{kﬁ%ﬁ)@ﬁ’g@éﬁ% étoa rBacturl ng
a fatiguedr ectH&Y asicomBliglg & ditieg 3a¢en@0nt%}nm|n¢’atlm than 10°

ltem 5-1. An @dtis frdf '@&kﬁﬂ%&:t@%ﬁb@ﬂ@hggohﬁf@@@mm| { EsrMONEY Gl JA2A0 ( FERN
BP-10065) . N g}'ﬁl %\ Z IL_l -fatl(?ve agent accor dlq?g to 20
item 5-1, containing not ‘3"19335 ‘han 184 B FE/ HEPBF Ve Tact'ohatit

ONRI Cb0240 ( FERWIBRCEOBBENI to item 3-1,| centaidingheotintéss athiajud tdgent
according to ddem 5>f11tlfe0'1.ta%‘t'3>'b%9:1'1@hs| @ﬁﬁlé@@mé%ﬂ@}@i'@ﬂiodé‘ﬁ

Lact obaci | | us ONRI Cbh0240 ( FERM BP- food, beverage, or
phar maced®i cal prepar atli Sortt alAmeQ thBe§ﬁ¥?9?at?ﬁtﬁhﬁﬁ%?e%?d%ﬁldl ng to
any one of itmmpddtitom Sodtaining the vitadkitp- bmprowviang ieof ati gue net hod
for an ani malsddaki fiealidqeh ARdooklihgUes Lhe SELNOE LOSR I SINGQ Siep 30

of causing the animal to take in eantl- gue agent according to any
one of itens 5-1 to 5-3tem 3-5. A VltPtléﬁi’Slfﬁpr%ﬁl%%t‘Prf%iﬁ@Pé”rP& hod for
an ani mal t hatetreglificas aantan-iatli ghat kbguieéhoimsospemeaning @ step of

causi ng Ege fHHé?ﬂi&ﬂ%&ﬁa%% QQt%HﬁtEQOQhebﬁX@ﬁ@@eboﬁgrising a step of

causing the animal to take in the vitality improving or

sustaining agent according to any one of items 3-1 to 3-3.
Item 3-6. A vitality improving or sustaining
method for an animal that requires improvement or
20 sustainment of vitality, the method comprising a step of
causing the animal to take in the food, beverage, or
pharmaceutical preparation according to item 3-4.
Item 3-7. Use of Lactobacillus ONRICb0240 (FERM
BP-10065) for manufacturing a vitality improving or
25 sustaining agent.
(4) Fatigue Recovery or Alleviation

Item 4-1. A fatigue recovery or alleviating
agent containing Lactobacillus ONRICb0240 (FERM BP-10065).
Item 4-2. The fatigue recovery or alleviating
30 agent according to item 4-1, containing not less than 10*
cells/mg of the Lactobacillus ONRICb0240 (FERM BP-10065).
Item 4-3. The fatigue recovery or alleviating
agent according to item 4-1, containing not less than 10*
cells of the Lactobacillus ONRICb0240 (FERM BP-10065).
35 Item 4-4. A food, beverage, or pharmaceutical



35 pharmaceutical preparation according to item5-4. -7- Item
5-7. Use of Lactobacillus ONRI Cbh0240 (FERN BP-10065) for manufacturing an
anti-fatigue agent. [Effect of the Invention] 5[0009] Wth the
QOL i nproving or sustaining agent of the present invention, QOL on which
great value is placed in the present day can be inproved or sustained. In
particul ar, the Lactobacillus ONRI Cb0240 strain has an 10 effect of
enhanci ng physical health. Wth this, the QOL inproving or sustaining agent
of the present invention can inprove or sstain QCL particularly fromthe

physi cal aspect. In addl ti on, W th roving o sustal ni ng
Dt of ¢ he Br o, st at, dhe: EatArry HechRet S L Shi
heal t h i nprovagenbrasustdiing g aggnvnel nfaddens oh;1iwo bre. det ai I the

Lact obaci |l us 0\'R' 024 3 reaisn Rag R oRES E&Eo@érf”é‘@“&ii@vi’éﬁﬁlgt% an
effect of makin g atlgue unli kely to oCcur, and an effect of |essening or

al l eviating 8% ‘W%é?bﬁ%?@mltﬁ@aGCEegﬁlFﬁﬁr%@Fh@u%rr%ﬁﬁﬁ%ﬁ¥u%@ agent of
t he present |am/Bem1a1mdrs ahe0 mes@od! casprasvhyaai syep npf ovawging tdest ai ni ng

agent; a fat'&‘x’ﬁniym Cg-]'a)kf ANt pQr f%tflgh!egi‘gcébéf | 3¢ %ﬂléngﬁ(‘ézf

particul arly, atigue recovery agent sica I3’;1§{|gue
al l eviati ng @8t ascontiast itor &Ygeee28taders ﬁt)blb‘]’ ith the present
invention described abawem i4-6i.s Ap@asiblhie tecerevensr %li@ﬁﬁeﬁmrﬁg decline in

physi cal heal&@t eéqﬁl tx_l ng farnq_maql sC%rra¥m§f Fregefgyl ué alcé ‘338 A}pcl udi ng

insufficient res slee irregu ern Iac XEer ci se,
i ntense éﬁerc@%%ewa@ilﬁgl éﬁi’@ W@@Si CP@PFhéiﬁﬁr@ SYRR Ho¥ Héalﬁﬁl-:lﬁrﬁhe

i nvention desa::{irkeeld B ke Shi fthieN@ob@, ObedE¥a§6 eNBAtpiRd rifacaEidd it | onal
predi sposi ti on_of et'r#%l easi | y..fat |t§ueg or chr onically 35 fatigued, or a
weak constit TSR Be I5EFEtPEd B 4slppressed. Still further, with
t he present invention, Iean WenUaneOﬁabaatebﬁ@iltw i MR &aE0 | 4FHREE| i ng

fatigued sucm@slddss;)hefc&a%%nwffabstﬁr%@kacgas,ig&éltf@ébvéﬁyI&:pOSSI ble to
pr event war se rﬂfengf the con tltutlon or to

iating agen
(5) Anti-fatigue
Item 5-1. An anti-fatigue agent containing
Lactobacillus ONRICb0240 (FERM BP-10065).

Item 5-2. The anti-fatigue agent according to

20 item 5-1, containing not less than 10! cells/mg of the
Lactobacillus ONRICb0240 (FERM BP-10065).

Item 5-3. The anti-fatigue agent according to
item 5-1, containing not less than 10* cells of the
Lactobacillus ONRICb0240 (FERM BP-10065).

25 Item 5-4. A food, beverage, or pharmaceutical
preparation containing the anti-fatigue agent according to
any one of items 5-1 to 5-3.

Item 5-5. An anti-fatigue method for an animal

that requires anti-fatigue, the method comprising a step
30 of causing the animal to take in the anti-fatigue agent
according to any one of items 5-1 to 5-3.

Item 5-6. An anti-fatigue method for an animal
that requires anti-fatigue, the method comprising a step
of causing the animal to take in the food, beverage, or

35 pharmaceutical preparation according to item 5-4.



5 inprove the constitution. [0011] From t he above descri bed
standpoi nts, the present invention can inprove or sustain physical health
regardl ess of age or sex. 10 [Mdde for Carrying out the Invention] [0012]
Enbodi nents of the present invention are set forth in the follow ng. 15The
QCL i nmproving or sustaining agent of the present invention is characterized
by containing Lactobacillus ONRI Cbh0240 (FERM BP-10065) strain as an active
i ngredient. As described above, the QOL inproving or sustaining agent of
the present invention can be used 20 particularly as a physi cal heal th

i mprovi ng or sustaining age a vital.i L npr oy o) n

fatigue recovery agentgrc gl guéJS§| Pévﬁéf%ﬁga%%ﬂ\? é%ﬁgi?@@at&gfg}g;agent
or the like. Hhel@®i@r e, e mdnaflagturiegeanr anbi sbatharacaeeitzed by

contai ning the Lactobacillus 25 ONRI Cb0240 strain as an active ingredient.

[ 0013] The Laﬁ%gba0|llus ONRI Ch0240 %train used in the present invention is
a | act obaci | | U&E5et &tfled s RV TdCEal source, and was deposited to the

I nt ernati énal [B@0%¥hat ent Organi sm Depositary of National Institute of

Advanced I ndustrial Scignge {gpd IﬁpgﬂggggxnéA%Eﬂgusﬁgtgf%% S 4gqg@pendent

adni ni strative institution and wiose res 6, 1-1-1
H gashi, TsuHHHé}”Fﬁ&F&kHPYRﬂ&%Q,'OQOAu@HsWhB?hZEB%?tuﬁ@%?eaﬁsde§§§1on 35
nunber of FERM PeHO4MEseOt @it ldan bk hagrbeea or9sustansée@rrad to the

ot Shhas! Toip LRSI MU 6B, NS RRLEEGEE, AR RMINGE S EERY
is knownl10lt afkrAtd e aidradringarhyisd csl headbhcei IWiid AURISCOHGPL0 OOLr ai n
used in the pimsefting or sustaining agent of the present invention can
improve or sustain QOL particularly from the physical
aspect. In addition, with this, the QOL improving or
sustaining agent of the present invention is particularly
15 useful as a physical health improving or sustaining agent.
In addition, in more detail, the Lactobacillus ONRICDO0240
strain has an effect of enhancing vitality, an effect of
making fatigue unlikely to occur, and an effect of
lessening or alleviating fatigue. Therefore, the QOL
20 improving or sustaining agent of the present invention is
also useful as: a vitality improving or sustaining agent;
a fatigue recovery agent or a fatigue alleviating agent,
particularly, a physical fatigue recovery agent or a
physical fatigue alleviating agent; or an anti-fatigue
25 agent.
[0010]

With the present invention described above, it
is possible to prevent or lessen a decline in physical
health resulting from disarray of lifestyle factors

30 including insufficient rest and sleep, irregular meal
patterns, lack of exercise, intense exercise, aging, and
stress. Furthermore, with the present invention described
above, shifting to or advancement of a constitutional
predisposition of being easily fatigued or chronically

35 fatigued, or a weak constitution can be prevented or



invention was classified as belonging to Lactobacillus plantarum at the
time of deposition to the International Depository Authority; however,
associated with a later change in the standards for classification
(Francois 10 Bringle et al., International Journal of Systematic and
Evol uti onary M crobi ol ogy, Vol. 55, 2005, p.1629-1634), the present strain
is classified as Lactobacillus pentosus. [0014] The Lactobacillus

