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SPIROMICS

OO ANTHROPOMETRY FORM

ID NUMBER: BLINDID

FORM CODE: ANT Visit
VERSION: 1.0 10/26/10 Number VISIT | sEQ#

Oa) Form Date ........... / /

Ob) Initials

Instructions: This form should be completed during the participant’s visit. For numerical responses, enter the
number so that the last digit appears in the rightmost box.

Can stand erectly on both feet.......................... 1
Can stand on both feet, but posture not erect... 2

Cannot stand on both feet

2) Standing height (round to nearest cm)........

3) Weight: ...coiieeeeeeee e,

A) BMI oo,

5) Arm Span .........ccocceeeiiieeiiiiiee e

6) Girth (round to nearest cm)

a) WaiSt: ..o
D) Hip: o

C) NECK: .o,

Anthropometry Form, ANT

ANTO1

om [BNTOZ]

(g [ANTO3]

wt/ht®

cm|[ANTO5

om [ANTO6A

om [ANTOGE]

om [ANT0BC
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A BRONCHOSCOPY SPECIMEN COLLECTION
WORKSHEET
DNUMBER: |[BLINDID| VERSION:206101  umper |V/S11] SEQF
Oa. Form Completion Date..... / / BCW0A| Ob. Initials.............. BCWOB

Instructions: This form should be completed during the participant’s visit. Whenever numerical responses are
required, enter the number so that the last digit appears in the rightmost box. Enter leading zeroes where necessary to
fill all boxes.

[Check here if subject is Male []]|BCWOC

VITAL SIGNS TAKEN PRIOR TO BRONCHOSOCPY

HISTORY AND PHYSICAL

2a. Does your center require lab work prior to bronchoscopy? (Y/N)....ccuuoviieiiiiiiiiiiiiee e,

BCW2B

2b. If yes, please describe:

2c. Were the results of the lab work abnormal? (Y/N) ..o e

2d. Do the results of blood work described in 2b and 2c make the participant ineligible

to proceed with a bronchOSCOPY? (Y/N) ...cuuniiii e BCW2D

3a. Did the doctor perform a limited physical €Xam? (Y/N) .......ccoooieieierieeeeeeeeeeeeeeeeees e BCW3A

3b. In the opinion of the investigator, are there any other physical symptoms or conditions

1R

that make this participant ineligible for participation in the bronchoscopy substudy? (Y/N)....... BCW3B

3c. Please describe:

Female Participants Only

4a. s the participant of child-bearing potential? (Y/N) BCWA4A

o
@)
E:|
N
w

4b. If yes, what was the result of the pregnancy test............ccceiiiiiiiii e

NEQGALIVE ....ccoiiiiiiiieee e 0
POSItIVE.....eiveiiieeeeeeeveeeievereeereeevevve e 1
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_ FORM CODE: BCW Visit
ID NUMBER: VERSION: 2.0 6/10/14  Number SEQ#
PRE-BRONCHOSCOPY PULMONARY FUNCTION
BCW5
5. Pre-bronchodilator FEV; (reported/Dest): .......iiiiiiii e e e L-BTPS
BCW6
6. Post-bronchodilator (4 puffs albuterol) FEV; (reported/best): ......cooevviiiiiiiiiiiiiii e L-BTPS
BLOOD COLLECTION:
7. Date of blood collection: ..o, / / BCW7
m m /d d/ vy y vy y
BCWS].
8. ColleCtion tiMe: .......cvvieeiiiiiiiiiie e AM / PM BCW8A
h h m m (Circle One)
9. Number of venipuncture attempts:............ceeeeeeeeeeennn. BCW9
10. Any blood drawing incidents or problems? (Y/N)....... BCW10
11. Blood drawing incidents: Document problems with venipuncture below. Place an “X” in box(es)

corresponding to the tubes in which the blood drawing problem(s) occurred. If a problem other than

those listed occurred, use Item 8.

a. Sample not drawn (Y/N) .....cccoceiviiiiiniininn, BCWI11A
b. Partial sample drawn (Y/N) ......ccoevvveviviieeennnee. |BCW1lB |
c. Tourniquet reapplied (Y/N) .....cccocovviiniinnnnn. BCW11C
d. Fist clenching (Y/N) .............oooveeeeeereresesesrees BCW11D
e. Needle movement(Y/N) .....ccccccevvunmrinnnnnnnnnns BCW11E
f. Participant reclining(Y/N) .......ccccceeiin. BCWI11F
g. Sample re-drawn(Y/N) .......ccccceeviiiinnnnnnnnnnnnns Im'

12. If any other blood drawing problems not listed above
BCW12

(e.g., fasting status, etc.), describe incident or problem here:

13. Phlebotomist’s code number: ..........cccooeiiiiiiiniinnnnnn.

ORAL RINSE

14. Was the tongue scraping collected? (Y/N)

BCW13

BCW14

15. Collection time: .......oeeiieviiiieee e

BCW15

AM / pm|[BEWI15A

m m (Circle One)

h h :
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_ FORM CODE: BCW Visit
ID NUMBER: VERSION: 2.0 6/10/14  Number SEQ#
16. Was the oral rinse collected? (Y/N) ......cccovvvvvvvvvnvnnnns BCW16
17. COlleCtion tIME: .......cvoveveveeereeeeeeeeeeeeee e .E.)’.CW17 . AM / pm [BEWLTA
h h : m m (Circle One)
18a. Was the time between oral rinse and bronchoscopy more than 60 minutes? (Y/N) .. BCW18A
18b. If yes, was an additional tongue scraping collected? (Y/N).........ccoeeeeiiiiiiennnnn. BCW18B
PROCEDURES:
BRONCHOSCOPY
19. Saline Control Samples
a. Sterile Saline Sample CONCEd? (Y/N) ......vveeeeeeeeeeeeeeeeeseee e, |[BCW19A V2 |
b. Scope Saline Sample Collected? (Y/N).......ooviiiiiiiii |BCW19E’_V2 |

20. Protected Brush Specimen (X3 in lower lobe):

a. Lobe BCW19A
b. Number collected ........coooovviiiniiiiiiiieiiee BCW19B

21. Airway wash (Combined data for first and second wash)
a. Lobe: BCW20A
b. Infused: mL BCW20B c. Return: . mL BCW20C

22. Bronchial alveolar lavage (Combined data on both BALS)

a. Lobe:

BCW21B
b. Infused: mL . Return: . mL BCW21C

d.Collection time:..... [BCW21D |- AM/PM|BCW21E

h h : m m (Circle One)

NOTE: If less than 15cc of fluid is returned from the combined volume of the 20cc wash and the 2x40cc lavage, then the

1x50cc lavage should not be performed.
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ID NUMBER:

23. Cytological brushings (X3 in ipsilateral lower lobe)

a. Lobe:

b. Number of brushes collected:..........coooviieiiiiiiii e

24. Small airway epithelial brushings (optional)

a. Small airways brush samples collected? (Y/N) .....ccooviiiiiiiiiiiiiiiee i,

b. Lobe:

