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BACKGROUND
Bacterial flora of the bowel has recently gained importance from a therapeutic point of view.
s Itis now realized that the human flora, rather than just being waste material resulting from digestion
of food, is an important virtual organ containing large numbers of living microorganisms. There are
in excess of one hundred thousand different subspecies -or more- arranged in families and
subgroups of genetically different but often linearly related organisms. The waste *material" makes
up a proportion of the flora. The bacterial content of the flora is actively breaking down or
30 metabolizing the non-absorbed matter, largely fiber, on which the bacterial cells grow. Because the
bacterial flora is contained within the human body and is made up of living components it
constitutes in fact as a living organ or a virtual organ.
This virtual organ can be healthy in that it doesn't contain any pathogenic organisms, or it
can become infected or infested with parasite, bacteria or viruses. When infected with some
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SUMMARY

25 According to a first aspect of the present invention, there is provided a delivery vehicle,
formulation, composition, pharmaceutical preparation, product of manufacture, container or device,
comprising: an entire (or substantially entire) microbiota; a treated or untreated fecal flora; a
complete or partial fecal flora, a fecal flora substantially or completely purified of non-fecal fioral
fecal material, or a partially, substantially or completely isolated or purified fecal flora, made by a

30 process comprising:
(i) providing an entire (or substantially entire) microbiota, a treated or untreated fecal flora
sample, a complete or partial fecal flora sample, a fecal flora substantially or completely purified of
non-fecal floral fecal material or a partially, substantially or completely isolated or purified fecal



flora; and, a delivery vehicle, fornulation, pharnaceutical preparation,
conposi tion, product of manufacture, container or device, and (i)
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fecal material, or the partially, substantially or conpletely isolated or
purified fecal flora in the delivery vehicle, fornulation, conposition,
pharmaceutical preparation, product of manufacture, container or device.
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provi ded a poisdningesrya wehditohehaving a bowel dysfunction component or side- effect, or for the
amelioration, treatment and/or prevention of a constipation, for the treatment of an abdominal pain,
a non-specific abdominal pain or a diarrhea, a diarthea caused by: a drug side effect or a
30 psychological condition or Crohn's Disease, a poison, a toxin or an infection, a toxin-mediated
traveler's diarrhea, or a Clostridium or a C. perfringens welchii or a C. difficile infection or a pseudo-
membranous colitis associated with a Clostridium infection, comprising:
administering to an individual in need thereof via a delivery vehicle, formulation, composition,
pharmaceutical preparation, product of manufacture, container or device of the first aspect, or a
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According to a seventh aspect of the present invention, there is provided a device for
20  delivering a fecal material or a composition of the first aspect, comprising:
(a) a device as illustrated in Figure IB or Figure 2; or

(b) a device comprising
(i) a bag or container comprising an exit aperture operably connected to the proximal end of
a flexible tube or equivalent,
25 (ii) an open or close valve or equivalent or an obdurator screwtop at the distal end of the
flexible tube or equivalent, and
(iii) a pump, or a hand pump, for moving material in the bag or container through the flexible
tube or equivalent and out the distal end or out the open or close valve or equivalent; or
() the device of (a) or (b), further comprising a fecal material or a composition of the first
30 aspect.
According to an eighth aspect of the present invention, there is provided a bag or container
comprising: an entire (or substantially entire) microbiota; a treated or untreated fecal flora; a
complete or partial fecal flora, a fecal flora substantially or completely purified of non-fecal floral
material or, a partially, substantially or completely isolated or purified fecal flora, or a composition
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According to a twelfth aspect of the present invention, there is provided
use of a device of 20 the seventh aspect for delivering a fecal material or
an entirewbanizsubmstrantially entire) mcrobiota, a treatedTouvomnioested
fecal flora sanple, a conplete or partial fecal flora sanple, a fecal flora
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30 In altemative embodiments, the invention provides compositions (including formulations,
pharmaceutical compositions, foods, feeds, supplements, products of manufacture, and the like)
comprising: delivery vehicle, formulation, container or device, comprising a treated or untreated

fecal flora, or a partially, substantially or completely isolated fecal flora; and methods of making and

using them.



25 oxygen-scavengi ng nmechani sm and/or, the delivery vehicle, fornulation,
phar maceutical . preparation, product of manufacture, container or device
conpri seswonroiziemsat ed wi t h an oxygen scavengi ng mat eri @cy/aanoi1moo9s?
conpletely or substantially replacing the air in the delivery vehicle,
formul ati on, pharmaceutical preparatior/, product of manufacture, container
or device with nitrogen and/or other inert non-reactive gas or gases;
30(c)the delivery vehicle, formulation, pharmaceutical preparation, product
of manufacture, container or device of (a) or (b) wherein the delivery
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at least about 90%, 91 %, 92%, 93%, 94%, 95%, 96%, 97%, 98%, 99%, 99.5%, 99.6%, 99.7%,
99.8% or 99.9% oxygen free) by: incorporating into the delivery vehicle, formulation,
pharmaceutical preparation, product of manufacture, container or device a built in or clipped-on

25 oxygen-scavenging mechanism; and/or, the delivery vehicle, formulation, pharmaceutical
preparation, product of manufacture, container or device comprises or is coated with an oxygen
scavenging material; and/or completely or substantially replacing the air in the delivery vehicle,
formulation, pharmaceutical preparation, product of manufacture, container or device with nitrogen
and/or other inert non-reactive gas or gases;

30 (c) the delivery vehicle, formulation, pharmaceutical preparation, product of manufacture,
container or device of (a) or (b), wherein the delivery vehicle, formulation, pharmaceutical
preparation, product of manufacture, container or device simulates (creates) partially, substantially
or completely an anaerobic environment;



(i) the delivery vehicle, fornulation, pharmaceutical preparation, product
of manuf acture, 25container or device of any of (a) to (h), wherein the
treated owouniwmsised fecal flora, entire (or substanti alpcy/aanbiwm)os?

m crobiota, or partially, substantially or conpletely isolated or purified
fecal flora, is |yophilized, freeze-dri%d or frozen, or processed into a
powder ; (j) the delivery vehicle, formulation, pharnaceuti cal
preparation, product of manufacture, container or device of any of (a) to
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multiple d ?V@ rrygpgg;y ons, wherein optionally the repeated or nultiple
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(h) the delivery vehicle, formulation, pharmaceutical preparation, product of manufacture,
container or device of any of (a) to (g), wherein the fecal sample is treated such that the fecal flora
20 is separated from rough particulate matter in the fecal sample by: homogenizing, centrifuging
and/or filtering a rough particulate matter or a non-floral matter of the fecal material, or by
plasmapheresis, centrifugation, celltrifuge, column chromatography (e.g., affinity chromatography),
immunoprecipitation (e.g., antibodies fixed to a solid surface, such as beads or a plate);
()  the delivery vehicle, formulation, pharmaceutical preparation, product of manufacture,
25 container or device of any of (a) to (h), wherein the treated or untreated fecal flora, entire (or
substantially entire) m.icrobiota, or partially, substantially or completely isolated or purified fecal
flora, is lyophilized, freeze-dried or frozen, or processed into a powder;
()  the delivery vehicle, formulation, pharmaceutical preparation, product of manufacture,
container or device of any of (a) to '(i), wherein the fecal flora (including e.g., the entire (or
30 substantially entire) microbiota) is initially derived from an individual screened or tested for a
disease or infection, and/or the fecal flora is initially derived from an individual screened to have a

normal, healthy or wild type population of fecal flora;
(k)  the delivery vehicle, formulation, pharmaceutical preparation, product of manufacture,
container or device of any of (a) to (j), wherein a substantially isolated or a purified fecal flora or



neutralizer, a marker, a cell marker, a drug, an antibiotic, a contrast
agent, a dispersal agent, a buffer or a buffering agent, a sweetening
agent, a wehbtxmsisng agent, a flavouring agent, a pH st abirlAweriooeas7

acidi fying agent, a preservative, a desweeteni ng agent- and/or-colouring
agent; at least one vitamn, mneral ar8d/or dietary supplenent, wherein
optionally the vitamn 20 conprises a thiamne, riboflavin, nicotinic acid,
pant ot heni ¢ acid, pyridoxine, biotin, folic acid, vitamn B12, |ipoic acid,
ascorbic acid, vitamn A, vitamn D, vitamn E, vitamn K, a choline, a
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the method of gidgast apeeitamin, mmiaeral anf/ore digtary ssyppleraent,rwherain aptiopaly the vitamin
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mannooligosaccharides.

In alternative embodiments, the invention provides products (articles) of manufacture

comprising a delivery vehicle, formulation, pharmaceutical preparation, container or device of the
30 invention.

In altemative embodiments, the invention provides methods for making a delivery vehicle,
formulation, pharmaceutical preparation, product of manufacture, container or device, comprising a
treated or untreated fecal flora, entire (or substantially entire) microbiota, or a partially, substantially
or completely isolated or purified fecal flora, comprising:



(c) the nmethod of (a) or (b), wherein the delivery vehicle, formlation,
pharmaceuti cal 20preparation, product of manufacture, container or device
si mul at eswpeoeatiemy partially, substantially or conpl et ecy/saanoanaesobi c
envi ronnment ; (d) the nethod of any of (a) to (c), - whererm the delivery
vehicle, formulation, pharmaceutical pfli@paration, product of manufacture,
contai ner or device is nmanufactured, |abelled or formulated for human or
ani mal use; 25(e)the nethod of (d), wherein the aninmal use is for a
veterinary use; (f)the nethod of any of (a) to (e), wherein a prebiotic, a

stabilizing ag ?)ﬂt éﬁﬂtﬁldﬂéyacﬁ Sefidd 6r5 e’c& saf le"}a?‘?%hﬁﬁsﬁion tcaﬁ;frfsfnﬁ%t ed or

untreated feca artla s ant y or conplete sol at ed
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isolated or purified fecal flora, in the delivery vehicle, formulation, pharmaceutical preparation,
product of manutacture, container or device, and creating a substantially or completely oxygen-free
10 environment in the container or device;
(b) the method of (a), wherein the delivery vehicle, formulation, pharmaceutical
preparation, product of manufacture, container or device is made substantially or completely
oxygen free by: incorporating into the delivery vehicle, formulation, container or device a built in or

clipped-on oxygen-scavenging mechanism; and/or, the delfivery vehicle, formulation,

15 pharmaceutical preparation, product of manufacture, container or device comprises or is coated
with an oxygen scavenging material; and/or completely or substantially replacing the air in the
delivery vehicle, formulation, pharmaceutical preparation, product of manufacture, container or
device with nitrogen and/or other inert non-reactive gas or gases;

(c) the method of (a) or (b), wherein the delivery vehicle, formulation, pharmaceutical

20 preparation, product of manufacture, container or device simulates (creates) partially, substantially
or completely an anaerobic environment;

(d) the method of any of (a) to (c), wherein the delivery vehicle, formulation,
pharmaceutical preparation, product of manufacture, container or device is manufactured, labelled
or formulated for human or animal use;

25 (e) the method of (d), wherein the animal use is for a veterinary use;

(f)  the method of any of (a) to (e), wherein a prebiotic, a stabilizing agent or a glycerol is
added to, or mixed into, the treated or untreated fecal sample, or partially, substantially or
completely isolated or purified fecal flora, before storage or freeze-drying, spray-drying, freezing or
lyophilizing;

