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. vaccination. However, even when vaccrnatlons are developed for specific
respiratory rnfectrons they are expensive and not unrversally avallable
.Srmilarly, drugs to treat these rnfectrons have limited avarlab;lrty and are
expensive. Thus, it would be useful to provrde a non- medrcrnai method for '
the treatment or preventron of resprratory rnfectrons in rnfants
' SUMMARY OF THE INVENTION ,
- [00010] Bneﬂy, the present invention is directed to a novel method for.

_ preventrng or treatlng resprratory rnfectrons in rnfants the method




conprising admnistering to the infant a
therapeutically effective anount of DHA and ARA
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achi eved by the present invention, is that it
provides a nethod for preventing or treating

r espi éhSrising Hgﬁt‘tﬁrét@ﬂﬁ kdtHe Thmt §.tﬁé P@b‘ﬁca‘il? gﬁeptlve amount of
necessity of m ni ste I'ng unavail ab

nedl caHAgmst 6RAvaCC| nati ons. BRI EF DESCRI PTI ON (): THE

e LA Hihed i o PR BB o R AN e

f ol | presehidevdHtiont isqRat lﬂbﬁﬂrldelsrh FRHJdYSF pRenihty oMirédting

._the acconmpanyi ng draw n [00013] Figure 1 illustrates

-10.

‘apPaf@itia) 0 ERRPE 19Mishafrd the &6t &f BHA HAH 'uBHI%mentation
| cat @r

t he éﬁﬁ@t&toeﬂrmmoew nRats withewteanacessity obadministering

0| A BB SeBBhSEE ob 1 o>

DESCRI PTI ON OF 'EHHEFF!HEEGREUIE]DBOBI 'NHEI'[EtAWﬂ\IGSO014]

Ref Il t I :
b BRI Bt himort bddete thdorandipy OﬁHteeD'@ﬁ%’ﬂFdP\é%ntlon,

of whéfePerifesis Holw hads fo bl RbwRadeschREReh T con unctlon
provided by way of explanation of the invention, not

| i mi Maihithe aCE‘PmPﬁ@yfl"ﬁ\?’é@W’ﬂgn ~In fact, it will be

nodi ons “and vari-ations can
pr esenthe ingidance-of iprorzhitia artd)bmndielptms mn@fahtedthIeen the ages
SCOPgs Pt napilzrtjn f the i nvention. For instance, _

featUres T11USErared or described as part of one

15

enbodi mTAILEﬂ]DESQFHPEI'IONIGEHHEIBREEEWDYEMB(DDIMENTS
Thuys

| th nh t 00016 o
Y olha®) | LRelific hak RiP6e Tt i dotihia e efbdiments of the
. Modinkbrtidn, @ne @itfonedantplos of RBicE QI seWoHH igaldviieEach '

o scope_of the a ed 25 clains -and t '
equi PHBRES pé)‘ﬁ‘g‘?‘ﬁ By ey of explagatipreef tBﬁ dﬂ‘@ﬂ@'@t rota¥ limitation

.20

the ofthesPntioRY eN ANt Mikpslhgsdraned thaséékrlﬂaroemQHe‘é' PhPat
fromthefollovvlng detail ed escri-ption. ab

undeY&taysdnegifieationsransh variaipys sai bp made rxrtbe pgeaertt fnvention
t he RfRsAMe ﬁhﬁ@tﬁ&h o k8o HeSit cﬁg %thggfw&% egBJ iﬂéﬁqce

enmbodi nents onl and i's not 1 nten

" br odeajures plyetretedfortdﬁecptaetéenpart ofong emdhediroant, can be used

30

Def 'cﬂ‘l ér‘t&,ﬂér e&%ggrtﬁent% Iyté‘t"@Q S F Ly eHb%dtrﬁem

{00015] Thus, itis :ntended that the present mventlon covers such
: ‘modifications and variations as come within the scope of the appended |
claims and thelr equwalents Other objects, features and aspects of the
.,present mventlon are dlsclosed inor are obvrous from the foltowmg
' ‘detalted descnptlon ltisto be understood by one of ordlnary skill i in the
e art that the present d:scuss:on is a descnptron of exemplary embochments o
| only, and is not mtended as Ilmltlng the broader aspects of the present
. lnventlon ' '



i nprovi ng or renedying a di sease, di sorder, or synpt om
of a disease or condition. [00017] The term
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The method comprlses admmrsterlng a therapeutically effectlve amount of
* DHA and ARA to the infant. o
[00023] DHA and ARA are Iong chaln poiyunsaturated fatty aolds
(LCPUFA) which have been shown to contnbute to the health and growth
~ of infants. Specifically, DHA and ARA have been shown to. support the
- deveIOpment and malntenance of the bra:n eyes and nerves of infants.
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Arachidonic Acid (ARA) Pronote Better G owth and