ONRI Cb0240 strain, which is 15 contained in the QOL inproving or sustaining
agent, the physical health inmproving or s8staining agent, the vitality

i mprovi ng or ali ni ng agen he.fatigue, recovery agent, the fatigue

al l evi ating a%‘gﬁ‘%]fe%%% 'ant%;%-l %t }f&ﬁgﬁgﬁen‘f’}t%rg?%epﬁy‘ﬁ(e t(h]é}vef?rﬁafﬁner, al so
represented 26ver winen Qale ihfs gvigegsdritsidpai pfngaagént feeltng) of the
present inventipigud@Yskéh 1ds arsStidee RlsedwlitheabdehRr EUALti PutiSh at e of a
dead bacteri un]f a processed product of bacteri gl cells, or in a state of a
m xture ther eb? . PREFEPIS 19 RF S e roERePd g PECEBBaEPPFEStTRIQ? 9% et St at e,
al so 25 i k¢l utlesrowe ctihtd wrandtiiquitdomedi um of a | actobacillus, a suspension,
a crude purifjgghpfoduct, or a purified product of the culture liquid

medi um and bacterial cell powder obtained by dryi ng the live |actobacillus
with |yophilization, spreBf dhif fPover dereripre, Sgﬁﬁ PSipbE. 3B¢inited as

|l ong as it ispreésentiMeveattaiten dan tiphooeeprasdeadibaphesidalisealth

llact obaci | lus o, askidd et fe,ohtained by perfornmng a chemical treatnent
or a physical treatnent suchh as heat treatnment, radiation treatnent, or the
like on &% actobacillus in a live state, also includes 35 bacterial cell

powder obt ai nptody £5yicrtyiad actobael Thuentidly in the killed state with
| yophi li zat i O{]OOIS?L?y drying, or the like, and is not Iimted as long as it
is a dead bacteriu Still further, a processed product of bacterial cells
is a bacterial cell di dMsdinendist giftnddebprssansr ypvengian| aceodekil | us

usi ng honogeni@@atn Oih Bk EWMBRUinG .t reatment, an ultrasonic treatnent, or
the Iike,_and al so inclqlggae%e owder_of. t he_ bact gri.al. cell dj Srfp i on
ct Ptz

obt ai ned By drying the APEIVIG; SFuBEPSRATIPHE RYSPh ®%on, spray
drying, or theréesaet iftwentydradisolsdeiraictsrOXRICOP240nsatalngcont ai ned in

t hef QO_b: npr QYA@Q?EI{cﬂH?i@'qub@@Q@t (Feke: oL 1bg@gprt§§ﬁainl ayeghion | Sd
preferably in a state o i,ve bacterium ea erium, a processe

P oduct of baRTEr G diens- oRf ReErEbe dore s et il g n
state of a dewd sibstraiotierd wgendr of rdhet presehtaihivertbact ean ube amsed dead

bacteri upy a_'}?ar?@!féﬁ‘ﬁirlﬂf LT ¢1SalNhBad LA ﬁmgioaiﬂsagr bagt€4isRg (0015)
The Lactobacill us ONRI Cb0240 sfrain used in the 20

) 20 QCL™i nprovi ng or
sust ai ni ng agttPt et VG itYe IHPSOFARY ﬁyeﬁP?BﬁlEéﬂgbéggBBmabga@cﬂ‘feuri ng

t hereof in a mechwsny agent, a fatigue alleviating agent, an anti-
fatigue agent, or the like. Therefore, similarly, these
are also characterized by containing the Lactobacillus

25 ONRICbLO0240 strain as an active ingredient.
[0013]

The Lactobacillus ONRICb0240 strain used in the

present invention is a lactobacillus isolated from a
natural source, and was deposited to the International

30 Patent Organism Depositary of National Institute of
Advanced Industrial Science and Technology (AIST), which
is an independent administrative institution and whose
address is Tsukuba Central 6, 1-1-1 Higashi, Tsukuba,
Ibaraki, Japan, on August 6, 2003, under an accession

35 number of FERM P-19470. Currently, it has been



suitable for the growh of the strain. The culturing nethod is not |imted,
and, for exanple, the Lactobacillus ONRI Cb0240 strain can be grown by
culturing thereof in a 25 medium such as MRS nedium LBS nmedi um Rogosa
medi um or the like at 30C for about 16 hours. Furthernore, after the

cul turing, bacterial cells can be harvested by, for exanple, centrifugal
separation (e.g., 3,000 rpm 4C, 10 mnutes) of the culture (culture
fluid). FurthernDre the 30 Lactobacillus ONRI Cb0240 strain used in the
present invention nmay be cultured (fernen?ed) in the presence of materials

such as m |k, é§9§% ég;tJ t%?%a%&hﬁaloﬁeéggltd¥% Aé%ﬁgffg Ya

descri bed abov acterl I's can este centrifuga
separati on af by %WM?QE?%ﬁﬂQQuqqﬂ?erTﬁé FERMoBF nf0eah- al be used in the
present i nvebddios:idl agilddlr exatiefenetit @tde pr.adtcbac oI 1 haronst@sb bact eri al

cell s obtai ne §%f§ 9Qﬁ§ﬁ?ﬁﬁglab9¥e guf&b gqﬁh%quﬁﬁﬁpqﬁpntrate of the

culture or erial ai ne i hg the obtained
cul ture, 5hct%@¢%9bqpk%ﬂ4%;0Nﬁﬁ9@@ﬂ§poﬁtré#nc@ﬁ@@n%@at%ﬁ REGIRAL

| yophi |'i zat i ofv&pr@yn drad rtg.,aSQ;rlftlQ@ hbkeelarﬂgl@@e@@rm(b@csbé@nmmm may be

f d d h
D herror o TEEREARE S it P 62 ARPER EhY ot "Earehd HREe e 1914 hur i ng

(f erment at i onjepdrsiftorey Mﬁmmé:mahpmverheaﬁa@@mm@ with aslafidik,

veget abl es, fénddge G 3RY JHdniapief %@bbyaB@y@l@aﬂ&hd fYalded 1o or
hi gher t evel %h as that of a |li descri bed

above. H@n S el 18 eatasinnny tgtrpel ot straaele Ay

invent!on hasEtolwomrainy tMierdohdiodbayi, | Va3 . Rl ChOR%) st1e2h- 634N acti ve
ingredient. Ther g\ U&n Qitfa?&%”&' L1885 Pee ks TREPYLAY P1uSUSLRAL Y,

agent, etc. the culture may be used w thout having any processes perforned
t hereon or af&%ﬁ ﬁﬂaV|ng 20 performed thereon a process such as
honogenlzatlon or the |THee LagtoblaeiabageONRECHO bea @tﬁ@ﬂmaIWMthnms be used

as the Qg %d%?% %Oag jdﬁ%%a'Q@L”Q_mggS%n ebe- s&QQCJr egd e tn

Lactoba0|llus strain is contail ned |nprOV|ng or
sustaining a Sl%ﬁ%:h64¥tﬁl%ﬁpﬁpéééﬁtan§BﬁF?bﬁl?% %9?? e St@ate, fromthe
poi nt of furtxhﬂraJhluyellynp&tnﬁzt]mgmomgshbeahnyﬁgsa@éﬁt |the5f49t;egfueé abl e t hat

the QOL inpr ni e i tional
conponent suﬁ¥ %%%E 36%§r%%?ggu? %%le{géﬁfﬁgc ??% 25@?2%% 40 strain
in the Cxl.lrﬁﬁﬁﬁﬂqﬂ;QﬁeQ$uspé' ngg lagenf{hegetnaf {1 ne2 kSR aF§RTSIRIH ot

nut lr3| tional coypanreor ﬁ@iﬁdﬁﬁ.n@e%@eétﬁbvalﬁﬁﬂﬁoﬂwﬁl 8, odtcf oy exathd e,
carbon sourc y 0 a sucr cto extrin

sorbitol, 3%f5§%n:%'dg¥ﬁ%'§5 F%& be 1Pr§g%ﬁ§§%u?€e% gﬁ% db éterl

extract, pept@héﬁfﬁﬁﬁx3£¢2ﬁ-@ﬁ@dlP@@teVFﬂmniﬁspr®¢ﬁ%$%¢sPrQ¢@%@<ﬁ%talIic

el ements, anthgidati NUtddti<ONdr GANRORRRALS. 08PEChfikEuesape@sodl Mid@ ns

' ncl ude VItam'llVe\ﬁaé%erlum 1%'%?Eh2tgba¥££fﬂé”in a live state, also

25 includes: a culture liquid medium of a lactobacillus, a
suspension, a crude purified product, or a purified
product of the culture liquid medium; and bacterial cell
powder obtained by drying the live lactobacillus with
lyophilization, spray drying, or the like, and is not

30 limited as long as it is in a live state. Furthermore, a
dead bacterium is a lactobacillus in a killed state
obtained by performing a chemical treatment or a physical
treatment such as heat treatment, radiation treatment, or
the like on a lactobacillus in a live state, also includes

35 bacterial cell powder obtained by drying the lactobacillus



E, vitamin K and the like. Specific exanples of trace 5 netallic elenents
i nclude zinc, selenium and the |ike. Specific exanples of other
nutritional conponents include various oligosaccharides such as
| act o- sucrose, soy oligosaccharides, |actul ose, lactitol,
fructool i gosacchari des, and gal acto-ol i gosacchari des. 10[ 0018]
Furthernore, the QOL inproving or sustaining agent, etc., of the present
i nvention may contain an optional conponent as necessary. As the optional
conponent, for exanple, an edible or phéﬂﬁﬁbeutically acceptable 15
carrier, addifjiv : | d JTBY: e hE .Exa 0, edi bl e or
pharnaceutica%*yggﬁg%iéggﬁefégi'rieﬁgbﬁ‘agggggggtﬁgérzg ?g ué%%s %ég?g,
exci pi ents, bFRgelEke didhtieymet SLimitisdi @antendt Afckbnifg2 agedts,
?Frfacpants, paﬁﬁefB@wJaEQﬁﬁl F@Eth@gﬁage@iéceiﬁtdEﬁﬁﬂdﬁgnwa'sweeteners, 20
avorings, p and. the |ike, ar ommn n [ se
skilled in thégg?g%f%ln églalnS b aapg’raoc}re:%g & ;?g%% ?%?5‘@1?‘%60%2@8%%5@(280% fic
exanpl es thher@ssripeinged lagfedasifddisausaol hompgepizatipinearol utions,

fruit jui g_es,ela ab:éclﬂﬂ@ﬁstn@sm PiBNtA t34&bnds 25ieh§ﬁéﬁ§,e,%y\hﬂ§@ E,Eié,l_
sugar, sodiumchloride ugcose ea, starc al cium c pate,, kaolin,
crataltine cBifuhae InPhdde SonrE o5t 86 e BRb phar Lt cor e SR 4t o
dextrin, and ehealn&e;byidideityg dich besteatied, cet haddsruptbpaneithsi npl e
syrup, glucoseysghitifSiors! afthys AriytingnS orgehat 1hk80 s@lditions,

car boxymet hyl _cel | ul ose, hydr o%r o%yl cel | ul ose, _rreéhxl cel | ul ose,

pol yvi ny {3y r BEFHOPRCI P i HRYGH024 %S drAtBgFaRt 8 1BEE N1 BstRar 88k y et hyl
cel I ul ose sodimprocimdooay retshdindeld wigesd , caltci. unf tbe subsént ut ed
hydroxypropyl ; GeL ] 9585 qfﬁ/ei%gaarbcl@r %04 g%@ggwaseuég BQ&‘E’S’fE&a??ﬁg

| am naran powder, sodi um bi carbonate, -13- calciumcarbonate, an
like; |ubrica®®ld SRRACSS YR i iRdPaesised predrstest BaFterididcpbiwieror
pol yet hyl ene glytotyranthdrwwi i kere hirelfenbbgyagenis sushats ¢gel atdeésd gum
arabl e, Q%X”ﬂagcté?ﬁﬂ?(,l o“ﬁe'al W195%re ROLY Y1 Y] BXEEQHQ&”EndPQ'M%I%é‘Y'
al cohol , hydroxypropyl” cel l'ul ose, Xanthan gum pectin, tragacan gum
casei n, al gi nPRCERTHIMaitnG Ha1qthes pPagfraePait 4SséBh2astpbeydkyet B§2@ne
sorbitan fattyaecesiw@sters, sodiumlauryl sulfate, stearic nonoglyceride,
and the Iike;E@@f% O sweeteners such as stevia, saccharin, acesulfamK

