CLAIMS
We claim:
I. An oral care composition that alleviates dry mouth comprising a dry mouth alleviating
component, wherein the dry mouth alleviating component comprises an extract of Arialaceae in
an amount of from 0.15 to 0.75 wt% of the overall composition, and an orally acceptable vehicle,
wherein the vehicle includes a water-phase with humectant wherein the humectant comprises

propylene glycol.

on The oral care composition of claim 1, wherein the extract of Arialaceae is an extract of

Panax ginseng.

3. The oral care composition of claim 2, wherein the extract of Panax ginseng is present in

an amount selected from the group consisting of from 0.15% to 0.75% and 0.5%.

4. The oral care composition of claim 2, wherein the Panax ginseng extract is present in the
saliva at concentrations selected from the group consisting of from 10 ppm to 50 ppm, from 17

ppm to 47 ppm, from 25 ppm to 40 ppm and 33 ppm.

5. The oral care composition of any of claims 1-4, wherein the composition contains an
amount of acetylcholine, pilocarpine, muscarine, arecoline, carbachol or bethanecol selected
from the group consisting of not more that 0.01%; not more than 0.001%; not more than

0.0001%; and 0%.

6. The oral care composition of any of claims 1-5, wherein the composition optionally
further comprises other agent for increasing salivation, alleviating dry mouth or the sensations of

dry mouth which is not an extract of Arialaceae, and a fluoride ion source.

7. The oral care composition of claim 2, wherein the extract of Panax ginseng is further
extracted with water and ethyl acetate with the water extract being fractionated via HPLC and is
present in a concentration selected from the group consisting of 1 pg/mL — 1000 pg/mL, 5

pg/mL — 500 ug/mL, 8 pg/mL — 120 pg/mL, 8 pg/mL — 12 pg/mL; and 80 pg/mL — 120 pg/mL.

27



8. The oral care composition of claim 7, wherein the composition results in an increase
selected from the group consisting of 50% - 150% of the % increase in RFU (relative
fluorescence unit) in a calcium mobilization assay for determining agonist activity of the human
M3 receptor relative to the ECsq of acetylcholine; 60% - 125% of the % increase in RFU relative
to the ECs, of acetylcholine; and 75% - 110% of the % increase in RFU relative to the ECsq of

acetylcholine.

O The oral care composition of any one of claims 1-8, wherein the composition is fluoride
free.
10.  The oral care composition of any one of claims 1-9, wherein the extract of 4rialaceae

contains an oligosaccharide.

11.  Use of an oral care composition of claim 1 in the manufacture of a medicament for

treating dry mouth.

12.  The use of claim 11, wherein the extract of Arialaceae is an extract of Panax ginseng.

13.  The use of claim 12, wherein the extract of Panax ginseng is present in an amount

selected from the group consisting of from 0.15% to 0.75% and 0.5%.

14.  The use of any one of claims 12-13, wherein the Panax ginseng extract is present in the
saliva at concentrations selected from the group consisting of from 10 ppm to 50 ppm, from 17

ppm to 47 ppm, from 25 ppm to 40 ppm and 33 ppm.
15.  The use of any one of claims 11-14 , wherein the composition contains an amount of

acetylcholine, pilocarpine, muscarine, arecoline, carbachol or bethanecol selected from the group

consisting of not more that 0.01%, not more than 0.001%, not more than 0.0001% and 0%.
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16.  The use of any one of claims 11-15, wherein the composition optionally further
comprises other agent for increasing salivation, alleviating dry mouth or the sensations of dry

mouth which is not an extract of Arialaceae, and a fluoride ion source.

17.  The use of any one of claims 12-16, wherein the extract of Panax ginseng is further
extracted with water and ethyl acetate with the water extract being fractionated via HPLC and is
present in a concentration selected from the group consisting of 1 pg/mL — 1000 pg/mL, 5

pg/mL — 500 pg/mL, 8 pg/mL — 120 pg/mL, 8 pg/mL — 12 pg/mL; and 80 pg/mL — 120 pg/mL.

18.  The use of claim 17, wherein the composition results in an increase selected from the
group consisting of 50% - 150% of the % increase in RFU (relative fluorescence unit) in a
calcium mobilization assay for determining agonist activity of the human M3 receptor relative to
the ECso of acetylcholine; 60% - 125% of the % increase in RFU relative to the ECso of
acetylcholine; and 75% - 110% of the % increase in RFU relative to the ECso of acetylcholine.

