Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.

ACUTE ASTHMA

AsthmaNet ASSESSMENT

QUESTIONNAIRE

Part. ID: - -

Part. Initials:
Visit: __
VisitDate: /120

Coordinator ID: ___

(Participant Completed)

Please check only one box for each question.

1. Inthe past 3 days, how much of the time did your
asthma keep you from doing your usual activities at
work, school, or at home?

2. During the past 3 days, how often have you had
asthma symptoms? Asthma symptoms include
wheezing, coughing, shortness of breath, chest
tightness or pain, phlegm or mucus.

3. During the past 3 days, how often have you used your
rescue inhaler or nebulizer medication (such as
albuterol)?

4. During the past 3 days, how many total times did your
asthma symptoms wake you up from sleep? Asthma
symptoms include wheezing, coughing, shortness of
breath, chest tightness or pain, phlegm or mucus.

5.  How would you rate the amount of impairment you
have experienced due to your asthma in the past 3

days?

6. How stressed or frightened were you by your asthma
symptoms in the past 3 days?
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(1000)

(1010)

(1020)

(1030)

(1040)

(1050)

d,
d,
Q.
B
Q.

.

.

Q.

4,

None of the time
A little of the time
Some of the time
Most of the time
All of the time

Not at all

Once per day

2-3 times per day

4-5 times per day

6 or more times per day

Not at all

Once per day

2-3 times per day

4-5 times per day

6 or more times per day

Not at all

1 time in the last 3 days
2-3 times in the last 3 days
4-5 times in the last 3 days
=6 times in the last 3 days

No impairment

Mild impairment
Moderate impairment
Severe impairment
Very severe impairment

Not at all
Mildly
Moderately
Severely
Very severely
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AsthmaNet

ACUTE ASTHMA Part. ID: - ]
ASSESSMENT Visit
QUESTIONNAIRE T

7. Why do you think your asthma was worse in the past 3

days compared to what is normal for you? Pick the
main reason. There is no right or wrong answer. We

want your opinion.

08/07/2013 version1.0
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@1os0) |y | have not been worse over the
past 3 days. My asthma
symptoms have been usual.

L, Common cold
Q. Allergies
Dg Pollution or chemical irritant

D4 Too little asthma maintenance
medication

L, Exercise
U Other (specify)

(1060D)

Participant Source Documentation
Participant Initials: (1070)

Date:  / /20 (1080)
MM DD YYYY

Time:  (based on a 24-hour clock) (1090)
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AsthmaNet

ASTHMA BOTHER
PROFILE

Part. ID: __ - -

Part. Initials:
Visit: __
VisitDate: /120

Coordinator ID: ___

(Coordinator Completed by Interview)

Asthma affects people in many different ways
For some people asthma causes very little bother
For others, asthma is very troublesome

The purpose of this questionnaire is to find out how much your asthma bothers you overall

Part One

Please answer the following questions by putting a check mark in the box next to the reply which most

closely applies to you.

Please don’t spend too long thinking about each question. It is your general impression which is important.

1. Are you currently retired?

(1000)
= If NO, skip to Q2.
1a. Are you retired because of asthma? (1010)
= Skip to Q5.
2. Are you currently unemployed? (1020)
= If NO, skip to Q3.
2a. Are you unemployed because of asthma? (1030)
= Skip to Q5.
3. Do you get paid to do work? (1040)
= If NO, skip to Q5.
4. How much does your asthma bother you at your paid (1050)

work? (Please check only one box.)

5. Overall, how much does your asthma bother you when (1060)
you do jobs around the house? For example:
housework, shopping, home maintenance, gardening,
and child care. (Please check only one box.)
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Yes U, No
Yes U, No
Yes U, No
Yes U, No

U, Yes U, No

o
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Q.
Q.
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o
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No bother at all

Minor irritation

Slight bother

Moderate bother

A lot of bother

Makes my life a misery

No bother at all

Minor irritation

Slight bother

Moderate bother

A lot of bother

Makes my life a misery

None of these really apply to me
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AsthmaNet

ASTHMA BOTHER

Part. ID: __ - -

PROFILE Visit: __
6. Overall, how much does your asthma bother your @ao70) d, No bother at all
social life? For example: visiting friends, walking with Y
friends, talking with friends, going to bars/restaurants, g1 M|.nor Iritation
and parties. (Please check only one box.) 2 Slight bother
J; Moderate bother
U, A lot of bother
s Makes my life a misery
7. Overall, how much does your asthma bother your @aoso) y No bother at all
personal life? For example: love life, personal Q. Minor irritation
relationships, and family life. (Please check only one El1 )
box.) > Slight bother
U, Moderate bother
U, A lot of bother
U5 Makes my life a misery
L, None of these really apply to me
8. Are you involved in leisure activities, such as: walking @) W, Yes U, No
for pleasure, sports, exercise, travelling, taking
vacations?
= If NO, skip to Q8b.
8a. When involved in leisure activities, how much @a100) o No bother at all
does your asthma bother you? Q. Minor irritation
Q. siight bother
U Moderate bother
U, Alot of bother
s Makes my life a misery
8b. Would you say that you can’t do some of these a10) U Yes U, No

sorts of things because of asthma?

Part Two

Here are some things which often happen to people when they have asthma.

How much is each a bother to you?

9.