r

aspartane, sucralose, and the like. [0019] By those skilled in
the art, conponents thdthead@qisbdcdd lyecONBAFP0SAR pErapprepedate| he

sel ect ed2pandgdheirbr&bialtf byt ah ihlge agerpoNests, can breapgreuséed as
appropriate sp as E{)éxng(nggt(%gw% %nteﬂq§dr§8rn¥h§£eg rence, 0 iﬁhe i ke,
as long as the eflect” of 't he preésent’Yi ve Fiong[s ot obs?ruc?g T o020]
20The forn}ofsmiﬁﬁwlﬁiﬁQﬁnﬁhﬁrq;qyths@étéhﬁiﬁgragént,Thﬁ(ﬁqltﬁrxﬂﬁa pr esent
invention i s potnd@rid cid@rlinilied,t @tha,ardri Behuges, tRE B£X80Pb&cisnhd d
forms such as @@ﬂgﬁg‘“gr nul .es, tag%gts, glbls Egoches, gnd gge.llke;
semi-solid fof HES TR &0 k5uIE8YDy BY uPEL EBRdRP ngR 585 ¢ eam
and |iqui2g fonedlwucings ds ¢S megemims, L8GspedsionsRogaaasnedsumsyexips, and
the like. Furgherppie ad hese frrmapRy Be headsd ifuseHdGcapHter a soft

the culturing, bacterial cells can be harvested by, for

example, centrifugal separation (e.g., 3,000 rpm, 4°C, 10

minutes) of the culture (culture fluid). Furthermore, the

30 Lactobacillus ONRICbH0240 strain used in the present

invention may be cultured (fermented) in the presence of

materials such as milk, vegetables, fruits, soy milk, or

the like. Similarly as described above, the bacterial

cells can be harvested by centrifugal separation after the

35 culturing. The following can also be used in the present



capsule, a hard capsule, or the like, to be made into a capsule form In
addition, the QOL inproving or 30 sustaining agent, etc., of the present
invention may be nmade into an effervescent preparation form The production
met hod of these forns can be conducted in accordance wi th nethods commonly
known in the art. [0021] 35The contai ned anount of the Lactobacillus -14-
ONRI Cb0240 strain in the QOL inproving or sustaining agent, etc., of the
present invention nay be set as appropriate in accordance with a per - day
adnmi ni stration dose, an adninistration mdde, the number of adnlnlstratlons,
usage 5 purpose, or.the I|k The ,cont ai ned ano f g cillus
R Cb0240 SUTRTHL et GG Y enuenr chuBTRIAPRS abaieh PG 808 ot the

pr esent |nvenbacﬁ&r%akuneﬂlannﬂﬁun@§oﬁardascrhéeéf@b@veofat$M§RﬁQ§xﬂﬂ

i n?/lentl( on is fjﬁtccﬁ&%@rfﬁe&% afff %@{ee@ulenget Be beéeérﬂyﬂbeatslpé baet eri al éo
cells (i.e., e_total nunmber o cte cteri rocesse
product of bat?¥d§hIortingd &y tdr’r‘é(ll?gc?gﬁaeh?ﬁge%\ﬁ’ggﬁﬁﬁo t%%?‘g?lﬁl‘? f or
exanpl e, Mot ¢ekbs it hasdddicel | mgonpeetenabl yuddbgt bydoiRltadtsdmy, and
more pref er abélyré&%fﬁrﬂgo“orc HeSMike . ba»ﬁéi P g L For Widn qfayt he

agent. [0022] ernore, the contalned anount of the
LactobaC|IIusb%)FQQERﬁﬂRﬁsﬂWEQQ?qq¢aPﬁ§ WOLhi REBORRAGCOFMeRSY F MYy Hyent ,
etc., of the mes&:ﬂﬁ |m'vaemh|emo|re notomROthe npd Ak | o odaare asf filvel eftflgct of

t he present ot A d tal nunber of
bacteri al ceI #féihéﬁgg% aC| ?Iéﬁ%F%ggﬁﬁglg??a|%Q?n£g single unit of
the agentl0is %@EﬁﬁnﬁQﬁlQSGNﬁﬂQLmQﬁﬂilﬁé§sSﬁﬁhna§0ﬂlébkIX?Q%F%?é?%bIy 106 to
igéZ Cellloi’z nmlﬁielm E‘fcﬁﬂ‘ aéﬂr?/ k0% tpzezarfh]@lg ne{zllaSa andiéuty hequpr et@r@gl y
to cells romthe nt iciently a g esire
effect, the to%%.er et ofeﬁq::%}ﬁa %befﬁsglé pggg%céfag 11%8 ?erably 108
to 1011 cel | slO@kal t he total nunber of bacterial cells is further
preferably 109 to 1010 gfldescrd®M03Bpve, the QOL Eupfbeiﬂ@rer t he
adnlnlstﬁ tion dose of the qﬁ} 1%? ovi_ng, or sustg ing ent. etc of the
present itnvent o HS DS} us asoéFngSpP sre™ RBFEARCRT tR age,
sex, synptonscomwaiﬂuihaI&@Cﬂﬂhdcﬂmémﬁr@Nﬁécbﬁé4355§§ﬁinléﬁréﬂléﬂtuw%e per
day for an adydredfni Ot @heRUFBEE, fé]'is e}Q&m;b:@é:t edd aﬁh&@d§ Qlpridifing
Lact obaci | | us R Cb0240 strain is, t han 104 cel |l s,
preferably 10%° PR 138 Hor 51 égﬁbgy %E?etﬂaXOéﬁ E%?ﬁszEﬁﬁPt
further prefema&ﬂgg]ﬁﬁytprduhﬂﬁasﬂgegfoamed themebheopoahtes bavemdiciently
obt ai ni ng ot hepdesd idh 8f{&on id drdcess such as homogenization or the

like, or the above described preparation may be used as

the QOL improving or sustaining agent, etc.
[0017]
When the Lactobacillus ONRICb0240 strain is

25 contained in the QOL improving or sustaining agent, etc.,
of the present invention in a live state, from the point
of further finely sustaining the live state, it is
preferable that the QOL improving or sustaining agent, etc.
further contain a nutritional component suitable for the

30 growth of the Lactobacillus ONRICb0240 strain in the QOL
improving or sustaining agent, etc., as necessary. Such a
nutritional component includes respective components of,
for example, carbon sources such as glucose, starch,
sucrose, lactose, dextrin, sorbitol, fructose, and the

35 like, nitrogen sources such as yeast extract, peptone, and



particularly preferably 108 to 1011 cells, and further preferably 109 to
1010 cells. The above descri bed dose may be adm ni stered once a day, or nay
be admi nistered in several portions a day. Although the adm nistration 10
method is not limted insofar as the effect of the present invention is not
adversely affected, oral admnistration is preferable. [0024] The total
nunber of bacterial cells of the 15 Lactobacillus ONRI Cb0240 strain may be
measured using a bacterial nunber measuring nethod or a bacterial nunber
nmeasuring device that are conmmonly knownrli2x the art. For exanple, as the
bacterial nunber neasurlng devi ce commonly known in ihe a%# a nlcroifope
t&th

a flow cytometle, %ﬁeiaY&$4%ﬁﬂ§jIW%H%ﬂﬁéswbggﬁFFnﬂegﬁ
(Regi stered Toaﬂeﬂamkﬁrimrmchﬂctcdnfpoﬁam&som@@mﬁngw@deﬁ) Ltd.) can

be used. In B?sdaﬁg Efhedd ably g, N6 1kahdh nggpffaﬁ% nDactery ghs cel I s

was neasured usin M/cytone er at 'a stage |I|zed bul kK powder
was 25 producBd. V{tﬂﬂ&ﬂ . and the 1Pﬁ¥%he$ﬂ%ﬁ%fl%nﬁ%ﬁﬂﬂ¥%ﬁﬂq FI895 ect of
the present im¥eallion éBenm@itd iifidledieasinenNgsasehiuns andathasalindose

object is to Lnprove or._su taln gx% t hr I OPr QVi u i g
physi cal heal ﬁgc %F eSO T he anFﬁﬁigHgQ §g°h%gn§é+§gggéﬁgafﬁﬁd%%%
however, in adafi¢es Qlﬁgquﬁchﬂﬂmdﬁﬁ;S@@hnﬁﬁsl§9§ﬁ'a§C§@F§:aﬁ@yl|vestock

other than MegIRySsaBhdeidd] qmulmrelh&tm@ohi nktakten in the age or
sex of the ap lcatlo supj ect of.th resent 35 invention. -16- [0026]
0 T o1 a8

The QOL i nproVTh¥ H?t¢ H nd™y aC§ lgPs?ﬁgh%¥% i nvention can
be applidd to[@@b@]or a beverage. Mire speC|f|caIIy the QOL inproving or

sustai ning agent, 5 etc?urﬂﬁefﬂﬁ%d3rQ%%nbohnﬁﬁBEbQQnQaBrb§u§§§ﬂnﬁ§gan
additive to food or a beverage AL h such foo cont ai ni ng the
Béht

evera
QOL i nprovi ng@8FPEustF ni RE SRt lBVeP%éOBrgggn?oﬁﬁeéﬂt?Bn t he
ef fect resul topgiémain ¢drepdanti npr odaeg sarysudsaithengpagentl epoponehtt he

present 10 in t t f I cillus
e enoogg SrEr i lples ap ORI < phasibtnest omy pecLpsions

ravi
sust ai ni 1§ ageRrries ¢ adgitithe Heddift %1ﬁ9eWFVohecSﬂnBélH??ectﬁﬁﬁﬁhﬁﬁf as a
pharnaceutlcabfptm@aéddblﬁloﬁrphahhddamt1chh&yCﬁbcéﬁtabmeovangler sust ai ni ng

agent, etc. 195 wfv@rﬁ%@mdwy 14 n@%&h emglaﬁt pédatiye to a

pharnaceutlca pregaratlon ar mace tlca preparation
cont ai ni ng t h&l R LeFHRRBYS ngl WIT GRS nF%@C§@§hPQ é?@PFSOfSPﬁEaﬁF%%E%t
i nvention, th@sﬁéfﬁ§guléfhﬁéjbeﬂﬂiﬂgtdyém@@L pail &ﬁgnamkbgsorsweetahatng
agent, vent i he romt he
Lact obaC|2I%I us &1%&%0%%%%}#%%% eehgbtlglk%ed ﬁé% ﬁfﬁ\hen tcﬂgl;
i mprovi ng or E@@W%Jﬁ¢ﬁgthﬂﬁﬁn5k¥%kﬁq in the art, and can

appropriately selected to be used. Specific examples

thereof include: aqueous media such as water, saline
solutions, fruit juices, and the like; excipients such as

25 lactose, white soft sugar, sodium chloride, glucose, urea,
starch, calcium carbonate, kaolin, crystalline cellulose,
silicic acid, potassium phosphate, corn starch, dextrin,
and the like; binders such as water, ethanol, propanol,
simple syrup, glucose solutions, starch solutions, gelatin

30 solutions, carboxymethyl cellulose, hydroxypropyl
cellulose, methyl cellulose, polyvinylpyrrolidone, and the
like; disintegrants such as carboxymethyl cellulose sodium,
carboxymethyl cellulose calcium, low substituted
hydroxypropyl cellulose, dry starch, sodium alginate,