30 (g the method of any of (a) to (f), wherein the delivery vehicle, formulation,
pharmaceutical preparation, product of manufacture, container or device is initially manufactured or
formulated as a liquid, a suspension, a gel, a geltab, a semisolid, a tablet, a sachet, a lozenge or a
capsule, or as an enteral formulation, or re-formulated for final delivery as a liquid, a suspension, a
gel, a geltab, a semisolid, a tablet, a sachet, a lozenge or a capsule, or as an enteral formulation;
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matter inyphei1d@emy sanpl e by: honopgeni zi ng, centrifugi pgraidbAloohdsht eri ng
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by pl asmapheresis, centrifugation, celli§rifuge, colum chromat ography
(e.g., affinity chromatography), 5i mmunoprecipitation (e.g., antibodies
fixed to a solid surface, such as beads or a plate); (i) the nmethod of
any of (a) to (h), mherein the treated or untreated fecal flora, or
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at least one vitamin, mineral and/or dietary supplement, wherein optionally the vitamin
comprises a thiamine, riboflavin, nicotinic acid, pantothenic acid, pyridoxine, biotin, folic acid,
vitamin Bz, lipoic acid, ascorbic acid, vitamin A, vitamin D, vitamin E, vitamin K, a choline, a
25 camitine, and/or an alpha, beta and/or gamma carotene, and/or
a prebiotic nutrient, wherein optionally the prebiotic comprises any ingredient that stimulates
the stability, growth and/or activity of the fecal flora or fecal bacteria, or optionally comprises
polyols, fructooligosaccharides (FOSSs), oligofructoses, inulins, galactooligosaccharides (GOSs),
xylooligosaccharides ~ (XOSs),  polydextroses,  monosaccharides, tagatose, and/or
30 mannooligosaccharides;
()  the method of any of (a) to (k), wherein an entire (or substantially entire) microbiota, a
substantially isolated or a purified fecal flora is (comprises) an isolate of fecal flora that is at least
about 90%, 91%, 92%, 93%, 94%, 95%, 96%, 97%, 98%, 99%, 99.5%, 99.6%, 99.7%, 99.8% or
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30mannool i gosacchari des; (1)the method of any of (a) to (k), wherein an
entire (or substantially entire) mcrobiota, a substantially isolated or a
purified weeal2/fibmsra is (conprises) an isolate of fecal pCiranaotivabosis at

| east about 90% 91% 92% 93% 94% 95% 96% 97% 98% 99% 99.5% 99.6%
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15 abdominal pain or a diarrhea, a diarrhea caused by: a drug side effect or a psychological condition
or Crohn's Disease, a poison, a toxin or an infection, a toxin-mediated traveller's diarrhea, or a
Clostridium or a C. difficile or a pseudo-membranous colitis associated with a Clostridium infection,
comprising administering to an individual in need thereof a delivery vehicle, formulation,
pharmaceutical preparation, product of manufacture, container or device of the invention, or a
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20  product (article) of manufacture of the invention.

In alternative embodiments, the invention provides methods for the amelioration,
stabilization, treatment and/or prevention of an infection, disease, treatment, poisoning or a
condition having a bowel dysfunction component or side-effect comprising administering to an
individual in need thereof a delivery vehicle, formulation, pharmaceutical preparation, product of

s manufacture, container or device of the invention, or a product (article) of manufacture of the
invention, or their contents (e.g., the bacterial flora contained therein).

In alternative embodiments, the amount of the treated or untreated fecal sample, or the
partially, substantially or completely isolated or purified fecal flora is formulated for or calibrated for
repeat or multiple delivery or infusions; or the partially, substantially or completely isolated or

30 purified fecal fiora is delivered in repeated or multiple infusions,

wherein optionally the repeated or multiple administration, delivery, infusion or implantation
protocol comprises infusions done daily for the first about 10 days, second daily for about 10 days,
third daily then fourth daily possibly weekly and then optionally maintain second or more weekly
infusions until the histology reverses towards normality.



In alternative enbodi nents, the invention provides nethods for the
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(c)  the composition, container or device, formulation, or product of manufacture of (a) or

30 (b), wherein the entire (or substantially entire) microbiota or the fecal flora is isolated or purified

using a method or protocol comprising use of a centrifuge, a celttrifuge, a column or an immuno-

affinity column, or wherein the entire (or substantially entire) microbiota or the fecal flora is isolated

or purified by a method comprising homogenizing, centrifuging and/or filtering a rough particulate

matter or a non-floral matter of the fecal material, or by plasmapheresis, centrifugation, celltrifuge,




or afluid, a saline, a buffer, a buffering agent or a nedia, or a
fluid-glucose-cel |l obi ose agar (RGCA) 25nedi a; (b) the conposition,

cont ai nerworotbambzse, fornul ati on, or product of manufactraravabiifmdgs7wherei n
the entire (or substantially entire) mcrobiota or the fecal florais

i solated or purified froma human or add4ani mal fecal material; (c) the
conposition, container or device, fornulation, or product of manufacture of
(a) or 30(b), wherein the entire (or substantially entire) mcrobiota or
the fecal flora is isolated or purified using a nethod or protocol
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fecal material, is in a substantially or completely anaerobic environment;
(g) the composition, container or device, formulation, or product of manufacture of any of
2  (a)to (f), wherein the delivery vehicle, formulation, container or device is manufactured, labelled or
formulated for human or animal use;
(h) the composition, container or device, formulation, or product of manufacture of (g),

wherein the animal use is for a veterinary use;
()  the composition, container or device, formulation, or product of manufacture of any of
25 (a) to (h), wherein a stabilizing agent or a glycerol is added to, or mixed into, the entire (or
substantially entire) microbiota, or the partially, substantially or completely isolated or purified fecal
flora, or the composition comprising a fecal flora substantially or completely purified of non-fecal
floral fecal material, before storage or freezing, freeze-drying, spray-drying or lyophilizing;
()  the composition, container or device, formulation, or product of manufacture of any of
50 (a) to (f), wherein the composition, container or device, formulation, or product of manufacture is
initially manufactured or formulated as a liquid, a suspension, a gel, a geltab, a semisolid, a tablet,
a sachet, a lozenge or a capsule, or as an enteral formulation, or re-formulated for final delivery as
a liquid, a suspension, a gel, a geltab, a semisolid, a tablet, a sachet, a lozenge or a capsule, or as

an enteral formulation;



(a) to (c), wherein the entire (or substantially entire) mcrobiota, the
substantially or conpletely isolated or purified fecal flora, or the fecal
flora subwbantimbisy or conpletely purified of non-fecal rtiroviabifecsl
material, is in a substantially or conpl etely anaerobi c environnent;
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manuf acture of any of 20(a) to (f), wherein the delivery vehicle,
formul ati on, container or device is manufactured, |abelled or formulated
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or the par tsdb%tlant}élly or cgmplgtely |soJa!eX or punfued fecal flora, or a composition comprising a fecal flora
substantially or completely purified of non-fecal floral fecal material, or adding to a liquid or solution
15 used to isolate or purity, store, freeze, freeze-dry, spray-dry, lyophilize, transport, reconstitute
and/or deliver a treated or untreated fecal flora:
a saline, a media, a defoaming agent, a surfactant agent, a lubricant, an acid neutralizer, a
marker, a cell marker, a drug, an antibiotic, a contrast agent, a dispersal agent, a buffer or a
buffering agent, a sweetening agent, a debittering agent, a flavouring agent, a pH stabilizer, an
20  acidifying agent, a preservative, a desweetening agent and/or colouring agent, and/or
at least one vitamin, mineral and/or dietary supplement, wherein optionally the vitamin
comprises a thiamine, riboflavin, nicotinic acid, pantothenic acid, pyridoxine, biotin, folic acid,
vitamin By, lipoic acid, ascorbic acid, vitamin A, vitamin D, vitamin E, vitamin K, a choline, a
camitine, and/or an alpha, beta and/or gamma carotene, and/or
25 a prebiotic nutrient, wherein optionally the prebiotic comprises any ingredient that stimulates
the stability, growth and/or activity of the entire (or substantially entire) microbiota or the fecal flora
or fecal bacteria, or optionally comprises. polyols, fructooligosaccharides (FOSs), oligofructoses,
inulins,  galactooligosaccharides  (GOSs),  xylooligosaccharides  (XOSs),  polydextroses,
monosaccharides, tagatose, and/or mannooligosaccharides;
30 (n) the composition, container or device, formulation, or product of manufacture of any of
(a) to (m), wherein a substantially isolated or a purified fecal flora is (comprises) an isolate of the
entire (or-substantially entire) microbiota or fecal flora that is at least about 90%, 91%, 92%, 93%,
94%, 95%, 96%, 97%, 98%, 99%, 99.5%, 99.6%, 99.7%, 99.8% or 99.9% isolated or pure, or



conpletely isolated or purified fecal flora, or the conposition conprising
a fecal flora substantially or conpletely purified of non-fecal floral
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manuf acture of any of (a) to (k), wherdén the entire (or substantially
entire) mcrobiota or the fecal flora is initially derived froman

i ndi vi dual screened or tested for a disease or infection, and/or the entire
(or substantially entire) nicrobiota or the fecal florais initially

deri ved T - @ing Mo afd diatatRln G4 Fhc628! do.s, 6‘?‘)’ eof*ﬁrl%ﬂ%/o B8 dlgbayr 1Qe, Wi | d

type popul giti'on, ‘contal ner or
devi ce, fomorulnm-iecaiﬂorajrmamdchlct of manufacture of any of (a) to (1),

further corrpr dd

m cr obi ot a, I pgp%og"pgﬂlons(i?htgﬁgﬁ Hé{lcﬁyfg@r[ula@m @Féulffl&l olﬁ&{ldré Sl)a ypur| fied

fC g(rzrg: eI lef); Q) Ldr)qll) whar@iﬂmsn%ﬂri]Ou?tgcéfqmmureseong#b:t(a;\f;t:auyabntrrd) omicxobiotd ot thaureaed 9r or
eri.al,

liquid dr ETE’FEFP‘? kFﬂi@U@%&' e pa %'V éygst%\&lal%aww t'%‘%'azed‘?’%’g?‘g%w%%ze dry,

3!2[ ?ga?;é %oehMﬂH?écal Hffbﬂol&hbrhfearwméétormmﬁmnbﬁvetywrmmmﬂ or deliver a treated or

sur f act ant age‘me’e"amt'mﬂ“Y [{\gmpegtgq]o @?'?P'%%ﬁ}'r}'%rﬂa"?esehoamﬁ’ﬁ‘%’?@%?%l@gf'?n

mar ker, Erbtéeou c@ﬁbnaéstmfbsm% id6ne cailioMthe frsttabo 20 tlaysﬁsedtmdmawsmlabag 40aysa
buffer or bufferin

f1 avouri ngth&@ﬂ?ﬂb’ theg f&q M%?%We&é{r?nﬂ%& }'Wl’yﬂba"ﬂﬂ'éﬁ?co" %@g g’P%{ ive, a

desweet g:nl @ @&gmnw}ﬁytmgymb@wwmdmﬁmuy and/ or at | east one vitamn,
m ner al etary suppl ement, wherein O@t i onal | G | tam n_conprises
eprnenols B

a thiam ne r i Bopltesmatiye eAbadiments, . tha c invention, pr & r FRYQEY0D,
biotin, Ethl‘ﬁllzﬁﬁind trgé{hérﬁrﬁnﬂlo%%verﬁlbrpﬁi Gn Aféction, Qﬁéé%ebltr@atmémtd /pouwntngrmra A,

vitam n D, a choli ne, acamtlne or .an al

beta and/ ocongmonmawmb@wé dyssinetion rcompenepl; ertsidgrefiect rFB’E‘P’Fs@EtadW?&”%Q H’
optional | y.nh.v’aﬁ? ﬁtH gg thiers® P "o |t|§ﬁ‘y%dnﬁ%?‘$i Qﬁhcé Waﬁnu%iléﬂﬂﬁra?r@&cf o
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20  disorder (ADHD), multiple sclerosis (MS), systemic lupus erythematosus (SLE), travellers' diarrhea,
small intestinal bacterial overgrowth, chronic pancreatitis, a pancreatic insufficiency, exposure to a
poison or a toxin or for an infection, a toxin-mediated fraveller's diarthea, a poisoning, a
pseudomembranous colitis, a Clostridium infection, a C. perfringens welchiior a Clostridium difficile
infection, a neurological condition, Parkinson's disease, myocionus dystonia, autism, amybtrophic

25 lateral sclerosis, multiple sclerosis, Grand mal seizures or petit mal seizures.