Devel opnment Scores in Very-Low Birth-Wight Infants
(VLBW, Pediatr. Res.51:187A-188A (2002). DHA and ARA
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) :_ acetylchollne thresholds in children with bronchial ast_hma. Nagakura, T.,

- etal, Distary Supplementation with Fish Oil Rich in w-3 Polyunsaturated

- Fatty Acids m Ch:ldren with Bronchial Asthma Eur. Resplr J. 16: 861 865

- (2000) ‘These studies, however, do not dlsclose or suggest the surpnsmg

30 - | 'treatment and preventative effects that DHA and ARA have on respsratory
R :nfectlons in infants.



suppl enented into infant fornmula which can then be fed
to an infant. [00027] In an enbodi nent, the infant
formula for use in the present inventionis
nutritionally conplete and contains suitable types and
anounts of |ipid, carbohydrate protein, vitam ns and
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25 o LIP1L® which contains effective levels of DHA and ARA, is commermally '

o avallable and may be utllized in the present invention. o
'[00_029_] As an aitematrve to an infant formula, the DHA and ARA can

| --‘.be adminlstered as a supplement not mtegral to the form_u!a feeding. For

- example, the DHA and ARA can be administered as oil drops or sachets -

: 30 T or in combination with other nutrient supplements such as v_itami_rts, and

- the like. - ' '



5 anot her enbodi nent, the ratio is fromabout 2:3 to
about 2:1. In one particular enbodinent the ratio is
about 2:1. [00031] The effective anpunt of DHA in an
enbodi nent of the present invention is typically from
about 3 mg per kg of bod% wei ght per day to about 150
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(kcal) to about 100 ng/ 100 k n..an
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25 [00033] The amount of DHA'i ln mfant formulas for 1 use |n the present

invention typically varies from about 2 mg/ 100 _kllocalorles (kcal) to about
50 mg/100 keal. In ancther embodiment, the amount of DHA varies from
about 5 mg/100 keal to about 33 mg/1 00 kCaI: In'yei another |
- embodiment, the amount of DHA varies from about 10 mg/TOO kca[ to
about 25 mg/1 OO keal. Ina partlcular embodlment the amount of DHS
"vanes from about 15 mg/1 00 kcal to: about 20 mg/100 kcal
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about 50 ng/ 100 kcal. In a particul ar enbodi nent, the
anount of ARA varies from about 30 ng/ 100 kcal to
about 40 ng/ 100 kcal . [00035] The infant.formula

suppl emented with oils containing DHA and ARA for use
in the present invention can be nmade using standard 10

t echrjoo®H kTheramdouriths ARA in iflint AR Sior m&h@mer]ﬂeééht
equi val ent ampunt 15 of an oil nornally present,

‘hi gh Bfestien dypisallywariesfrom pbedbmafid @@Gﬁl@é’eéﬂkqaﬂéo ‘about
ARA jiog n%@%aPQnacﬂ%ﬂ'?é? rffk?odfr'ﬂgw tﬁ{an‘ntolﬁﬁt 8f Aﬂﬁ%pies from

as fish single cell yol
| i pi é@poantd trgé100 keal to ﬁbeu[mnwml ctmyét@nother

nat ur._al ovided, t t he r der. of

oA etthghEht, Biighih Sfha Vafied Fm A5&i 2R mgf188 kel to
del etaabum@rr@‘/fwkcal Ofth éfpemdmiea@nbod%bﬁf lﬁﬁ’é b#@uﬁt oft ARA
DHA and ARA c be used inre

pref é?'ﬂ%‘-ijfr?‘ﬁaﬂbqtﬁ SOragliRa kegteta ﬂb\ﬁ)ut ﬂ@ mgﬁ/@@ii‘?@in 7

t tt
Cont RSN o fanf B bl PAABHLA i ckPraining DA anc
cont AFA floguise tiththe priesent inventiphkGm tb@aiadém;ng)staﬁdamrdbl y
| k EPA
or o1 PRy BR Bt iR e P B Pleo Precif® BB gauivafpt amount
rmst ofparebib nabrhyilyspreséatn biga) Hugh b@:&%ﬂo[vm(b’aﬂ Sour ces

as singl e are tau in US.
Pat DH’@SEP 5%5%@ %BE‘ Alé  GRNdegya MOU"Pﬁé‘”OW" in
di scihesii QschPas WH 6l sidle cbW@FPfegﬁ{ ?I@ﬂplﬁebﬁdwglﬁﬂw and the like.