.[BCwW24B_V2 |

c. Number of brushes collected: .........ccoooiviiiiiiiiiiii e,

FORM CODE: BCW
VERSION: 2.0 6/10/14

Visit

Number SEQ#

BCW22B

|[BCW24A_V2 |

IBCW24C_V2 |

Endobronchial biopsy collected (X8 in contralateral lung, using all lobes if possible)

25, SHUB ..ttt et e e s

26. Biopsies:

Q

. Biopsy 1:

O

. Biopsy 2:
c. Biopsy 3:
d. Biopsy 4:
e. Biopsy 5:
f. Biopsy 6:
g. Biopsy 7:
h. Biopsy 8:

Snap Freeze (Y/N)

Formalin (Y/N)
Formalin (Y/N)

Formalin (Y/N)

Formalin (Y/N)

Snap Freeze (Y/N)

Formalin (Y/N)

Formalin (Y/N)

27a. Lidocaine: 1%

28. Comments:

BCW26

BCW23 (if collected on V1)

BCW25_V2 (if collected on V2)

BCW24B

BCW24C

BCW24D

BCW24E

BCW24F

BCW24G

A

BCW24H

mg[BEW25B | . 496

PRE-BRONCHOSCOPY PULMONARY FUNCTION

29. Pre-bronchodilator FEV; (reported/Dest): ....oceeee i

30. Did you administer additional albuterol? (Y/N)
31. HOW mMany mMiCrogramsS? ...ccccceeeeeeieieieeeeeesseessee s sse s see s e sa e sene e

32. Post-bronchodilator (4 puffs albuterol) FEV; (reported/best) @ ..o

BCW28

mg [BCW25C
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ID NUMBER:

33. Did you administer additional albuterol? (Y/N)

34. HOW many miCrograms? ..........cceeeeiiiiiiiiieeeeeenniiiieeeeeeeeesniees

35. Additional FEV, values after additional albuterol (reported/best) : .......ccovvviiiiiiiiiiiiiiees

POST-BRONCHOSCOPY STATUS

36. Did the participant experience any adverse events during the bronchoscopy? (Y/N)

37. Did the participant need to be admitted for overnight observation post bronchoscopy? (Y/N)

38. CONDITION ON DISCHARGE:

a.

b.

No chest discomfort complaints (Y/N).................
Alert / responsive (Y/N).....ooooiiiiiiiiiieeninne
Oriented to time, person, place (Y/N)......ccc.........
Heart rate < 100/min (Y/N) ....oooeeiiiiiiiiiiiiineennnn.
Ambulate w/o difficulty (Y/N)......ccccooeiiiinnnnnnnnnns
Sips water w/o cough/difficulty (Y/N).........ccceee....

FEV1 > 90% of the pre-BD baseline FEV1 (Y/N)..

BCW37

39. Comments:

FORM CODE: BCW
VERSION: 2.0 6/10/14

Visit
Number

SEQ#

BCW33

L-BTPS

40. Coordinator Signature and Date:
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BRONCHOSCOPY SPECIMEN COLLECTION

WORKSHEET
_ FORM CODE: BCW Visit
IDNUMBER:  [BLINDID VERSION: 1.0 2/22/12 Number :,:'VISIT SEQ#
Oa. Form Completion Date..... / / BCW0A| Ob. Initials............... BCWOB

Instructions: This form should be completed during the participant’s visit. Whenever numerical responses are
required, enter the number so that the last digit appears in the rightmost box. Enter leading zeroes where necessary to

fill all boxes.

[Check here if subject is Male [J]|[BCWOC

VITAL SIGNS TAKEN PRIOR TO BRONCHOSOCPY

HISTORY AND PHYSICAL

2a. Does your center require lab work prior to bronchoscopy? (Y/N)

2b. If yes, please describe: BCW2B

2c. Were the results of the lab work abnormal? (Y/N)

2d. Do the results of blood work described in 2b and 2c make the participant ineligible

to proceed with a bronchoscopy? (Y/N)
3a. Did the doctor perform a limited physical exam? (Y/N)

3b. In the opinion of the investigator, are there any other physical symptoms or conditions that

make this participant ineligible for participation in the bronchoscopy substudy? (Y/N)

3c. Please describe:

Female Participants Only

4a. s the participant of child-bearing potential? (Y/N)
4b. If yes, what was the result of the pregnancy test

NEQALIVE ... 0
POSItIVE ...ovve e 1

Bronchoscopy Specimen Collection Worksheet, BCW Page 1 of 5
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_ FORM CODE: BCW Visit
ID NUMBER: VERSION: 1.0 212212 Number SEQ#
PRE-BRONCHOSCOPY PULMONARY FUNCTION
BCW5
5. Pre-bronchodilator FEV; (reported/best): ... e e L-BTPS
BCW6
6. Post-bronchodilator (4 puffs albuterol) FEV; (reported/best): .....ovviiiiiiiiiiiiiiiciceceeeeee s L-BTPS
BLOOD COLLECTION:
7. Date of blood collection:..........cccccovviiiiiieiieeeieiiiee. / / BCW7
m m /d d/ vy y vy vy
BCWS8
8. Collection time: ........covveiiiiiiiiieiee e AM / PM BCWSA

m m (Circle One)

9. Number of venipuncture attempts: ........c.cocveeerinnenen.

10. Any blood drawing incidents or problems? (Y/N)........

11. Blood drawing incidents: Document problems with venipuncture below. Place an “X” in box(es)
corresponding to the tubes in which the blood drawing problem(s) occurred. If a problem other than

those listed occurred, use Item 8.

a. Sample not drawn (Y/N) .....ccoooveiiniiieenninnen, BCW11A
b. Partial sample drawn (Y/N)......ccccocveeeininennnns |BCW1lB |
BCW11C

c. Tourniquet reapplied (Y/N)

d. Fistclenching (Y/N).....cccooovviiniiiiniieeee,

e. Needle movement(Y/N)

f. Participant reclining(Y/N) .....cccoooiiiiinennnnn BCWI11F

g. Sample re-drawn(Y/N)

12. If any other blood drawing problems not listed above (e.qg., fasting status, etc.), describe incident or problem here:
BCW12

13. Phlebotomist’'s code number: ...........ccoovvvevvieeeeeeeiiennnn. BCW13

ORAL RINSE

14. Was the tongue scraping collected? (Y/N) ................. BCW14

15. COlECHON tIME: v BCW15 . AM / PM BCW15A

h h m m (Circle One)
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_ FORM CODE: BCW Visit
ID NUMBER: VERSION: 1.0 2/22/12 Number SEQ#
16. Was the oral rinse collected? (Y/N) ...ccccvvveeeiiicivinnnnnn. BCW16
BCW17]].
17. Collection time: .......covvveeiiii i eeaa c . AM /| PM BCW17A

h h : m m (Circle One)

18a. Was the time between oral rinse and bronchoscopy more than 60 minutes? (Y/N) ... BCW18A
18b. If yes, was an additional tongue scraping collected? (Y/N) ....ccccceeviiicvinenneennnn. |BCW18B |

PROCEDURES:
BRONCHOSCOPY
19. Protected Brush Specimen (X3 in lower lobe):

a. Lobe BCngA

b. Number collected ...........ccooovveveveeeessenerenns BCW19B
20. Airway wash (Combined data for first and second wash)

a. Lobe: BCW20A

b. Infused: mL [BCW20B | c. Return: . mL |[BCW20C
21. Bronchial alveolar lavage (Combined data on both BALS)