In altemative embodiments, the invention provides methods for the amelioration,
stabiliiation, treatment and/or prevention of, or decreasing or delaying the symptoms of, an
infection, disease, treatment, poisoning or a condition having a bowel dysfunction component or
side-effect, or for the amelioration, treatment and/or prevention of a constipation, for the treatment

30 of an abdominal pain, a non-specific abdominal pain or a diarrhea, a diarhea caused by: a drug
side effect or a psychological condition or Crohn's Disease, a poison, a toxin or an infection, a
toxin-mediated traveller's diarrhea, or a Clostridium or a C. perfringens welchii or a C. difficile
infection or a pseudo-membranous colitis associated with a Clostridium infection, or



(a) to (M, wherein a substantially isolated or a purified fecal florais
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97% 98% 99% 99.5% 99.6% 99.7% 99.8%or 99.9% i sot atedor pure; or WO
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treated or untreated fecal sample, or the partially, substantially or completely isolated or purified
20 fecal flora, is formulated for or calibrated for repeat or multiple delivery or infusions; or the entire (or
substantially entire) microbiota, the treated or untreated fecal sample or the partially, substantially

or completely isolated or purified fecal flora is delivered in repeated or multiple infusions,
wherein optionally the repeated or multiple administration, delivery, infusion or implantation
protocol comprises infusions done daily for the first about 10 days, second daily for about 10 days,
25 third daily then fourth daily possibly weekly and then optionally maintain second or more weekly

infusions until the histology reverses towards normality.

In alternative embodiments, the invention provides devices for delivering a (bacterial flora-
comprising) composition of the invention, or an entire (or substantially entire) microbiota or a fecal

-

material comprising:
30 (a) adevice as illustrated in Figure 1 or Figure 2, or equivalent thereof; or
(b) (1) a bag or container comprising an exit aperture operably connected to the proximal
end of a flexible tube or équivalent,
wherein the bag or container is optionally made of a material impervious to a gas or to

oxygen,
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30 an entire (or substantially entire) microbiota, a partially, substantially or completely isolated or
purified fecal flora, or a composition comprising a fecal flora substantially or completely purified of
non-fecal fioral fecal material), and optionally further comprising an excipient, or a fluid, a saline, a
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bag or container is structurally the same as or similar to a bag or container of a device of the




wherein the bag or container is optionally made of a material inpervious to
a gas or to oxygen, WO 2012/016287PCT/ AU2011/000987 18 and optionally
t he bag owocom@asmser is made of a flexible material, orpeTpal2yaidoydsene
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bag to be hung on a 5stand, e.g., to be positioned/ hung above an endoscope,
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BRIEF DESCRIPTION OF THE DRAWINGS
The drawings set forth herein are illustrative of embodiments of the invention and are not
meant to limit the scope of the invention as encompassed by the claims.
20 Figure IA illustrates an exemplary storage device of the invention; and, Figure IB illustrates
an exemplary delivery device of the invention, as described below.
Figure 2 illustrates an exemplary delivery device of the invention.
Like reference symbols in the various drawings indicate like elements. Reference will now
be made in detail to various exemplary embodiments of the invention, examples of which are
25 illustrated in the accompanying drawings. The following detailed description is provided to give the
reader a better understanding of certain details of aspects and embodiments of the invention, and
should not be interpreted as a limitation on the scope of the invention.

DETAILED DESCRIPTION
30 In altemative embodiments, the invention provides compositions, e.g., formulations and
pharmaceutical preparations, products of manufacture, and containers and delivery vehicles, and
devices and delivery materials, comprising treated and/or isolated faecal (fecal) material for faecal
floral transplantation. In one embodiment, the treated and/or isolated fecal material of the invention
comprising faecal floral (e.g., bacteria) is transplanted between different individuals, e.g., human to



25(c) the device of (a) or (b), further conprising a fecal material or a
conposition of the invention. In alternative enbodi nents, the

i nvent i orwprowidems7bags or containers conprising an ent iPC&AWD11/000987
substantially entire) mcrobiota, or a treated or untreated fecal flora, or
a partially, substantially or conpletel?) isolated fecal flora, or a
conposition of the invention (e.qg., a fornulation conprising 30 an entire
(or substantially entire) mcrobiota, a partially, substantially or
conpletely isolated or purified fecal flora, or a conposition conprising a
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bel ow. pseudo- membranous co||t|s assocnated with this infection) when infused into a colon of the in ecte
20 orillindividual, e.9., a patient or animal. In altemative embodiments the fecal flora obtained from a
donor (which in treated or isolated form is in altemative embodiments in a delivery vehicle,
formulation, product of manufacture, or container or device of the invention) comprises a part of,
substantially all of, or all of the infected or ill recipient's missing or inadequate (e.g., in numbers or
function) fecal flora, e.g., bacteria. While the invention is not limited by any particular mechanism of
25 action, in some embodiments it is the transfer of the equivalent of: a part of, substantially all of, or
all of the fecal flora of the infected individual from the donor to the recipient (e.g., from human to

human) that ameliorates or eradicates the infection or the pseudo-membranous colitis associated

with this infection.
In alternative embodiments, the compositions, e.9., formulations and pharmaceutical
30  preparations, and devices, delivery materials, delivery vehicles, products of manufacture,
containers and devices of the invention allow the safe transplantation of fecal flora (e.g., human
flora) components to individuals in need thereof, e.g., to infected, sick and dying patients, thus
providing a consistently safe yet functioning flora for delivery to a recipient or patient.
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30 in alternative embodiments, as shown in Figure 1B, the exemplary therapeutic vehicle

(delivery system) 10 and the equipment in which the stool material is held is an intravenous-like (IV-

like) giving set 11, e.g., with a hand pump 12 attached to the set. Suitably the bag 11 is metallised

MYLAR™ which is impervious to gases. The hand pump 12 can allow the contents of the liquefied

stool residing in the upper part of the plastic device to be easily pumped forward when the entire
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cells to remain viable, and produces a powdered form of the product that can be gently pulverized
into a powder. The powder, or yophilized or freeze-dried flora or isolate, then can be encapsulated

25 into a carrier, e.g., a tablet, geltab, pill or capsule, e.g., an enteric-coated capsule, or placed into oil-

filed capsules for ingestion. Aftematively, the freeze-dried or lyophilized product, or powder, can

be reconstituted before delivery to an individual in e.g., a fluid, e.g., a sterile fluid, such as saline, a
buffer or a media such as a fluid-glucose-cellobiose agar (RGCA) media.

In altemative embodiments an entire (or substantially entire) microbiota, or an isolated and/or

3 treated (e.g., purified or isolated) fecal material and/or flora can be spray-dried. In one
emboidiment spray-drying is preferred over freeze-drying or lyophilising.,

In alternative embodiments, the entire (or substantially entire) microbiota, or isolated and/or

treated fecal material and/or flora, is supplemented with wild type bacteria which has been derived

from normal animal (e.g., human) flora and/or recombinantly treated bacteria, e.g., recombinant



and/or treated (e.g., purified or isolated) fecal material and/or flora,
can be lyophilized or freeze dried, or the product can be frozen. In

al t er nat iwe 2emdmaeisment s freeze-drying all ows the majori rgTefu2ealdosost o
remai n viable, and produces a powdered form of the product that can be
gently pulverized into a powder. The p@Wder, or |yophilized or freeze-dried
flora or isolate, then can be encapsulated 25 into a carrier, e.g., a
tablet, geltab, pill or capsule, e.g., an enteric-coated capsule, or placed
into oil-filled capsules for ingestion. Alternatively, the freeze-dried or

| yophil i Zeﬂlc%@gﬁlﬁﬁs th&r?aﬂ%gﬁiﬁésuecaaﬂo@iﬁ §rﬁéﬂ%ﬁéchl%%%ﬂrb&?y&@feethﬁﬁab\ée§e¥ to an

i ndi vi dual a sterile fluid, such as saline
buf fer or polegiie eof mhpraye @ﬂeqt.uordregqmmgtem@@mg@rw& that gaty sqifretiuft wb%n a.

or an | o LPGbAIAR AR bstERtge thafl, Behditl SRR gl P ééf ) oeal O
mat eri al and/ on aﬂerna’(lae emlwdimentsﬁhavaramarﬁailon priadush(8.0s rArOMEPSitien of the inkgntien yvi ng
Is preferr §é%1p?§§§ grt {s@ﬁé@ 8%@! iflgtgfe‘&ﬁl flo4O {?mnlénﬁﬂe’lgr ‘)substantlala/' éhtn%zhﬁc’rdbﬁﬁd )V

enbodi nént stant | or i sol at ed
and/ or tr eddliesfed Bcan infusion reiga Ithreuwghi/taer ref:tu'o,rtﬁoma o dowp WiecuppertgaatraintestinahiGll t ype

andi or - r cclbORLIA S CELAF biptital pA TS o Bload R oo wi Gt ol <

2012/ 0162879’:'3636/ rélelie Tips0Ie 0PBTablaf/ e.gi withtbe gmmorsofaxclmelns dmaitemptiveregtbpdimens

el or at] traresB‘Bet%?o‘r"'a‘fodﬁé@%ﬁ@%ﬁ%%ra%%%v@%aﬂ?@%@h? FlgfesESREBERRNBEE | .,
when prgvi gedmM th an appropriate signal, e.g., a chem cal delivered by
ingestion. In aI ternativ eqﬁ) ?I nme, t he, Ly spé @8%5“8 tlfedwlgé i a
conposi tion of Nt fNg F’Fa\}?ﬂg ey {nes '@@H%W@Pn%c’dé’ﬁt %g 'SL?? i cal
flgra or aeoﬁiitslh? an Gs@fateﬂldmbmd mhn f]oraeortanren)uen(bcswbﬂamtaﬂy) entise) cidrobiata)ésl by an
i nfusion,

. ec
gastroi nt e§‘9ieﬁei’ﬁf°(9(3’l)"%9 PBGQQ’ a%?j'r o ryc“éﬁ" @V@%&fﬁ % L&'ﬂ%ﬁ‘gs‘fe fvgpy in & flue.
tablet or %;gc%ps'iéﬁleaﬂtﬁﬂj stehr 48 saﬁhega Juftér toh aaedRNéuel as adioidigidosgicalldbidse agaeas e
capsul e or e.g., with the addition of excipients. In alternative
enbodi nment RGGA meﬂ'énspl antation product is admnistered as a suppository to

gi ve the hi ghep si@RaReTYmMuasimes, the béhﬁboéaﬁUn@thlmnethods of the invertioe iteoukeddait , t he
transpl antation product (e. @5\(@ conposi tion of the |n ntlon C g}{f’” I ng an
i sol at ed orﬁmpkﬂﬂtq.lsé@'“l%dliqve'ﬂl "(VPataMa’@Pﬁ 9?%’°'{‘@§t'n§|uﬁ§‘ Wﬁ v f’o b

m crobi ot a)nfécﬁonSt@rﬁ‘éﬁir@é £ "wdichif uﬁd %eﬁ@MsWﬂlumf ihfemuodsrl .rmaarey bowsl agndrome,

i ndi vi dual or ring the del |veéy

flui d, sucleonstipatien, ipauchitis, quinfseqqsegw and i pg:ogng,@ﬂm%g\egrologlcal %oridmons sucﬁ as
fluid-gl uc%ﬁ(n s Gi0LaRS Em féﬁusl%ﬁ%ﬁ‘hutmd 'aﬁryotrophnc Iét&aﬁédl@ésisa‘ano\/ multlple

enbodlnents € co 05|t ons an t hods' of i nve re use H
anel iorate sclerosml Grand: map iseizusest Orapeiit gral (Spigues. %Pnﬁﬁg‘b@&'ﬂw 0 ﬁtf@gfpm‘éﬁ

condi ti.0nS.coiBns arfrireflbd by &ichRulih BF oz8R maferialP 1 feinAfiR ambidhEHY, for 30kls Ot her