35 powdered agar, laminaran powder, sodium bicarbonate,



25 of the present invention is applied in a food, beverage, or

phar maceuti cal preparation, the type of the food, beverage, or
pharmaceutical preparation is not limted, and the Lactobacillus ONRI Cb0240
strain may be blended in the food, beverage, or pharnmaceutical preparation
as one 30 conponent. Furthernore, in accordance wi th needs, an optional
conponent nmay be further contained therein, such as, for exanple, an edible
or pharmaceutical acceptable carrier, additive, or the like. Exanples of
the edi bl e or pharmaceutically acceptablé3carrier additive, or the like 35
i ncl ude, but not I|n1t e aboy escribed a ueous -17- medi a,

exci pi ent s, é§QHQR%%1 %Pﬁb L €8nt SUPTHT %%lﬂﬁlhdﬁﬁts

surfactants, plsmf:reﬂglﬁadtcnr$te\mtatt|esg agemCsacp&l regldat sl ysieetarer s,
flavorings, phOfElsaitNAdq ke enBribheons shbhtedoidn e diatidiese 5

conponent s can approprlat y sel ected bl'end armount of the
conponent s ca?iP'bea]%ﬂﬂths't@& BpprEhPyat @e%ula%S%o conformto an intended

form preber epekyvioty igyerddlkelonas ponagvasylheledhert lofdidueyprasent
invention is [ q% &¥5§él“%§%%58%0b%%28 ez@gnfOQQa?%|X§£ﬁg§%eor ggggﬂnaceutlcal

preparation containing t roving of sus ni ng etc., of the
present inverdi®is aish med ﬁmﬁlﬂéﬂeasspﬁﬁﬁcbénﬁﬁes%$¢e%% of the pr esent

invention is gxerd:8thl chie sfoaed tand rhever agedi estege, Hodiwmptlddmgit ed to,

for exanpl e, ( candi es COOkI ca rice crackers,
bi scui ts, ]6|§J¥¥%' Usgégk%Fébﬁpggﬁaﬁg ar%ona &d gg%dies éedlble sheets

edi bl e filIOm; sHeefeey s etush ,asmmervrléeoééﬁah@sll(l gu@?e%lahﬁﬁuésK gunmy

candi es, 20 eggﬂgﬁ%AMélngudﬂgyay%s,agacthe bexyerages (carbonated beverages,
soft drinks, {8%&Cpeverages al cohol i c beverages, fruit juice drinks, tea,

ener gy drlnks powder ed beverages (powdered juices, powdered soups,
etc.), dairy products Ehadoese paddied éncthe dreadeomponkess Pttemzal s,

and the |ike.,Jdy thermiss e f90%eaagpysy§£§9§1wew@£é@e,aﬁ@ru%anpl e,
food for speC|f|ed heal th usé, dietar pl emrent’s, _food %roducts for the

si ck, and®t h3§%k ameynY ofy tyge COMPR eﬁﬁgrﬁﬁﬁeﬁ?lﬁgﬂu%F @pattion is al so
not Iinited apuropmcilatde s d laes abowenmesmrtbedn3ﬂnpen@amaf®nms in solid

formme, Sem S idide, & dhelulifte! OUB10RAPAY! Ehe EELELYCSECHe

preparati ons, producti on et of these can be conducted
in accordancé?Wﬁ%Q?qniﬂﬂﬁﬂ$%ﬂﬂnﬁ§nP?tkﬁaﬁﬁrPﬁt?ﬂe art. [0029] 35The
cont ai ned anowu2mf the Lactobacillus -18- ONRI Cb0240 strain in the food,

beveragezoor pharnaceuﬁﬁ&g%orm of the QOL improving or sustaining

agent, etc., of the present invention is not particularly
limited, and includes, for example: solid forms such as
powder, granules, tablets, pills, troches, and the like;
semi-solid forms such as jellies, mousse, yogurt, pudding,

25 and cream; and liquid forms such as liquid agents,
suspensions, emulsions, syrups, and the like. Furthermore,
these forms may be loaded in a microcapsule, a soft
capsule, a hard capsule, or the like, to be made into a
capsule form. In addition, the QOL improving or

30 sustaining agent, etc., of the present invention may be
made into an effervescent preparation form. The
production method of these forms can be conducted in
accordance with methods commonly known in the art.
[0021]

35 The contained amount of the Lactobacillus



preparation containing the QOL inproving or sustaining agent, etc., of the
present invention nmay be set as appropriate in accordance with a per-day
adm ni stration 5 dose, an adm nistration node, the nunber of

adm ni strations, usage purpose, or the like. The total nunber of bacterial
cells of the Lactobacillus ONRI Cb0240 strain in the food, beverage, or

phar maceuti cal preparation is, for exanple, not less than 104 cells/ng, 10
preferably 105 to 1012 cells/ng, and nore preferably 10" to | On cell s/ ng,
based on a single unit of the food, beve‘rlélg' , or pharmaceuti cal

preparation, e nQt h etg insofar_a h ffec f the
present inven |oncy?(5524n(%t5tar vglrse ef é%te pr%gfﬁéﬁf siScal Eng agéng

Furt hernore, ¢he- cont dilredaaant qunﬁeonaeambem setsaONRPEhORPYRErain in

the food, beveﬁag@comarmarmetg iped- dﬁ"yeﬁaﬁ@hhgﬂrhﬁlélﬁ)td&éé“taﬂl nsof ar as
t he effect of j2resent inventiqn is ngt adeaﬂné ected, 20 and the
total nunmber ¥ 5o 81994 ot e BUMREF o BAc AR T %%\H‘Eb%’ﬁo WY n in a
singl e unidt opuxpesd oo, teverikge, Bhepbontateed | galurpr epfartdtd on |s al so,

for exanple, notrdwssiiNah k@R RGBT 2R Yhéoéoﬁolr{lc E@v nor e
preferably 107 to 1012 cells, and further 25 prefera 012 cells.

From t he poi n?u%?ale‘f]frf%la&ﬁqty Bt nichg tpﬁePH@§?PEdl’éY¥‘éE%°ntﬁ% B3t al
nunber of baclianitdd celdafdrs grarthec wiffely pfetbeaprygsdft twvdfiioreld s, and

the total “U”i*ﬁfle Lo EARES e LAlIE lohdl LhENEbLRI ChERBDL VoA Ofal e 000

cells. 30 0031 m nistration dose e food,
bever age 1%r $hratraCet cé%heprt(?d'é’rlaﬂuﬁ‘ﬁeﬂfanbél&ﬁj D3cEeTH3. aPpidpriate in
agc_or_dance WE&CB@&aS@@o&HﬁH@Ii?:odWctt b€ bakeer V1l hceéena) dof otlge perI |day f
adm ni strati r ” t n e ct a Se)
t he Lact obagﬁ?%s aé\ﬁll(‘%gfj\g{@ﬁ#bal I’(l) }Srsﬁgagg % EHP éngt‘?ﬂ?e X%t h%%sc

cells, prefergmy 406cedlsdng. cBreferabiy Jp‘i’efté’r él@l y A /9.0 Enel | s,
further prefaicbd ypddtap1}0hdecebl sotandi1kyag, t besp@i b ofsehdiei ent I y
obt ai ni nq t he 5. des%rtd effectt it is particularly preferably 108 to 10'1
cells, dd £ uPther® prerer y 109 to 1019 cells. The above descri bed dose
may be adm ni 6A@%¢2d once a day, or may be administered in several portions

a day. [0032] 10As desagnirie@raieve, thhecbaehohaai &heﬁng\lﬂfcb@am strai n can
effectively onpt.e inpro ai_nment Thus,

orecont | nyenrorptar e SRRtz 2 RiEnen £ ShapPBhi Fsev iR ni ng
QOL, etc. usisustadiingtageadi.| lefs .ONRECHDR40reseak ninTért hen hbe Kot

i provingolS PimSsd &l dihQds t%TeCef?_tectthgprﬁée egaﬂeniwanee&hbfs

conducted by adm njsteri the Lact oba us n to an ani nal
seeki ng i npr AR 1f‘reéffi eslé’g édfh Fof'ﬁ PF'RBerTﬂgfb?gt Tt
present i nvertelis QMHmddatroham:rldwsn@NaECbQQtlal atngigOLln etsm@let he

present 20 inyentipn ﬂﬂ@%%tal%t %Fis%f %@&}seggmameanwel 1888t chegui ges
i nprovenent or sustai nnent t he to take in the

i nprovi ng or <@t ’?‘F‘&e&g’@rﬁY 8 Fﬂel?oo%el]cr%vé?odif’ep eiﬁf'abr%ﬁjt teal
pr epar at 26n clm‘tzacelng t dwed Bkr i hogar quief @b 1gusiodi ho ngo Hgertl LsForFtdme

thod of 25 ¢ , t h
met hod o rretqﬁceg}fo Uil Iyg@%‘tghﬁ&fl? 'tﬁ? Qgéfre& & pUGPEr 0

admnlstratlons mnlst tion mni stration, and the
like for the *L%‘Eﬁ]oﬁéﬁ‘iqqm§fm%(§2@é §F|13'|SnlstHér@fu?%%BvPﬁ%f%ablY
sustai ni ng ageoft toonothedlaed, andvenageotal phavercedtbsatepigpacation 30

ccor dance i th TR s SRSk I3 ave, B ofuaf Bl s e e Aot eT M Ao e bed
above, tBR€ QA993dk ovi ng or sustaining agent of the present invention can
i mprove or 35 sustain @Jrthletmdaetl,i ¢neabdmiiesEkhtioRr QYE8J0Hrthe QOL
improving or sustaining agent, etc., of the present
invention may be adjusted as appropriate in accordance
with age, sex, symptoms, or the like. With regard to the
35 administration dose per day for an adult, the total number



-20- sustaining agent of the present invention has an effect of enhancing
physi cal health. Thus, the QOL inproving or sustaining agent can inprove or
sustain QOL particularly fromthe physical aspect, and thereby can be used
as a 5 physical health inproving or sustaining agent. Furthernore, the QCL
i nproving or sustaining agent of the present invention has, in particular,
an effect of enhancing vitality, an effect of | essening and alleviating
fatigue, and an effect of making fatigue gnllkely to occur. 10 Therefore,
the QOL inproving or sustaining agent cah’al so be used as: a vitality

| mpr ovi ngor &“%ta@t%'ﬂ%la%%ﬁﬁs Bef @Bé%&cf@&&dﬂ%sﬁmlc@foﬁof Al gye

al l evi ating agent particularly physi cal fatigue recovery a ent,or a
physi cal fat iigue f9M S¥EEPAg Bﬁén%esént%%ﬁllQaFigéé aB&EREETEBIEr 1Phe i ke,
[0034] Wth tdee 1présegitld nwentd @reﬁmbupedoébm/elolﬂcem@osamd)l eto

prevent or | es3ahcy desleeniy RSl caloReal iy regltingrafm doaanr oy of

lifestyle factors |ns |C|en rest and s Irregular nea
patterns, 5 ack @ﬁfé%@ﬁéﬁéy Opﬁﬁéﬁéégeké?c@%%#r%ﬁuﬁﬁfe%ﬁmi%ﬁr%%s
Furt her nor e, pairtth duhemreperireiravent i oh wese't hadh Bboend sﬂuxftme&g to or

advancenent of (of0) ti bi red osi i on.of bei Il tigued or
chronically égng F%ﬁg % Q%a#%ak % tlt 5 8ﬁ°8§n ggﬁggégnﬁeag Qy
suppr essed. SﬁiB@mﬁ@ﬂﬁﬁ@ﬁedwpnhethedaYes@htm¢YnRﬁnadWﬂni§ﬁﬁfﬂﬂuyﬁ one has a

constituti on s‘éfve%%%' |p)6rft§%|n'sng fayl gued rHEh eeslel rald}nh@&@atwohh a weak
COﬂStItU& %8 s ;ROssi. bl.e t reven% WOr se fgl stltutlon or to
30 inpro ﬁ%ﬂﬁt@?lo&lm* 879tk Pie %t ?ﬂ? % éﬁﬁlléable
when seekinglmwpmau@mens optsaQVaraﬁéﬂtafﬁe@hwélcanalmﬁﬂminlsnmhmmmm is
obviously appld ¢alle @1Real thy people who do not require any treatments
froma nedlcal standp0|nt and outpatients living lives simlar 35 to

heal t hy peopl@ 2Iﬁdrtherm)re the present invention can -21- achieve

i mpr ovenent or sust ai nmiet toftaQChuhbem ¢hHebqpdtysttal @spectofashdescri bed

above, pg (fecgwbac&ﬁ%@ oﬁg&beegﬂo' 0OLL et LYy bdMEOYGE g SHsthg i ment al
ecte

health a stress _and inconvenience I n everyday life 5 resulting
froma decli ﬁ@qtﬁrﬁﬁ%F‘éléqbeﬁe&??ﬁur?ﬂgr‘é?%?‘éd et p?ae‘éttﬁﬁlqln\}‘élrﬂqe&n enabl es
t o sustain baidasphysigcdlevdakd that are commonly known in the art. For

example, as the bacterial number measuring device commonly
known in the art, a microscope, a flow cytometer, or a