10/15/2010 version1.0

How much does your asthma bother you when you
sleep? For example: coughing at night, waking at
night, and waking early. (Please check only one box.)
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(1120)

o
g,
Q.
Q.
4,
Qs

No bother at all

Minor irritation

Slight bother

Moderate bother

A lot of bother

Makes my life a misery
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AsthmaNet

ASTHMA BOTHER

Part. ID: __ - -

PROFILE Visit: _____
10. How much does the cost of your asthma medicines a130) J, No bother at all
bother you? (Please check only one box.) Q. Minor irritation
U1, Slight bother
J; Moderate bother
U, A lot of bother
s Makes my life a misery
10a. Do you get free prescriptions? a140) U Yes U, No
11. How much does the inconvenience or ais50) J, No bother at all
embarrassment of taking your asthma medicines T
bother you? (Please check only one box.) Elh I\S/llllgf]: gg:izc:n
2
U, Moderate bother
), A lot of bother
s Makes my life a misery
12. How much do coughs and colds bother you? (Please a160) J, No bother at all
check only ane box.) Uy Minor irritation
U, Slight bother
J; Moderate bother
1, A lot of bother
s Makes my life a misery
U, Never get coughs or colds
13. Feeling upset is also a bother. Does your asthma ai70) U, Yes U, No
make you feel anxious, depressed, tired, or
helpless?
= If NO, skip to Q14.
13a. How much does this bother you? 1180) J, No bother at all
. Minor irritation
U1, Slight bother
); Moderate bother
U, A lot of bother
s Makes my life a misery
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AsthmaNet

ASTHMA BOTHER
PROFILE

Part. ID: __ - -

Visitt

Part Three

Worries can also be a bother, particularly if you spend a lot of time worrying.

14.

15.

16.

17.

10/15/2010 version1.0

How much bother is the worry that you will have an
asthma attack when visiting a new place? (Please
check only one box.)

How much bother is the worry that you will catch a
cold? (Please check only one box.)

How much bother is the worry that you will let others
down? For example: missed appointments, being off
work, and change of plans. (Please check only one
box.)

How much bother is the worry that your health may
get worse in the future? For example: increasing
breathlessness, effects of medicines, and being able to
do less. (Please check only one box.)
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(1190)

(1200)

(1210)

(1220)

Q.
Qs

I never have this worry
Minor irritation

Slight bother

Moderate bother

A lot of bother

Makes my life a misery

| never have this worry
Minor irritation

Slight bother

Moderate bother

A lot of bother

Makes my life a misery

| never have this worry
Minor irritation

Slight bother

Moderate bother

A lot of bother

Makes my life a misery

| never have this worry
Minor irritation

Slight bother

Moderate bother

A lot of bother

Makes my life a misery
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AsthmaNet

ASTHMA BOTHER Part.1D: ___ - -

PROFILE

Visitt

18. How much bother is the worry that you won’t be able to
cope with an asthma attack? (Please check only one

box.)

10/15/2010 version1.0
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1230) o | never have this worry
L), Minor irritation
U1, Slight bother
J; Moderate bother
U, A lot of bother
s Makes my life a misery

Participant Source Documentation
Participant Initials: __ (1240)

Date:  / /20 (1250)
MM DD YYYY

Time:  (based on a 24-hour clock) (1260)
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Part. ID: - -
Part. Initials:
Visit:

Asthma Control Test™  visitpate: / /20

Coordinator ID:

This survey was designed to help you describe your asthma and how your asthma affects how you feel
and what you are able to do. To complete it, please mark an [X] in the one box that best describes your
answer.

1. Inthe past 4 weeks, how much of the time did your asthma keep you from getting as much
done at work, school or at home?

‘ All of the time Most of the time ~ Some of the time  Alittle of the time None of the time ‘

L [k [ [ s

2. During the past 4 weeks, how often have you had shortness of breath?
More than 3to6 Once or twice
once a day Once a day times a week a week Not at all

v v
L [k [k [ )

3. During the past 4 weeks, how often did your asthma symptoms (wheezing, coughing,
shortness of breath, chest tightness or pain) wake you up at night or earlier than usual in
the morning?

4 or more 2to3
nights a week nights a week Once a week Once or Twice Not at all

v
L] [} [k [ s

4. During the past 4 weeks, how often have you used your rescue inhaler or nebulizer
medication (such as Albuterol, Ventolin®, Proventil®, Maxair® or Primatene Mist®)?

3 or more 1or2 20r3 Once a week
times per day times per day times per week or less Not at all

v v
L] [ b Lk [ [

5. How would you rate your asthma control during the past 4 weeks?
‘ Not Controlled Poorly Somewhat Well Completely ‘

at all Controlled Controlled Controlled Controlled

v v v v v
L [k [k [l %

To score the ACT

Each response to the 5 ACT questions has a point value from a 1 to 5 as shown on the form. To score
the ACT, add up the point values for each response to all five questions.

If your total point value is 19 or below, your asthma may not be well-controlled. Be sure to talk to your
healthcare professional about your asthma score.

Take this survey to your healthcare professional and talk about your asthma treatment plan.

Asthma Control Test™ copyright, QualityMetric Incorporated 2002, 2004. All Rights Reserved.
Asthma Control Test™ is a trademark of QualityMetric Incorporated.
* A C T *
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Part. ID: - -
CLINICAL ADVERSE EVENTS —_—

ASt h m aN et Part. Initials: __

(Coordinator completed) Visit:

Complete this log if the participant experienced any clinical adverse events (including intercurrent events) since the last visit. Check the
“None” box if the participant has not experienced any clinical adverse events since the last visit.