Clostridiu n ons, syndrone, constipation, pouchitis,
Crohn' s di patients, aacd'remt admneueth@on: IScf@ﬂli"WéO smwrsmab@reyanse deniaflammeatary dowel as 20

Par ki nson' s, gé‘%ﬁﬁ?ﬁ ?br@’b%%lqspﬁb?orﬁbyﬁ onia, autism anyotrophic |ateral

sclerosis a??? € SC 0sI's, Grand nal seizures or petit mal seizures.
I n one gnbodi nﬂmaltemamve embodlrmr\tsgacmﬂe eaentadt staghis fitras) anglephameoenjzed ARd $80 I at ed

72T N o AR R S e s

recurrent agd fred to suppress an
i nf | ammat oregntifogation, di eeitifuge,andolimn i tchtomatopieptyl  $8/dr @ffielty 2shramatographyht i ve

Chen i ts batmEPEbREURT (3 & BTt Hed B &'soid S{ifiol Wchas XHABDY of Bt 21C
cont ai ns t Genfrifugatiop, ingluqngaaseaﬁhmr"wﬂnmge c(srgt ra Bayert mo¢el MEDIFYGE 12818, areol umm
O 01 ot ] A s 5100 ik O

ant i bodi%s eads
Cent ri f ugatdomponents Mlluhhnrﬂg tasthe oatsidenof' theedplnnlng P|a©$3WhI(eéthfe$t Oéthsmmne%m'!l

VEDI FUGE | 215%te%o fhie axis. The effect of the gravitational force will be increased by spinning the flattened
product between rapidly moving glass plates. The centrifuge or celitrifuge can be set up such that



30 processes that involve centrifugal force to separate m xtures. For
"centrifugation", the densest conponents will then fly to the outside of

t he spi nnypRoR@AtRs While the rest of the conponents w prH@ialiods® t he
axis. The effect of the gravitational force will be increased-by -spinning

the flattened product between rapidly @®ving glass plates. The centrifuge
or celltrifuge can be set up such that WD 2012/016287PCT/ AU2011/ 000987 28
the stool will be diluted adequately and set on a spinning cycle and
collection of cells will occur only peripherally on the centrifuge. In

ant i r e (or Mg §BG DA HE NG ackhyeleniaf8 5ot 3R P v palectn ot MU i BoonS
centri fugaperpheraliyehthbbenimmtlon pl asmapheresis and 5 the like, are frozen
" 8 cont ai nerln agergive eptodanyfi e ieplanie BB Rie ¢ an 3pPRleE b Rpoly, 20 °"
col OHOSCODmtird)lﬁﬁdmbdM)dmtﬂtedwr puriiisd)agsby i:etntriiugbmn derlniaganen plasmapheesibant ment s,
it can be gel lver aci e kept

frozen, Se. e hkeagreei‘rggp@ sing B&WBWteém ei”%ﬁ?’ﬂ%@? 6 e&‘@n isl"i‘atﬁﬁ'é%s ﬁ‘&?’gi‘.%i can
be | yophi | tonesiher, 3ad acba@ whith 'ésiﬁderﬁbd wbed tol infuse tismihguta colonosgeresnasg-alddahe or pi | | s,

capsul es or tablets, torl es stituted ter as
an enema oPaSPQﬂsU'géUb?etln @k‘?’%‘gg @Hneaﬁogé’gbge dP'Piefsag" @%@' (e '?"ﬁ@l i
Cryopr ot ecpfgithacyfto bé REpRIORR, e.g, raizfmi@&enemy Aﬂérﬁa:!ivélylmﬁbermmgad mteﬂairmobeent |
upon reconstitu |on or as an addition

t
freeze- dr ylveRpilized; ang gany be é‘FWa?'ih%'ne"i‘rﬁaEiloﬁggﬁrf% g% g'lrj?'éso ”IS%PE %b{;igpg[)s

pills, gap TG Iater s A @REHRSY 8 Set@frodghe colneesdpe.on (€. g.
i sol at ed o?ﬁbggsr‘ﬂ?@%eéd&qggéaﬁc | or ad or an enti rer Qr subsL{gant | al Igp15 ent i re)

i crobi ota) call ®e emprdimentdhg) cryerreipctant i trer@iqsea diehplosenmay alsq JREINASA e g.
for one, tyhnp oFiéHi \ﬁ/&on?écoﬁéﬂﬁﬁonviﬁﬁé@n ééﬁltndiﬁéfﬁg@ﬁ’t pRér 16TR.onliy drirét%b-dryﬁibabl ! ' ze,

aneliorate OI’ roni ¢ and/or an i nmune condition such as e.

persistent inf caltiamtwe rembodiments, goluiionsrgets geltagirsPt“%nﬁaBSq'%@éaW%/Wﬂ%s us,
aut oi mrrunec(; @laonﬁ'o?%slﬁ\%mid? EB iéaﬁﬁﬁ rdr ?Br‘?ned Wieﬁo?a B0 Eritfet %op Bubstantially

I nfl ammat or'y di sea bowel ndrorre , and ot her
condi t i 1l9ns estige) nficsobiata) leay ke tﬂkenmg W@pﬁaﬂ eﬁnl aftady QﬁS'SdQﬁ‘D P 9. Jpr %‘ﬁath%éh’ee

m cr obi ot agr four i&l&k@l f RbMAS b rﬁor? Wp?r‘éht”&%llﬁe &ﬁ@ﬁ&%'&r fh‘iiént (aCehfbnic dAEBAMET S Of

manuf act ur or mi | ons) [ nvent'i on, gE)l | 'se preparations,
f or nul at i oimsuneutanditiers such @sil a.ir Pewsiglentainfestion; de @rtiytsrp BYSteMicy IURKS ent i r e

huran_or 28 etlpStR, ol 18] Qlofec o Ghepfift, ShiehosFicierl Rfrfnardy Sowe @
provi des  cdispass (IBD)pimitabiertsbweisyirdoatee (f85), apd elhesconditigns S@laf@i’ﬂb&ﬁ"hg t he syrrptoms

of, aneliorating stabilizing, or treating various infections, disease or
condi t i Bns conprising adm nistration of these "entire or subst anti al | y

entire mcrobiota" prepar atRrepastiors ogculturesibfientire mickabiotaul t ure i sol ates); for
S ot oo BBl Bl R A SRR Mg o
stabi | i zi nghe mi/eritlbiﬁaidmpgse sieparatiohs) ajotmiulatiores icylturspomdyltuaer ektractsi er isolates
weanet 1o SubBhed S W bssal s ek B ORI L BRI N gy o o
or an it e%ihbnaémmamnommmwe embodirsents,! fhe snvention pioabésecoimpwﬂionsgnddmesﬂmds {or BS or
conati pat | BV icBrrEesnahe, STHENY 9 SrABPDTS iR o Balb iR, ' S
anyot r ophi gishayk @F adndmierseomprising (a8iimistratibhi bit theSe cerficd errsolsstantia]ljvBhtir@micRbiota” nson’ s

preparations (e.g., cultures or culture isolates); for example, administering "entire or substantially

entire microbiota® preparations for preventing, decreasing the .symptoms of, ’ameiiorating,

30 Stabilizing, or treating: spondyloarthropathy, spondylarthritis or sacrolileitis (an inflammation of one

or both sacroiliac joints); a nephritis syndrome; an inflammatory or an autoimmune condition having

a gut or an intestinal component such as lupus, irritable bowel syndrome (IBS or spastic colon) or a

colitis such as Ulcerative Colitis or Crohn's Colitis; constipation, autism; a degenerative neurological

diseases such as amyotrophic lateral sclerosis (ALS), Multiple Sclerosis (MS) or Parkinson's




WO 2012/ 016287PCT/ AU2011/ 000987 29 Di sease (PD); a Myocl onus Dystonia
(e.g., Steinert's disease or proxinmal nyotonic nyopathy); an autoi nmune

di sease swohoemiRseunatoid Arthritis (RA) or juvenil e i dcopakbiimosssyhritis
(JIA); Chronic Fatigue Syndrone (including benign nyalgic

encephal onyelitis, chronic fatigue i nm28e dysfunction syndronme, chronic

I nfecti ous nononucl eosi s, epidem c nyal gic encephal onyelitis); 5 obesity;
hypogl ycem a, pre-diabetic syndrone, type | diabetes or type Il diabetes;
| di opat hi ¢ thronbocytopenic purpura (1 TP); an acute or chronic allergic

reaction Sbfé&ﬁeg :5)'@( Ioﬁusrl?fskb&a"\‘egr%fﬁé\{'é éisé&&e@r;ﬁ&dn%‘in?otbﬁlé ifpbthi aand/ or

I nsomi a or C Sel zures or mal ° sei zures. In

al ternati veut@mmuna dﬁ&ﬂ%@uch ascRheunalold A@Nﬂibwpﬁ@@m@dﬁ’m@icﬁﬂb’% (WNECheRit 0ds
for 10 adn igﬁ S}fnbr&'ﬂe mch eben@ﬂt gﬁgl@r rﬁ%ﬁ?ﬁﬁ)ﬁ |{|@|é n‘i“c”tfétfgﬁ‘e Tnfmuse! ot a”

prepar at i ons event eas oraté or treat
vari ous i nﬂ)eshmotmssynd[mma:hmmc aﬂewmmonmmoaanwdemicngya&lcgenoemtawgwelwﬁt i on,

ancephaf op Ry "REbrds S8 REe o] A8, AR e B ggatic

fi bronyal gtheon{pbiytapenitr purpira (ITRY; mgmeutepndnmmal(e@es)aactlaepwobsa@lhm;», afashr i on
def t/h t t d d
upus. 15 oPgranes St &Rl By Rk o ol Ryl GG piseleifedor Rl ReP™ ©

bacteri al eslftkg@r oM h, chronic pancreatitis, a pancreatic i nsuff| Ci ency,

exposure to a on..or toxin o 0 rﬂﬁ@d@

travel ers diar h@ie agvepc?mgﬁrf‘ﬂ&s epﬁ‘éﬁ?@@n@&&?gnoggp%@ﬁ% iég@ os@rl di um
i nfecti@n, agmifistratien 6fithese tantire \vESubbtantialiyr entire Glicyattiota” Prapanationg ta prévest, dedfease i on, a
neur ol ogi cal conditi

anyot r ophi 6 YMePRP °§@F\§ q%éé(grn %?H%pﬁ?' E'ﬁgts@%ldé%gil %N@oﬂ%ist .pﬁs“gagéi‘ Z;ﬂ

200r petit cotipatish, éﬁrlmﬁmmatory chbl ldisedsbe(IBDl)lv@rolhn o diséase, nwpatici ericephdiopathyany
part i cul ar nechani sm of action,

f th
i nvent i on, epleritig, @wﬁp'ﬁgqb{elbwdémﬁ’fﬂ"l% Bﬁ?gt" B u@ﬁ"i @Pﬁglﬁ'?‘i%g nd?@ﬁ;gj(hﬁ\?'oor ;I ©
sanpl e (€. Qopresdidn edfttbmibﬁ ldéﬂcut/ﬁ}pbﬁftﬁl% d@:rdleV(P@PfU) rrmltirfie?blleﬂoswtwﬁ ), syStemicdupus o
i nvention, or a partia subst anti a et e urifie
fecal fisor &Wﬂ'ﬁmﬁﬂ%@l&(%ﬁé’ﬂ?{s digbad, ?’Pﬁ"dﬁ@ﬁd}"ql ﬁ?"{p&ﬁ' %g@i %Y%'Htpg?@‘;“&ﬁ

human or a J'EREBa i r&%u&éHc? Eéxb&ﬁre@tb'ta polan @ﬂ@t@(mb@darrmnhfectbmeaswxlhmdnhteﬂI or al
preparations are na