embolitEHtA 8Rd ARA GrreBe Nafk rwmrprowﬁed et the aemairder of
are e PORA sshkotget Ret FES@H u‘PBn? Qﬁbétﬁﬁﬁéltdefdt%r?ﬁus effect

birth until the infant  reaches one year age.

I n aeibthednfasio ddiemativelyDiha BHA waﬂaroenmwclsmeemd

Pr engia! llMsﬁo?ei’e dqﬁ&hﬁé @'ﬁ{JIQA uéié&ﬂﬁ%‘%ﬂ}‘r&ﬂ onrbtoﬂta&n fitle or |

post nat al et o eiln ant unti reac

' abomo bRA. yicarremfnm@et is3oe{epred.toaf theinfantopaniasaised herein

'."t ea I'Ng respiratory
20

R ess ARG 56 o906 (S8 19K BERYER 1AL 126 abour

rons™imn’i
conp‘r(] SO IeaﬁirEnﬂﬁsUmrerpgetemablyu iBssrthannhbaut 5 mg/100 kcal EPA;

';Eg% éﬁﬂ?&}v%ﬁ S%?Si’?é?ﬁ E‘P OVI ded.fop vet .

pr e\{9m37]g Soukrtesti DA 2rRbARAISHTNGIE RERGHE Ql‘tﬁtalu@ht inUS.

ot Bod IE TR BRSBTS b0 e blones whion

25

30

I's Qﬁé iReRsbrafay hél’@ih by reference in.their entirety. ,

- [00038] Inan embodlment of the present invention, the DHA and ARA"
are supplermented into the dlet of the mfant from birth until the mfant ’
reaches about one year of age In another embodiment, DHA and ARA
are adm_mlstered p_renataljy to the mother and/or_ supplemented into the =
postnatal diet of the infant "unﬁl the infant reaches about one Year of age. |
'[00039] In a separate embod[ment a method is prowded for preventmg '

or treatlng respiratory mfectlons in 1nfants the method comprising '

admln_lstering_to the infant a therapeuncall_y effective' amount of‘.rDHA._'- in -

8



adm ni stration of DHA or ARA al one may prevent or
treat respiratory infections in infants. [00040] In
an enbodi nent, DHA- and ARA-suppl enentati on prevent or

~treat the occurrence of upper respiratory infection,

i nfluenza, croup, respiratory syncytial virus,

br onojet insthdp lepitstiirabht, aﬁné’tﬁgd‘ﬂs’ pmmmar BrovAatingV rltlreating
be seen in the exanples, DHA and ARA have been s

to 10esrifaient infestiogs jneintards, tthe maﬂwd:leweneﬂg admrnlsterang to

and aeiRnts BREAbAcRlY e ERB amA RS BBE] i BOIREA Bt e

foll caﬁinnglsemamp bEBHAescARAalorar may prendpo or treat r%spfratbl‘ye
15 25 Ertesent P ﬁsgt' on. O her enbodiments within the
scopdfBFIQTRIndpian herein will be apparent to one

~ski | [60040] t e aAemBddMAERO DH AL ARA-<Y | F)gle'i‘ﬁentatlon prevent or

.10_

speci fication or practice of the inven
di scligakthenesasirience of ugpemniespigaidry infestion Hefluenza, croup,

coner A e ARTURE, bl Br AR Bnaldf ppaumapie. As
Spl r will lod sebr in theseranied iy andoh%hade bbgnishewslai ns

per cg%%"gtg%agwéﬁa %mﬁg’ﬁeﬁce:'/\gf %’HSC'BE%B%&?EP@E% upper
ot hefe@p@ﬁtommfeatcaﬂand Ex@raptespiralddpfdadiichl s exanpl e