20 Rapid Microbe Measuring System BIOPLORER (Registered
Trademark) (product of Panasonic Ecology Systems Co.,
Ltd.) can be used. In Examples described later, the total
number of bacterial cells was measured using a flow
cytometer at a stage when lyophilized bulk powder was

25 produced.
[0025]

Furthermore, an application subject of the
present invention is not limited as long as it is an
animal whose object is to improve or sustain QOL through

30 improving or sustaining physical health. Examples of the
animal include mammals such as human; however, in addition
thereto, various animals such as pets and livestock other
than mammals may be included. There is no limitation in
the age or sex of the application subject of the present

35 invention.



mental aspects in a fine condition, which is strongly sought in the present
day. [0035] 10In particular, with the present invention, as shown in the
Exanpl es described | ater, QOL based on physical health has been
significantly inproved in study subjects having physical health nore
superior than that of the ordinary. Generally, since such study subjects
are 15 extrenely healthier than the ordinary, significant differences
hardly appear in terns of the effect. However, even under such

ci rcunstance, a significant inproving ef '€t has been seen in the later
descri bed Exapphgs; This clearly indicates that the QOL inproving or 20
sustaining efrect of the present invention fromthe physical aspect IS
significantly superior.The QHodmPIoy iRt €4 FHEL2INANGhaIERENPEES; -

ef fect was evahuapﬁ@lsératseﬁnc&nts.lﬁr{s@a& (Regippiieead tor adeanbk) a SEvaﬁage.

(Regi stered T, S val L 2
scientific an 8?§n€§%%ﬁfbﬁ§% |ﬁi Eﬁ%IOHBFP ggroﬁegggkgng ﬁ%a?g%Prelated
QOL. SF-36v2 ¢Regi sQfer*éd‘B Treamdr kt)nwegltaﬁm m@ﬂobén‘éﬁ@do@éraEFa@@ltlve

(Regi stered Tegdesdd Kr Patdidadd. SﬁiBﬁVQu&lReﬂb&i sz.edoe'ﬁfe?&ﬂj@r k) are
described in SF-36v2m J anese version manua gblls Py, n NPQ the
Institute for RN it Hﬂ%ﬁ%&%§959§|68§ 8ﬁn?8ge§9%ﬂ oﬁ téﬂ%r

2009. [ Exanpl k¢ poos8it 3GIventien olthewefgectheepnétény Fromnther0qs | | be
- 22- descri begnysh &5%¥W§d§%aﬂﬂ$ﬁﬁ”% enktNecREESERE tRYEPEESOnES not

limted to those Exa | es. roving or sustaining agent
Two typesof B fbviing or %H%ﬁ%ﬁﬁ%%gogﬁﬁgﬁF%ng g59?n§hﬁ|fferent
cont ai ned anolatsolmdcilieid aNRITaO240us tONRhCh0240bst oataimede produced in

accor dance i iirtherdald oW ROASANCG1nk0B37L, UL T BY Lachebagid us

ONRI Cb0240 strain was 10 co ecte dsi ng centr g separation and
suspended in Of sti¢ IRFESRRterinVENd 10T FEPhPRI 2AFF6 lﬁr%ﬁ%@saﬁaé per f or ned

thereon to obprarmdgaphiddlz gtdpddationder Infaddiet iact ofteciddius ONRI Cb0240
strain. The nyghel, g RACtElddidid @ qulkk Bewder jpas,goypLedypsing a flow

cyt onet er
invention can be used as an additive to a pharmaceutical

preparation. With such a pharmaceutical preparation
containing the QOL improving or sustaining agent, etc., of
the present invention, the effect resulting from the QOL
20 improving or sustaining agent, etc., of the present
invention, i.e., the effect resulting from the
Lactobacillus ONRICb0240 strain, can be obtained.
[0027]
When the QOL improving or sustaining agent, etc.,
25 of the present invention is applied in a food, beverage,
or pharmaceutical preparation, the type of the food,
beverage, or pharmaceutical preparation is not limited,
and the Lactobacillus ONRICb0240 strain may be blended in
the food, beverage, or pharmaceutical preparation as one
30 component. Furthermore, in accordance with needs, an
optional component may be further contained therein, such
as, for example, an edible or pharmaceutical acceptable
carrier, additive, or the like. Examples of the edible or
pharmaceutically acceptable carrier, additive, or the like
35 include, but not limited to, the above described aqueous



15 (EPICS (registered trademark) XL-MCL, product of Beckman Coulter, Inc.)
in accordance with a manual. Then, the Lactobacillus ONRI Cbh0240 strain was
added to an excipient so as to achieve 4x109 cells/tablet, and a tablet was
produced using a high-speed, rotary, snall-sized research 20 tabl et nachi ne
(VI RG 0512SS2AZ, product of KIKUSU SElI SAKUSHO Ltd.). This is referred to
as Conposition 1. Furthernore, another tablet was produced simlarly,

except that the Lactobacillus ONRI Cb0240 strain was 4x101 cells/ tablet.

This is referred to as Conposition 2. 25[L3038] The QOL i nproving
or sustaining agent obtai.ned as_described, above can be used. as .a physi cal
heal th i rrproaﬁﬁ %r %pdi%%ﬁg RIBAELSa 8?‘?5?????%? bv#li%r%(fans iS5t ai ni ng

agent, a fatigueckatioverageagent suafhethgbe, 30snd + eedat & hgragert tinyg

anti-fatigue agents Qi tﬂé@;dﬂa&%rsExe%weﬂ&@g,Ef@a%@iﬂ%s 1. p Sl dTet hod
Prior to Study, . el derl: peogle aged 65 or ol der (agagr: 6 -835 rom whom
i nformed con 1i/‘)kfﬁ"ehéi'f’qui BdtR8sG of Kt 69 13 vidte edt¥F s st udy

subj ect s. sThecagwrntts 208r beexppabboiatelhesslbeed s awd etlaeljhistretl as
appropriate, rﬁto%fsué?i e%%ngn Wk ?;t"saBQH”‘oX 8h595858%a & N O o G LHRS s £ach
subj e[ é)] § h

cont ai ning 10 ects. yThree patternS were prepared as objects to
be tested: a P} decFPHSHIOLX i89n 10ESRESSI EPER - 1PTEERFERAT ngPH192° cktf%: of

t he Lact obacidd usorfd\NRISChid4 @ fFeicai B phedpeedent Bxaampt tod, ianttConpositi on
2 (containi n%}fg(tlﬁqllc cells of the Lactobacillus ONRI Cb0240 strain) 10
produced in anpl e t1 The pl acebo conposition was produced simlarly to
Conposi t l@ns 0G4 2, except for not using the Lactobacillus ONRI Cb0240

strain. [0040] A group madrifdiost,ebedewhlyB, t B8 phacnicedbicomposition is
Cont ai ni g R [T A IE R0 50E: PP e CREF EDORAD StPSrIETEd ef er r ed
to as "group dd94nt." etred .a ofr diye @dwisenst énvanhion iheatopposttlignited
containi ng 401 Gl | Ghe kg rlergt opachk! Yoo 20n ONBhEER2AON S1§ ddKkertted.
referred bo a5, c U &id Weverhd2 Hho0het26 0t Ofot "Es A PERSeo ! Mor
example, snacks (gum, candies, cookies, gummy candies,
rice crackers, biscuits, jelly, mousse, cream caramels,
carbonated candies, edible sheets, edible films, troches,
etc.), mouth deodorants (gum, candies, gummy candies,

20 edible films, troches, etc.), beverages (carbonated
beverages, soft drinks, milk beverages, alcoholic
beverages, fruit juice drinks, tea, energy drinks, etc.),
powdered beverages (powdered juices, powdered soups, etc.),
dairy products (cheese, yogurt, etc.), bread, noodles,

25 cereals, and the like. Furthermore, the food and beverage
may include, for example, food for specified health use,
dietary supplements, food products for the sick, and the
like. Still further, the pharmaceutical preparation is
also not limited, and includes the above described

30 preparations in solid forms, semi-solid forms, or liquid
forms, capsules, effervescent preparations, and the like.
The production method of these can be conducted in
accordance with methods commonly known in the art.

[0029]
35 The contained amount of the Lactobacillus



the objects to be studied was performed such that one tablet was taken
every day for 20 consecutive weeks. The 25 tastes and the colors of the
objects to be studied were nade identical, and identical packaging
containers were used. It should be noted that the study was performed so as
to be a random zed doubl e-brined, placebo-controlled trial was conducted
bet ween paral |l el groups. 30[0042] In addition, at the begi nning
and end of the study, a total of 36 questions were asked for measuring
effects on eight health concepts (subscall®) using a SF-36v2 questionnaire
form Answers estions .vwere 3 tajn a revj

conditions i nOIE’ﬁléé%(?ze%?o%{sf&}blf‘%%ﬁt %F)glﬁoohﬁ?grgae’ b¥ bgg\#‘ﬁec‘%g?%él%ed
answer s wer e PFeRaszeicn reaticdindasc &hbgi QRLt AePRaAWLAY $BrsSFtaBying

(registered Sagepdendk), spadid iprdlsent iRO¥nWRHR RAPCHSSEEL | &saccor dance
with the SF _36v2TM Ja%anese version manugg gubl i sged erPt he Institute for
r ehPCan“RiPd