BCW21A
a. Lobe:
BCW21B
b. Infused: mL . Return: . mL BCW21C
d.Collection time:....... BCW21D|- AM/PM |BCW21
h h : m m (Circle One)
22. Cytological brushings (X3 in ipsilateral lower lobe)
BCW22A

b. Number of brushes collected: ..., |BCWZZB|
Endobronchial biopsy collected (X8 in contralateral lung, using all lobes if possible)
23, S o1 erereeeeseeees e eeee e et e er oo BCW23

Lt e 0
RIGNT . 1

24. Biopsies:
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a. Biopsy 1: Snap Freeze (Y/N) ... BCW24A
b. Biopsy 2: Formalin (Y/N) ....ccccccceevviinnnnen. BCW24B
c. Biopsy 3: Formalin (Y/N) .....cccoovvvveeeinnnns BCW24C
d. Biopsy 4: Formalin (Y/N) .....cccooeeeeveerinnnns BCW24D
e. Biopsy 5: Formalin (Y/N) .....cccoooveveeeinnnns BCW24E
f. Biopsy 6: Snap Freeze (Y/N) ..........c....... BCW24F
g. Biopsy 7: Formalin (Y/N) ....cccceviiiinennnnn BCW24G
h. Biopsy 8: Formalin (Y/N) .......cccccoeiinnenne BCW24H
BCW25A
25a. Lidocaine: 1% mg b. 2% mg BCW25B| . 40

26. Comments: BCW26

POST-BRONCHOSCOPY PULMONARY FUNCTION

27. Pre-bronchodilator FEV; (reported/Dest): ...
28. Did you administer additional albuterol? (Y/N)
29. HOW Many MiCrogramsS? ........eieurureeeriirreeesniieeessiieeeseineee s
30. Post-bronchodilator (4 puffs albuterol) FEV; (reported/best) @ ......ccuvveuiiiiiiiiiieeeeee,
31. Did you administer additional albuterol? (Y/N)
32. HOw many miCrograms? ........cccoeeeeiiiiiiiieeeeeeeeeeeeeeeee e

33. Additional FEV, values after additional albuterol (reported/best) : ......ccovviiiiiiiiiiiiiiiiiieens

POST-BRONCHOSCOPY STATUS

34. Did the participant experience any adverse events during the bronchoscopy? (Y/N)

35. Did the participant need to be admitted for overnight observation post bronchoscopy? (Y/N)

36. CONDITION ON DISCHARGE:

a. No chest discomfort complaints (Y/N).................

b. Alert/ responsive (Y/N)

BCW28

BCW25C
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ID NUMBER:

c. Oriented to time, person, place (Y/N)

d. Heart rate < 100/min (Y/N)

e. Ambulate w/o difficulty (Y/N)

f.  Sips water w/o cough/difficulty (Y/N)

g. FEV1 > 90% of the pre-BD baseline FEV1 (Y/N)..

BCW37

37. Comments:

FORM CODE: BCW
VERSION: 1.0 2/22/12

BCW36C

BCW36D

BCW36E

BCW36F

BCW36G

Visit
Number

SEQ #

38. Coordinator Signature and Date:
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SP]R?M{CQS BASELINE EXACERBATION

' QUESTIONNAIRE

LR

, FORM CODE: BEQ Visit
IDNUMBER: | [BLINDID VERSION: 1.0 10/26/10  Number -_ SEQ#

Oa) Form Date ........... / / BEQOA Ob) Initials...........

Instructions: This form should be completed during the participant’s visit. Please read the questions exactly as written.
1) Have you had an episode of breathing problems in the last 12 months? (Y/N) .........c....c.c...... BEQO1
If Yes

2) How many episodes of breathing problems have you had in the last 12 months? .................. BEQO2

How was/were the episode(s) of breathing problem(s) treated? Please answer for each episode
(if more than one) by checking all relevant treatments given for each episode.

3) For the first episode of breathing problems you had in the last 12 months:

3a) Did you take additional antibiotics after contacting

3€3) DONTKNOW .eeeiicceee e

34) DON't FEMEMDET ...ttt ettt e, BEQO3E4

3f) Were you evaluated in an Emergency Department? ...............ccccocovvnne. BEQO3F

During that visit were you given (check all that apply):

your healthcare provider by telephone or email? (Y/N).......oooiiiiiiiiniiin.
3b) Did you take additional oral steroids after contacting
your healthcare provider by telephone or email? (Y/N).......oooiiiiiiiiiiin. M
3c) Did you take additional antibiotics but without
contacting a healthcare provider? (Y/N).......ooouuiiiiiiiiiiiiiiiiiiieiieeeeeeeieiee
3d) Did you take additional oral steroids but without
contacting a healthcare provider? (Y/N).......oouuuioiiii i
3e) Were you evaluated in a physician’s office or
Ul go =T alaor=T f I 2] ) TR M
During that visit were you given (check all that apply):
3el) An additional antibDiotiC ...........ooevueiiiiiieii e
3e2) Additional StEroids ........coiieeiiiieee e
BEQO3E3
[BEQO3E4 ]
[BEQOSF]
[BEQO3F1 |

31) AN AAItIONAL ANHDIONC +.....evvveeeoeoeeeeeee oo BEQO3F1
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, FORM CODE: BEQ Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number

3f2) Additional steroids

3f3) Don't know

3f4) Don’t remember

3g) Were you admitted to the hospital? ...........oooiiiiiiii e

4) (do not ask) Did the participant have a second episode? ............cceveeviiiinreeenn.

5) For the second episode of breathing problems you had in the last 12 months:

5a) Did you take additional antibiotics after contacting

your healthcare provider by telephone or email? (Y/N)

5b) Did you take additional oral steroids after contacting

your healthcare provider by telephone or email? (Y/N)

5c¢) Did you take additional antibiotics but without

contacting a healthcare provider? (Y/N)

5d) Did you take additional oral steroids but without

contacting a healthcare provider? (Y/N)

5e) Were you evaluated in a physician’s office or
UFGENE CArE? (Y/N) oot e e e e e e et aeeaes

During that visit were you given (check all that apply):
5el) An additional antibiotic

—l|f no, skip to end

EQO5B

5e2) Additional steroids

5e3) Don't know

5e4) Don’t remember

5f) Were you evaluated in an Emergency Department? ...........cccccevvvvvvviinnnnnn.

During that visit were you given (check all that apply):

(o8]

@ |®f (W] (o] [m [wm] [(® @ [W
Pﬁ ml(mlm  |m| |ml |m m
O Ol |O] |© O Vo) O Q
S ol |19 |19 | | |o o
allel 2 (@lE @ 8 |8 g
T ENHITIUO

EQO5E4

5f1) An additional antibiotic

[BEQOSF1]

5f2) Additional steroids

:

BEQO5F2

5f3) Don’'t know

B

I'I'I
Q
o
al
M
w

5f4) Don’t remember

BEQO5F4

5g) Were you admitted to the hospital? ..........cccoeviiiiiiiiiiii e

6) (do not ask) Did the participant have a third episode?