. desc terial s and net hods necessary .to show
foodids ' o

“.the

.15

oMing pxamplgs geseligsyarioxgembodiments of the
ARA- §|\é@@hﬁ‘iﬁ3§ﬁ@cﬂ1 Ot timtddi rma'lltt%‘ vitthid ﬂt%oé Q'fthe claims

infections:in infants. A study was conduct

asselereimwilhmppparenhie enacefilisddy the attrt@napp@edanuen of the.

i nt eéﬁé&ﬂc%'%n dridk&taR: ?%”‘f thdindehftitlad BisBoERd lh?)’c%n‘r'ptt Jg intended - |

bet ween two groups.of- patients recelving
f eedihabthe specficalipariogethernith te aRImples, lse considergd to be

Obj egldr S8y o 'A\g@'ﬁ hé@dq‘?) tan %}t%ﬁﬁ%ﬁbeﬁgﬁﬁéﬁa(fr(nedlcated.

wer e nmeasure I Ona ccep

1 ol enathesclaims whichrfolldw tl'leataxafnaﬂos wier the examptds; dil percentages

20

Sbseraigplatfod bLibioMFiass (Mot SERHRe RIFRBET "2

12-month | ong-term fol | ow l@arﬂ'ﬂe istudy i ncl uded a :

: hi | d d
. :Jgfjl h?&%‘l anﬁ%ﬁﬁé’@p eg%‘%?gflg trgagqr%/llsoanq %*%messssaw

25 -

t hattotshewathkigfecE oLAIMMNigSIoR epaemeni a%x ARA- -supplemented
- mfant formula on resplratory infections in infants. A study was. conducted
 to assess and compare the frequency of the appearance of mtercurrent 7
ilinesses in a long-term follow-up between two groups of pat:ents recewmg
artificial feedmg with or without DHA and ARA. As secondary objectwes
' 'wexght helght and head cwcumference were. measured Addltionally,
- accep_tabrhty and tolerance of the artificial feed were evaluated
,- [00043] The study was a multicenter, prOSpectrve observat!on study
conducted in Spam with a 12- month Iong—term follow-up The study
: -"zncluded a total of 1 345 children, recruited by 357 pedlatnCIans whose |

geographlc dlstnbutlon assured that the entire country was represented

9



The children were selected without follow ng any
random zation criteria. They were assigned to the
artificial nursing formula that the pediatrician

‘bel i eved to be appropriate for that child. [00044]
Infants were assigned to be fed either DHA- (17 ng/ 100

(o TSR e SoBPlet i Yo gRU R ST R iaslo e
or nomh pteem‘vgmﬂ toahanalttificiall aamringiomuRy that thedqiedidtrician
total, of 1,094 infants were fed DHA-/ARA suppl enented

f or mipeliexad toke aparopiete fpgthaticbildcont rol f or nul a.

" Th t
anouriP OB R fiphfisstidia s (o8, Aikr DRI Pmaf i Koal
* 5f or mared ABRA- $34rivigAt0Q Iéca hawplemadtedfobnelagDHAMRR) (Enfalac

I nf t 7 d 1
age. NPt MicasortispR iasmnarth oF boR AP BGEIFRR fophula

- physi (@bﬂtt’olr ﬁ:ﬁqrwearmmetal evn @eadnfa@is wdteﬂ@ﬂ@%ﬁ mRA-

- nmedical illness. mpl e 2 15 [00045] This ex
i || ustypRiementad fWHtH'@ wtﬁé@d@fﬁntfawereJﬁdpﬁ@tretfewula Three
par t I.ﬁfaaentvére hét a%%ﬁeax@ ahy %rﬁtm&ymg%&m@epbﬂﬁhﬂm that

the followm ng conditions as art o
10hi st ovae supplemeanieddntodfie fermula gtae sirnilaritoithat foundsivg breast

‘SE glto 'éfﬁlll@l etbf%% I'étﬁm'(eé At a?r e‘lr téeéég%&fgg}gﬂthi oé'gﬁgt?g%folllow-up :

SN nmﬂ’e‘epomem@s Alleack visit; physici2l relidriie were evidwed foe -
.f_req%@%ﬂ%gfgs éééélﬁ' cedents bet ween the DHA/ ARA

and SOt | ng in a hormogenous .
~ popul ati on. [00046] The neaExa g@lé gr begi nning fornmnula

