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WHAT IS CLAIMED IS:

A method of improving an asthma questionnaire score in an asthmatic patient, comprising
administering to the patient an effective amount of benralizumab or an antigen-binding

ragment thereof.

2. The Ypethod of claim 1, wherein the questionnaire assesses at least one symptom selected
from (h¥ group consisting of night-time waking, symptoms on waking, activily limitation,
shortness " breath, wheezing, rescue medication use, daytime symptom frequency and
severity, nighi{ime symptom frequency and severity, activity avoidance and limitation,

asthma-related ahyiety, and fatigue.

3. The method of claim'}], wherein the questionnaire assesses night-time waking, symptoms

on waking, activity limith{ion, shortness of breath, wheezing, and rescue medication use.

4. The method of claim 2, whesgin the questionnaire assess daytime symptom frequency,

daytime symptom severity, and tNghttime severity.

5. The method of claim 1, wherein \he asthma questionnaire is the asthma control
questionnaire (ACQ).
6. The method of claim 1, wherein the astima questionnaire is the asthma control

questionnaire-6 (ACQ-6).

U The method of claim 1, wherein the asthma questiognaire is the asthma quality of life
questionnaire (AQLQ).
8. A method of treating asthma, comprising administering to at\asthma patient an effective

amount of benralizamab or an antigen-binding fragment thereof \wherein the patient has a

blood eosinophil count of at least 300 cells/pl prior to the administrgion.

9. A method of treating asthma, comprising administering to an asthma p3ient an effective
amount of benralizumab or an antigen-binding fragment thereof, wherein (¥ patient has a
forced expiratory volume in one second (FEV,) of at least 75% predicted valpe prior to

the administration.
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A method of treating asthma, comprising administering at least two doses of

benralizumab or an antigen-binding fragiment thereof to an asthma patient.

The method of any one of claims 8-10, wherein the administration improves an asthma

consisting of night-time waking, symptoms on waking, abtivity limitation, shortness of
breath, whdgzing, rescue medication use, daytime symptom frequency and severity,
nighttime synmRtom frequency and severity, activity avoidance and limitation, asthma-

related anxiety, ang fatigue.
The method of any ond\of claims 5 and 8-12, wherein the patient's ACQ score decreases.

The method of any one ®f claims 6 and 8-12, wherein the patient's ACQ-6 score

decreases.

The method of claim 14, wherein\he patient's ACQ-6 decreases within 7 weeks of the

first administration.
The method of any one of claims 1-7 or 9- I\, wherein the asthma is eosinophilic asthma.

The method of any one of claims 1-7 or 9-15, wherein the patient has a blood eosinophil

count of at least 300 cells/pl.

The method of any one of claims 1-8 or 10-17, wkerein, the patient has a forced
expiratory volume in one second (FEV;) of at least 759K predicted value prior to the

administration.

The method of any one of claims 1-18, wherein the patient hs an asthma control

questionnaire score of at least 1.5 prior to the administration

The method of any one of claims 1-9 or 11-19, wherein at least two do¥gs of the anti-

benralizumab or antigen-binding fragment thereof are administered to the patl

The method of any one of claims 6 or 14-20, wherein the patient's ACQ-6 score dégreases

following administration of the benralizumab or antigen-binding fragment thereof.
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The method of any one of claims 6 or 14-21, wherein the ACQ-6 score is decreased by at
least 0.5.

The method of claim 22, wherein the ACQ-6 score is decreased by at least 1.
T method of claim 23, wherein the ACQ-6 score is decreased by at least 2.

The mythod of any one of claims 1-24, wherein the patient uses high-dose inhaled

The method of\any one of claims 1-25, wherein the patient uses long-acting B2 agonists

(LABA).
The method of any one\f claims 1-26, wherein the patient has a history of exacerbations.

The method of claim 27, wherein the history of exacerbations comprises at least two
exacerbations in the year priog to the administration of the benralizumab or antigen-

binding fragment thereof.

The method of claim 26 or 27, whereiy the history of exacerbations comprises no more
than six exacerbations in the year priorNjo the administration of the benralizumab or

antigen-binding fragment thereof.

The method of any one of claims 1-29, whereily the benralizumab or antigen-binding

fragment thereof is administered at about 2 mg to aboyt 100 mg per dose.

The method of claim 30, wherein the benralizumab or antigen-binding fragment thereof is

administered at about 20 mg per dose.

The method of claim 30, wherein the benralizumab or antigen-bining fragment thereof is

administered at about 30 mg per dose.

The method of claim 30, wherein the benralizumab or antigen-binding frayment thereof is

administered at about 100 mg per dose.

The method of any one of claims 1-33, wherein the benralizuomab or antigem\pinding

fragment thereof is administered once every four weeks to once every twelve weeks.
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The method of claim 34, wherein the benralizumab or antigen-binding fragment thereof is

administered once every four weeks.

The method of claim 34, wherein the benralizumab or antigen-binding fragment thereof is

ministered once every eight weeks.