53]
m
Q
o
a1
|;|:
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, FORM CODE: BEQ Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

7) For the third episode of breathing problems you had in the last 12 months:

7a) Did you take additional antibiotics after contacting

your healthcare provider by telephone or email? (Y/N) BEQO7A

7b) Did you take additional oral steroids after contacting

your healthcare provider by telephone or email? (Y/N) BEQO7B

7c) Did you take additional antibiotics but without

contacting a healthcare provider? (Y/N) BEQOQ/C

7d) Did you take additional oral steroids but without

contacting a healthcare provider? (Y/N) BEQO7D

7e) Were you evaluated in a physician’s office or
UFGENE CATE? (Y/N) .ottt ettt ettt e ettt BEQO7E
During that visit were you given (check all that apply):
7el) An additional antibiotic

7e2) Additional steroids

7e3) Don't know

7e4) Don’t remember

7f) Were you evaluated in an Emergency Department? ...........cccccvvvvvvvivennnnn. BEQO/F

During that visit were you given (check all that apply):
7f1) An additional antibiotic

7f2) Additional steroids

7f3) Don't know

7f4) Don’t remember

w| | m w| [
Pﬁ%mm %Pﬁmm
Ol O] [O] |[O Ol O] || |
ool | © ol O] |19 |©
SRR IR
S| wf N [ EwNH

79) Were you admitted to the hospital? ..............c.cccocooiiii, BEQO7G

8) (do not ask) Did the participant have a fourth episode?..............cccccveceeeveveennnn, —|f no, skip to end ||[BEQO8

9) For the fourth episode of breathing problems you had in the last 12 months:

9a) Did you take additional antibiotics after contacting

your healthcare provider by telephone or email? (Y/N) BEQO9A

9b) Did you take additional oral steroids after contacting

ik

your healthcare provider by telephone or email? (Y/N) BEQO9B
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10) (do not ask) Did the participant have a fifth episode? ...........ccovvviiiiiiiiiiininnnn,

, FORM CODE: BEQ Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number

SEQ #

9c) Did you take additional antibiotics but without

contacting a healthcare provider? (Y/N)

9d) Did you take additional oral steroids but without

contacting a healthcare provider? (Y/N)

9e) Were you evaluated in a physician’s office or

Ul go =T alaor=T f =N 2]\ ) TR
During that visit were you given (check all that apply):
9el) An additional antibiotic

9e2) Additional steroids

9e3) Don't know

9e4) Don’t remember

9f) Were you evaluated in an Emergency Department? ...........ccccccvvvvvvvvinnnnnn.

During that visit were you given (check all that apply):
9f1) An additional antibiotic

9f2) Additional steroids

BEQO9D

BEQO9E

BEQO9E1

BEQO9E2

il 0 8 &

BEQO9E3

BEQO9E4

BEQO9F

BEQO9F1

|BEQO9F2|

9f3) Don’'t know

BEQO9F3

9f4) Don’t remember

BEQO9F4

9g) Were you admitted to the hospital? .........ccccceeviiiiiiiiiiiii e

BEQO9G

11) For the fifth episode of breathing problems you had in the last 12 months:

11a) Did you take additional antibiotics after contacting

your healthcare provider by telephone or email? (Y/N)

11b) Did you take additional oral steroids after contacting

your healthcare provider by telephone or email? (Y/N)

11c) Did you take additional antibiotics but without

contacting a healthcare provider? (Y/N)

11d) Did you take additional oral steroids but without

contacting a healthcare provider? (Y/N)

11e) Were you evaluated in a physician’s office or

urgent care? (Y/N)

During that visit were you given (check all that apply):

Baseline Exacerbation Questionnaire, BEQ

—{f no, skip to end

BEQ11A

BEQ11D
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BEQL1E
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, FORM CODE: BEQ Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number

SEQ #

11el1) An additional antibiotic

11e2) Additional steroids

11e3) Don't know

11e4) Don’'t remember

BEQ11E1
BEQL1E2

11f) Were you evaluated in an Emergency Department?

During that visit were you given (check all that apply):

11f1) An additional antibiotic

11f2) Additional steroids

11£3) Don’t know

11f4) Don’t remember

11g) Were you admitted to the hospital? ........................

12) (do not ask) Did the participant have a sixth episode?......

13) For the sixth episode of breathing problems you had in the last 12 months:

13a) Did you take additional antibiotics after contacting
your healthcare provider by telephone or email? (Y/N)
13b) Did you take additional oral steroids after contacting
your healthcare provider by telephone or email? (Y/N)
13c) Did you take additional antibiotics but without
contacting a healthcare provider? (Y/N)
13d) Did you take additional oral steroids but without
contacting a healthcare provider? (Y/N)......ccccoovviviiinnnnnn.
13e) Were you evaluated in a physician’s office or
urgent care? (Y/N) ..o
During that visit were you given (check all that apply):
13e1) An additional antibiotiC ..............cccccccviiiiininnnnnns
13e2) Additional steroids
13e3) Don't know
13e4) Don’'t remember

13f) Were you evaluated in an Emergency Department?

Baseline Exacerbation Questionnaire, BEQ

BEQ11E3
BEQ11E4

BEQLLF
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BEQ11F4

Bt

BEQ11G

—{f no, skip to end

BEQ13D

BEQL3E

BEQL3E3
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BEQ13F
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, FORM CODE: BEQ Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

During that visit were you given (check all that apply):

13f1) AN additioNal ANHDIOTC «.......evevrveeeeeeeeeeeeeeeeeeeeeeeeseeee e ee e eeeeee e, BEQ13F1

........................................................................... BEQ13F2
13£3) DONM'E KNOW ...t ee e, BEQ13F3

13f2) Additional steroids

13f4) DON'L FEMEMDET ... ..o e e e e e aaeees BEQ13F4
13g) Were you admitted to the hospital? .........cccccceeeviiiiiiiii e, |BEQ136 |
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w .‘ ",\ P {7}.{
e BIOSPECIMEN COLLECTION FORM
'D NUMBER: VERSION: 20 120910 Number V|$IT SEQ#
Oa. Form Completion Date...... / / M Ob. Initials ...............

fill all

Instructions: This form should be completed during the participant’s visit. Whenever numerical responses are
required, enter the number so that the last digit appears in the rightmost box. Enter leading zeroes where necessary to

boxes.

Fasting Blood Collection Information:

1.

2.