., Isolate erin or b
spi nni ng ortravelans rdiariea, n%; W'&P'Hiﬁnﬂp?ﬁéP&'!eg‘\é’aﬁ%{SI ?"ll'til'sf %gg% t%‘l”ﬁr{ﬁe&on e y
chr omat ogr 3:9 %r?s wbichii fd?lEEtﬁ(ﬁhﬂFJﬁ‘ﬁéﬂ@lMe@ﬁHna@Mologi@él obmwncnamsoms dlsvase)n and
0

the |ike, ract a pure or substantlallx Eure rﬁ%ﬁ |
flora (e.g myoclmd\eatqnm aum,san)yotrogtyp latezal sclaresis &% muftiplg s Graogmal s selzures

corrp03|t|orbf9a @ag&venhon are prepared by culturing an entire (or
I

subst ant’i a entire) mcrobiota cul tured sinultaneousl éﬁﬂ I
t oget her wi t hoWhiee prestiencigrnsydmitadgbyoany %?”'%H&"\S‘H}aﬂ'ﬁ@ﬁ g9 &t eafed or
Speci es). 'u@hﬁbﬁrﬁégp r#;%e&tthe ﬁ?bntn&\“w 5€orﬁ®§,m&%bﬁpﬂéﬁd] @bérﬁ(plété\bﬂ patal fecal

m cr obi ot a as a or as a_.freeze

dried or f riombsampleotigstan entirecurcsubsiantally reatire n%érém%) gt @gwa@tmr@ parialy,

ggntnglnnf ?gﬁlsgés?%pg{% %Plhﬁétagliéo%{ehyor Dlifigq ekl tlo%f%ﬂéﬂv%@?&ﬁﬁﬂdfd&@@ﬂdéooww

sor be onents nornally present in a
fecal sanplregipient ¢e.g., @ huraan arwrmammalbmlonmerthm@ n@rﬂae@mbeciwem dh?sﬁvfg ﬁ‘lﬁ*ﬂ
human) st Oodredaratlons%?e nBde%e 3., Is0faleIty Hitbing RN 1074, ah@brBy! sBhhiRglor centrifuging,

plasmapheresis, celltrifuge, column chromatography (e.g., affinity chromatography), or
immunoprecipitation and the like, to extract almost pure or substantially pure, or pure, fecal flora
(e.g., "bacterial mass").

30 In an alttemative embodiment, compositions of the invention are prepared by culturing an
entire (or substantially entire) microbiota cultured simultaneously (e.g., all together without any pre-
segregating out of any particular bacterial species). In one embodiment, an *entire (or substantially
entire) microbiota culture* sample is formulated e.g., as a liquid, or as a freeze dried or frozen
product. In one embodiment, these preparations do not contain any (or are substantially free of)
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30 In altemative embodiments cultured bacteria is added to the culture or sample or formulation

~of “entire (or substantially éntire) microbiota®. For example, in one embodiment the first
administration or the initial daily formulations comprise only an “entire microbiota" formulation; while
in other embodiments the first administration or the initial daily formulations comprise both “entire
microbiota® and additional cultured bacteria, e.g., cultured probiotic bacteria. In alternative
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30  subsequent different third daily; then optionally a different fourth daily, weekly, or monthly dosage

or formulation, and then optionally maintaining different dosages or formulations for a further daily,

weekly or monthly delivery or infusion until the histology reverses towards normality or other

treatment parameter or goal is achieved; e.g., for the treatment of Irritable Bowel Syndrome, colitis

such as Ulcerative Colitis or Crohn's Colitis, constipation, autism, degenerative neurological




35  The invention also provides devices for delivering conpositions of
the invention, e.g., an exenplary delivery device is illustrated in Figures

I B. I n alywenopliiygzenbodi nents, a device of the inventi onpri se
or consist of: (b) (1) a bag or container conpr?grggﬁgﬂﬁng? w
aperture operably connected to the prod4nmal end 5of a flexible tube or

equi val ent, ~ Wwherein the bag or container is optionally made of a
material inpervious to a gas or to oxygen, and optionally the bag or
container is made of a flexible material, or a polyethylene terephthalate
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bui 't i ntochiR oVElois Céltis, consfigaich, altiSm| degénetdive nedloogical diseases such as Multiple
15 Sclerosis (MS), Parkinson's Disease (PD), Myoclonus Dystonia, Rheumatoid Arthritis, Chronic
Fatigue Syndrome, obesity, diabetes, type Il diabetes, Idiopathic thrombocytopenic purpura (ITP),
autoimmune diseases, chronic urticaria and/or insomnia or chronic insomnia, Grand mal seizures
or petit mal seizures. One of skill in the art, e.g., a physician or veterinarian, can assess the
individual's improvement and determine the exact, appropriate dosage or frequency of

20  administration in this "repeat administration" embodiment of the invention.
in alternative embodiments, these exemplary protocols also can be used for infusing or
ingesting cultured probiotic bacteria that would be swept down the bowel in waves so as to address

the issue of the biofilms spores, dormant forms and intracellular bacteria.
In summary, in altemative embodiments, the invention provides compositions and methods
25 for treating, stabilizing, or ameliorating gut flora infections that are difficult to permanently reverse,
or for treating or ameliorating conditions characterised by or related to gut flora infections that are
difficult to permanently reverse or control, by multiple, repeated infusions of fecal flora, as
described herein. In altemative embodiments the fecal microbiota transplant compositions and
methods of the invention are effective in the more difficult conditions listed above in addition to
50 conditions where a Clostridium, e.g., C. difficile, is the infective agent. In alternative embodiments,
repeated or recurrent infusions are the key to obtaining a cure, a stabilization or a prolonged

remission.

Devices for delivering compositions of the invention



30and optionally further conprising a safety device or safety clip to close
the distal 5 aperture in case the valve or Luer lock tip, or enema tip, is
| ost (fliwe 20ffgicasnder pressure; and (3) a punp, orca/swaod/gousp, for
noving material in the bag or container through the flexible tube or

equi val ent and out the distal end or o8 the open or close valve or

equi valent. WD 2012/ 016287PCT/ AU2011/ 000987 36 In alternative

enbodi ments, a device of the invention further conprises a treated or
untreated fecal flora, or a partially, substantially or conpletely isolated

fecal flora, Orhean\/éﬁllaﬁ%btﬁr&we%evﬁca@fdr 'G&Iﬁ@ﬁdg%mp&ct@ns ofathd dérition, leyg., an
substantially or conpletely isolated B I fied feg‘%oq!floa Qr
t
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of non- fecmenfl s@'caﬁ&ﬁfgl'lsefﬁ?r%r@l‘ét'o?‘l and optionally further conprising an
exci pi ent, - or l'urd line, a buffer, a bufferi ngg ent or a rredl a, or

a fluid- gI ucodb)(Belba@@rceetemergampr(smyxﬂrmm&e operably connegipbtodherpnimatend ¢ he

i nventi Jolfe) *uﬂ@t?:b@or gcontainer conprising a treated or untreated
fecal f ora gr parti gYEfM substantially or conpletely isolated fecal

flora, or a comecsm the bag of cmrmner isvaptionalinmade. ¢f @ malefia mReAHqUy 10 3838 ORI i al | y
or conpl et&xg i solated or purified fecal flora, or a io conposition

conpri si ng $ecal flora substantiall y or conpletely purified of non-fecal
floral fecal nandeoptierally hadbagperi containes,isf madenelr a diexifle imatendl, an achalyelbylens | or a

1]: : 3: g g?ui@?B@%‘?‘?B‘ﬁ%‘%@'ﬁ&@P&%@? Mgel'@?g%mélrn@l nrreﬂ}g bggrg gr container is
struct us al ingteidhe same as or simlar to a bag or container of a device of
oper abl y. conncuBlienal tRiApBlsofiREb A T ReRESeBIMEB G PTLL T ol et
etc., as descrardegtidnallydherbag or contailiérdnas arvatiactinent that iwil aﬂ@w theibagtebe descri bed
e R g5l bR e S PR BB, ' u O D understood
2012/ 016287 PCT4ngiLphidnalyohe a8 oSdontaleaiVieLdprably connected via an open or close valve or
15 equivalent to a negative pressure device that can remove all gas or air from the
bag,
and optionally the bag or container is operably connected via an open or close valve or
equivalent to a fluid source or storage container for flushing out the bag through the exit aperture,
and optionally the fluid source or storage container is under positive pressure,
20 and optionally the flexible tube or equivalent comprises at least one clip or close 25 valve or
one way valve to prevent backwash of material from distal to proximal portions of the tube, or from
the tube back to the bag or container;
(2) an open or close valve or equivalent or an obdurator screwtop at the distal end of the
flexible tube or equivalent,
25 and optionally a Luer lock tip for attachment to a colonoscope or an endoscopic Luer lock
port or equivalent, wherein optionally the Luer lock tip is built into the valve, or is separat_e from the
valve, .
and optionally an enema tube tip for attachment to an enema tube or device or equivalent,
wherein optionally the enema tube tip is built into the valve, or is separate from the valve,
30 and optionally further comprising a safety device or safety clip to close the distal 5 aperture in
case the valve or Luer lock tip, or enema tip, is lost (flies off) under pressure; and
(3) a pump, or a hand pump, for moving material in the bag or container through the flexible
tube or equivalent and out the distal end or out the open or close valve or equivalent.



EXAMPLE 1: Exenpl ary nethods of the invention One exenpl ary
procedure of the invention involves a 5- to 10-day treatnment with enenas
5conpri siweg 2dgigayed or isolated fecal bacterial florapefddgiidaysgati on
initially derived froma healthy donor. Alternatively, pati-ents can recover
after just one treatnent. I n one efBodi nent, the best choice for donor -
is a close relative who has been tested for a vm'de array of bacterial and
parasitic agents. The enenas are prepared and admi nistered in a hospital
environment to ensure all necessary precautions. An exenplary probiotic
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possi bly with substances that adsorb and absorb oxygen or can be evacuated
and fill edisto bmundersto@q;%aitMInvsmloausrr@H'"&a%tO\mWamese| ther inert or will not
damage anaerobic flora. It has to be held in an aesthetically acceptable
contai ner which will not |eak the stool nor the gas which is producing the
anaerobic situation. Once delivered to the central 'bank' the stool can be
stored in a cold roomto slow down netabolismbut not be frozen to prevent
t he wat er expansi on-destruction of the bacterial cells contained in stool.
WO 2012/ 016287PCT/ AU2011/ 000987 38 I n-one enbodi ment, either
anti oxi dants and/ or substances such as glycerol are added to help stabilize
the bacteria in the cold and prevent them from becom ng destroyed during
storage and during transport. In one enbodi nent the product is

stored/ contained as (in) a volunme of between about 10 cc




5 and 3 liters of stool. In one enbodinent it is stored in a (as a) 300 cc
container (or anount) and held in appropriate oxygen-resistant material,
e.g., a pvebvimiemm oxygen-resi stant or gas inpervious paolirpaakzbymlops?
terepht hal ate polyester film(e.g., in netallized form; or a netallized
MYLARTmM , or an al umini zed MYLARTM whB&h can be attached to a punp through
a giving set that will be attached to the col onoscope and adm ni stered

t hrough a col onoscope into a distal small bowel or into the upper
10colon/termnal ileum to overcone Clostridiumdifficile infection.

Central Flora Supply Institution or "BRAMPLES | n one enbodi nent, an
institution functions to supply the human flora in the foll ow ng manner:

151. Stool will be collected in special containers and held cool
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It and scope Accor Y,
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facility of the homogenized, standardized flora, and shipping the flora out to distant hospltals to
25 treat patients with e.g. acute pseudo membranous colitis, severe C. difficile infection, septicaemia
or other comparable conditions.