J, None
* Please complete a Serious Adverse Event 2. 5. 6. 7. 8. 9. 10. 11.
Reporting (SERIOUS) form. DATE STARTED TYPE | SEVERITY | SERIOUS | LIKELIHOOD OF CHANGE IN OUTCOME TREATMENT
** Please complete the appropriate Change in (Top Line) (1050) (1060) (1070) | RELATIONSHIP STUDY (Skip if #3 is REQUIRED
Medications form. (1020) =) TO STUDY DRUG(S) missing.) (1110)
*** Please complete the Concomitant g DRUG(S) (1090) (1100) §
Medications (CMED) form. ) (1080) =
3 % _ =
DATE STOPPED > H X i)
(Bottom Line) E o 5 g =
| £ |5, : , B iE | E
[ a> 4 B a0 z f\’:j =
= =) w S w ol HoE 05
O =2 Lw @ z ufwz E< e
=z 14 o@D < SRS E g SE =
z 12 =< o 14 I OF X
X = W N WX oo I L 0%unE w20 w o
(@) W= [aNalS 0 Z3%0 O F =505k« ZQ 9N T )
2 EQ =Quw wo Qzox zZ QpWIQu QuWOokE z
8 £0 =) >Z ZDoaoao o< Cox o Z=TIO (e}
DESCRIPTION OF 1. ICD9 CODE . I (N [ [ I I =W | [ I I
ADVERSE EVENT (1000) (1010) | MONTH/DAY /YEAR N AU K o oS -~ cCaZlo | ~aow S
__l__120__
— L P 4,
__l__120__
__l__120__
- L _ 4, 4,
__l__120__
__l__120__
e O, 4,
/__120_
__l__120__
— e _ 4, 4,
__l__120__
__l__120__
- e D1 D1
/120 _
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AsthmaNet

ADULT ASTHMA
AND ALLERGY HISTORY

Part. ID: __
Part. Initials:
Visit: __
Visit Date:

Coordinator ID: ___

l___ 120

(Coordinator Completed by Interview)
ASTHMA HISTORY

1.

Approximately how old were you when chest
symptoms suggesting asthma first appeared?
(Enter '00’ if participant was under 1 year.)

Did these symptoms appear immediately after or as
a result of:

1a. a respiratory infection such as a cold or
pneumonia?

1b. an occupational or job change?

1c. a household move?

= If participant is male, skip to Q2.

1d. a pregnancy?

1e. a hormonal change (e.g., menopause)?

How old were you when a doctor first diagnosed
you with asthma?

Have any of your immediate blood relatives been
told by a physician that they have asthma? (Check
the ‘N/A’ box if the participant does not have
biological siblings or children.)

3a. Mother
3b. Father

3c. Brother(s) or Sister(s)

3d. Child(ren)

09/03/2014 version2.0 Page 1 of 6

(1000)

(1020)

(1030)

(1040)

(1050)

(1060)

(1070)

(1090)

(1100)

(1110)

(1120)

______years

U, Yes
U, Yes

U, Yes

U, Yes

U, Yes

______years

U, Yes
U, Yes

U, Yes
Elo No

o

o

o
o

o

s Don’t Know

s N/A

U, Yes
Do No

J; Don’t Know

s N/A

No

No

No

No

No

No

No

U; Don’t Know
U; Don’t Know

s Don’t Know

U; Don’t Know

s Don’t Know

s Don’t Know

U; Don’t Know
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AsthmaNet

ADULT ASTHMA
AND ALLERGY HISTORY

Part. ID:

Visitt

ASTHMA SYMPTOMS

4. How do you categorize your asthma symptoms
throughout the course of the year?

= If 'Vary by season(s)’, do your asthma
symptoms worsen during the...
4a. Winter?
4b. Spring?
4c. Summer?
4d. Fall?
5. Inthe last 12 months, how many... (Enter '00’ if
none)
5a. Asthma episodes have you had that required

5b.

5c.

5d.

emergency care or an unscheduled office
visit?

Overnight hospitalizations have you had due
to asthma?

Courses of systemic corticosteroid therapy
(e.g., prednisone, IM, 1V) for asthma have you
taken?

Days of work, school, or housework have you
missed due to asthma?
= If Q5d > 0, complete Q5d..

5di. In the past 3 months, how many days of
work, school, or housework have you
missed due to asthma?

6. Have you ever been admitted to an intensive care
unit for asthma?

>

6a.

6b.

6c.

If NO, skip to Q7.

How many times have you been admitted to
an intensive care unit for asthma?

Have you ever had invasive mechanical
ventilation?

Have you ever had non-invasive mechanical
ventilation?

09/03/2014 version2.0 Page 2 of 6

(1130)

(1140)

(1150)

(1160)

(1170)

(1180)

(1190)

(1200)

(1210)

(1220)

(1250)

(1260)

(1270)

(1280)

U, Relatively the same all year
(), Vary by season(s)

El1 Yes Elo No
U, Yes U, No
El1 Yes Elo No
U, Yes U, No
______episodes

______hospitalizations

______courses

_____days

______days

U, Yes

U, Yes

U, Yes

Elo No

Do No

Do No

s Don’t Know

s Don’t Know
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AsthmaNet ADULTASTHMA & e~~~
AND ALLERGY HISTORY | Visit _____
ASTHMA TRIGGERS
7. Do any of the following currently provoke your
asthma?
7a. Exercise/Sports/Play aze0) I, Yes U, No g Don’t Know
7b. Menstrual cycle @oo) ;i Yes U, No g Don’t Know
(If participant is male or a postmenopausal
female, leave blank.)
7c. Aspirin or non-steroidal anti-inflammatory a0 Wy Yes U, No U; Don’t Know
drugs (e.g., Aleve, Motrin)
7d. Respiratory infections (e.g., colds) @az20) W Yes U, No s Don’t Know
7e. lIrritants (e.g., pollution, odors, perfumes, asso) M, Yes U, No U; Don’t Know
chemicals, household cleaners)
7f.  Weather conditions (e.g., change in weather, aza0) I, Yes U, No U; Don’t Know
humidity)
79. Exposure to cold air asso) L, Yes U, No g Don’t Know
7h. Emotional factors (e.g., stress, laughing) ase0) Dy Yes U, No U; Don’t Know
7i. Tobacco smoke @s70) Wy Yes U, No g Don’t Know
7j. Food additives/preservatives (e.g., MSG, @azso) W, Yes U, No U; Don’t Know
sulfites)
7k. Allergies (e.g., dust, animals, pollens) @z90) W, Yes U, No U; Don’t Know
71.  Other 14000 My Yes U, No
If YES, please specify (1400D)
ALLERGIES
8. To which of the following did a doctor or other
health practitioner say you were allergic?
8a. Medicines @100 Ay Yes U, No g Don’t Know
If YES, please list: (1410D)