Blood Collection:

Did you fast before today’s appointment? [BIOO01
1 0
|:| Yes |:| No
At what time did you last eat? |B|002 . AM /PM |B|OOZ_AMPM |

h h :mm (Circle One)

Date of blood collection:.......... / /

3.
m m/d d/ vy vy y vy
4. Collection ime:....................... BIOO4 | AM /PM |BIO04_AMPM |
h h : m m (Circle One)
5.  Number of venipuncture attempts:....................... BIOOS
6. Any blood drawing incidents or problems?.......... [ I'Yes [ I°’No [if Yes, specify in Item 7 and/or Item § |B|006 |
7. Blood drawing incidents: Document problems with venipuncture below. Place an “X” in box(es) corresponding to the
tubes in which the blood drawing problem(s) occurred. If a problem other than those listed occurred, use Item 8.
Tube
1 2 3 4 5 6 7 8 9
a. Sample not drawn  [BIO07A1| [BIOO7A2| [BIO07A3| [BIO07A4] [BIO07A5] [BIO07A6] [BIO07A7] [BIQ07AS] [BlO07A9]
b. Partial sample drawn [BIQ07B1| [BI007B2] [BIO07B3] [BIO07B4] |BI'O_O'785| [Bi007B6] [BIOO7B7] [BiOO7B8] [BIOO7B9]
c. Tourniquet reapplied [Bloo7ci| [Rion7co] [BIO07C3] [BIOO7C4] [BIOO7CS| [BIOO7CE] [BIOO7C7]| [Bio07CSE] @omgl
d. Fist clenching [B1007D1] [BI007D2] [BIO07D3] [BIC07D4] [BIO0O7DS] [BIO07D6| [BIOO7D7| [BIOO7DS8| |BI007D9]
e. Needle movement [BIO07E1] [Bioo7E2] [BIO07ES] [Bioo7E4] [BICO7ES] [BIOO7ES] [BIOO7ET] [BicO7ES] [BIOO7ES]
Sample re- f. Participant reclining [Bloo7F1] [BIOO7F2] [BIOO7F3] [BiO07F4] [BIOO7F5] [BIOO7F6] [BIOO7F7] [BlOO7F8] [BIOO7F9]
drawn not f. Sample re-drawn [] [] [] [] [] [] [] [] []
collected
8. If any other blood drawing problems not listed above (e.g., fasting status, etc.), describe incident or problem here:
|BI008!
9. Phlebotomist’s code number: BIO09

Biospecimen Collection Form, BIO Page 1 of 6
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FORM CODE: BIO Visit

'D NUMBER: VERSION: 2.0 12/09/10 Number

SEQ#

Blood Processing:

Indicate the time each tube was processed:

10. Tube 1 - Red Top 1 — Serum

a. Time Processed: | [BIO10A AM / PM (Circle One)lBIOlOA_AMPM |

b. Problems Processing? [_]"Yes[ |°No |B|0105|
[ |Broken Tube [BIO10B1

|:|Sample re-centrifued|B|010|32 |
[ ]clotted |BIO10B3

[ [Hemolyzed |BIOlO B4 |
[ILipemic[BIO10B5

Other
SDpecify: BIO10B6|  [Bi010B6A |

c. Number of Aliquots: BIO10C
d. Volume in last aliquot: pL|B|010D|

e. Freezer box number: BIO10E

f. Time aliquots placed in freezer |B|010F | AM /PM (Circle One)|B|(-)10F_A|VIPl\/I |

11. Tube 2 - Red Top 2 — Serum

a. Time Processed: | [BIO11A AM / PM (Circle One)|B|OllA_AMPM |

b. Problems Processing? [_]"Yes[ |°No |B|OllB|
[ IBroken Tube [BIO11B1]

|:|Sample re—centrifugedlBlOllBZ |

[Iclotted|BIO11B3
[ JHemolyzed [BIO11B4

[ ILipemic[BIO11B5
[BIO11B6A |

[Jother[51011B6

Specify:
c. Number of Aliquots: BIO11C

d. Volume in last aliquot: leBIOllDl
e. Freezer box number: BIO11E

f. Time aliquots placed in freezer |B|011F | AM /PM (Circle One)||3|O:|-:I-F_'A‘|V|Pl\/I |
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FORM CODE: BIO Visit

ID NUMBER: VERSION: 2.0 12/09/10 Number

SEQ#

12. Tube 3 — Yellow Top 1 — Plasma-ACD

a. Time Processed: | [BIO12A AM/PM (Circle One)|BI012A_AI\/IPI\/I |

b. Problems Processing? [_|"Yes[ |°No |B|0125|
[ |Broken Tube |B|O]_2|31|

|:|Sample re-centrifuged (B1012B2
[Iciotted [BIO12B3 | BlO1282]

[ JHemolyzed [BIO12B4

%Lipemic BIO12B5
Other
BIO12B6|  [Bi012B6A |

Specify:
¢. Number of Aliquots: |B|012C|
d. Volume in last aliquot: L [B1012D]
e. Freezer box number: |BIO12E |

f. Time aliquots placed in freezer BIO12F AM / PM (Circle One)|B|O]—2F_A|V|PI\/I |

13. Tube 4 — Lavender Top 1 — Plasma-EDTA 10ml

a. Time Processed: | [BIO13A AM/ PM (Circle One) |BI013A_AMPM |

b. Problems Processing? [_|"Yes[ |°No |B|013B|
[_IBroken Tube [BIO13B1 |

[ Isample re-centrifuged |B|013 B2 |

[ Iclotted [BIO13B3
[Hemolyzed [BIO13B4

%Lipemic BIO13B5
Other

Specify: BIO13B6 |B|OlSB6A |

¢. Number of Aliquots: |B|013C|

d. Volume in last aliquot: p|_|B|Ol3D|
e. Freezer box number: |B|013E |

f. Time aliquots placed in freezer BIO13F AM / PM (Circle One)lBIOlBF_AI\/lPI\/I |
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FORM CODE: BIO Visit

ID NUMBER: VERSION: 2.0 12/09/10 Number

SEQ#

14. Tube 5 — Lavender Top 2 — Plasmal/cell lysate-EDTA 10ml

a. Time Processed: | [B/O14A AM/ PM (Circle One)|BIO14A_AMPM |

b. Problems Processing? [_|"Yes[ ]’No |BIO14B
[ |Broken Tube BIOl4Bl|

|:|Sample re-centrifuged [BIO14B2
[ |Hemolyzed [BIO14B4 |
[ ILipemic |BIOl4B5 |

[ lother [BIO14B6A |

Specify:

c. Number of Aliquots: |B|014C|

d. Volume in last aliquot: uL |B|Ol4D|
e. Freezer box number: BIO14E

f. Time aliquots placed in freezer |B|014F | AM / PM (Circle One) |B|Ol4F_A|\/IPI\/I |

15. Tube 6 — Lavender Top 3 — EDTA 10ml

a. Time Processed: | |[BIO15A AM /PM (Circle One)|BI015A_AMPM |

b. Problems Processing? [_|"Yes[ |°No |B|015B|
[IBroken Tube [BIO15B1 |

[ Isample re-centrifuged||3|o:|_582 |

[ Iclotted [BIO15B3
[_IHemolyzed [BIO15B4 ]
[ Lipemic[BIO15B5

|:|Other
Specify: BIO15B6 |B|01556A |

¢. Number of Aliquots: BIO15C
d. Volume in last aliquot: uL [BIO15D

e. Freezer box number: |B|015E |

f. Time aliquots placed in freezer BIO15F AM/PM (Circle One)|B|015F_AI\/IPI\/I |
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FORM CODE: BIO Visit

ID NUMBER: VERSION: 2.0 12/09/10 Number

SEQ#

16. Tube 7 — Lavender Top 4 — CBC 4ml|

a. Time sent to clinical center lab: BIO16A AM / PM (Circle One)|B|O:I-6'A‘_'A‘|\/|Pl\/I |