19.  The use of any one of claims 11-18 wherein the composition is fluoride free.
20.  The use of any one of claims 11-19, wherein the extract of Arialaceae contains an
oligosaccharide.
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CLAIMS /
We claim: /

1. An oral care composition that alleviates dry mouth comprising a dry mouth allevifﬂlng
component, wherein the dry mouth alleviating component comprises an extract of Arlalaceae in
an amount of from 0.15 to 0.75 wt% of the overall composition, and an orally acceptable vehicle,

wherein the vehicle includes 8 water-phase with humectant wherein the humectant cgmprises

propylene glycol. I,’f

/
2, ‘The oral care composition of claim |, wherein the extract of Arlalaceae I,é an extract of
Panax ginseng. /
, /
3. The aral care composition of claim 2, wherein the extract of Panag’éimcng is present in
an amount selected from the group consisting of from 0.15% to 0.75% anc!«“b.s %.

/
4, The oral care composition of claim 2, wherein the Panax gmmy/g extract is present in the
saliva at concentrations selected from the group consisting of from l.ﬁ ppm to 50 ppm, from 17
ppm to 47 ppm, from 25 ppm to 40 ppm and 33 ppm. {

3, The oral care composition of any of claims 1-4, wherein t!}e composition contains an
amount of acetylcholine, pilocarpine, muscadne.'amcollne. cnrb}(éhoi or bethanecol selected
from the group consisting of not more that 0.01%; not more than 0.001%; not more than
0.0001%; and 0%.

6. The oral care composition of any of claims 1-5, w};éreln the composition optionally
further comprises other agent for increasing salivation, a}lsﬁaﬁng dry mouth or the sensations of
dry mouth which is not an extract of Arialaceas, and a fluoride jon source,

7. The oral care composition of claim 2, whcre;l; the extract of Panax ginseng is further
extracted with water and ethyl acetate with the watér extract being fractionated via HPLC and is
presont in a concentration selected from the grou /p consisting of 1 ug/mL - 1000 pg/mL, 5
ug/mL- 500 ug/mL, 8 ug/mL - 120 pg/mL, 8 yig/mL~ 12 pg/mL; and 80 ug/mL - 120 pg/ L.

/,'l
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8. The oral care composition of claim 7, wherein the composition regults in an increai;
selected from the group consisting of 50% - 150% of the % increase in RFU (relative ,/ _
fluorescence unit) in a caleium mobilization assay for determining agounist activity of ; human
M3 receptor relative to the ECyy of acetylcholine; 60% - 125% of the % increase In RFU relative
to the BCsp of acetylcholine; and 75% - 110% of the % Increase in RFU relative 1o 17!{: ECso0f

acetylcholine. /
f
/
9. The oral care composition of any one of claims 1-8, wherein the cnmpq(ition is fluoride
free. /
/

/

/
10.  The oral care composition of any one of cluims 1-9, wherein the qéuct of Arialaceae
contains an oligosaccharide. /
11. A method for treating dry mouth comprising administering to i subject with dry mouth an
effective dosage unit of an orel care composition comprising & dry r;ibnlh component, whereby
the dry mouth comprises the composition of claim 1. /

/
/

12.  The method of claim 11, wherein the extract of Aria!acgée is an extract of Panax
ginseng. /

!"f

13.  The method of claim 12, wherein the extract of J?'Ena.x ginseng ia present in an amount
selected from the group conslsting of from 0.15% t0 0.75% and 0.5%.

/

/
14, The method of any one of claims 12-13, wherein the Panax ginseng extract is present in
the saliva at concentrations selected from the gmup’ consisting of from 10 ppm to 50 ppm, from
17 ppm to 47 ppm, from 25 ppm to 40 ppm and 3:}fwm.
5. ‘The method of any one of claims 11-14, wherein the composition contains an amount of
acetylcholine, pilocarpine, muscarine, arecolife, carbachol or bethanecol selected from the group

consisting of not more that 0.01%, not m han 0.001%, not more than 0.0001% and 0%.
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16,  The method of any one of claims ! 1-18, wherein the composition optionally furth
comprises other agent for increasing salivation, alleviating dry mouth or the sensations of dry
mouth which 3 not an extract of Arialaceae, and a fluoride ion source. /

17.  The method of any one of claims 12-16, wherein the extract of Panax 3Ius¢7é is further
extracted with water and ethyl acetate with the water extract being fractionated vig HPLC and is
present in a concentration selected from the group consisting of 1 pg/mL — 1000 1g/mL, 5

pg/mL - 500 ug/mL, 8 pg/mL - 120 pg/mL, 8 pg/mL ~ 12 ug/mL; and 80 ug/ml. = 120 pg/mL.
/

/
18,  The method of claim 17, wherein the composition results in an increase selected from the

group consisting of 50% - 150% of the % increase in RFU (relative ﬂuoms}éltmcc unit) in a
calcium mobilization assay for determining agonist activity of the human /lJVIS receptor relative to
the ECso of acetylcholing; 609% - 125% of the % increase in RFU relative to the ECsof
acetylcholine; and 75% - 110% of the % increase in RFU relative to :I;,é ECap of acetylcholine.