09/03/2014 version2.0
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ADULT ASTHMA pat: - -~
AsthmaNet | sxp aLLerGY HISTORY |vist

8b. Foods aa200 Ay Yes U, No g Don’t Know

If YES, please list: (1420D)

8c. Things you breathe in or are exposed to (e.g., as30) Ly Yes U, No U; Don’t Know
dust, pollens, molds, animal fur, feathers,

dander)
8d. Stinging insects such as bees or wasps ass0) Wy Yes U, No U; Don’t Know
8e. Latex aas0) Ay Yes U, No U Don’t Know
8f. Other 1460) 4 Yes U, No
If YES, describe: (1460D)
9. Have you ever had eczema / atopic dermatitis (i.e., as70) Wy Yes U, No U; Don’t Know

prolonged itchy, scaly skin rash)?

9a. If YES, was your eczema diagnosed by a aso0) Ly Yes U, No
doctor?

10. Have any of your immediate blood relatives been
told by a physician that they have
allergies/eczema/hay fever?

(Check the ‘N/A’ box if the participant does not
have biological siblings or children.)

10a. Mother as70) Ay Yes U, No U Don’t Know

10b. Father asso) Uy Yes U, No g Don’t Know

10c. Brother(s) or Sister(s) @s90) i Yes
U, No
J; Don’t Know
Uy N/A

10d. Child(ren) aeo0) ; Yes
U, No
s Don’t Know
s N/A

09/03/2014 version2.0 Page 4 of 6 H“HH “H“ m“ “H WH “H m W‘H ‘H “N W‘H N“ m HN‘H ‘H“ “ ““
* A°S THMA H X ADULT *



ADULT ASTHMA Part.1D: ___ - -
ASth m aNet AND ALLERGY HISTORY | Visit ______

SMOKING HISTORY

11. Did you grow up in a household where you were arzo) Ly Yes U, No
exposed to tobacco smoke?

12. Do you currently smoke cigarettes or other tobacco ara0) My Yes U, No
products?
= If NO, skip to Q13.

12a. Record smoking history in pack-years*. (17500 . __ pack-years
= SKIP TO Q15.

*Pack-years = # packs per day X # years smoked at that quantity (1 pack contains 20 cigarettes)

13. Were you ever a smoker of cigarettes or other aze0) i Yes U, No
tobacco products?
= If NO, skip to Q14.

13a. Record smoking history in pack-years®. @770y . pack-years

*Pack-years = # packs per day X # years smoked at that quantity (1 pack contains 20 cigarettes)

14. Do you currently live in a household where you are arso) My Yes U, No
exposed to tobacco smoke?

VAPING AND HOOKAH HISTORY

15. Do you currently vape (i.e., use nicotine or any aro0) W Yes U, No
other substances in an e-cigarette device) or use a
hookah (waterpipe)?
= If NO, skip to Q16.

15a. How frequently do you vape or use a hookah? 1so0) A Infrequently (less than one day a
= If INFREQUENTLY or month)

OCCASIONALLY, skip to Q17. (), Occasionally (at least one day a month

but less than one day a week)
), Weekly (at least one day a week but

not daily)
U, Daily
15ai. How many days a week do you vape or (18100 ___ days
use a hookah?
15aii. How many times a day do you vape or (18200 ___  times

use a hookah?
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ADULT ASTHMA Part.1D: ___ - -
ASth m aNet AND ALLERGY HISTORY | Visit ______

15aiii.How many years have you vaped or (1830) ___ years
used a hookah?

= SKIP TO Q17.
16. Have you ever vaped or used a hookah in the past? (18109 [, Yes U, No

= If NO, skip to Q17.

16a. Approximately how many years did you vape (1850) _____ years
or use a hookah?

16b. When was the last time that you vaped or Y R S
used a hookah? (1860)  (1870) (1880)
17. Do you currently live in a household where you are as90) L Yes O, No

exposed to others vaping or using a hookah?

18. Do you spend time in social settings (e.g., parties, @ao0) 1, Yes U, No
clubs, study groups, etc.) where you are exposed to
others vaping or using a hookah?

COMMENTS: (6000)

09/03/2014 version2.0 Page 6 of 6 H“HH “H“ m“ “H WH “H m W‘H ‘H “N W‘H N“ m HN‘H ‘H“ “ ““
* AS THMA H X A D UL T *



AsthmaNet

ASTHMA SYMPTOM
UTILITY INDEX

pPart.D: - -
Part. Initials:

Visit:
Visit Date:  /

Coordinator ID: ___

/20

(Coordinator Completed by Interview)

| would like to ask you some questions about different symptoms of asthma and how often you were
bothered by these symptoms in the past 2 weeks.

1.

10/15/2010 version1.0

How many days were you bothered by coughing during
the past 2 weeks?

On average, how severe was your coughing during the
past 2 weeks?

How many days were you bothered by wheezing during
the past 2 weeks?

On average, how severe was your wheezing during the
past 2 weeks?

How many days were you bothered by shortness of
breath during the past 2 weeks?

On average, how severe was your shortness of breath
during the past 2 weeks?

How many days were you awakened at night during the
past 2 weeks?

On average, how much of a problem was being
awakened at night during the past 2 weeks?

Page 1 of 2

(1000)

(1010)

(1020)

(1030)

(1040)

(1050)

(1060)

(1070)

o
g,
Q.