17. Tube 8 — P100 — Plasma P100

a. Time Processed: | [BIO17A AM /PM (Circle One)|BIOl7A_AMPM |

b. Problems Processing? [ I'Yes[ ’No |B|Ol7B|
[]Broken Tube [BIO17B1 |

[ Isample re-centrifuged |B|017 B2 |

[ Iclotted |BIO17B3
[]Hemolyzed [BIO17B4
%Lipemic BIO17B5
Other
Specify: BIO17B6 |B|Ol7BGA|
c. Number of Aliquots: BIO17C

d. Volume in last aliquot: J

e. Freezer box number: BIO17E

f. Time aliquots placed in freezer |B|017F | AM / PM (Circle One)|BIOl7F_AMPM |

_[B1O17D

18. Tube 9 — PAX Gene — RNA
a. Date placed in freezer: / / |B|018A |

b. Time placed in freezer: BIO18B AM / PM (Circle One)|B|OlSB_AMPM |

c. Problems Processing? |:|1Yes|:|°No B|018C|
[ |Broken Tube BIOl8C1|
|:|Sample re-centrifug 3d|B|018C2 |

[ ]clotted |BIO18C3
[ |Hemolyzed [BIO18C4 |
[ ILipemic[BIO18C5

Oth
SDpecif;‘:r BIO18C6|  [BI018CEA |

d. Freezer box number: B1018D
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FORM CODE: BIO Visit

ID NUMBER: VERSION: 2.0 12/09/10 Number SEQ#
Urine Sample
19. Was a urine sample collected? ................. [ I'Yes [ °No [BIO19
20. Date of urine sample: .....ccccoooveiiiineennn. / / BIO20
mm /dd /y y vy y
21. Time urine sample collected: ..................... BIO21 |: AM / PM |B|021_A|\/|P|\/| |
h h:m m (Circle One)
22. Time urine sample was processed: ........... BIO22|: AM/PM [BIO22_AMPM |
h h:m m (Circle One)
23. Number of aliquots with preservative:........ BIO23
24. Number of aliquots without preservative:... B1O24
25. Time urine samples were placed in freezer: BIO24A AM / PM |B|024A_A|V|P|V| |
h h:m m (Circle One)
26. Is this patient able to become pregnant?...[_]'Yes [ I°No |[if yes, complete Item 27][BIO25
27. Pregnancy test requested?........................ |:|1Yes |:|°No BIO26

27a. Was the participant pregnant?

[ ]'ves [ ]°No

BI1O27

29. Comments on blood processing, urine collection/processing, and CBC: |BIO28

Biospecimen Collection Form, BIO
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A

SP!ROMICS
Q{ ,o\. ”’
BIOSPECIMEN COLLECTION FORM
VBRSO 20 1010 Nt sEQ
Oa. Form Completion Date..... / / |B|OOA| Ob. Initials................

Instructions: This form should be completed during the participant’s visit. Whenever numerical responses are
required, enter the number so that the last digit appears in the rightmost box. Enter leading zeroes where necessary to

fill all boxes.

Fasting Blood Collection Information:

1. Did you fast before today’s appointment? |BIO01
[ I'ves [ ]°No

BIO02 |, AM/PM |BIO02_AMPM |
h h :mm (Circle One)

2. At what time did you last eat?

Blood Collection:
3. Date of blood collection........... / / BIOO3

4. Collection time:............ccco...... BIOO4 |- AM/PM [BIO04_AMPM |
h h : m m (Circle One)
5. Number of venipuncture attempts:.........ccccceeee.. BIOOS
6. Any blood drawing incidents or problems? .......... |:|1Yes |:|°No |If Yes, specify in Item 7 and/or Item 8| |B|006 |

7. Blood drawing incidents: Document problems with venipuncture below. Place an “X” in box(es) corresponding to the
tubes in which the blood drawing problem(s) occurred. If a problem other than those listed occurred, use Item 8.

Tube
1 2 3 4 5 6 7 8 9
a. Sample not drawn  [BIO07A1| [BIO07A2] [B1007A3] [BIO07A4] [BIQO7AS]| [BIOO7A6| [BIOO7A7]| [RIQ07AR] ||?£.O7A9|
b. Partial sample drawn [Bi007B1] [Bic0782] [Bico7B3] [Bico7B4] [BI007B5] [Bico7B6] [BIoo7B7] [BiG07RA] [BIOO7BI]
c. Tourniquet reapplied [BI007C1| [RI007C] |BIOO7C3| |BIOO7C4| [B1007C5] [BIO07CSE] [BIOO7C7| [BIOO7CS] |BI 07C9|
d. Fist clenching [BlO07D1]| [BIOO7D2] |BIOO7D3| |BIOO7D4| [Bico7D5] [BIOO7D6] [BI007D7] [BIO07D8] IBIOO7D9|
e. Needle movement [BIO07E1] [BIO07E2] [Bic07ES] [Bioo7E| [BIOO7ES] [BIOO7ES] [BIO07E7] [BIOO7ES] [BIOO7EY]
f. Participant reclining [BIQ07F1] [BIOO7F2| [Bio07F3] [BIio07F4] [BIOO7F5] [BIOO7F6] [BIOO7F7] [BIOO7F8] [BIOO7FI]

8. If any other blood drawing problems not listed above (e.g., fasting status, etc.), describe incident or problem here:

|BI008!

9. Phlebotomist’s code number: BIO09
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FORM CODE: BIO Visit

ID NUMBER: VERSION: 1.0 10/26/10 Number

SEQ #

Blood Processing:

Indicate the time each tube was processed:

10. Tube 1 - Red/Gray Top 1 — Serum-SST

a. Time Processed: |B|010A| AM/ PM (Circle One) |B|010A_AMPM |

b. Problems Processing? [_]*Yes[_]°No |B|OlOB|

[ |Broken Tube |B|OlOBl |

[ ]sample re-centrifuged -—B|010|32
[ Iciotted [BIO10B3

[ |Hemolyzed [B1O10B4
[Lipemic [B]010B5

[ lother [BIO10B6] [BIO10B6A |

Specify:

c. Number of Aliquots: |B|OlOC|

d. Volume in last four aliquots: pL BIO10D

e. Freezer box number: |B|010E |

f. Time aliquots placed in freezer | |BIO10F AM / PM (Circle One) [BIO10F_AMPM |

11. Tube 2 - Red/Gray Top 2 — Serum-SST

a. Time Processed: |B|011A| AM / PM (Circle One)|BIOllA_AMP|\/| |

b. Problems Processing? [_|*Yes[ |°No |B|OllB|
[ ]Broken Tube |B|011|31|

|:|Sample re-centrifuged |B|Oll|32 |

[ Iclotted [BIO11B3
[_IHemolyzed [BIO11B4
%Lipemic BIO11B5
Other
Specify: BIO11B6 |B|01186A |
c. Number of Aliquots: [B1011C]
d. Volume in last four aliquots: uL |B|011D|

e. Freezer box number: BIO11E
f. Time aliquots placed in freezer |B|011F | AM / PM (Circle One) |B|011F_AMPM |
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, FORM CODE: BIO Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