The kethod of claim 34, wherein the benralizumab or antigen-binding fragment thereof is

administyred once every four weeks for twelve weeks and then once every eight weeks.

The method &f any one of claims 1 to 37, wherein the benralizumab or antigen-binding

fragment thercol\js administered parenterally.

The method of claim{8, wherein the benralizumab or antigen-binding fragment thereof is

administered subcutaneodysly.

The method of any one of clgims 1 to 39, wherein the benralizumab or antigen-binding

fragment thereof is administered\n addition to corticosteroid therapy.

A method of improving an asthma ¢ugstionnaire score in an asthmatic patient, comprising
administering to an asthma patient 20N 00 mg of benralizumab or an antigen-binding
fragment thereof, wherein the patient had an blood ecosinophil count of at least 300

cells/ul prior to the administration.

The method of claim 41, comprising administering\30 mg of benralizumab or an antigen-

binding fragment thereof.

The method of claim 42, wherein the benralizumab or antigen-binding fragment thereof is

administered once every four weeks for twelve weeks and thet\once every eight weeks.

The method of claim 41, comprising administering 30 mg of benrdyjzumab or an antigen-

binding fragment thereof.

The method of claim 44, wherein the benralizumab or antigen-binding fragment thyyeof is

administered once every four weeks.
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The method of claim 41, comprising administering 100 mg of benralizaumab or an

antigen-binding fragment thereof.

The method of claim 47, wherein the benralizumab or an antigen-binding fragment

ereof is administered once every four weeks for twelve weeks and then once every eight

A methdy of treating asthma in an asthma patient, comprising administering to the patient
a dose of alJeast 2 and less than 100 mg of benralizumab or an antigen-binding fragment

thereof.

The method of claiy 49, wherein 20 mg of the benralizamab or antigen-binding fragment

is administered.

The method of claim 49, wkerein 30 mg of the benralizumab or antigen-binding fragment

is administered.

The method of claim 49, whereitha dose of at least 20 and less than 100 mg of the

benralizumab or antigen-binding [ragient is administered.

The method of claim 49, wherein a dosé\of at least 30 and less than 100 mg of the

benralizumab or antigen-binding fragment is ax{ministered.

The method of any one of claims 49-53, wherein \dministration of the benralizumab or

antigen-binding fragment improves an asthma symptoX] in the patient.

The method of claim 54, wherein the symptom is selected, from the group consisting of
night-time waking, symptoms on waking, activity limitdjon, shortness of breath,
wheezing, rescue medication use, daytime symptom frequency\and severity, nighttime
symptom frequency and severity, activity avoidance and limitxtion, asthma-related

anxiety, and fatigue.

The method of any one of claims 49-55, wherein administration of the begralizumab or
antigen-binding fragment decreases the patient's ACQ-6 score within four wagks of the

first administration.

The method of any one of claims 49-56, wherein the administration is subcutaneous.
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WHAT IS CLAIMED IS:

1.

Use of benralizumab or an antigen-binding fragment thereof in the manufacture of a
medicament for improving an asthma questionnaire score in an asthmatic patient,

comprising administering to the patient an effective amount of the medicament.

The use of claim 1, wherein the questionnaire assesses at least one symptom selected
from the group consisting of night-time waking, symptoms on waking, activity limitation,
shortness of breath, wheezing, rescue medication use, daytime symptom frequency and
severity, nighttime symptom frequency and severity, activity avoidance and limitation,

asthma-related anxiety, and fatigue.

The use of claim 2, wherein the questionnaire assesses night-time waking, symptoms on

waking, activity limitation, shortness of breath, wheezing, and rescue medication use.

The use of claim 2, wherein the questionnaire assess daytime symptom frequency,

daytime symptom severity, and nighttime severity.

The use of claim 1, wherein the asthma questionnaire is the asthma control questionnaire

(ACQ).

The use of claim 1, wherein the asthma questionnaire is the asthma control questionnaire-

6 (ACQ-6).

The use of claim 1, wherein the asthma questionnaire is the asthma quality of life

questionnaire (AQLQ).

- Use of benralizumab or an antigen-binding fragment thereof in the manufacture of a

medicament for the treatment of asthma, comprising administering to an asthma patient
an effective amount of the medicament, wherein the patient has a blood eosinophil count

of at least 300 cells/pl prior to the administration.

Use of benralizumab or an antigen-binding fragment thereof in the manufacture of a
medicament for the treatment of asthma, comprising administering to an asthma patient
an effective amount of b the medicament, wherein the patient has a forced expiratory

volume in one second (FEV)) of at least 75% predicted value prior to the administration.
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Use of benralizumab or an antigen-binding fragment thereof in the manufacture of a
medicament for the treatment of asthma, comprising administering at least two doses of

the medicament to an asthma patient.

The use of any one of claims 8-10, wherein the administration improves an asthma

symptom in the patient.