Not at all (Skip to Question #3)
1-3 days

4-7 days

8-14 days

Mild
Moderate
Severe

Not at all (Skip to Question #5)
1-3 days

4-7 days

8-14 days

Mild
Moderate
Severe

Not at all (Skip to Question #7)
1-3 days

4-7 days

8-14 days

Mild
Moderate
Severe

Not at all (Skip to Question #9)
1-3 days

4-7 days

8-14 days

Mild
Moderate
Severe
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ASTHMA SYMPTOM Part.1D: ___ - -
ASthmaNet UTILITY INDEX Visit: __

9. How many days were you bothered by side effects of
your asthma medication during the past 2 weeks?

10. If 1 day or more, what side effects did you have?

11. On average, how severe were the side effects of your
asthma medication during the past 2 weeks?

10/15/2010 version1.0 Page 2 of 2

oso) [y Not at all (STOP HERE)
U, 1-3 days
U, 4-7 days
U, 8-14 days

(1080D)

@aos0) 1, Mild
1, Moderate
U, Severe

Participant Source Documentation
Participant Initials: (1100)

Date:  / /20 (1110)
MM DD YYYY

Time: ____ _  (basedona24-hour clock) (1120)
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Part.ID: - -
Part. Initials:
Visit:

CONCOMITANT MEDICATIONS
FOR ASTHMA/ALLERGY
AND ADVERSE EVENTS

AsthmaNet

(Coordinator completed)

Instructions: Since signing the informed consent or last study visit, list all prescription and over-the-counter (OTC) concomitant medications used to treat asthma/allergy symptoms and
adverse events. Do not list routine use of study drugs or rescue medications. Check the “None” box if the participant has not started taking any medications since signing the informed
consent or last study visit. If the medication is not related to an adverse or laboratory event, leave the event number missing and check the “N/A” box. If the participant is still taking the
medication at the end of the current visit, check the “ongoing at current visit” check box and leave the stop date missing. All ongoing medications should be reviewed at subsequent visits to
document the stop date of a medication. At the last study visit or an early termination visit, review all ongoing medication and indicate a stop date or check the “ongoing at final visit” check
box on the data collection forms and update the medication data in the AsthmaNet data entry application.

At the final study visit or early termination visit, forward all concomitant medications for asthma/allergy and adverse event-related medications forms to the DCC.

Do None

5 N
START DATE STOP DATE Qo O}
NAME OF MEDICATION CODE RELATED EVENT w zZ zZs

> i (MM/DD/YYYY) | (MM/DD/YYYY) | S =
(1000) (1010) (1020) w 2 5 5 (1060) (1070) 8 e 8 z
(@] Z 4 O zZo50 zZ
[a)] =) o x 0> (ONTH
(1030) (1040) (1050) (1055) (1080) (1090)
_— Event Do NA Y S S Y S D1 D1
- Event o NA /| Q| Oy
S Event o NA /| Q| Oy
S Event o NA /| Q| Oy
S Event o NA /| Q| Oy
S Event o NA /| Q| Oy

09/29/2010 version1.0
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AsthmaNet

EXHALED NITRIC OXIDE

Supervisor ID:

Part. ID: __ - -

Part. Initials:
Visit: __
VisitDate: /120

Technician ID: __

(Technician Completed)

ENO must be performed prior to any pulmonary function testing. Complete this form only if the
participant is eligible according to the appropriate Pulmonary Procedure Checklist form.

1. Has QC procedure been performed on the NIOX (1000)

MINO® today?

= If NO, please specify the reason QC was not

performed in Q6000.

2. Did the participant eat or drink within the past hour? (1010

3. Did the participant take part in strenuous (1020)

activity/exercise within the past hour?

4. Time eNO started (based on a 24-hour clock) (1040)

5. ENO Measurement

COMMENTS: (6000)

D1 Yes DO No

D1 Yes DO No

D1 Yes DO No
(0s0) ______ppb

03/17/2014 version1.0

Page 1 of 1
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Part. ID: __ - -

Part. Initials:

HOME ENVIRONMENT Visitt
ASthmaNet QUESTIONNAIRE VisitDate: _ / /20

Coordinator ID: ___

(Coordinator Completed by Interview)

Note: If you are a parent or guardian responding for a child, “you” is referring to the child who is the study
participant.

1. Who is the respondent? @ooo) ; Self/Participant
U, Parent/Guardian
U, Other (specify)
(1000D)

GENERAL HOUSE CHARACTERISTICS

(House’ is meant to refer to the place where you live most of the time.)

2. How long have you lived in the current house? (1010-1020) _____years_____months
(Estimate if uncertain.)

3. Does your house use a wood burning stove as a @o30) M, Yes U, No U, Don’t Know
primary source of heat?

4. Does your house use an air conditioner? aos0) U, Yes U, No U, Don’t Know

5. Does your house use an evaporative cooler aoso) L, Yes U, No U, Don’t Know
(swamp cooler)?

6. Does your house use a humidifier? (Include aoe0) L, Yes U, No U, Don’t Know
humidifier built into the heating system of your

house.)
7. Does your house use a dehumidifier? (Include aoro) L, Yes U, No U, Don’t Know

dehumidifier built into the cooling system of your
house.)

8. Has there been water damage to your house, @aoso) L, Yes U, No U, Don’t Know
basement, or its contents during the past 12

months?

9. Has there been any mold or mildew, on any @o90) U, Yes U, No U, Don’t Know
surfaces, inside your house in the past 12 months?

= If NO or DON'T KNOW, skip to Q11.