12. Tube 3 - Yellow Top 1 — Plasma-ACD

a. Time Processed: BIO12A AM / PM (Circle One) |B|012A_AMPM |

b. Problems Processing? |_|1Yes|_|°No |B|0125|
[ IBroken Tube [BIO12BL1 |

[ ]sample re- ifuaed |BI01282|
[ clotted |B|01283 |

[ JHemolyzed |BIO12B4

[ JLipemic [BIO12B5
[lother [B|012B6
Specify: _ BIO12B6A
¢. Number of Aliquots: |B|012C|
d. Volume in last four aliquots: uL |B|012D|
e. Freezer box number: BIO12E
f. Time aliquots placed in freezer BIO:LZF. AM / PM (Circle One) |BIO12F_AMPM |
13. Tube 4 — Lavender Top 1 — Plasma-EDTA 10ml
a. Time Processed: |B|013A| AM / PM (Circle One)lBIOlBA_AMPM |

b. Problems Processing? [_|*Yes[|°No |B|013B|
[ |Broken Tube [BIO13B1 |

|:|Sample re-centrifuged |B|01382 |

[ Iclotted |BIO13B3
|:|Hemolyzed BlO13B4

[ Lipemic
S BIO1356A]
c. Number of Aliquots: Im'
d. Volume in last four aliquots: uL |B|013D|
e. Freezer box number: |B|013E |
f. Time aliquots placed in freezer |B|013F | AM / PM (Circle One)|BIOl3F_A|\/|P|\/I |
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, FORM CODE: BIO Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

14. Tube 5 — Lavender Top 2 — Plasma/cell lysate-EDTA 10ml

a. Time Processed: |B|014A| AM / PM (Circle One) |BIOl4A_AI\/IPM |

b. Problems Processing? [ J*ves[ 1°No |B|014B|
[ ]Broken Tube |B|014Bl|

|:|Sample re-centrifuged |B|01482 |

[ Iclotted [BIO14B3

[ JHemolyzed [BIO14B4
[ Lipemic [BIO14B5

[ lother
Specity. [1O14B6|  [B1014B6A |
c. Number of Aliquots: BIO14C

d. Volume in last four aliquots: uL BIO14D
e. Freezer box number: |B|Ol4E |
f. Time aliquots placed in freezer |[BIO14F AM / PM (Circle One) |B|014F_AMPM |

15. Tube 6 — Lavender Top 3 — EDTA 10ml

a. Time Processed: |B|015A| AM / PM (Circle OnejBlOlSA_AI\/IPI\/I |

b. Problems Processing? [_]*Yes[ |°No |B|015B|
[ IBroken Tube [BIO15B1

|:|Sample re-centrifuged BIO15B2
DCIotted|B|015BS

[ JHemolyzed |BIOlSB4 |
[_ILipemic/BIO15B5

Oth
SDpecifﬁr BIO15B6|  [B1015B6A |

¢. Number of Aliquots: |B|015C|

d. Volume in last four aliquots: uL|B|015D|
e. Freezer box number: |B|015E |
f. Time aliquots placed in freezer BIO15F AM / PM (Circle One)lBIOl5F_AI\/IPI\/I |
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ID NUMBER:

16. Tube 7 — Lavender Top 4 — CBC 4ml

FORM CODE: BIO
VERSION: 1.0 10/26/10

a. Time sent to clinical center lab: |B|016A|

17. Tube 8 — P100 — Plasma P100

a. Time Processed: BIO17A

b. Problems Processing? [_]*Yes[ ]°No
[_IBroken Tube [BIO17B1 |

Visit
Number

SEQ #

AM / PM (Circle One) [BIO16A_AMPM |

AM / PM (Circle One)[BIO17A_AMPM |

|:|Sample re-centrifuged|B|017BZ |

[ ]clotted|BIO17B3
[ ]Hemolyzed |BIO17B4

[ ILipemic[BIO17B5
[Jother[B/017B6

Specify:

|BIOl7B6A |

c. Number of Aliquots: |B|017C|

d. Volume in last four aliquots:

uL [BIO17D]

e. Freezer box number:

|BIOl7E|

AM / PM (Circle One)|BIO17F_AMPM |

f. Time aliquots placed in freezer BIO17F |
18. Tube 9 — PAX Gene — RNA
a. Date placed in freezer: / / |B|O]—8A|

b. Time placed in freezer: |BIO18B |

c. Problems Processing? [ |*Yes[ |°No

[ ]Broken Tube |B|018C1|

BI018C|

[ |sample re-centrifuged |BIO18C2

[ |Hemolyzed [BIO18C4 |
[ ILipemic |B|018C5|

Dot [BIOT8CEA]

Specify:

d. Freezer box number:

Biospecimen Collection Form, BIO

AM / PM (Circle One) (BIO18B_AMPM |
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FORM CODE: BIO Visit

'D NUMBER: VERSION: 1.0 10/26/0  Number SEQ#
Urine Sample
19. Was a urine sample collected? ................. [ J'ves [ °No |BIO19
20. Date of urine sample: ........ccccvveveeeviiinnnnen, / / BIO20
mm /dd/y y vy vy
21. Time urine sample collected: ..................... BIO21 |: AM / PM |B|021_AMPM |
h h:m m (Circle One)
22. Time urine sample was processed: ........... [BIO22]: AM/PM [BIO22_AMPM |
h h:m m (Circle One)

23. Number of aliquots with preservative:........

24. Number of aliquots without preservative:...

B1O24

25. Is this patient able to become pregnant?... |:|1Yes |:|°No |If yes, complete Item 26| BIO25

26. Pregnancy test requested? ........................ [ ]*ves [ I°No [BIO26
26a. Was the participant pregnant? ~ [_|*Yes [ |°No [BIO26A

B1027

28. Comments on blood processing, urine collection/processing, and CBC: [BIO28

Biospecimen Collection Form, BIO
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D

SPIROMICS
L@ BRONCHITIS INDEX SCORING FORM

' FORM CODE: BIS Visit
IDNUMBER: | [BLINDID VERSION:10 32712 nurber |[V/SIT| SEQ#

0a) Form Date: .......... / / BISOA|  0b) Code............ BISOB

‘ Instructions: This form should be completed during the participant’s visit. ‘

T =1 Y 1 1T 0= RSSO Iﬂl
NOIMAL.....ooiiiiiiei e 0
Light Red....ccooiieiiiecee e, 1
Red .. 2
Beefy Red .......oviiiiiiiiiiiiiiiiiiiiiiiiiii 3

PZ2) I =0 1= - RSOOSR

NOrmal @irWaY..........ccovvviiiiiiiiiiiiiiiiiiiieeeeeee 0
Blunting of bifurcations ..............ccccccvvvviinnns 1
Airway NarroWing ..........eeeeeeeeeeeeemeeeeenieennnnnn. 2
Airway occluded ........cccooeeiiiiiiiiiiiii e 3

3)  SECIELIONS ...ttt e e e e e e e e

NOIMAL.....ooeiiiiiei e 0
Strands of clear mucus............ccceeeeeeeeeeennn. 1
Globules of MuCuUS...........coooeeiiiiiii, 2
Airway occluded ..............oevviviiiiiiiiiiiiiiiiiiins 3

) FTADIIY cvvvooeeeveeeeeeeeeeeeeseeeeeeseeeeeeeesseeeessseeseseesseeseeesseeseeeseseeeesesesseeesseeseeseseeseesssseseeesseseeeees BIS4

NOIMAL....coiiiiiiiiiiii 0
Punctate submucosal hemorrhages............. 1
Linear submucosal hemorrhages................. 2
Frank bleeding...........oooieiiiiiiii 3

Bronchitis Index Scoring Form, BIS Page 1 of 1


bmackay
Text Box
BIS1

bmackay
Text Box
BIS2

bmackay
Text Box
BIS3

bmackay
Text Box
BIS4

bmackay
Text Box
BIS0A

bmackay
Text Box
BIS0B

bmackay
Text Box
VISIT

bmackay
Text Box
BLINDID


A

SPIROMICS

W BASELINE MEDICAL HISTORY FORM

ID NUMBER: BLINDID

FORM CODE: BMH
VERSION: 2.0 7/6/11

Visit
Number

I
VISIT
I

SEQ#

Oa) Form Date ...........