1815 S I el S TR A S Sty
- St udypaRigdrizs.PRNéEmnaR), #ee G nﬁsgtmﬂ@haatr@tofﬂowmy

|nfants_that were 25:-o0ne m)nth 99 infants th

wer e CONGILIABH RS RATLOT thels fariistoryiisthma (20.8F) callergic hinitis
- mont fpg, 6%)dat0§ftdde§ﬁ1a‘tlﬂ§ abe)t Qlﬂér?y"ﬁf Sol’ er'ﬁllk"B}Bte"t? (P58, other

. The baseline a? fference ween. t he two groups
‘st udRbergiss(6y % rmﬁtrﬁetabom Hinesses (@%m&:ega parement ed

ol A b oy Ry il FEARERNAS belflon g Dywiars

‘_Clnlca evant to estuyresu
The ped @entralwoubs rraswiing in a2 hemoggtgusaepulationlos (719)

| ggge erﬁtﬁg n agi t@?%é@%rn%rrﬁ&a‘%%ét%%&s 156 tt?onths
- (Confidence limits (CI) 95%1.1101.2) W|th ages between 0 and 4 months
_ ‘The study participants m_cl_uded 466 newb_orn infants, 474 infants that were .
25 one month old, 199 infants that were two months old, 138 infants that
" were three months old, and 68 infante that were four months old. The
- . basehne age dlfference between the two groups studled was 0.2 months
- with the DHA/ARA-supplemented mfants being older This difference was
| not cllmcally relevant to the study results, _ :
- 30 : B [000.47] The percentage of males in the study was 54.1% (719) and the

percentage of females was 45.4% (61 1). In 15 cases, the infants’ gender

10
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15

was not specified. The DHA/ ARA group and control group
were honbgeneous concerning the proportion of boys
and girls. [00048] The nean gestational period for
study infants was 39.1 weeks (O 95%39.1 to 39.2)
rangi ng between 28 and 50 weeks, which were 5 extrene

|

cont i Hon HFEFE?SZH“@%%B e fﬁ%@gp‘ﬁanﬁmigmm
omwn I (B't_lﬁn ajﬁbg | On .

géfuum Oounghe [r]rglg\rlrmag?r:u o rll mac

P 200042 Fhb midk GERRAGa pkred or Suskt ntai Wag 8.1 weeks

bi r t HCYeeSRB1deH 2y Farldihg Béﬂroe%ngzh A So WRkkd %ﬂ%gﬁ] Yere

10 between 2 and 10 points. Only four infants

scor Extrg@e@ius exqeptioppasrsmanstiptesy thesmall megan apnfidence

[ o0o LAPPARETRE BRATARA GoBR R cefrp Crol ueighioggueous wih

3, 2778garg$m1§'es(tﬂion p&lo@, 244.6 to 3,310.5) ranging

. 15 ght at .
bt 1 Fod0gb1 | Ehd Birer it e erigage ammpepeanassegd respiration
'3, 15PARGAR) &si%ﬁl@)atftﬁrmlv@ﬁ 04 YeiRts ﬁl—‘)l 35, 894 14 8% ranging

grang.. The DHA/ ARA . gmand control group were

honoB&MeEsts aind o ofoke irdnts had[sgoeeiqelqwré Mdwen
a7 g rehah f"‘?‘%&éf‘r‘g’hﬁe%ﬁﬁ%%“éﬁﬁgéf}%% o ebdrgsto

| engfRGAR grB$rth for the femal es was 493.4 mm (d

95% M%Aerh%%egm”aé @%%t{bgﬁt@r%ﬂﬁpﬂrﬁgzo an%,@éééﬁq%rgﬂgs (Cl

Wi t rﬂ&%@az%omsmw raapingi trettlieer} 0Q@62hd.4,89® grmas The

(ot "5Bop SR} BlreSlon i Pl woS BB bR 2158,

- mm 1O1862255 eamaingy mmebnplezsmen@n 250 dramth TherDIMASARA

20

bet wigiP 588 cBfioleriuhwereRBrisaRiaRis ita roerdnts BORTo

gr oypoeetle Moengeas Céﬂi;)tw\ﬂaf Birthg6AhdsmAles Wadlige! 4 mm (Cl 95%
per i ; 6 birth. 00053] The. nost frequent