The use of claim 11, wherein the asthma symptom is selected from the group consisting
of night-time waking, symptoms on waking, activity limitation, shortness of breath,
wheezing, rescue medication use, daytime symptom frequency and severity, nighttime
symptom frequency and severity, activity avoidance and limitation, asthma-related

anxiety, and fatigue.
The use of any one of claims 5 and 8-12, wherein the patient's ACQ score decreases.
The use of any one of claims 6 and 8-12, wherein the patient's ACQ-6 score decreases.

The use of claim 14, wherein the patient's ACQ-6 decreases within 7 weeks of the first

administration.
The use of any one of claims 1-7 or 9-15, wherein the asthma is eosinophilic asthma.

The use of any one of claims 1-7 or 9-15, wherein the patient has a blood eosinophil

count of at least 300 cells/pl.

The use of any one of claims 1-8 or 10-17, wherein, the patient has a forced expiratory

volume in one second (FEV)) of at least 75% predicted value prior to the administration.

The use of any one of claims 1-18, wherein the patient has an asthma control

questionnaire score of at least 1.5 prior to the administration

The use of any one of claims 1-9 or 11-19, wherein at least two doses of the medicament

are administered to the patient.

The use of any one of claims 6 or 14-20, wherein the patient's ACQ-6 score decreases

following administration of the medicament.
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The use of any one of claims 6 or 14-21, wherein the ACQ-6 score is decreased by at

least 0.5.
The use of claim 22, wherein the ACQ-6 score is decreased by at least 1.
The use of claim 23, wherein the ACQ-6 score is decreased by at least 2.

The use of any one of claims 1-24, wherein the patient uses high-dose inhaled

corticosteroids (ICS).

The use of any one of claims 1-25, wherein the patient uses long-acting B2 agonists

(LABA).
The use of any one of claims 1-26, wherein the patient has a history of exacerbations.

The use of claim 27, wherein the history of exacerbations comprises at least two

exacerbations in the year prior to the administration of the medicament.

The use of claim 26 or 27, wherein the history of exacerbations comprises no more than

six exacerbations in the year prior to the administration of the medicament.

The use of any one of claims 1-29, wherein the medicament is administered at about 2 mg

to about 100 mg per dose.
The use of claim 30, wherein the medicament is administered at about 20 mg per dose.

The use of claim 30, wherein the medicament is administered at about 30 mg per dose.

- The use of claim 30, wherein the medicament is administered at about 100 mg per dose.

The use of any one of claims 1-33, wherein the medicament is administered once every

four weeks to once every twelve weeks.
The use of claim 34, wherein the medicament is administered once every four weeks.
The use of claim 34, wherein the medicament is administered once every eight weeks.

The use of claim 34, wherein the medicament is administered once every four weeks for

twelve weeks and then once every eight weeks.
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The use of any one of claims 1 to 37, wherein the medicament is administered

parenterally.
The use of claim 38, wherein the medicament is administered subcutaneously.

The use of any one of claims 1 to 39, wherein the medicament is administered in addition

to corticosteroid therapy.

Use of benralizumab or an antigen-binding fragment thereof in the manufacture of a
medicament for improving an asthma questionnaire score in an asthmatic patient,
comprising administering to an asthma patient 20-100 mg of the medicament, wherein the

patient has an blood eosinophil count of at least 300 cells/pl prior to the administration.
The use of claim 41, comprising administering 20 mg of the medicament.

The use of claim 42, wherein the medicament is administered once every four weeks for

twelve weeks and then once every eight weeks.
The use of claim 41, comprising administering 30 mg of the medicament.

The use of claim 44, wherein the medicament is administered once every four weeks for

eight weeks and then once every eight weeks.
The use of claim 44, wherein the medicament is administered once every four weeks.
The use of claim 41, comprising administering 100 mg of the medicament.

The use of claim 47, wherein the medicament is administered once every four weeks for

twelve weeks and then once every eight weeks.

Use of benralizumab or an antigen-binding fragment thereof in the manufacture of a
medicament for treating asthma in an asthma patient, comprising administering to the

patient a dose of at least 2 and less than 100 mg of the medicament.
The use of claim 49, wherein 20 mg of the medicament is administered.

The use of claim 49, wherein 30 mg of the medicament is administered.
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The use of claim 49, wherein a dose of at least 20 and less than 100 mg of the

medicament is administered.

The use of claim 49, wherein a dose of at least 30 and less than 100 mg of the

medicament is administered.

The use of any one of claims 49-53, wherein administration of the medicament improves

an asthma symptom in the patient.

The use of claim 54, wherein the symptom is selected from the group consisting of night-
time waking, symptoms on waking, activity limitation, shortness of breath, wheezing,
rescue medication use, daytime symptom frequency and severity, nighttime symptom
frequency and severity, activity avoidance and limitation, asthma-related anxiety, and

fatigue.

The use of any one of claims 49-55, wherein administration of the medicament decreases

the patient's ACQ-6 score within four weeks of the first administration.

The use of any one of claims 49-56, wherein the administration is subcutaneous.