/

J
19.  The method of any one of claims | 1-18 wherein the cornpo?ftiOn ig fluoride free.
f

20. The method of any one of claims | 1-19, wherein the exulét of Arialaceae contains an
oligosaccharide. /

/

21.  Anoral care composition that elleviates dry mouth qémpﬁning a dry mouth alleviating
component, wherein the dry mouth alleviating componen&/eomprlses an extract of
Zinglberaceae, Lamiaceae, Fabaceae, Solanaceae, Punicaceae, Asteraceae or mixtures thereof

and an orally acceptable vehicle, /

22,  The oral care composition of claim 21, whepé;n the extract of Zin.glberaécae is an extract
of Zingiber afficinale, the extract of Lamiaceae I8 an extract of Prunella vulgaris L., the extract
of Fabaceae s an extract of Glycyrrhiza uralensis,the extract of Solanaceae is an extract of
Lycium chinense mill L., the extract of Punicacéae i an extract of Punica granatum L., the

extract of Asteraceae is an extract Acmella aﬁ,é}uceu.
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23.  The oral care composition of claim 22, wherein /

the extract Prunella vulgaris L. of Glycyrrhiza uralensis L. is present in an amount
selected from the group consisting of from 0.05%. to 1.00%, from 0.15% to 0.75% and Qf."%;

the extract Punica granatum L. is present in an amount selected from rhc group
consisting of from 0.075% to 1.00%, from 0.08% 10 0.75% and 0.25%;

the extract Lycium chinense mill L. extract is present in an amount selected from the
group consisting of less than 0.75%, from 0.01% to 0.10%, from 0.03% to 0. 08%»and preferably
0.05%; /

the extract Zingiber officinale is present in an amount selected from t.h¢ group consisting
of from 0.0005% to 0.010%. from 0.001% to 0.005% and 0.005%;and ~ /

the extract of Asteraceas is Acmella oleracea (para cress) extract p}uent in an amount
sclected from the group comsisting of greater than 0.5%, from 0.5% tp 2.0%, from 0.6% to
1.50% and 1%. /

24.  The oral care composition of claim 22, wherein

the Prunella vulgaris L. or Glycyrrhlza uralensis L. extmﬁt is present in the saliva at
concentrations selected from the group consisting of from 10 ppmxtn 50 ppm, from 17 ppm to 47
ppm, from 25 ppm to 40 ppm and 33 ppm; /

the Punica granatum L. extract is present in the saliva !-*i concentrations selected from the
group consisting of from S ppm to 50 ppm; from 5 ppm to 3:_1f"bpm; from 7 ppm to 33 ppm; from
10 ppm to 25 ppm; and 17 ppm; ’

the Zingiber officinale extract s present {n the sn!jva at concentrations selected from the
group consisting of from 0.1 ppm to 2 ppm; from 0.2 ppm to 1.7 ppm; from 0.2 ppm to 0.7 ppm;
and 0.3 ppm; /
the Lycium chinense mill L. extract is present }n the saliva at concentrations selected from
the group consisting of less than S ppm; from 1.7 py{n to 5 ppm; from 2.5 ppm to 4 ppm; and 3.3
ppm: and /

the Acmella oleracea (para cress) ex is present in the saliva at concentrations
selected from the group consisting of greater than 40 ppm; from 40 ppm to 100 ppm; from 50

ppm to 80 ppm; and 60 ppm. /

/.
/

/

F
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/

/

25.  The oral care composition of claim 21, wherein the extract of Zingiber officinale, ;")

Prunella vulgaris L., Glycyrrhiza uralansis, Lycium chinense mill L., Punica granatum 1/,

Acmella olaracea or mixtures thereof is further extracted with water and sthy! acetate \!;ﬂlh the

water extract being fractionated via HPLC and is present in a concentration selected fl}&m the

group consisting of 1 pg/mL = 1000 pg/ml., § wg/mL — 500 pg/ml, 8 ug/mL - 120 uglmL. 8
pg/mL = 12 ug/mkL; and 80 pg/mL - 120 ug/mL.

f
/

26. The oral care composition of claim 25, wherein the composition results lﬂ' an increase
selected from the group consisting of 50% - 150% of the % Increase in RFU (relative
fluorescence unit) in a calcium mobilization assay for determining agonist ac’ﬂ;vlty of the human
M3 receptor relative o the ECso of acetylcholine; 60% - 125% of the % inciease in RFU relative
to the BCsg of acetylcholine; and 78% - 110% of the % increase in RFU re}ntive to the BECxpof
acetylchotine, ,,-"'
27.  The oral care composition of any one of claims 21-26, wherei u"fthe extract of
Zingiberaceae, Lamiaceae, Fabaceae, Solanaceae, Punicaceae, Asrgmceaz or mixtuses thereof
contains an oligosaccharide, )