anorfir;né\‘e’t £9a§ HdrRging bsyvean 389 ang579gnme Thefraﬁa@jength at

f ol |tﬂﬁ$fbrbb¥e f@iﬁﬁlle@vﬁd@.e«i@é @'mrﬁr{@m%?@1(§to7&@4 g8 sanglPﬁ

-~ i nf ant s), aenl tor-urinar 9% 53 infant’s

DHA/ &Me@? 6%% agf $500nm- ol ney ﬁérgfomno@eﬁetmis;mop were -

t he Hoh@sHéRBEYs HithdbharRABHdidht at bAHNd 1 n the basal

25

30

[00052] "The mean cramal périmeter at birth for the males was 346.8
mm (Cl 85% 345 5 to 348. 1) ranging between 300 and 470 mm. The _
mean cranial penmeter at blrth for the females was 342.9 mm (Cl1 95%
341610 344. 3) ranglng between 290 and 470 mm. The DHA/ARA group
-~ and control group were homogeneous with regards to cramal perlmeter at
_ blrth _ '
_[00053] The most frequent anomaly was dermatologrcal (7.1%, 96
| infants), followed by muscle-skeletal anomahes (5.7%, 76 mfants) and
‘ ‘gemtor—unnary (3. 9%, 53 mfant_s), The DHA/AF{A group- anAd control group

11



expl oration. Exanple 3 (00054] This exanple

illustrates the effects of DHA/ ARA 5 suppl enentation

on various infections and synptons of infections

during the first year of life. Table 1 displays the

per cent age of DHA/ ARA- suppl enented i nfants conpared

to thgeRaidiR &%L@fforcﬂ’l@tff uehﬁgot‘ élf%ﬂ}frﬁ Iietsh‘ahnc(ij in the basal
presented I nfections or I nfecti1ons

t hei rexpidraldenr.up  visits. 10 Table 1. DHA/'ARA vs.

Control - Synptons of infectdon t onfol | ow Up
Control 9%OHAI ARA % Month |r§—’i—"%ﬁ§¥-§?ty 141. 3F 0. 05

| nf eqbd 6]of This dfarfificQfustpRsy thd 284cR 1A TAJAARAI rvays
Rhinitisl6. 730. 05" Bronch| tis/51.3.96.10.0001
S pr oc HiUpPlagntatiorsgn yaripugpinfegtiony and sgoptems of mfectrons durrng

Lo, A S i e

Test .suphlemearged! irﬁaahse:osrttmredtc thalpeycesitage of cxmttot-fed infants
Q0055 th t
[t st ArEoRaY et SOVERoTRE! PR Ra: Snd fasi flw-up

or syn‘gn&orrs of infections was higher than in the 15
ion was vom ting at

gro onlLy except .
rmnt ﬁRA' ldﬁﬁ Rg‘éﬂﬁl Goztre'hogymﬂ*@nrseefdnt%ﬂer the study

o rrﬂi ”%HBvJ-U? O&nteol 2 > GAAARATRST TN p
sy occurre he results that are -
St al Ih‘?'{‘db‘ﬂﬂ'}l!l Yy g1 glll"l.i L.cult are3ToOWT. 1.3 F 0.05.
-+ | Infection of 1 12.1 6.6 0.05
upper .12 24.2 16.2 001
airways _ _ : e :
Rhinitis 1 8.7 ' 3 0.05
Bronchitis/ 5 13.9 6.1 | 0.0001
brochiolits 7 - 10.8 5.1 _ 0.01
- 9 - 11.3 {- 58 , 0.01
Vomiting , -5 o | 25 F0.05
| Constipation 3 9.7 | 53 .0.05-
| Endocrine 7 1 0 "F0.05
- F= Results of the Flsher Exact Test. The results are statrstlcally srgmflcant
if P<0. 05.

[00055] In all cases, the percentage of infants in the control group that
- suffered rnfectlons or symptoms of infections was hlgher than in the
15 DHA/ARA group The only exception was vom:tlng at month 5.
| [00056] Table 2 show the results of the study grouped accordlng to the
' bodlly systern in which the symptom occurred Only the results that are -
: statlstlcally S|gn|ficant are shown. o ' '
" Table 2. DHA/ARA vs. Control — Grcuped__Accord_ing to System

- System Follow-up | Control % | DHA/ARA% | .~ P
Y Month X R L
| ORL 1 20.1 12.6 . 0.05

| 12 376 26.7 0.01
| Gastrointestinal 3 . 20 | 119 | 001

12



Table 2. DHA/ ARA vs. Control -- G ouped According to
System Syst enfol | ow-up Control %OHA/ ARA % Mont h
ORL120. 112. 60. 05 1237.626. 70. 01

Gastroi ntestinal 32011. 90. 01 12 Respl ratory51690 01 .