10. Which rooms have or have had mold or mildew?

10a. Bathroom(s) aw00) 4 Yes U, No

10/16/2013 version1.2 Page 1 of 5 MJ“UHU‘ 1‘



AsthmaNet

HOME ENVIRONMENT

Part. ID:

QUESTIONNAIRE Visit______
10b. Basement or attic a110) 4 Yes U, No
10c. Kitchen 1200 4 Yes U, No
10d. Your bedroom a130) O, Yes o No
10e. Other bedrooms a140) 4 Yes U, No
10f. Living or family room ais0) 4 Yes U, No
10g. Other ai60) M Yes o No

If YES, please specify (1160D)

11. Do you ever see cockroaches in your house? azo) Wy Yes U, No
= If NO, skip to Q13.

12. In which room(s) have you seen cockroaches?
12a. Kitchen a180) Ay Yes o No
12b. Basement or attic ai90) O, Yes U, No
12¢. Bathroom(s) 12000 ; Yes U, No
12d. Living or family room az10) 4 Yes U, No
12e. Your bedroom a2200 O, Yes o No
12f. Other bedrooms az30) 4 Yes U, No
12g. Garage (1240) Ay Yes U, No
12h. Other (1250) 4 Yes U, No

If YES, please specify (1250D)

13. Do you ever see rodents (mice, rats) or rodent @aze0) 4 Yes U, No
droppings in your house?
= If NO, skip to Q15.

14. In which room(s) have you seen rodents or rodent
droppings?
14a. Kitchen @a270) Wy Yes o No
14b. Basement or attic 12800 4 Yes U, No
14¢. Bathroom(s) (1200) Ay Yes U, No

10/16/2013 version1.2 Page 2 of 5
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AsthmaNet

HOME ENVIRONMENT

Part. ID: __ - -

QUESTIONNAIRE Visit: ______
14d. Living or family room a300) 4 Yes U, No
14e. Your bedroom as10) 4 Yes U, No
14f. Other bedrooms 13200 4 Yes U, No
14g. Garage @330 W Yes o No
14h. Other 1340) Ay Yes o No

If YES, please specify (1340D)
15. Are any of the following located on your property or next to your property?
15a. Barns 1350) ;i Yes U, No
15b. Hay 1360) 4 Yes o No
15¢c. Woodsheds as70) 4 Yes U, No
15d. Firewood 1380) ;i Yes U, No
15e. Chicken coops a390) 4 Yes U, No
15f. Corral 1a00) Ay Yes U, No

CHARACTERISTICS OF THE PARTICIPANT'S BEDROOM
(If the participant does not have a bed or bedroom, answer for the place where the participant sleeps.)

16. What is the floor covering in your bedroom?

17. What type of mattress is on your bed?

= If NONE, skip to Q19.

10/16/2013 version1.2

(1410)

(1410D)

(1420)

(1420D)

Page 3 of 5

U, Rug/carpet

U, Vinyl tile or linoleum
U, Wood

1, Ceramic tile

U5 Other (specify)

W, Don’t know

U, None

U, Inner spring mattress
U, Foam mattress

U, Waterbed

U Air mattress

¢ Other (specify)

U, Don’t know

* HE Q@ %



HOME ENVIRONMENT |Pat B ____ - _ -
ASth m aNet QUESTIONNAIRE Visit: __

18. Is the mattress completely enclosed in an allergy- @30) 4 Yes U, No
proof, encasing cover?

19. Does your bed have a box spring? aas0) 4 Yes U, No
= If NO, skip to Q21.

20. Is the box spring completely enclosed in an allergy- @so) Wy Yes U, No
proof, encasing cover?

21. What type of pillow do you usually sleep with? as60) 1, None
> If NONE, Sk|p to Q23 DZ Feather/down

s Foam/Dacron/synthetic
U5 Other (specify)

(1460D)
W, Don’t know
22. Is the pillow completely enclosed in an allergy- aa70) 4 Yes U, No
proof, encasing cover?
PETS
23. Does your household have any pets? 1a80) 4 Yes U, No

= If NO, skip to Q25.

24. Enter the number of pets that the household has. (Enter ‘00’ if none. If none to Q24a — Q24d, skip to the
next question.)

24a. Cat (1490 _ _ @asoo) My Indoor [, Outdoor [ Both
24b. Dog (15100 @as200 4 Indoor [, Outdoor ; Both
24c. Rabbit, guinea pig, hamster,

gerbil, or mouse @53) @sa0) Ay Indoor [, Outdoor [ Both
24d. Bird 15500 _ _ @se0) W Indoor [, Outdoor [; Both

25. In general, and on a regular basis, are you exposed
to any of the following animals?

25a. Cat @as70) A4 Yes U, No

25b. Dog 1s80) 4 Yes o No

25c. Rabbit, guinea pig, hamster, gerbil, or mouse @as90) 4 Yes U, No

25d. Bird @ae00) 4 Yes o No

25e. Farm animals a610) Ay Yes U, No

10/16/2013 version1.2 Page 4 of 5 MJ“UHU‘ 1‘



AsthmaNet

HOME ENVIRONMENT |Pat B ____ - _ -
QUESTIONNAIRE

Visitt

25f.

= If participant is 6 years of age or older, STOP HERE

Other

If YES, please specify

and complete the source documentation box.

DAY CARE

26. Did the participant attend day care during the 1°
year of life?
26a. If YES, at what age did the day care

attendance begin?

27. Does the participant currently attend day care?

>

27a

27b.

27c.

27d.

27e.

If No, STOP HERE and complete the
source documentation box.

Is the day care...

How many children are in the participant’s day
care room?

How many hours per day is the participant at
day care?

How many days per week is the participant at
day care?

How many months per year is the participant
at day care?

(1620)

(1620D)

(1630)

(1640)

(1650)

(1660)

(1670)

(1680)

(1690)

(1700)

El1 Yes Elo No

U, Yes U, No

____months

U, Yes U, No

U, In home day care
(. Nonresidential
U Mixed
____children
_____hours

___days

_____months

Participant/Guardian Source Documentation
Participant/Guardian Initials: _~ (@710)
Date:  / /20 (1720)

MM DD YYYY

Coordinator Completed
COMMENTS

(6000):

10/16/2013 version1.2

Page 5 of 5
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Part. ID: __ - -

HOUSEHOLD Part. Initials: ____
AsthmaNet SOCIO-ECONOMIC | Visit _ _ __
INFORMATION VisitDate: ___ /___ /20 __ __

Coordinator ID: ___

(Parent/Legal Guardian or Participant Completed)

Please answer the following questions about your primary household. If you’re a college student living away
from home during the school year, the questions pertain to your parents’ household.