In one embodiment, the product of the invention is a modified stool composition. The stool
needs to be collected and promptly placed into an anaerobic container which extracts air, possibly
with substances that adsorb and absorb oxygen or can be evacuated and filled with nitrogen or

30  other gas which’ is either inert or will not damage anaerobic flora. It has to be held in an
aesthetically acceptable container which will not leak the stool nor the gas which is producing the
anaerobic situation. Once delivered to the central ‘bank' the stool can be stored in a cold room to
slow down metabolism but not be frozen to prevent the water expansion-destruction of the bacterial

cells contained in stool.



WD 2012/ 016287PCT/ AU2011/ 000987 40 CLAIMS: 1. A delivery vehicle,
formul ati on, conposition, pharmaceutical preparation, product of

manuf act we,2oantmrner or device, conprising: an entireprCorARUhmessyi al |y
entire) mcrobiota;, a treated or untreated fecal flora; a conplete or
partial fecal flora, a fecal flora sub8antially or conpletely purified of
non-fecal floral fecal material, or a partially, substantially or
conpletely isolated or purified fecal flora, nade by a process conprising:
(i) providing an entire (or substantially entire) mcrobiota, a treated or

untr eat ed feC% old ShtbARRAP bither ﬁntféil&ﬁhis%ﬁ/o%uﬂ%ﬁﬁée‘s%bcﬁ&C@kefol feadgsmel e, a

fecal flora substantia or conpletel u non-fecal floral
fecal mat helpastabiie the bacteriadn thg, 00'5 @pe PEEVR“! E‘P'I"W%‘rbm @QSHW idyrngHasageor
purified fﬁaabmbrprgﬁsﬁ i and, a delivery vehicle, formulation, pharmaceutical
preparation | on, product of manufacture, container or device, and
(ii) placing tinenecambodimentdhe psodugtisstorecicanainedhes (ind p velume eithetwean aawk1G Geat ed

Sl e, ¢ HAOAJBAF! ot R o el s SRR s 8) i ciper 6 ol
non-fecal Helddn apprdpaate loxyger-resistant ;natanalx g, pplastic, @lowgew@mrw pas imergpus
conpl et el'y qull S@' & ggrpﬁlt@%'dar@gﬁ%ﬁ ag u’r hifred orh6r aq'ﬁétéll\é‘éﬂ MYWCBrean

formul ati |ca preparation,
manuf act ur gumisizeatMYLABTM, @hichiezwibe attacﬁedAo dphmwﬂaroyghxaa@vmg sef thatdﬂleI aaaohe%to

conpositio ar mc al f

cont ai ner B cdfSgrRR a8 et ARl yiopbpshg it oy smal BRHGP loictpper
subst ang i adolof/temmin@Aeumid everebrye Cloytaaium biffiele indattion onment i n the del i very
vehi cle, formul ation, conposition pharmaceutical preparation, product of
manuf acture, container or device. 3.A delivery vehicle, formnulation,

corr305| ti OOent@rﬁdréTB&ﬁplyUnsﬂl&JIonW @aaak"at | on produpt of manufacture, container
or device accor n eliv 0 i on,
conposi tion, Pr&ﬁ'té'm'm { a'bf“é H’W"s S? &P&yt ﬁé%”%&&ﬂ%\g? tﬁee orl‘ac“o ai ner
or device @\Qnﬂeﬁ made 25 substantlal ly or conpletely oxygen free by:

i ncorporating |nto t he delivery vehicle .for ion

phar madeut i cal 1-pr efiedl Hﬂl%ﬁ "eﬁ?%ﬂéeﬁc'a@?mﬁﬂ‘ﬁﬁfaﬁ@bﬁﬁ 'E’Eﬁ%@?ﬁ@#‘ﬁ'ﬁ%ﬁ“’%. ce a
bwhl tI in ?guﬁédleﬁ[{wﬂhg)ﬁo@wmpscavengl ng mac?anl ism and/ 0{ t he deli vter yf
vehicle, formulation, conpositjon paceyti ca ration 0
manuf act ure, cént dnr?eproeqss'awn'&ép%c@ﬁﬁ&"%%w r 0§ Qd@ﬁ (g 3N Q'We%ppé?%j)y
scavengi ngaiigkigints?nd é}ﬁléi” Ecidt mbﬁétﬁésvamr ket 66d), aﬁﬁﬂogérilzﬂg mglrg:geénjﬁ ::ri;nle air

br epar at | oPRPIOMEE EvDPUSHih brgicRil e SrERtial FEker SrocuR bk 87 MPeNEfr
and/ or ot Naeiiehd teReRnAIRE Polyester GE oPBn @RMMREd MYLAR™. This will prevent oxygen
being transferred, nitrogen escaping and the smell being detected by administering staff. The bags
will then be kept stored at a temperature that does not allow bacteria to freeze and be ready for
transport in coolers to hospitals that will be carrying out the faecal transplantation.
3. The bag will be supplied with an attached giving set, so that it does not have to be
25 handled by hospital staff. There will be attached to it a 'blood type' pump, with one way valve. On
the (IV-like) intravenous-like bag there will be attachments that will be able to allow the bag to be
hung on an IV fluids stand and be positionedhung above the endoscope. The endoscopist will
then take off the obdurator screwtop and attach to the Luer lock tip onto the endoscopic Luer lock
port to be infused through the biopsy forceps channel at the tip of the colonoscope or endoscope. A
30  safety device would be attached in case the tip flies off under pressure. The air will then be bled
from the tube as the product is allowed to run down the 'giving set' with pressure mechanisms along
the giving set, with air bled, and then stoo! only will be administered using the administering pump -
into the patient's colon and flushed, for example with some saline.




4. A delivery vehicle, formulation, conposition, pharnmaceutical preparation,
product of manufacture, container or device according to any one of clains
1 to 3 whwoebrntibm7del i very vehicle, fornul ation, conpo®CTiA011/000987
pharmaceuti cal preparation, product of manufacture, contaimer or device 41
is sterile or bacteria-free before the3placing of the entire (or
substantially entire) mcrobiota, the treated or untreated fecal sanple,
the conplete or partial fecal flora sanple, the fecal flora substantially
or conpletely purified of non-fecal floral fecal material or the partially,
substantial ly or Rl [ i J i I Anatind. elivery
vehicle, for mfl' at ﬁg , ng%s% éélvﬁ?@ﬁﬁagr@ﬁd&%éﬁ ic%oggﬁg’pgwaﬁeo%té@rﬁ%ﬂct of
manuf act urdewntegs wpli to eiovo air dad/liquid tadeocabdorbed and premenbthe patient frem wpdergoing 4

or epar at i rebsioh fiabnt 1sial o Bl Prgeb R o a7

creates a tpiwetbows! wil assdebsibedd.g. Ayl Grehan etakril SlinicalGastiesnterdiogy, Septv2t10nment .

o7 cpar 211 o, b et SiarmeRind b B i GRER Pl nef Rl RERhuEB w1 e, on,y

one of cl ainﬂastﬁod thatvatidue mb?iﬂcatim g lbe vrade wihebt debaiir}gffmlmth? sptirit ang scope of
conposi tion,. phar mceut.i cal ., preparation. praduct o uf.acture, container
or device tF% '"%ﬁﬁ?ﬁ‘f%ﬂ'ﬁ"@@; Ot"%ﬁ@B nkf,rarq B‘Mﬁ%ﬁ%@? ¢f Wmﬂ'am%&ﬂws'ani mal use.

7. A delivery vehicle, formulation, conposition, pharnaceuti cal
preparation, product of manufacture, container or device according to claim
6 the animal use is for a veterinary use. 15 8. A delivery vehicle,
formul ati on, conposition, pharnaceutical preparation, product of
manuf act ure, container or device according to any one of claims 1 to 7 _
wherein a stabilizing agent or a glycerol is added to, or mxed into, the
entire (or substantially entire) mcrobiota, the treated or untreated fecal
flora sanple, the conplete or partial fecal flora sanple, the fecal flora
substantially or conpletely purified of non-fecal floral fecal material or
the partially, substantially or conpletely 20isolated or purified fecal
flora prior to storage, freezing, spray-drying, freeze-drying or

| yophi I'i zi ng. 9. A delivery vehicle, formulation, conposition,
pharmaceutical preparation, product of manufacture, container or device
according to any one of clainms 1 to 8 wherein the delivery vehicle,
formul ati on, conposition, pharmaceutical preparation, product of

manuf acture, container or device is initially nmanufactured or fornul ated as
a liquid, a suspension, a gel, a geltab, a semsolid, a 25 tablet, a
sachet, a |ozenge or a capsule, or as an enteral fornulation, or
re-formulated for final delivery as a liquid, a suspension, a gel, a
geltab, a semsolid, a tablet, a sachet, a | ozenge or a capsule, or as an
enteral fornul ation.




10. A delivery vehicle, formulation, conposition, pharnaceutical
preparation, product of manufacture, container or device according to any
one of clworre12l0167379 wherein the fecal flora is 30 treacedwRunobdsat t he
fecal flora is separated fromrough particulate matter in the fecal sanple
by: honogeni zi ng, centrifuging and/or f40ltering a rough particulate matter
or a non-floral matter of the fecal material, or by plasnmapheresis,
centrifugation, celltrifuge, columm chronat ography or by

| mmunopreci pitation. WD 2012/ 016287PCT/ AU2011/ 000987 42 11, A
delivery vehicle, fornulation, conposition, pharmaceutical preparation,
product of manufacture, container or device according to any one of clains
1 to 10 whGLAIMS: t he entire (or substantially entire) microbiota, the

treat ed t § eat . Y |
flora sanpl o, Lno § Saby Apnle, WAuRAT o, pRIBE Aot Brodlof
non-f ecal fanufacturd, ecoathingmert device| conprisinge ap ntire 41 substantiabyt entird) ami¢r9bi®a; a
| et el -dried ,
Fom ot 51Y vk 8 il S oS, fBele & A Il RPN i B sl °
for I’T}J| a% i 0 oompiatelp perified oh nondfecal Meraleiatdl aateriply ep arpattialiyn ,sul;s;aohaluycpr oonipkitely "
manuf act ur e nt ai.ner_ or, de i any one of clains o]
wherein thgbl@té@g%pu]mﬂ%l}e&gllﬂggr #(ﬁbg%fbfp%ésgrc%[ggﬂpr o?/n an individual screened or
I:I est eddf ?r a d(:)smagmwcug énltirbe(mteiubsianéiaﬂycbhtire) imbiblacatreatdf oranteated fecal ﬂt?ml Ity
erive rom an i ndi ual .screen . . e
popul at i on SYpP qeq:%mp‘étecﬁr gamaﬁ ?ecaqeﬁgr% saliﬁ%gqgc%gﬁgpn%éﬂ&é@lg w@(&#"%'&”‘@ﬁ ?i yP
corrgOSl ol Ohon-ﬁbaétlﬂmw material or a@nalllyL embstagﬁatw actompletefyeiseldted: orupueifiedclecd ali lnler
or device gccordin of .cl ai ns sy ia
i sol at ed oﬂmﬁu?qdf quf 'Wegc‘éq%'cgl Eﬂ"ﬁ“'?"@"( L&@)pregﬁraf@opgmgw qn, fpgo?gﬁ Qﬁl or ay
that is at rdaﬁgﬁaur@l@gugméae%ei@gﬁdat ed or pure, or having no nore than 1.0%
f | fl t hi, cl | at i
Composi t1 on, - pAPRAKEDR PRER (pPEsANal esie) plata: Peoneher BErarEeeR Bt ai ner
or device %?fﬁﬂé %eﬂﬂms)l@te%ﬂyanﬁﬂ@c@ﬂo@éﬁp@th& fdcal fidrd sMﬁallylortdmmetaMpumeﬂor

subst anti al entire) mcrobiota cat e

|
t he comsl etoénQBrfe%HPEq fepal matedal, or Fhﬁrpén'%(rﬁ')’)%am'g‘*é” ?@@jf;e%‘f'?ﬁ%q iﬁ%ﬁ'fiﬁ%al |y
or conpl et @b iRUkd Hélﬁ&r Qhifle Nfofnfiffdion, fdoMpasition, Eghatmadaitied] i prdpartion? Qrdaect of

partially, substantial or conpl et el y 1sol ated or purified fecal florais
fornul at ed nfaoufa@ure,@amtalmrat@am -or repeat or nultiple inplantations,

admi ni strationp dehigifed Whick HoMRAAGH composition, pharmaceutical preparation, product of

manufacture, container or device according to claim 1 further comprising creating a substantially or

20 completely oxygen-free environment in the delivery vehicle, formulation, composition
pharmaceutical preparation, product of manufacture, container or device.