712, T—Epdoct 6|cu. F—6-05 [OOCST’]'Om

In syu bf—-nRfants—it-a—the—eontirol——
12.9 7.6 0.05.

gr oujp t hat pr esepted—syrptprs—oi

br onchitis/bronchjolittfs (? ?@ﬂﬁsmﬂq hlﬂhBé}thar.thQDT
percr:EﬁC HNg inflants Tn the DHAIARA droup ©27. 4% F_O.QS

presenting 5 SI mlar synptons. Both Table 1 and

::Inglu Qn@seﬁ [’rha fE?r?F’& éﬁeqﬂ ﬁr)TfD niewg%m the%ohtro{1 group that

'si gnifrbsamed yymbtogﬂit&bf br@nbhﬁs/bﬂmchwhtsf @317 9"’/4) Was hrgher than’
i nfan

| | t f
devel'bf B Hiagtrd dabio 1165 BRHLARA oAp 42aa i prasenting
5of a%ﬁn%%yﬁtp%}% Both 'TQBIeOPan Pii.]ugé QWR oW Rt 4t tﬁ%
DHA/ ARA %oup The inci dence physi'ci an r-ecor

r espimeths of age. tbe indidancel af hrwltltwmncruohtrsewmmnuy |

R B A PG e vt

decr dasgdpednfedionefdhe ubpem:hmayssdthmnohtml dftaige, was higher

D5 In B ALIlpl By k8 DARAR B, i Peldingn bt

10 conpahgsician :ecamédare@wbaﬂytrmbayb\?ertah&tasd@%r Mothe DHA/ARA

contaln DHA and ARA. [00059] AIl references cited in
this Eop'é’mflcatlon including without limtation, al 'l

pape[anosBy bl THaY, e FesuR 0L HHiS stuBRsRB tﬁmhfa?ﬁé FRNBHA/ARA-
resentatlons texts rep orts, anUSCTIp bro ur es, .

" bookSUPRIemeRied fztrnwés’mﬁg?sdeqr@@ﬁ%nceeﬂce ks,
B e e
The @f%cérggg FyAngthe fijst year of life when compared to.infants fed formula
that does not contain DHA and ARA. ' |
[00059] AII references cited in this spec:ficatlon inciudrng wathout
' Irm:tatlon all papers, publlcatlons patents, patent appllcatlons
_ presentations, texts, reports manuscr:pts brochures books mternet _
20 postings, journal articles, perlodlcals and the llke are hereby incorporated |
by reference into this spec:flcation in their entrret:es "The dlscussmn of the'
references herein is. mtended merely to summarrze the’ assertions made '
by their authors and no admission i is made that any reference constitutes

prior ait. Applicants reserve the right to challenge the accuracy and

| 25 pertinence of the cited references

[00060] These and other modlficatlons and vanations to the present
invention may be practiced by those of ordlnary skill in the art W|thout
~ departing from the spirit and scope of the present mvention whrch is. more '

particularly set forth in the appended claims. In addition, it shoufd be
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references herein is intended nerely to sunmarize the
assertions made by their authors and no admi ssion is
made that any reference constitutes prior art.
Applicants reserve the right to challenge the accuracy

Thes TSR SRR EcRepls W ig kP ORFRT oV piprohanged

. pr esentwhdl@vein parh Faghdrmdpe apbse efloRtindrip ek i9the art will
ordlna sle%Bln the art, Wi t hout departing fromthe .

spiridP Rlpclats ihgrforagoing dascrption isdi Way of akarppleianly, and is |

nor e I

o S itohae &5 it B imGhtch ¥ iy ABBERE \2h Whpondod
Sof t i i hesefers dbie ﬁpnﬂt sndayonreof theappeadgd d:laims should not