1. Who is the respondent? @oooy I, Self/Participant
U, Parent/Guardian

U, Other (specify)
(1000D)

2. Which category best describes the highest grade or o10) Wy No High School diploma
educational level that any member of your household Q, GED
has achieved? (Check one box only.) 0, i ,
» High School diploma

U5 Technical training

El4 Some college, no degree
s Associate degree

s Bachelors degree

U, Masters degree

Us MD/PhD/JD/PharmD
U, Decline to answer
U,oDon’t know

3. To help us characterize the economic status of our study aoz20) [, Less than $25,000
participanfcs, please indjcate which category best describes 0, $25,000 - $49.999

the combined annual income, before taxes, of all 0
members of your household for the last year. (Check EIS 250’000 - $99,999
one box only.) 4 $100,000 or more
U, Decline to answer

., Don’t know

4. How many people (adults and children) are supported by (1030) ___ people
this income reported in Q3?

COMMENTS: (6000)

09/30/2010 version1.0 Page 1 of 1 H“HH “W H H“H“ H“ HWN““‘H “H N W“H “H “N ‘“ H“
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AsthmaNet

PEDIATRIC LONG
PHYSICAL EXAM

Part. ID: - -

Part. Initials:
Visit: __
VisitDate: /120

Coordinator ID: ___

(Coordinator Completed)

PARENTAL HEIGHT - First study visit only or until both are completed

1. Biological mother’s height (complete height or check

unknown)

2. Biological father’s height (complete height or check

unknown)

(1020)

(1050)

(1000-1010) __ feet

(1030-1040) __ feet

____inches

s Don’t Know

______inches

U, Don’t Know

PARTICIPANT MEASUREMENTS - Complete at all applicable study visits

3.  What type of height measurement was obtained? (1060)

3a. First measurement (1070)
3b. Second measurement (1080)
3c. Third measurement (1090)
3d. Average height or length measurement (1100)

U, Standing height
U, Length

cm

cm

cm

cm

= Plot average height or length on gender- and age-appropriate growth charts. See
study MOP for further details.

3e. In yourjudgment, was the participant’s height or (1110)
length measurement acceptable?

3ei. If NO, why was it unacceptable?  (1120D)

4. Weight (shoes off, light clothing)

D1 Yes DO No

(1130)

_ - kg

= Plot weight on gender- and age-appropriate growth charts. See study MOP for further

details.

ORAL CANDIDIASIS

5. Does the participant have evidence of oral candidiasis? (1140)
= If YES, complete the Clinical Adverse Events

(AECLIN) form.

11/15/2012 version2.0

Page 1 of 3

D1 Yes DO No
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AsthmaNet

PEDIATRIC LONG Part>: __ - -
PHYSICAL EXAM Visit: _____

DO NOT DATA ENTER THE INFORMATION ON THE REST OF THE FORM EXCEPT THE COMMENTS

(IF APPLICABLE)

(Licensed Medical Practitioner Completed)

Please indicate current physical findings by checking the appropriate boxes below. If ABNORMAL,

please describe concisely.

6. Hair and Skin
7. Lymph nodes

8. Eyes
(excluding corrective lenses)

9. Ears, Nose, and Throat
10. Respiratory

10a. If Abnormal:

11. Cardiovascular
12. Gastrointestinal
13. Musculoskeletal
14. Neurological
15. Mental Status

16. Other

Not Done Normal Abnormal

Q a a
a a a
a a a
a a a
a a a
L Wheeze on inspiration or
expiration
L Adventitious sounds other
than wheezing
O Other
a a a
a a a
a a a
a a a
a a a
a a a

(check Not Done if non-applicable)

11/15/2012 version2.0

Licensed Medical Practitioner Source Documentation
Licensed Medical Practitioner Signature:

Printed Name:

Date: [/ [20
MM DD YYYY
Time: _ (based on a 24-hour clock)

Page 2 of 3 ‘ ‘“MH ““ m N“H |“|H H W““ H“ Hm N ““
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PEDIATRIC LONG Part>: __ - -
ASt h m aNet PHYSICAL EXAM Visit: ______

COMMENTS: (6000)

11/15/2012 version2.0 Page 3 of 3 H“MH ““ m N“H |“|H H W““ H“ HH| N ““
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Part. ID: __ - -

METHACHOLINE Part. Initials:
HALLENGE TESTIN
AsthmaNet | © GETESTING Jvisic ___
VisitDate: /20

Supervisor ID:

Technician ID: __

(Technician Completed)

Complete this form only if the participant is eligible according to the Methacholine Challenge Testing
Checklist (METHACHK) form.

Clinic Use Only (Technician Completed)
Use the FEV; value from the appropriate spirometry testing form as the baseline reference.

A. Baseline (pre) FEV; prior to methacholine challenge . L
B. Methacholine Reversal Reference Value (Question Ax0.90=__ . L)
1. Post Diluent FEV, (ooo) . L
2. Did the participant drop > 20% at the diluent stage? ao10) U Yes U, No
= If YES, proceed to Q5. Record ‘Yes’ for Q5 and 0 for
Qb5a.
3. Last concentration of methacholine administered (o0 . mg/ml
4. FEV, after last concentration of methacholine administered (s0 . L
5. Did the participant achieve a PCy,? aos0) U Yes U, No
= If NO, proceed to Q6.
5a. PCy (1050) ___mg/mi
6. Time methacholine challenge ended (based on 24-hour (os0)
clock)

7. Participant’s FEV, after standard reversal from methacholine challenge

If participant is continuing with sputum induction, standard reversal = 4 puffs albuterol.
If participant is not continuing with sputum induction, standard reversal = 2 puffs albuterol.