28. A method for treating dry mouth comprising administering to a subject with dry mouth an
cffective dosage unit of an oral care compaosition comprising ,’dry mouth component, whereby
the dry mouth comprises the composition of claim 21. /

/

/

29.  The method of claim 28, wherein the extract of Zi,igl‘bemcaae is an extract of Zingiber
officinale, the extract of Lamiaceae is an extract of ngém vulgaris L., the extract of Fabaceae
{s an extract of Glycyrrhiza uralensis,the extract of Solanaceae is an extract of Lycium chinense
mill L., the extract of Punicaceae is an extract of Pur/rca granatum L., the extract of Asteraceae

is an extract Acmella oleracea. ,-

/

/

/
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30.  The method of claim 29, wherein J/ ;
the extract Prunella vulgaris L. or Glycyrrhiza uralensis L. is present in anﬁ.mount
selectad from the group consisting of from 0.05% to 1.00%, from 0.15% to 0.75% and 0.5%;
the extract Punica granatum L. 1s present in an amount selected from /’ihe group
consisting of from 0.075% to 1.00%, from 0.08% t0 0.75% and 0.25%; /
the extract Lyciwn chinense mill L. extract is present in an amount selegﬁed from the
group consisting of less than 0.75%, from 0.01% to 0.10%, from 0.03% to 0, 08']/7 and preferably
0.05%;
the extract Zingiber officinale is present in an amount selected from q;é group consisting
of from 0.0005% to 0.010%, from 0.001% to 0.005% and 0.005%; and ~ /
the extract of Asreraceae is Acmaella oleracea (para cress) exl.ract;t’;resenl in an amount
selected from the group consisting of greater than 0.5%, from 0.5% yﬁ 2.0%, from 0.6% to

1.50% and 1%. /

31,  The method of any one of claims 29-30, wherein /’

the Prunella vuigaris .. or Glycyrrhiza uralensis L. extract is present in the saliva at
concentrations selected from the group consisting of from 10 PPH; to 50 ppm, from 17 ppm to 47
ppm, from 25 ppm to 40 ppm and 33 ppm; .f

the Punica granatum L. extract is present in the saliva ! concentrations selected from the
group consisting of from 5 ppm to 50 ppm; from 5 ppm to 3;1 ppm; from 7 ppm to 33 ppm; from
10 ppm to 25 ppm; and 17 ppm; /

the Zingiber officinale extract is present in the saliva at concentrations selected from the
group consisting of from 0.1 ppm to 2 ppm; from 0.2 ppin to 1.7 ppm; from 0.2 ppm to 0.7 ppm;
ard 0.3 ppm;

the Lycium chinense mill L. extract is present in the saliva at concentrations selected from
the group consisting of less than 5 ppm; from 1,7 ppm to 5 ppm; from 2.5 ppm to 4 ppm; and 3.3
ppm; and

the Acmelia oleracea (para cress) ex
selocted from the group consisting of greater than 40 ppm; from 40 ppm to 100 ppm; from S0
ppm to 80 ppm; and 60 ppm.

t is present in the saliva ai concentrations
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32.  The method of any one of claims 29-31 , wherein the extract of Zingiber officinale, f
Prunella vulgaris L., Glycyrrhiza uralensis, Lycium chinense mill L., Punica granatum L..I_f""
Acmella oleracea or mixtures thereof s further extracted with water and ethyl acetats with the
water extract being fractionated via HPLC and is present in a concentration selected fmﬁn the
group consisting of 1 pug/mL — 1000 ug/mL, 5 pg/mL — 500 ug/mlL, 8 pg/mL - 120 uﬂml.. 8
pg/mL - 12 pg/mL; and 80 pg/mL - 120 pg/mL. /
/

33, The method of claim 32, wherein the composition results in an increase se}écmd from the
group consisting of S50% - 150% of the % increase in RFU (relative fluorescence/unit) in a
caicium mobilization assay for determining agonist activity of the human M3 :_p!i:eptur relative to
the ECs) of acetylcholine; 60% - 125% of the % increase in RFU relative to the ECsoof
acetylcholine; and 75% - 110% of the % increase in RFU relative to the BCﬁof acetylcholine.

/
34, The mecthod of any one of claims 28-33, whercin the extract of msibemccu,
Lamiaceae, Fabaceas, Solanaceae, Punicaceae, Asteraceae or mixulre.i thereof contains an

oligosaccharide.

3
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