m OIt ﬁ)ée qg? 5 desé'['éttgo(?‘r &35? Rgtfgfrﬁ V]%gﬁ,l@lé%gqtﬂga%ea khereeln

descrlptlon is by way of. exanple only, and is not
intended to I'imt the invention so further described
in such appended clainms. Therefore, the spirit and
scope of the appended clains should not be linmted to
t he description of the preferred. versions contai ned
therein, 14 CLAIM5 1. Use of a therapeutically
effectlve amount of DHA and ARA in the manufacture of
“a nmedi canent for the prevention or treatnment .of -
respiratory infections in infants. 2. The use .
according to claim1, wherein the respiratory
infection is selected fromthe group consisting of
" upper respiratory infection, influenza, croup, '
respiratory -:syncytial virus, bronchitis, ‘
bronchiolitis and pneunonia. 3. The use accordlng to-
claim1, wherein the DHA and ARA are suitable for
adm nistration'to the infant fromthe tine of -birth
until about one year of age. 4. The use accordlng to .
any one of the preceding clains, wherein a L
therapeutically effective amount of DHA is betmeen
~about 3 ng per kg of body weight per -day and 150 nyg
per - kg of body weight per day. 5. The usé according to
any one of the preceding clains, wherein a :
therapeutlcally ef fective amount - of DHA is between
about 10 ng per kg of body wei ght per. day and 60 ng _
per kg of body weight per day. 6. The use accordlng to
~any one of the precedlng clalns mhereln a . _
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t herapeutically effective amount of DHA is between
about 15 ng per kg of body wei ght per day and 30 ng
per kg of body wei ght per day. 7. The use according to
any one of the preceding clains, wherein a

t herapeutically effective amount of ARA is between
about 5 ng per kg of body weight per day and 150 ng
percigamsef body wei ght per day. 8. The use according to
any one of the preceding clains, wherein a
therapeutically effective anbunt of ARA is betmeen

about 13- ng Pes oflagherdpelitingly eﬁ&iﬂ@i‘ém&ﬁf of DAAYan@ ARA

per, The use accor g to
DRt St W oL o e o it spepretor nfectons in

théﬁ@ﬁ%utlcally effective anount of ARA is between

about 20. ny Wuskgcc@fdmﬁﬂﬁdfalﬁﬁﬁ'mgrelﬁ% resgﬁéiorgm%cﬁ% is Selected

pe e use
t oﬁgﬁ%e X?'ﬂ'gg ﬁﬁ'ee% &sﬁ'&*‘?ﬂ’ infaction. {pfieanes. sroup.eespixatory
of synAml w hr@chmanmmﬂn@nus ahd Bndummopout 9: 1. 11. The

u S e ac cor di [.€ |
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Eﬂhﬁadeﬂfcﬂlw effective amount of ARA is between about 15 mg per kg of body weight per
day and 90 mg per kg of body weight per day.

9. The use according to any one of the preceding claims, wherein a
therapeutically effective amount of ARA is between about 2G mg per kg of body weight per
day and 60 mg per kg of body weight per day.

10. The use according to any one of the preceding claims, wherein the ratio of
ARA:DHA is from about 1:3 to about 9:1.

11. The use according to any one of the preceding claims, wherein the ratio of
ARA:DHA is from about 1:2 to about 4:1.
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formul a conprises ARA in an anount of from about 4 ng
to about 100 ng per 100 kcal infant formula. 19. The
use according to any one of the preceding clains,
wherein the infant fornula conprises ARA in an anount
of from about 10 ng to about 67 ng per 100 kca

infant fornula. 20. The use according to any one of
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manuf actur e '8 US¢ RSaiding e sny pog of the pracedingn¢laios, wherein the infant
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formula comprises DHA in an amount of from about 15 mg to about 20 mg per 100 keal
infant formula.

18. The use according to any one of the preceding claims, wherein the infant
formula comprises ARA in an amount of from about 4 mg to about 100 mg per 100 keal
infant formula.

19. The use according to any one of the preceding claims, wherein the infant
formula comprises ARA in an amount of from about 10 mg to about 67 mg per 100 kecal
infant formula,

20. The use according fo any one of the preceding claims, wherein the infant

formula comprises ARA in an amount of from about 30 mg to about 40 mg per 100 kcal .

infant formuila.
21. The use according to any one of the preceding claims, wherein the infants
have additionally been administered DHA and ARA prenatally.
22, Use of a therapeutically effective amount of DHA and ARA in the
manufacture of a medicament for the prevention or treatment of bronchitis in infants
23. Use of a therapeutically effective amount of DHA and ARA in the
manufacture of a medicament for the prevention or treatment of bronchiolitis in infants.
24, Use of a therapeutically effective amount of DHA and ARA in the
manufacture of a medicament for the prevention or treatment of upper respiratory
infections in infants.
25. Use of a therapeutically effective amount of ARA in the manufacture of a
medicament for the prevention or freatment of respiratory infections in infants.
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