7a. FEV, (7o) . L

7b. Time of FEV, in Q7a (based on 24-hour clock) (1080) _
7c. Was the FEV, from Q7a > the methacholine reversal aoso) U Yes U, No
reference value (B) in the gray box above?

> If YES, STOP HERE and continue with remaining visit procedures.
> If NO, proceed to the Additional Treatment for Methacholine Challenge Testing
(METHA_ADD_TRT) form.
COMMENTS: (6000)

10/15/2010 version1.0 Page 1 of 1 H“‘“H “H HH“ “H W‘ N ‘“‘
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AsthmaNet

ADULT METHACHOLINE
CHALLENGE TESTING
CHECKLIST

Supervisor ID: ___

Part. ID: - -

Part. Initials: __
Visit: __
VisitDate: ___ / /20

Technician ID: __

(Technician Completed)

Complete this form only if the participant is eligible according to the Pulmonary Procedure Checklist
form and successfully completed baseline spirometry session(s).

Exclusions and Confounders

1. Has the participant had any severe acute illness in the past 1000y [, Yes Uy No
4 weeks?
1a. If YES, has the participant received permission from wo10) [y Yes 8, No
the supervising physician to proceed with the
methacholine challenge testing?
Physician’s Signature: (1020)
2. Has the participant used 4 or more days of systemic wos0) &y Yes s No
corticosteroid (e.g., prednisolone, prednisone, Solumedrol,
Decadron) for the treatment of an asthma exacerbation in
the past 4 weeks?
3. Does the participant have a baseline (pre-diluent) FEV, 1os0) & Yes 0y No
less than 55% of predicted or less than 1.0 L?
4. Pregnancy test results o7y & Positive
(Check N/A if the participant is male, or is female and is J, Negative
post-menopausal, had a hysterectomy or tubal ligation.) O N/A
5. Is the participant’s systolic blood pressure > 200 mm Hg or aoso) &y Yes s No
diastolic blood pressure > 100 mm Hg?
6. Is there any other reason the participant should not (1100) EI1 Yes Elo No
proceed with the methacholine challenge testing?
If YES, explain: (1100D)
7. s the participant eligible to proceed with the diluent 1100 [y Yes S No

(solution #0) pulmonary function testing for the

methacholine challenge?

If any of the shaded boxes are completed, the
participant is NOT eligible for the methacholine

challenge testing.

= If YES, proceed to the Methacholine Challenge Testing (METHA) form.

COMMENTS: (6000)

03/28/2011 version1.0
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PEDIATRIC Partt.1D: __ - __ - __

METHACHOLINE Part. Initials:
CHALLENGE TESTING |vVisitt
ASth maNet CHECKLIST Visit Date: ____/ /20

Technician ID: __

Supervisor ID:

(Technician Completed)

Complete this form only if the participant is eligible according to the Pulmonary Procedure Checklist
form and successfully completed baseline spirometry session(s).

Exclusions and Confounders

1. Has the participant had any severe acute iliness in the past @oo0) [y Yes s No
4 weeks?
1a. If YES, has the participant received permission from (1010) El1 Yes Elo No

the supervising physician to proceed with the
methacholine challenge testing?
Physician’s Signature: (1020)

2. During the past 4 weeks, has the participant had any @030) [y Yes s No
respiratory infections, colds, or bronchitis (see the
Methacholine MOP)?

2a. If YES, during the past 2 weeks, has the participant (tos0) O Yes O, No
had any respiratory infections, colds, or bronchitis
(see the Methacholine MOP)?

3. Has the participant used 4 or more days of systemic @os0) & Yes U, No
corticosteroid (e.g., prednisolone, prednisone, Solumedrol,
Decadron) for the treatment of an asthma exacerbation in
the past 4 weeks?

4. Does the participant have a baseline (pre-diluent) FEV, (0s0) & Yes s No
less than 70% of predicted?

5. Pregnancy test results @oro) &, Positive
(Check N/A if the participant is male, or is female and has (1, Negative
not started menses.) s N/A

6. If participant’s age is = 12 years: Is the participant’s (0s0) & Yes Uy No

systolic blood pressure > 200 mm Hg or diastolic blood
pressure > 100 mm Hg?

7. If participant’s age is < 12 years: Is the participant’s (1000) & Yes s No
systolic blood pressure > 180 mm Hg or diastolic blood
pressure > 90 mm Hg?

8. Is there any other reason the participant should not @100) & Yes s No
proceed with the methacholine challenge testing?
If YES, explain: (1100D)

03/28/2011 version1.0 Page 1 of 2 H“‘WHWH“HW WH““HW“M WHW “H ”H‘ N Hl‘
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METHACHOLINE PartID: - -

AsthmaNet CHALLENGE TESTING | ... ——
CHECKLIST —

9. s the participant eligible to proceed with the diluent a110) [y Yes S No
(solution #0) pulmonary function testing for the
methacholine challenge?

If any of the shaded boxes are completed, the
participant is NOT eligible for the methacholine
challenge testing.

= If YES, proceed to the Methacholine Challenge Testing (METHA) form.

COMMENTS: (6000)
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ADDITIONAL Part.1D: ___ - __ - __
TREATMENT POST Part. Initials: __ __ __

METHACHOLINE Visit:
ASth m aNet CHALLENGE TESTING |visitDate:___ /___ /20

Technician ID: __

Supervisor ID:

(Technician Completed)
Complete this form only if the participant did not reverse to 90% of baseline (pre) FEV; after the first
post-challenge treatment of albuterol.

1. Was an additional treatment used in the first hour? @aooo) J; Yes O, No
= If NO, skip to Q3.

1a. Additional albuterol by MDI @o10) Wy Yes U, No
= If NO, skip to Q1b.

Number of additional puffs of albuterol administered @200 W4 2 U, 4 U, >4
1b. Nebulized Beta-agonist @aoz0) L, Yes U, No
1c. Subcutaneous epine