3. A delivery vehicle, formulation, composition, pharmaceutical preparation, product of
manufacture, container or device according to claim 2 wherein the delivery vehicle, formulation,
composition, pharmaceutical preparation, product of manufacture, container or device of is made

25 substantially or completely oxygen free by: incorporating into the delivery vehicle, formulation,
composition, pharmaceutical preparation, product of manufacture, container or device a built in or
clipped-on oxygen-scavenging mechanism; and/or, the delivery vehicle, formulation, composition,
pharmaceutical preparation, product of manufacture, container or device comprises or is coated
with an oxygen scavenging material; and/or completely or substantially replacing the air in the

30 delivery vehicle, formulation, composition, pharmaceutical preparation, product of manutacture,
container or device with nitrogen and/or other inert non-reactive gas or gases.

4. A delivery vehicle, formulation, composition, pharmaceutical preparation, product of
manufacture, container or device according to any one of claims 1 to 3 wherein the delivery vehicle,
formulation, composition, pharmaceutical preparation, product of manufacture, container or device




15. The delivery vehicle, formulation, conposition, pharnmaceutical
preparation, product of manufacture, container or device according to any
one of clworm12l01613714, further conprising one or nore ofcTAaRosaoidse, a
medi a, a defoam ng agent, a surfactant agent, a |ubricant, an acid
neutralizer, a marker, a cell nmarker, 4ldrug, an antibiotic, a contrast
agent, a dispersal agent, a buffer or a buffering agent, a sweetening
agent, a debittering agent, a flavoring agent, a pH stabilizer, an

acidi fying agent, a preservative, a desweetening agent, coloring agent, at

| east one Vi ' L aeral | : : i el af |

nut i ent . §OPRE oRoadirfof boiefng bagHe o ol SIFSENaP b Rty o

\éeh! cle, ffh‘ﬁatedlQttlintreatedctnpﬂcxmpl'ﬂoﬂiemmplmwahfeC@rfbmmﬂ%MG tecaltfigraner or
evice o : 4 |

dol 1 vory vERYaTES f Cofitdeuted d ndsiecal fore ol mdtBP L6 ol iy, EHEIRRIPr

product of completelyasolatedey purified fe¢ahtora.or devi ce according to any one of clains

1 to 16 conprigsin 0 11/ 3 L i di ng:
T s b s sl Sl
f eg aIt s ?npmﬁufwtumooqmalmeorlcdevi@acq:o'frmg dtb e?edne i alaires ttardpthereinghd dedivery viehiole a
substanti a r CO te urifie .non- I I i al
ar t1al Lgmieiin ERRRT plosheielceiteed o B B sy, cofllor e or o
and, a fl_el sim&law?j M@tdam]lcs e gaﬂimly,][mbﬁdniimlv or qompletely @ratrobicadnvipn|grdr at i on,
conposi tion produc ) n ctur tain V| ] j i
O o o o gShent R Ry, GRBb AR SpBlsity Foveish p '
]ylng : gagﬁg hgﬁﬁmufeﬁlmkaﬁher @rmeslnmvdt | rdimﬁo_a?y_ ongbn?awhsfe}gsawhe:‘eir?tlneadelifdr?ehielem
S i.a or..co ete urifi.e - I

mat eri al o{""‘_ﬂ °’b£¥’f‘?°§|"?’lr,p %Mﬁltpqr%qaraé)orbp%ggﬁﬂgﬁ]@qnﬁfa?uqesgﬂgéﬁ\ghor%\%%ri fied
br epar at § o, e o it St o et o et ar d

, ition, produc ma a cqant j ce,
and creating a7-syb%P%I'MQ’Y é(?"ﬁ%l"’g?’m%t%m @"@P%‘%x@&g{?%?wga%@%ﬁgﬁ@nﬁ@ﬂg\%cte he
cont ai ner ﬁ’uérgféglrﬁ'ré} Bontalidr 6+ deTéd HeEbrdifY to Claifh BAABAAIPAl aéd iOfor a Gét@inary iugeat i on,

treat nent an prevention of an i|nfectian, | sease, treatnent, pc?iogoni ng

or a condi ti onB-havA Agjvery Nefude. fepulploRceaMPASIoD feaceutical nigpamtiory prodct of ¢ or
: ?ga?rrmélnlt Ofnahut4ibre, Lortdriel B devitd Scorting foran Bhd 61tlafs Pto TaWNfeinfdtatilizing Agbit t he
, or a glycerol is added to, or mixed into, the entire (or substantially entire) microbiota, the treated or
untreated fecal flora sample, the complete or partial fecal flora sample, the fecal flora substantially
or completely purified of non-fecal floral fecal material or the partially, substantially or completely
20 isolated or purified fecal flora prior to storage, freezing, spray-drying, freeze-drying or lyophilizing.

9. A delivery vehicle, formulation, composition, pharmaceutical preparation, product of
manufacture, container or device according to any one of claims 1 to 8 wherein the delivery vehicle,
formulation, composition, pharmaceutical preparation, product of manufacture, container or device
is initially manufactured or formulated as a liquid, a suspension, a gel, a geltab, a semisolid, a

25 tablet, a sachet, a lozenge or a capsule, or as an enteral formulation, or re-formulated for final
delivery as a liquid, a suspension, a gel, a geltab, a semisolid, a tablet, a sachet, a lozenge or a

capsule, or as an enteral formulation.
10. A delivery vehicle, formulation, composition, pharmaceutical preparation, product of
manufacture, container or device according to any one of claims 1 to 9 wherein the fecal flora is
30  treated such that the fecal flora is separated from rough particulate matter in the fecal sample by:
homogenizing, centrifuging and/or filtering a rough particulate matter or a non-floral matter of the
fecal material, or by plasmapheresis, centrifugation, celitrifuge, column chromatography or by
immunoprecipitation.



15 of an abdomi nal pain, a non-specific abdom nal pain or a diarrhea, a

di arrhea caused by: a drug side effect or a psychol ogi cal condition or
Crohn's Qvgqaﬁﬁ)m@mm son, a toxin or an infection, a te¢rxumAi@baed
traveler's diarrhea, or a dostridiumor a C perfrlngens wel chii or a C
difficile infection or a pseudo-nenbraddus colitis associated with a
Clostridiuminfection, conprising: admnistering to an individual in need

t hereof via a delivery vehicle, formulation, conposition, 20 pharnmaceuti cal
preparation, product of manufacture, container or device of any one of

gln?: ;n; (lof' Osﬁg‘ tg:ﬁ &Aﬁ'@g%?c ) rﬁﬁ'énﬁcrog‘?s?tm%%%al (fpﬁr%ﬁ’dn reat ed fecal
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bacterial overgrowh, chronic pancreatit

ancreatj c.ins C Y,
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i nfection, pertringens welch!! or a dostridiumdifficile infection, a
neur ol ogi caflfef‘@Uk?tﬁ tion, Parkinson's disease, myoclonus dystonia, autism
anyotrophic |ajgraj gg V\é?rv@rﬁéles forifionP K‘éﬁﬂlo‘ﬁr mmaw@rcarwbpmhorﬁ@roam ®f or
petit mal seizures. 2/'016287PCT/ AU201 /000987 elivery
vehicl e, fmandactre, containss epdeyie a@ﬁrdmpma@we@e Glairgs 1 f?r@p‘é?efﬂ’\ !B‘hsu fopfiafe:  of
manuf act ur plaeg of EHuﬁf;%H &l ﬁb?é’ is QGonfpREERY ars is6l§le of fecal f|or%rtha¥"§ atriéas{ ajout 90%
substantialTy entire) mcrobiota; a dpartla % su stantlal ly or conpletely
i sol at sl oisolpied DI‘fQUEBdOIﬂ@v:IBQ normase than $9% nendesaiiie’l el conpri sing a fecal
flora substantjal |y soived vFH&P'f&FnﬁiaﬁanFUm;fo?% PimAR Richiqeeralbe pRkud of
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i'ce ‘accor airm 2 wherei n fecal
flora (i nclfowbpag oamultiphg implantations, admisistzation, QGIIVWQHOWQI)S mcrobiota) is

| sol ated or pur fi 3. The
del i very vehi clé ﬁ@r%[ﬁegtvl%@ﬂ?’%}{%@ Mﬂéﬁmr@ﬁaﬁn@%ﬂgﬁhﬁpﬁﬁm z;?dg?tlogn
product of nizpifadtae, tcontainer opddvize aeoording tajanyloneofaolmmsrtjiorig fur@weaeoynpoﬁagmoel ai ns
20 to 23 wherein the fecal flora 15 (including an entire (or substantially
entire) m(','}%?oqfota) is isolated or purified using a nethod or protocol
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phar m;ceut laﬁ&brdiétﬁpﬁfpﬁ?méhlﬂ, ora)pmbiootmtnuméntrr\r:\lﬁquf acture, container or device
according to any one of cla r
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conposi ti Ofhreparation, product of manufacture, container or device according to any one of claims 1 to 16

-

comprising



25phar maceuti cal preparation, product of manufacture, container or device.
25. The delivery vehicle, formulation, conposition, pharmaceutical

pr epar at iwo,2oproacksect of manufacture, container or devi cecaparodicogesto any
one of clains 20 to 24 wherein delivery vehicle, fornulation, conposition,
phar maceuti cal preparation, product of 4dmnufacture, container or device is
made substantially or conpletely oxygen free by: incorporating into the
delivery vehicle, 30 fornulation, conposition, pharmaceutical preparation,
product of manufacture, container or device a built in or clipped-on

oxygen- ScaVe”QRgﬂo@h%'eﬁﬁb é@r”ﬂjﬁ&éntnalkh&tﬁf'rﬂé @Jldfa V@ ﬂé&éaeor (rfifelied ddcaln.
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or device r.ather inert non-reactive gas or gases.