Heal t h Out conBRPEPI bLes sTEATPHICHT eRES P EEFBET2000.
Descri bed Sri ép$g, amvadeioriestnggrioncalodel. atbd hnmberoeflance with the 10

manual from t henaRsyersc ahiai nedgd Yukesar dotorgach; gt . t hgdaalth concept's
(subscal es) and were?ﬁonverte_d i nt Q subscal e scores rangl ng fromO to 100

points. For eRUAPHF hePFHERTH I &% 8f Lheal-aEt8BRGT hEWs bY R4t i ng an
aver age of subbralme srortes falitdi medeatageheolbeghannageofidsdlt he study from

an average of e ' at e hesst IRy shown as
a delta val uep§%p€€%%r?c%{fd%§g?%§a&§ﬁgésn&£régggrrgg?%dggetév\%)gn g&dups. The
d

conpari sdf? bePTREFFFUpL Wae ¢B8ndceledd/ B8 ngrEnBoERnREEfeTRRLY t®ose
dependency was0'®Bvaklatgtdglsbaged hen 20 slonglkehesria orentet &@bd(t wo-tail ed

test). [0044]oyerage £5 rgsgirﬁ %g‘ﬁ%&%aﬁ”ﬂreﬁ)é%%%%??h&@%vé?”?k‘cﬁdu@@sed

on the results obtaine ) ubjects’in grou ubjects 1 n group
(11), and 93 kim}erd stheregfrodpsetiar) asashg, egﬁaa MEstihg spresent A
conpari son beinesit eyveragesot Rliaveresallyhaglirkbitsass scores) of the subscal e
scores fclr5 th @ﬁéjf}ly subj ects before study and the averages from nati onw de
30 survey sang?l ng is shown in Table 1. SF-36v2 can eval uate eight health
concepts (subscal es), WixthezmeonghydiheakcontinénednpmguPk, of ofke physi cal RP,

bodi |y pai n BRscessesal 1 adNRIcBd240 balrbtin YA, tBecEabaf upsvépagoy &F, role
enoti onal RE, .and nent.al E}ea MH. .t has b%eE.BS det er neglst aé five of

| .th e
these itens, %@ﬁ%ﬂ?%ﬁ%}ﬁ) igﬁﬁparatlon is " no imit Insofar
effect of the present invention is not adversely affected,

20 and the total number of bacterial cells of the
Lactobacillus ONRICb0240 strain in a single unit of the
food, beverage, or pharmaceutical preparation is also, for
example, not less than 10* cells, preferably 10° to 10%?
cells, more preferably 10’ to 10 cells, and further

25 preferably 10® to 10'? cells. From the point of
efficiently obtaining the desired effect, the total number
of bacterial cells is particularly preferably 10°® to 10%
cells, and the total number of bacterial cells is further
preferably 10° to 10!° cells.

30 [0031]

Furthermore, the administration dose of the food,
beverage, or pharmaceutical preparation may be adjusted as
appropriate in accordance with age, sex, symptoms, or the
like. With regard to a per-day administration dose for an

35 adult, the total number of bacterial cells of the



-25- functioning PF, role physical RP, bodily pain BP, general health GH,
and vitality VT, are involved in physical health (physical healthiness).
Therefore, in the present Experinental Exanple, evaluation was conducted
mainly on 5 these five health concepts. Here, the averages from nati onw de
survey sanpling are the values described as national averages for Japanese
on page 101 of the SF36v2Tm Japanese version manual published by the
Institute for Health Qutcones & Process Evaluatlon Research, an NPO, 10 in
Oct ober 2009. [0045] [Table 1] Cbnpar don of phyS|caI healthiness scores

of study subj cétoba] ﬁﬂ%sb%?xiR% 8948fs§%}%ﬂ¥{1‘?§ Pﬁo f OIH(?]‘{’ 1Rt onwi de
survey sanplin cal unc Ionr ng e ysi ca | pai n BP
Gener al heal tthaoB N tgﬁ@@§ preferably 10° to 10'* cells, more

preferably 107 to 10*? cells, further preferably 10° to 10%°

cells, and, from the point of efficiently obtaining the

5 desired effect, it is particularly preferably 10° to 10

cells, and further preferably 10° to 10'° cells. The above

described dose may be administered once a day, or may be

administered in several portions a day.

[0032]

10 As described above, the Lactobacillus ONRICb0240
strain can effectively promote improvement or sustainment
of QOL, etc. Thus, the present invention further provides
a method for improving or sustaining QOL, etc. using the
Lactobacillus ONRICb0240 strain. The method for improving

15 or sustaining QOL, etc. of the present invention can be
conducted by administering the Lactobacillus ONRICb0240
strain to an animal seeking improvement or sustainment of
QOL, or the like. That is, the present invention’s method
for improving or sustaining QOL, etc. of the present

20 invention incudes a step of causing an animal that
requires improvement or sustainment of QOL, or the like,
to take in the QOL improving or sustaining agent, or the
food, beverage, or pharmaceutical preparation containing
the QOL improving or sustaining agent. For the method of

25 the present invention, administration dose, the number of
administrations, method of administration, site of
administration, and the like for the Lactobacillus
ONRICb0240 strain, the QOL improving or sustaining agent,
or the food, beverage, or pharmaceutical preparation

30 containing the QOL improving or sustaining agent, are
determined in accordance with the description above.
[0033]

As described above, the QOL improving or
sustaining agent of the present invention can improve or

35 sustain QOL. 1In particular, the QOL improving or



VT Averages from nati onw de survey sanpling Overall 89.1 89.2 73.8 62.9
62.8 Age: 60-69 84.9 87.3 73.1 60.7 67.0 Age: 70-79 74.9

-20-

sustaining agent of the present invention has an effect of
enhancing physical health. Thus, the QOL improving or
sustaining agent can improve or sustain QOL particularly
from the physical aspect, and thereby can be used as a

5 physical health improving or sustaining agent.
Furthermore, the QOL improving or sustaining agent of the
present invention has, in particular, an effect of
enhancing vitality, an effect of lessening and alleviating
fatigue, and an effect of making fatigue unlikely to occur.

10 Therefore, the QOL improving or sustaining agent can also
be used as: a vitality improving or sustaining agent; a
fatigue recovery agent or a fatigue alleviating agent,
particularly, a physical fatigue recovery agent or a
physical fatigue alleviating agent; an anti-fatigue agent;

15 or the like.
[0034]

With the present invention described above, it
is possible to prevent or lessen a decline in physical
health resulting from disarray of lifestyle factors

20 including insufficient rest and sleep, irregular meal
patterns, lack of exercise, intense exercise, aging, and
stress. Furthermore, with the present invention described
above, shifting to or advancement of a constitutional
predisposition of being easily fatigued or chronically

25 fatigued, or a weak constitution can be prevented or
suppressed. Still further, with the present invention,
even when one has a constitution of easily feeling
fatigued such as in the case with a weak constitution, it
is possible to prevent worsening of the constitution or to

30 improve the constitution. That is, the present invention
is applicable when seeking improvement or sustainment in
physical health, and thus is obviously applicable to
healthy people who do not require any treatments from a
medical standpoint, and outpatients living lives similar

35 to healthy people. Furthermore, the present invention can



78.0 66.1 58.4 64.9 Averages of study subjects at the begi nning of study
Goup () 91.1 92.9 76.0 72.0 76.6 Goup (I1) 92.1 93.1 81.6 70.9 78.0
Goup (I'l'l') 90.8

-21-

achieve improvement or sustainment of QOL from the
physical aspect as described above, and thereby it can,
although indirectly, improve or sustain mental health
affected by stress and inconvenience in everyday life

5 resulting from a decline in physical health. Therefore,
the present invention enables to sustain both physical and
mental aspects in a fine condition, which is strongly
sought in the present day.
[0035]

10 In particular, with the present invention, as
shown in the Examples described later, QOL based on
physical health has been significantly improved in study
subjects having physical health more superior than that of
the ordinary. Generally, since such study subjects are

15 extremely healthier than the ordinary, significant
differences hardly appear in terms of the effect. However,
even under such circumstance, a significant improving
effect has been seen in the later described Examples.

This clearly indicates that the QOL improving or

20 sustaining effect of the present invention from the
physical aspect is significantly superior. It should be
noted that, in the Examples, the effect was evaluated
based on SF-36v2 (Registered Trademark). SF-36
(Registered Trademark) is a scale that is valid, reliable,

25 and scientific and is widely used internationally for
measuring health-related QOL. S8F-36v2 (Registered
Trademark) is an improvement over SF-36 (Registered
Trademark). Details of SF-36v2 (Registered Trademark) are
described in SF-36V2“’Japanese version manual published

30 by, an NPO, the Institute for Health Outcomes & Process

Evaluation research, on October 2009.

[Examples]
[0036]
35 In the following, the present invention will be



92.2 78.1 73.2 78.2 [0046] As is obvious from Table 1, when the
scores of the study subjects and the averages from nati onw de survey 20
sanpling were conpared, the study subjects showed significantly higher
values in all the evaluation itens. Although the study subjects in the
present Experinental -26- Exanple were elderly people aged 65 or ol der
(age: 65-84), their values were markedly better than the averages of

nati onwi de survey sanpling of people aged 60 or ol der (age: 60-69 and
70-79). Furthernore, the values of the 522tudy subjects in the present
Experi nent al |.e re better even en_conmpared to standard .val ues
Coveral ) 11 ol ekt s ndt el s MRS sFoan oh cphdedlg i 2

t he study subjectat skigtidditghlthoser Exempbaeby in general health GH and
vitality VT. gresgliore, ddrn Wasprbidet ernsi8dati Adhgt Hgest udy subjects in the
present Experimental %e werefsigg ificant Lé heal thier. than the nati onal
aver age. [0047] Normaﬁiﬁ" TaPesy AtuBPEn " PRPT 1BACRE IS et e 29 teal t h

i nprovenerdt, kdviord Siorfdeaitt mongedpled hapdhysappetine shiaceobdeilluse heal t hy
to begin w t honRhes® A &tidin@R Y edoaliedat DAt abBothen bk 6581 dRperi nent al
Exanple with study subjects who were extrenely healthy, significant

di fferences WoRdtPHLHIBFBEIHTSn groups (1) 20 to (111) with regard to

i nprovenent i QL] based on physical health, particularly with regard to

L nproving effects of 9engral:riPalddiontlidhbbYonktCpoipyeyea pnpapect edly,
significant differences were confal_rrre I'n groups ?I? to é(/I 1) _as shown in
the fol | dfi ngcobbtdouB|using Ce“trlfS@élle§eP6Fagéﬂ’ér%‘Pd he'afRe &4 bet ore and
at the end ofdidnei stadlywdtXt h angel) 1o giedpsol | précedd Iwas wer e conpar ed.

The results aéé%f%?ﬂ!hiﬂhe lﬁaé% obtain lyophilized bulk powder of the
Lactobacillus ONRICb0240 strain. The number of bacteria
in the bulk powder was counted using a flow cytometer

15 (EPICS (registered trademark) XL-MCL, product of Beckman
Coulter, Inc.) in accordance with a manual. Then, the
Lactobacillus ONRICDbLO0240 strain was added to an excipient

so as to achieve 4x10° cells/tablet, and a tablet was
produced using a high-speed, rotary, small-sized research

20 tablet machine (VIRG 0512S8S82A7Z, product of KIKUSUI
SEISAKUSHO Ltd.). This is referred to as Composition 1.
Furthermore, another tablet was produced similarly, except
that the Lactobacillus ONRICb0240 strain was 4x10'° cells/
tablet. This is referred to as Composition 2.

25 [0038]

The QOL improving or sustaining agent obtained
as described above can be used as a physical health
improving or sustaining agent, a vitality improving or
sustaining agent, a fatigue recovery agent, a fatigue

30 alleviating agent, an anti-fatigue agent, or the like.
Experimental Example 1
1. Study method
Prior to Study, elderly people aged 65 or older

(age: 65-84) from whom informed concent were acquired
35 voluntarily were selected as study subjects. The age and



-27- [0049]

[ Tabl e 2] Score conparison of general health GH before and at

the end of the study Before study At the end of study Delta value Score
averages Group (1) 72.0 69.3 -2.6 Goup (Il) 70.9 72.1 1.2

10

15

20

25

30

35

-23-

sex ratio of the subjects were adjusted as appropriate,
and 300 subjects were randomly allocated into 3 groups,
each containing 100 subjects.

