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Washington, D.C. 20231 -

Second Submission Under 37 C.F.R. § 1.129(a) and
Request That an Interference Be Declared Under 37 C.F.R.

1,607
This submission is being made pursuant to 37 C.F.R. § 1.129(a) and 37 C.I'.R. § 1.607.
The requisite fee under 37 C.F.R. § 1.17(r) and any extension fee under 37 C.F.R. § 1.136(a) are

attached. Prior to examination of this submission, and for purposes of declaring an interference, -

please amend the above-identified application as follows:
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Please cancel claims 30, 61-101, and,103—1‘04. Please add the following new claims:
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(1) particulate drug; a
(i)  1,1,1,2-tetrafluofoethane as propellant, wherein the formulation is further

characterized in that it contains no syirfactant.

106.  The pharmaceutical sugpension aerosol formulation of claim 105, wherein the
particulate drug comprises a drug selectyd from the group consisting of formoterol, salmeterol,
beclomethasone dipropionate, cromolyn, firbuterol, albuterol, and pharmaceutically acceptable
salts and solvates thereof.

107.  The pharmaceutical suspension aergsol formulation of claim 105, wherein the
particulate drug is micronized.

108.  The pharmaceutical suspengion aerosol formulation of claim 105, wherein the
drug is formoterol or a pharmaceutically accdptable salt or solvate thereof.

109. The pharmaceutical suspenyitn aerosol formulation of claim 105, wherein the
drug is salmeterol or a pharmaceutically aceqptable salt or solvate thereof.

110.  The pharmaceutical suspension aerosol formulation of claim 105, wherein the

drug is albuterol or a pharmaceutically acceptable salf or solvate thereof.

111.  The pharmaceutical suspension aergsol formulation of claim 105, wherein the
drug 1s beclomethasone dipropionate or a pharmaceutically acceptable solvate thereof.

112.  The pharmaceutical suspensioryaerosol formulation of claim 105, wherein the
drug is pirbuterol or a pharmaceutically accgptable salt or solvate thereof.

113.  The pharmaceutical suspe

ion aerosol formulation of claim 110, wherein the

drug is albuterol sulfate.
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114,  The pharmaceutical suspensigh aerosol formulation of claim 112, wherein the
drug is pirbuterol acetate.
115.  An aerosol canister equjpped with a metering valve, containing a formulation
according to claim 105 in an amounf sufficient to provide a plurality of therapeutically effective
doses of the drug.

116. A pharmaceutical aerospl formulation consisting essentially of a particulate
medicament which is sal bute ol or a pi\ysiologically acceptable salt or solvate thereof and
1,1,1,2-tetrafluoroethane as propellant, which formulation contains less than 0.0001% surfactant
based upon the weight of medicament, the\particulate medicament being present in an amount of
0.005% to 5% w/w relative to the total weight of the formulation and having a particle size of
less than 100 microns, with the provisos that\when said formulation consists of salbutmﬁol and
1,1,1,2-tetrafluoroethane in a weight ratio of 0,05:18, said salbutamol is present in the form of a
physiologically acceptable salt and when said f§rmulation consists of salbutamol or salbutamol
sulphate and 1,1,1,2-tetrafluoroethane the weight\to weight ratio of medicament to propellant is
other than 69:7900 or 0.866%.

117. A canister suitable for delivering a pharmaceutical acrosol formulation for
inhalation therapy which comprises a container capable of withstanding the vapor pressure of the
propellant used, which container is closed with a metering valve and contains a pharr/naqcutical
aerosol formulation consisting essentially of a particulatdmedicament which is sa]t{qtamol ora

physiologically acceptable salt or solvate thereof and 1,1,12-tetrafluoroethane as propellant,

which formulation contains less than 0.0001% w/w surfactant based upon the weight of
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medicament, the partiéulate medicament being present in an amount of from 0.005 to 5% w/w
relative to the total weight of the formwation and having a particle size of less than 100 microns,
and with the provisos that when said formyulation consists of salbutamol and 1,1,1,2-
tetraﬂuoroethane in a weight ratio of 0.05: 18, said salbutamol is present in the form of a
physiologically acceptable salt and when saidformulation consists of salbutamol or salbutamol

sulphate and 1,1,1,2-tetrafluoroethane the weight to weight ratio of medicament to propellant is

other than 69:7900 or 0.866%.

118. A pharmaceutical aeyosol formulation consisting essentially of particulate
medicament which is ﬂuti(aﬁg(;; projionate or a physiologically acceptable solvate thereof, and
1,1,1,2-tetrafluoroethane as p;opellant which formulation contains less than 0.0001% w/w
surfactant based upon the weight of medicament, the particulate medicament being present in an
amount of from 0.005% to 5% w/w relatiye to the total weight of the formulation and having a
particle size of less than 100 microns.

119. A canister suitable for delijen\ng a phafmaceutical aerosol formulation which
comprises a container capable of withsta

the vapor pressure of the propellant used, which

container is closed with a metering valve and boptains a pharmaceutical aerosol formulation

consisting essentially of a particulate medicament\which is ﬂuticason(e’ ’iaro;nionate ora
physiologically acceptable solvate thereof and 1,1, 2-tetrafluoroethané as propellant, which
formulation contains less than 0.0001% w/w surfactapt based upon the weight of medicament,

the particulate medicament being present in an amount\of from 0.005 to 5% w/w relative 1o the

total weight of the formulation and having a particle sizd of less than 100 microns.
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120. A pharmaceutical derosol formulation consisting essentially of a particulate

o
medicament which is salrfletgpol or b physiologically acceptable salt or solvate thereof and

1,1,1,2-tetrafluoroethane as propellagt, which formulation contains less than 0.0001% w/w

surfactant based upon the weight of medicament, the particulate medicament being present in an

amount of from 0.005 to 5% w/w relatlve to the total weight of the formulation and having a

particle size of less than 100 microns,
121. A canister suitable fo

inhalation therapy which comprises a ¢ontainer capable of withstanding the vapor pressure of the

propellant used, which container is closed

o

!

aerosol formulation consisting essentially df a particulate medicament which is saln{et‘erol ora

physiologically acceptable salt or solvate thdreof and 1,1,1,2-tetrafluoroethane as I;ropellant,
which formulation contains less than 0.0001% w/w surfactant based upon the weight of
medicament, the particulate medicament being\present in an amount of from 0.005 to 5% w/w
relative to the total weight of the formulation arid having a particle size of less than 100 microns.

122. A pharmaceutical formuldtion consisting essentially of (i) one or more particulate.

medicaments, and (ii) 1,1,1,2-tetrafluoroethane as propellant, which formulation contains less
than 0.0001% w/w surfactant based upon thé weight of medicament, the particulate medicament
being present in an amount from 0.005 to 5% W/w relative to the total weight of the formulation
and having a particle size of less than 100 microjs, wherein one of the said one or more
medicaments is a bronchodilator selected from the\group consisting of ephedrine, adrenaline,

fenoterol, formoterol, isoprenaline, metaproterenol, ppenylephrine, phenylpropanolamine,
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