26. The’ de%@g@ e,écﬁu ﬁ'{ar&%?\fl& ation, conposition, pharnmaceutical
preparation, plipiacing thefenmtmsubstamialiy,enﬁre)"miarbbiela trented esunreateddecal di ng t o any
one of cl aj erei | ( 1
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anaer obi ¢ &% \fery ve |ce ﬁ'““'?‘f?ﬁ B@\"ﬁ?ﬁgi"@v Eﬁa&fhh el P?ru‘a #on,
conposijf i Omanutdmre:mcomahe:cei deviesp aandt ¢reating [ cobstantialf oracompletalyu oeygen-tee: ai ner
or device accordln of clainms 20 to 26 wherein the delivery ro

vehicl e, feMiRIment! We 68"‘{%?"8‘?1 phar maceuti cal preparation, product or
manuf act ure, Cfmt apAnpsthay forl aive emellotatmrﬁrmdbmzatm elrbatmeab ahdiat mevehtmnnuﬂ ated for
human or ani deliv
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use e delivery vehic nul at.l on osi.ti.on nmaceut i ca
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one of cl akigs effddt brCa ﬁs?cwdnﬁwldandmoﬁtoactdhhaIms@as%gerpblsm ado MCa?flﬁfectm added
to, or mxed into, e entire (o ntiall or the

t
partially, t%ﬂﬂ@ﬂ@ﬁﬂl‘@l’ﬂ'ﬁ’ s&'arrawf ét&?imdfungaﬁ dP@fF”"%’P |“ferb'b Of %ég aaﬂ{q or

the CO”poswdcfm of@&&u&m&ﬁbrawohesﬁius afsb&ra&dwbécwmuah Insectivh, compringt el y
purified or non-tecal tloral fecal materj al de?\/eewoJeS@Stor a%mor 20f{ee2| ng,

freeze-drying, a@mmlagnnaﬁwam@muahwwﬁmereﬂWga o QPehi cl e,
for mul az%)' 0gha %P@?" rpé &%tnorpgﬁﬂﬁ@&%bﬁ&bre%ﬁ@ﬂéﬁr idéNoe dbéﬁifbmtof Eléims 1 to

manuf ac r or vi ce accord to an

wher ei n t hd5,qoapoluetiatice) gbmanuiacyre,ct giaig 16 th? éﬁ’t'l’ﬁ.l%éﬁqbétﬁm'al%‘?ﬁg@gs mthqgw{ao
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a capsuse, or a& a‘Fheemetbodabf claimni8, aheigin, the infection, disease, treatment, poisoning or
condition having a bowel dysfunction component or side-effect comprises an inflammatory bowel
disease (IED), Crohn's disease, hepatic encephalopathy, enteritis, colitis, iritable bowel syndrome
(IES), fibromyalgia (FM), chronic fatigue syndrome (CFS), depression, attention deficit/hyperactivity
disorder (ADHD), multiple sclerosis (MS), systemic lupus erythematosus (SLE), travelers' diarrhea,
30 small intestinal bacterial overgrowth, chronic pancreatitis, a pancreatic-insufficiency, exposure to a
poison or a toxin or for an infection, a toxin-mediated traveler's diarrhea, a poisoning, a
pseudomembranous colitis, a Clostridium infection, a C. perfringens weichii or a Clostridium difficile
infection, a neurological condition, Parkinson's disease, myoclonus dystonia, autism, amyotrophic

lateral sclerosis, multiple sclerosis, Grand mal seizures or petit mal seizures.




31. The delivery vehicle, formulation, conposition, pharnaceuti cal
preparation, product of manufacture, container or device according to any
one of clwome12206180 30 wherein the entire (or 30 substamrtiralu2y1ianodsr e)

m crobiota, or the partially, substantially or conpletely isolated or
purified fecal flora, or the conpositiéh conprising a fecal flora
substantially or conpletely purified of non-fecal floral fecal material, is
| yophilized, freeze-dried, in powder form or frozen. 32. The delivery
vehicle, formul ation, conposition, pharnaceutical preparation, product of

manuf act ur e, nt % & h Cohaia | fepsrhton"produt b0 31
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25 pharmaceutical preparation, product of manufacture, container or device.

25. The delivery vehicle, formulation, composition, pharmaceutical preparation, product of
manufacture, container or device according to any one of claims 20 to 24 wherein delivery vehicle,
formulation, composition, pharmaceutical preparation, product of manufacture, container or device
is made substantially or completely oxygen free by: incorporating into the delivery vehicle,

0 formulation, composition, pharmaceutical preparation, product of manufacture, container or device
a built in or clipped-on oxygen-scavenging mechanism; and/or, the delivery vehicle, formulation,
composition, pharmaceutical preparation, product of manufacture, container or device comprises or
is coated with an oxygen scavenging material; and/or completely or substantially replacing the air in




25 according to any one of clains 20 to 36 the entire (or substantially
entire) mcrobiota, the partially, substantially or conpletely isolated or
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15 29. The delivery vehicle, formulation, composition, pharmaceutical preparation, product of
manufacture, container or device according to any one of claims 20 to 28 wherein a stabilizing
agent or a glycerol is added to, or mixed into, the entire (or substantially entire) microbiota, or the
partially, substantially or completely isolated or purified fecal flora, or the composition comprising a
fecal flora substantially or completely purified of non-fecal floral fecal material, before storage or

20 freezing, freeze-drying, spray-drying or lyophilizing.

30. The delivery vehicle, formulation, composition, pharmaceutical preparation, product of
manufacture, container or device according to any one of claims 20 to 29 wherein the composition,
delivery vehicle, formulation, composition, pharmaceutical préparation, product of manufacture,
container or device is initially manutactured or formulated as a liquid, a suspension, a gel, a gettab,

25 a semisolid, a tablet, a sachet, a lozenge or a capsule, or as an enteral formulation, or re-
formulated for final delivery as a liquid, a suspension, a gel, a geltab, a semisolid, a tablet, a
sachet, a lozenge or a capsule, or as an enteral formulation.

31. The delivery vehicle, formulation, composition, pharmaceutical preparation, product of
manufacture, container or device according to any one of claims 20 to 30 wherein the entire (or

30 substantially entire) microbiota, or the partially, substantially or completely isolated or purified fecal
flora, or the composition comprising a fecal flora substantially or completely purified of non-fecal
floral fecal material, is lyophilized, freeze-dried, in powder form, or frozen.

32.  The delivery vehicle, formulation, composition, pharmaceutical preparation, product of
manufacture, container or device according to any one of claims 20 to 31 wherein the entire (or




claims 1 to 15. 39. A bag or container conprising: an entire (or
substantially entire) mcrobiota; a treated or untreated fecal flora; a

conpl et e Wwo wawdikaly fecal flora, a fecal flora substant ipglpfat2011/0069%p! et el y
purified of non-fecal floral material or, a partially, substantially or

conpletely isolated or purified 20fecald6fl ora, or a conposition thereof
wherein the bag or container is structurally the sane as or simlar to a
bag or container of a device of claim 38. 40. A nethod for the
anelioration, stabilization, treatnent and/or prevention of, or decreasing
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2542. Use of an entire (or substantially entire) mcrobiota, a treated or
untreated fecal flora sanple, a conplete or partial fecal flora sanple, a

fecal flokxgwivaatmatially or conpletely purified of nonpiggodahofilesaly fecal
material, or a partially, substantially or conpletely isolated or purified

fecal flora in the preparation of a nmedfcanment for the anelioration,
stabilization, treatnent and/or prevention of an infection, disease,
treatment, poisoning or a condition having a bowel dysfunction 30

conponent or side-effect, or for the anelioration, treatnent and/or
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15 (c) the device of (a) or (b), further comprising a fecal material or a composition of any of
claims 1 to 15.

39. A bag or container comprising: an entire (or substantially entire) microbiota; a treated
or untreated fecal flora; a complete' or partial fecal flora, a fecal flora substantially or completely
purified of non-fecal floral material or, a partialiy, substantially or completely isolated or purified

20 fecal flora, or a composition thereof wherein the bag or container is structurally the same as or
similar to a bag or container of a device of claim 38.

40. A method for the amelioration, stabilization, treatment and/or prevention of, or
decreasing or delaying the symptoms of, an infection, disease, treatment, poisoning or a condition
having a bowel dysfunction component or side-effect, or for the amelioration, treatment and/or

25 prevention of a constipation, for the treatment of an abdominal pain, a non-specific abdominal pain
or a diarthea, a diarrhea caused by: a drug side effect or a psychological condition or Crohn's
Disease, a poison, a toxin or an infection, a toxin-mediated traveller's diarrhea, or a Clostridium or a
C. perfringens welchii or a C. difficile infection or a pseudo-membranous colitis associated with a
Clostridium infection, or for preventing, or decreasing or delaying the symptoms of, or ameliorating

30 or freating individuals with spondyloarthropathy, spondylarthritis or sacrolileitis (an inflammation of
one or both sacroiliac joints); a nephritis syndrome; an inflammatory or an autoimmune condition

| having a gut or an intestinal component; lupus; iritable bowel syndrome (1BS or spastic colon); or a
colitis; Ulcerative Colitis or Crohn's Colitis; constipation; autism; a degenerative neurological
diseases; amyotrophic lateral sclerosis (ALS), Multiple Sclerosis (MS) or Parkinson’s Disease (PDY),
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a Myoclonus Dystonia;, Steinert's disease; proximal myotonic myopathy; an autoimmune disease;
Rheumatoid Arthritis (RA) or juvenile idiopathic arthritis (HA); Chronic Fatigue Syndrome; benign
myalgic encephalomyelitis; chronic fatigue immune dysfunction syndrome; chronic infectious
mononucleosis; epidemic myalgic encephalomyelitis; obesity; hypoglycemia, pre-diabetic
syndrome, type | diabetes or type Il diabetes; Idiopathic thrombocytopenic purpura (ITP); an acute
or chronic allergic reaction; hives, a rash, a urticaria or a chronic -urticaria; and/or insomnia or
chronic insomnia, Grand mal seizures or petit mal seizures comprising:

administering to an individual in need thereof via a delivery vehicle, formulation,
pharmaceutical preparation, product of manufacture, container or device of any one of claims 1 to
15 or a product (article) of manufacture of claim 16 of the entire (or substantially entire) microbiota,
the treated or untreated fecal flora sample, the complete or partial fecal flora sample, the fecal flora
substantially or completely purified of non-fecal floral fecal material, or the partially, substantially or
completely isolated or purified fecal flora, in single, repeat or muttiple administrations, deliveries or
infusions.

41.  An entire (or substantially entire) microbiota, a treated or untreated fecal flora sample,
a complete or partial fecal flora sample, a fecal flora substantially or completely purified of non-fecal
floral fecal material, or a partially, substantially or completely isolated or purified fecal flora for use
in the amelioration, stabilization, treatment and/or prevention of an infection, disease, treatment,
poisoning or a condition having a bowe! dysfunction component or side-effect, or for the
amelioration, treatment and/or prevention of a constipation, for the treatment of an abdominal pain,
a non-specific abdominal pain or a diarrhea, a diarhea caused by: a drug side effect or a
psychological condition or Crohn’s Disease, a poison, & toxin or an infection, a toxin-mediated
traveler's diarrhea, or a Clostridium or a C. perfringens welchii or a C. difficile infection or a pseudo-
membranous colitis associated with a Clostridium infection. ,

42. Use of an entire (or substantially entire) microbiota, a treated or untreated fecal flora
sample, a complete or partial fecal flora sample, a fecal flora substantially or completely purified of
non-fecal floral fecal material, or a partially, substantially or completely isolated or purified fecal
flora in the preparation of a medicament for the amelioration, stabilization, treatment and/or
prevention of an infection, disease, treatment, poisoning or a condition having a bowel dysfunction
component or side-effect, or for the amelioration, treatment and/or prevention of a constipation, for
the treatment of an abdominal pain, a non-specific abdominal pain or a diarrhea, a diarrhea caused
by: a drug side effect or a psychological condition or Crohn's Disease, a poison, a toxin or an
infection, a toxin-mediated traveler's diarrhea, or a Clostridium or a C. perfringens welchii or a C
difficile infection or a pseudo-membranous colitis associated with a Clostridium infection.
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43. Use of a device of claim 38 for delivering a fecal material or an entire (or substantially
entire) microbiota, a treated or untreated fecal flora sample, a complete or partial fecal flora sample,
a fecal flora substantially or completely purified of non-fecal floral fecal material, or a partially,
substantially or completely isolated or purified fecal flora in the amelioration, stabilization, treatment
and/or prevention of an infection, disease, treatment, poisoning or a condition having a bowel
dysfunction component or side-effect, or for the amelidration, treatment and/or prevention of a
constipation, for the treatment of an abdominal pain, a non-specific abdominal pain or a diarrhea, a
diarthea caused by: a drug side effect or a psychological condition or Crohn's Disease, a poison, a
toxin or an infection, a toxin-mediated traveler's diarthea, or a Clostridium or a C. perfringens
welchii or a C. difficile infection or a pseudo-membranous colitis associated with a Clostridium
infection.