[0039]

Three patterns were prepared as objects to be
tested: a placebo composition, Composition 1 (containing
4x10° cells of the Lactobacillus ONRICb0240 strain)
produced in Example 1, and Composition 2 (containing
4x10' cells of the Lactobacillus ONRICb0240 strain)
produced in Example 1. The placebo composition was
produced similarly to Compositions 1 and 2, except for not
using the Lactobacillus ONRICb0240 strain.

[0040]

A group administered with the placebo
composition is referred to as “group (I),”
administered with the composition containing 4x10° cells
of the Lactobacillus ONRICb0240 strain is referred to as
“group (II),” and a group administered with the
composition containing 4x10'° cells of the Lactobacillus
ONRICb0240 strain is referred to as “group (III).”
[0041]

a group

For each of the groups, the administration of
the objects to be studied was performed such that one
tablet was taken every day for 20 consecutive weeks. The
tastes and the colors of the objects to be studied were
made identical, and identical packaging containers were
used. It should be noted that the study was performed so
as to be a randomized double-brined, placebo-controlled
trial was conducted between parallel groups.

[0042]

In addition, at the beginning and end of the
study, a total of 36 questions were asked for measuring
effects on eight health concepts (subscale) using a SF-
36v2 questionnaire form. Answers to the questions were
obtained as a review of health conditions in the previous



Goup (Ill) 73.2 75.2 2.0 50050] Shown in Table 2 are scores at
t he begi nning of the study, scores at the end of the study, and differences
(delta val ue: val ue obtai ned by subtracting the score before study fromthe
score at the end of the study) 10 between scores at the begi nning and end
of the study. [0051] As described above, the study subjects were all
heal t hi er than el derly people around the sanme age and heal thier than the
nati onal average; therefore, it was 15 predicted that differences would
hardly occur in groups (1) to (I11) mﬁtﬁzﬁégard to i nprovenent effects on
physi cal heahﬁ yfowever, group (I'l1) and group (I11) showed higher scores
when conpare o0 group (1). [0052] 20Furthernore, the twentieth week, which
is when the st@MSlhas ended, was summer, and thus it was predicted that
general health woul d berHedmed neveankaerbeabt8ypsdtslyssaubiects. In fact,

as is obvious_from Table .2, in group (! Lch | he pl.acebo conposition
adm ni strati o%c%{%a}rb%ep,mt e t%‘éeog“gn&lalt %gr\é\%g g?v? h{er%?%)sdgegevacg reduced by
2.6 from the soutemanitlai nédeatfihelbegi Apengvaife throostsgdd iAs this

indicates, siflc&tdh&easiah Was @fe 3ick2Bhischaerer akriesht Rahsagasily
inpaired, it would havgg?gﬁgi atisfactor ores at t begi nni ng of

Lhe st udy 30 REPELSRSS e EFolp LT OSHEP D TTTI5 - o8-
therefore, thvasidatatdoResdaowdd evnalNiati g Ohbober s2A999 ci Eetslopibed
satisfactory ﬁ%ié%ﬂywaéﬁﬂgdﬂf%%dﬂé&etGﬁlculated in accordance with the
10 manual from the answers obtained with regard to each of
the health concepts (subscales) and were converted into
subscale scores ranging from 0 to 100 points. For each of
the health concepts, a value obtained by subtracting an
average of subscale scores obtained at the beginning of
15 the study from an average of subscale scores obtained at
the end of the study was shown as a delta value (A value),
and delta values were compared between groups. The
comparison between groups was conducted using the Dunnett
test, and dose dependency was evaluated using the
20 Jonckheere trend test (two-tailed test).
[0044]
At the very end, evaluation was conducted based
on the results obtained from 93 subjects in group (I), 92
subjects in group (II), and 93 subjects in group (III).
25
2. Study Results
A comparison between averages (physical
healthiness scores) of the subscale scores for the study

subjects before study and the averages from nationwide

30 survey sampling is shown in Table 1. SF-36v2 can evaluate
eight health concepts (subscales), which are physical
functioning PF, role physical RP, bodily pain BP, general
health GH, vitality VT, social functioning SF, role
emotional RE, and mental health MH. It has been

35 determined that five of these items, which are physical



scores were naintained. However, as is obvious fromTable 2, in group (I1)
and group (I11), not only were the scores 5 maintained, but the scores at
the end of the study exceeded the scores at the beginning of the study.

[ 0053] In addition, since the delta value was |arger in group
(') when conpared to group (I1), it becane clear 10 that general health
I's enhanced with the Lactobacillus ONRI Cb0240 strain in a dosage-dependent
manner. [ 0054] From t he above-described results, it was shown
that general health can be significantly2Piproved with the 15 Lactobacill us

ONRI Cb0240 Stf élié%ﬁ?ﬂPF role P SEH%% E%nbéf?}§§0é§€3f§g o ity VT

WNeS|mechmmwe ows the
nurmber of stLﬁ@akﬂbf%tt§“th§éa§ééﬁe Tfo@rQOlQY?bY¢@ylﬂﬂPﬁﬁﬁ%ﬁ%;study
wor sened by Zﬂeﬂtmﬁly(sﬁ@l ween teoApaEed tThdercieor as ahet heeendtof the

st udy. [0056] Tabl e t nunber udy ¢ls whose
scores for %ﬁ?r*m%éﬂ gﬂhédegagﬂa or nor e éo%ﬁu %6&1?3#9%5 subjects
Goup (I)5 14t¢ﬁﬁgﬂﬁ;wgqhg@1@m|poncepts Here the averages from

nationwide survey sampling are the values described as

national averages for Japanese on page 101 of the SF-

36v2™ Japanese version manual published by the Institute

for Health Outcomes & Process Evaluation Research, an NPO,
10 in October 2009.

[0045]

[Table 1]
Comparison of physical healthiness scores of study
subjects at the beginning of study and averages from

15 nationwide survey sampling

Physical Role Bodily General vitalit
functioning | Physical pain health VT Y
PF RP BP GH
Overall 89.1 89.2 73.8 62.9 62.8
Averages
from
. . Age:
nationwide 60-69 84.9 87.3 73.1 60.7 67.0
survey
sampling Age:
) . . . .4 64.9
70-79 74.9 78.0 66.1 58
Group
Averages (1) 91.1 92.9 76.0 72.0 76.6
of study
subjects Group
at the (I1) 92.1 93.1 81.6 70.9 78.0
beginning
of study | Group 2 73.2 78.2
(I1I1) 90.8 92.2 78.1 . .
[0046]

As is obvious from Table 1, when the scores of
the study subjects and the averages from nationwide survey
20 sampling were compared, the study subjects showed
significantly higher values in all the evaluation items.
Although the study subjects in the present Experimental



10 people Goup (II1) 7 people [0057] As is obvious from Tabl e
3, the nunber of study subjects whose scores for vitality VT worsened by 20
or nore was as large as 14 in group (l), and was sequentially 30 reduced to
10 and 7 in group (I1) and group (I1I11). [0058] -29- As described above,

t he study subjects were all extrenely healthier than the national average,
and the tinme when the study was conducted was a season in which physical
strength can easily deteriorate. Regardless of 5 such circunstances, the
fact that such a significant di fference -w&s observed i ndi cated that

QR 000540 SUTRTIE Y 01588 LonTan Pof Bt b8 36h 5 TR S hites et 1 5 Hanual
is a table t h@nemmlllw twearer glagkieddyobetherstibae theoreswsageeditat egory)
for vitality Aértumm td @R eRf s%%@allﬁ Wae BBSYREelgedl ¥@YSr r al nost
al ways" feeI| vitall and T ortion of people wha answered as
feeling 15 fa oéo(pffgl@d 'Fz?bl &)11. BYrthemugye o)t rg Q&b’[esopft &St able is
shown in Bhe étﬂdxwauhyaniéTahl&hé pk@@@ﬁr EXpbriémdhtal Example were
better even when compared to standard values (overall)
from nationwide survey sampling of an average age of 50.5,
and the study subjects scored highly particularly in
general health GH and vitality VT. Therefore, it was
10 determined that the study subjects in the present
Experimental Example were significantly healthier than the
national average.
[{0047]
Normally when evaluating influences on physical
15 health improvement, effects on healthy people hardly
appear since they are healthy to begin with. Therefore,
it was predicted that in the present Experimental Example
with study subjects who were extremely healthy,
significant differences would hardly occur in groups (I)
20 to (III) with regard to improvement in QOL based on
physical health, particularly with regard to improving
effects of general health, vitality, etc. However,
unexpectedly, significant differences were confirmed in
groups (I) to (III) as shown in the following.
25 [0048]
Scores for general health GH before and at the
end of the study (ZOm'week) from groups (I) to (III) were
compared. The results are shown in Table 2.



Partial excerpt of Table 11.2 on p. 132 of SF-36v2m 20 Japanese version
manual Score-sorted category Average VI Nunber of subjects People with
vitality (% Fatigued people (% 100 100.0 89 100% 0. 0% 90-99 93.7 77 100%

-27-
[0049]
[Table 2]

Score comparison of general health GH before and at the
end of the study

Before At the Delta

study end of value

study
Score Group (1I) 72.0 69.3 -2.6
Group (II) 70.9 72.1 1.2
averages
Group (III) 73.2 75.2 2.0
5 [0050]

Shown in Table 2 are scores at the beginning of
the study, scores at the end of the study, and differences
(delta value: value obtained by subtracting the score
before study from the score at the end of the study)

10 between scores at the beginning and end of the study.
[0051]

As described above, the study subjects were all
healthier than elderly people around the same age and
healthier than the national average; therefore, it was

15 predicted that differences would hardly occur in groups
(I) to (III) with regard to improvement effects on
physical health. However, group (II) and group (III)
showed higher scores when compared to group (I).

[0052]

20 Furthermore, the twentieth week, which is when
the study was ended, was summer, and thus it was predicted
that general health would be reduced even for healthy
study subjects. In fact, as is obvious from Table 2, in
group (I), which is the placebo composition administration

25 group, the score at the end of the study was reduced by
2.6 from the score obtained at the beginning of the study.
As this indicates, since the season was one in which
general health is easily impaired, it would have been
satisfactory if the scores at the beginning of the study

30 were at best maintained in group (II) and group (III);



0.0% 80-89 83.9 329 93.9%0.1% 70-79 75.0 309 84.0% 2. 3% 60-69 65.6 546
49. 9% 2. 4% 50-59 53.1 513 12.2% 17.1% [0061] Wth regard to

this tabl e,

for exanple, a classification of score-sorted category 80-89

i ndi cates that anong the 329 people belonging to this score-sorted

10

15

20

25

30

-28-

therefore, the situation allowed evaluating that a
sufficiently satisfactory effect was obtained if the
scores were maintained. However, as is obvious from Table
2, in group (II) and group (IXII), not only were the scores
maintained, but the scores at the end of the study
exceeded the scores at the beginning of the study.

[0053]

In addition, since the delta value was larger in
group (III) when compared to group (II), it became clear
that general health is enhanced with the Lactobacillus
ONRICDL0240 strain in a dosage-dependent manner.

[0054]

From the above-described results, it was shown
that general health can be significantly improved with the
Lactobacillus ONRICb0240 strain.

{0055]

Furthermore, scores for vitality VT were
similarly compared between groups (I) to (III). Table 3
shows the number of study subjects whose scores for
vitality VT before study worsened by 20 or more (-20) when
compared to the scores at the end of the study.

[0056]

[Table 3]

Comparison of numbers of study subjects whose scores for
vitality VT worsened by 20 or more

Number of test subjects
Group (I) 14 people
Group (II) 10 people
Group (III) 7 people
[0057]

As is obvious from Table 3, the number of study
subjects whose scores for vitality VT worsened by 20 or
more was as large as 14 in group (I), and was sequentially
reduced to 10 and 7 in group (II) and group (III).

[0058]



25 category, 93.9% answered as feeling full of vitality, and 0.1% answered
as feeling fatigued. -30- [0062] In the present Experinental
Exanpl e, the average of the score-sorted category related to vitality VT
before the testing for the study subjects was 70. Fromthis it 5 can be
said that the study subjects were a group in which 84%felt full of
vitality and 2. 3% felt fatigued before the study. In this group, if the
score after the end of the study morseneg by 20, the score-sorted category
woul d have shifted down to 50-59. As is 6Bvious from Table 4, 10 the

score-sorted category Q- fa%s'ca}%@at sﬁowattﬁ@esw@ypswfe&ge ddrerhigh 12. 2%
felt full of vitality and fati shown here,

) have a
score wor sen S¥tERPSLY Pﬁ@lﬁpé§§thF85F ﬁegﬂgl??%& %Y?ﬁ?ﬂﬁwt??ﬂ1¢hﬁﬂl ng full
of vitality wasnesiwgenf ithentsitydyedacedohdoot8d%d® d5d2s@Y iravhiach

propor i on f SG 12 guad RSy GLLLGRLEL ] dseas om0 17 1%

To suppress a Worsening 1s extreme ng As i's obvious
from t he &bovElYesEriBES thaises SthQOfﬁBFs‘él'h"rl gs‘b?ht%es%%‘& RPL0 or nore
was suppr esseth fifie@need walsl boaeaveroupd{tated wient compar ey taargriaup (1) .

Thus, considerln ri, d T shown that in
group (I1) and. r(ﬁ%?%ﬁgi 1%§nexpec§§d?a§1 bl g tobéé
éﬂﬁﬁﬁ%&é@@

tm|ma|on|nvﬁahtyvms
effectively @ﬁ@azy -an effect of alleviation of or recovery from
physical fatiggsoyas exerted. [0064] Scores for role physical RP

wer e S|nhlarly conpare% bet ween S é mﬁ glllé. Table 5 shows. the 30
number of-Ost udy subj ecC&%Rodd §g8 gg PRY 2y ?8 BRYEPCEPT RPOBef3P et est i ng
wor sened by 2 ¢r tabrle (thad) wan@nleanpaeenel@tim stotles sgonchel srateof the
st udy. [0065]sort%j€1‘ c{a-[%@lo%gs] f@QWQ'&hiQ@%O\]}TnWOE&L&ﬁ usly sady ecthonhose

scores for role sj cal rsen 0 or
egl QalwaysVyo % Qalmet always’r feeling full of

ans
vitality, and proportion of people who answered as feeling

15 fatigued (p.132, Table 11.2).
table is shown in the following as Table 4.
[0060]

A partial excerpt of the

[Table 4]
Partial excerpt of Table 11.2 on p.132 of SF-36v2™

20 Japanese version manual

People .
Score-sorted | Average Number wiih Fatigued
category VT of vitality people
subjects (%) (%)
100 100.0 89 100% 0.0%
90-99 93.7 77 100% 0.0%
80-89 83.9 329 93.9% 0.1%
70-79 75.0 309 84.0% 2.3%
60-69 65.6 546 49.9% 2.4%
50-59 53.1 513 12.2% 17.1%
[0061]

With regard to this table,

for example, a

classification of score-sorted category 80-89 indicates
that among the 329 people belonging to this score-sorted
and

25 category, 93.9% answered as feeling full of wvitality,

0.1% answered as feeling fatigued.



Nunber of study subjects Goup (1) 12 people Goup (I1) 10 people G oup
(I'11) 6 people [0066] 5As is obvious from Table 5, the nunber of study
subj ects whose scores for role physical RP worsened by 20 or nore was 12 in
group (1); however, it was sequentially reduced to 10 and 6 in group (I1)
and group (I11). Role physical RP is a scale that evaluates

I ncrease/ decrease of 10 everyday activity tinme and the ability/disability
of everyday activity. As shown here, sing& wor seni ng of the score was able
to be suppressed also for role physical RP, it was shown that taking the
Lact obaci | | us fgy311Cb0240 strain allows reducing the possibility of an

occurrence of 15 a physical problemthat nmay interfere with work and
everyday activities. [G@O6Fpe present Experinehifl &xaypkfesdiihdyeilzdse,
physi cal healdth tiphysiozal- sheaktihtaesgdry srevat emtasl hytalsing Vi \vefloaal t h 20

concepts (thgﬁg\gaééﬁﬁfﬁ%%i@ﬂe@ﬁ%ﬁhﬁaguéfg§%%QR%QQHFF’FE% epiysieal RP,
bodily pain , genera eal t , and vitality ). Therefore, scores
r egar di ng>t hecam adid phat the study subjects were a group in which
84% felt full of vitality and 2.3% felt fatigued before
the study. In this group, if the score after the end of
the study worsened by 20, the score-sorted category would
have shifted down to 50-59. As is obvious from Table 4,

10 the score-sorted category 50-59 indicates that the group
was one in which 12.2% felt full of vitality and 17.1%
felt fatigued. As shown here, to have a score worsen by
20 in the present test means that a proportion feeling
full of vitality was significantly reduced from 84% to

15 12.2%, and a proportion feeling fatigued was significantly
increased from 2.3% to 17.1%. To suppress such a
worsening is extremely important.

[0063]
As is obvious from the above-described Table 3,

20 worsening of the score by 20 or more was suppressed in
group (II) and group (III) when compared to group (I).
Thus, considering a comparison of Table 3 and Table 4, it
was shown that in group (II) and group (III), unexpectedly,
deterioration in vitality was effectively suppressed and

25 an effect of alleviation of or recovery from physical
fatigue was exerted.

[0064]
Scores for role physical RP were similarly
compared between groups (I) to (III). Table 5 shows the

30 number of study subjects whose scores for role physical RP
before testing worsened by 20 or more (-20) when compared
to the scores at the end of the study.

[0065]



concepts were simlarly conpared between groups (1) to (I11). Specifically,
with regard to physical health 25 (physical healthiness) eval uated by using
the five health concepts. Table 6 shows the nunber of study subjects whose
scores worsened in two or nore of the health concepts by 10 or nore, or 20
or nore at the end of the study when conpared to before study. 30[ 0068]
-32- [Table 6] Conparison of nunber of study subjects whose scores for

physi cal health (physical healthiness) worsened by 10 or nore, or 20 or
nore Nunmber of study subjects whose scoP&s wor sened by 10 or nore in two
or nore itens Nunber ZﬁT%Bﬁ y -§ubj ects whose scores worsened by 20 or nore

in two or nore itens oup If§41 peopl e 16 people Goup(ll) 33 people
Comparison of number of study subjects whose scores for

role physical RP worsened by 20 or more

Number of study subjects
Group (I) 12 people
Group (II) 10 people
Group (III) 6 people
[0066]
5 As is obvious from Table 5, the number of study

subjects whose scores for role physical RP worsened by 20
or more was 12 in group (I); however, it was sequentially
reduced to 10 and 6 in group (II) and group (III). Role
physical RP is a scale that evaluates increase/decrease of

10 everyday activity time and the ability/disability of
everyday activity. As shown here, since worsening of the
score was able to be suppressed also for role physical RP,
it was shown that taking the Lactobacillus ONRICbO0240
strain allows reducing the possibility of an occurrence of

15 a physical problem that may interfere with work and
everyday activities.
[0067]

Furthermore, as described above, physical health

(physical healthiness) is evaluated by using five health

20 concepts (the five items being physical functioning PF,
role physical RP, bodily pain BP, general health GH, and
vitality VT). Therefore, scores regarding the five health
concepts were similarly compared between groups (I) to
(ITI). Specifically, with regard to physical health

25 (physical healthiness) evaluated by using the five health
concepts, Table 6 shows the number of study subjects whose
scores worsened in two or more of the health concepts by
10 or more, or 20 or more at the end of the study when
compared to before study.

30 [0068]



11 people Goup(lll) 32 people 6 people 5[0069] As is obvious from Table
6, with regard to physical health (physical healthiness), the nunber of
study subjects whose scores worsened by 10 or nore in two or nore itens and
t he nunber of study subjects whose 10 scores worsened by 20 or nore in two
or nore itens were greatly reduced in group (lI1) and group (I11) when
conpared to group (1). This showed that taking the Lactobacillus ONRI Cb0240
strain significantly inproves physical health. 15[ 0070] From
these results, it became clear that the BActobacillus ONRI Cb0240 strain is
useful for inprovement .qr sustainnment of physical health, particularly for

i nprovenent or sustain&enp f i n physical aspects, 20 such as vitality
i mprovenent &ompggtigopmelt Nupbesvef ys tuam Py WS EEeoIsisy Siogal
fatigue alleyndtdiea) aediant i phatigse heaBthilddsy Redrddded Myllio or
A QL (Qality of Lifgb i nprovi ng or sustaining agent conprising
Lact obaci | | &SR Efoz20 °FERREFRP- 10065) . 5 [ aim 2]

physi cal heallth inproving| or Nusber ehgtagbnt conpriwnber LefctBEEd | | us
ONRI Cb0240 ( FERM 13P-1006H). X¥bGleaitm Shose suljerctal whesenprovi ng
or sustaining agent conpr| sisupreacwoltaeneluby ONRI God246 WBERMIBR- bOO6S) .
10 or more in two or | 20 or more in two or

more items more items

Group (I) 41 people 16 people

Group (II) 33 people 11 people
Group (III) 32 people 6 people

5 [0069]

As is obvious from Table 6, with regard to
physical health (physical healthiness), the number of
study subjects whose scores worsened by 10 or more in two
or more items and the number of study subjects whose

10 scores worsened by 20 or more in two or more items were
greatly reduced in group (II) and group (III) when
compared to group (I). This showed that taking the
Lactobacillus ONRICb0240 strain significantly improves
physical health.

15 [0070]

From these results, it became clear that the
Lactobacillus ONRICb0240 strain is useful for improvement
or sustainment of physical health, particularly for
improvement or sustainment of QOL in physical aspects,

20 such as vitality improvement or sustainment, recovery from
physical fatigue, physical fatigue alleviation, and anti-

fatigue.



[Claim4] 15An anti-fatigue agent conprising Lactobacillus ONRI Cbh0240 (FERM
BP- 10065) .

-33-

[Claims]
[Claim 1]

A QOL (Quality of Life) improving or sustaining
agent comprising Lactobacillus ONRICb0240 (FERM BP-10065).

[Claim 2]
A physical health improving or sustaining agent

comprising Lactobacillus ONRICb0240 (FERM BP-10065).

10 [Claim 3]
A vitality dimproving or sustaining agent
comprising Lactobacillus ONRICb0240 (FERM BP-10065).

[Claim 4]
15 An anti-fatigue agent comprising Lactobacillus

ONRICb0240 (FERM BP-10065).