/

/

Ob) Initials...........

Instructions: Whenever numerical responses are required, enter the number so that the last digit appears in the
rightmost box. Enter leading zeroes where necessary to fill all boxes.

This questionnaire includes a number of questions about your medical history. This will help us
better understand how various medical conditions relate to COPD.

1) Have you had any hospitalizations with in the past 12 months? (Y/N)

If YES:

la) Describe: BMHO1A

Approximate date: DD/DD/DDDD

BMHO1B

1b) Describe:

Approximate date: DD/DD/DDDD

1c) Describe:

Approximate date: DD/DD/DDDD

1d) Describe:

BMHO1D

Approximate date: DD/DD/DDDD

le) Describe: BMHO1E

Approximate date: DD/DD/DDDD

BMHO1F

1f) Describe:

Approximate date: DD/DD/DDDD

1g) Describe: BMHO1G

Approximate date: DD/DD/DDDD

BMHO1H
1h) Describe:

Approximate date: DD/DD/DDDD

Baseline Medical History Form, BMH
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ID NUMBER:

2) Have you visited an emergency department or urgent care center in the past 12

months? (Y/N)
If YES:
2a) Describe:

BMHO2A

FORM CODE: BMH
VERSION: 2.0 7/6/11

Visit
Number

SEQ#

Approximate date: DD/DD/DDDD

2b) Describe:

Approximate date: DD/DD/DDDD

2c) Describe:

]

BMHO02C

Approximate date: DD/DD/DDDD

2d) Describe:

BMHO02D

Approximate date: DD/DD/DDDD

2e) Describe:

BMHO2E

Approximate date: DD/DD/DDDD

2f)  Describe:

BMHO2F

Approximate date: DD/DD/DDDD

2g) Describe:

BMHO02G

Approximate date: DD/DD/DDDD

2h) Describe:

BMHO2H

Approximate date: DD/DD/DDDD

2i) Describe:

o
<
I
o
n

Approximate date: DD/DD/DDDD

2j) Describe:

BMHO02J

Approximate date: DD/DD/DDDD

3) Have you ever had any surgeries (lung, heart, other)? (Y/N)

If YES:
3a) Describe:

Baseline History Form,

BMH
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ID NUMBER:

FORM CODE: BMH
VERSION: 2.0 7/6/11

Visit
Number

Approximate date: DD/DD/DDDD

3b) Describe: BMHO3B

SEQ#

Approximate date: DD/DD/DDDD

3c) Describe: BMHO3C

Approximate date: DD/DD/DDDD

BMHO3D

3d) Describe:

Approximate date: DD/DD/DDDD

BMHO3E

3e) Describe:

Approximate date: DD/DD/DDDD

BMHO3F

3f)  Describe:

Approximate date: DD/DD/DDDD

BMHO3G

3g) Describe:

Approximate date: DD/DD/DDDD

BMHO3H

3h) Describe:

Approximate date: DD/DD/DDDD

BMHO3I

3i) Describe:

Approximate date: DD/DD/DDDD

BMHO03J

3j) Describe:

Approximate date: DD/DD/DDDD

4) Do you get an influenza vaccination (flu shot) every year?|BMH04

[] Yes >{Go to 4b]
[]1get a flu shot some years—{Go to 4b)|
[] I've never had a flu shot —»[Go to 5|

4b) Did you get an influenza vaccination (flu shot) in the last 12 months?|BMHO04B

[ ]Yes
[ ] No

Baseline History Form, BMH
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FORM CODE: BMH Visit

ID NUMBER: VERSION: 2.0 7/6/11 Number SEQ#

5) When was your most recent pneumonia vaccination? (Pneumovax)
[ ] Never had
[] within past 5 years
[_] More than 5 years ago

6) Have you been diagnosed with alpha-1 anti-trypsin deficiency? |BMHO06
[]Yes
[ ] No

[ ] Don’t know

Have you ever seen a physician or other medical provider for any of the following kinds of problems?

Yes No Explain
7) Eyes, ears, nose, throat
a)  Vision problems [BMHO7A ] ]
b) Hearing problems [] |B|\/|HO7Bl |
c) Dizziness ] ] BMHO7C1
d) Ears ringing [] [] BMHO07D1
e)  Sinusitis/rhinitis[BMHO7E | [] [] BMHO7E1
f)  Other [BMHO7F ] [] [] BMHO7F1
8) Cardiovascular Yes No Explain
a)  High blood pressure []
b)  Coronary artery disease Ml []
c)  Angina (chest pain){BMHOSC] ] BMHO08C1
d) Heart attack| BMHO8D| ] ] BMH08D1
e)  Murmur [] [] BMHO8E1
f)  Palpitations, irregular ] BMHO8F1
heartbeat
g) Valve disease [] [] |BMH08Gl |
h)  Congestive heart failure [] |BMHO8H1 |
)  Blood clots ] N BMHO8IL
' Poor circulation BMH08J1
) (claudication) D -
k) Other H ]

Baseline History Form, BMH Page 4 of 10
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ID NUMBER:

9) Gastrointestinal

a) Esophageal condition [BMHO9A

or disease

b)  Ulcers

Yes

[l

c) Hepatitis or jaundice |BMH09C

d) Crohn’s disease or colitis |B|\/|H09D|

e) Gallstones [BMHO9E| L]

f)  Cirrhosis

[l

g) GERD (heart burn) |B|\/| H09G |

h)  Hiatal hernia [BMHO9H|  []

i) Other |BMH09I | []
10) Pulmonary/vascular Yes

a)  Intubation or respirator | BMH10A

b) Pneumothorax [BMH10B D

(collapsed lung)

FORM CODE: BMH Visit
VERSION: 2.0 7/6/11

OOOoododgo Ol

Number SEQ#

Explain

[BMH09A1 |

BMHO09C1

BMHO09D1

BMHO9E1

BMHO9F1

BMHO09G1

BMHO9H1

BMHO09I11

Explain
BMH10A1

BMH10B1

BMH10C1

c) Tuberculosis |BMH10C

]

d)
e)

Pulmonary fibrosis[BMH10D |]
Lung nodules [BMH10E | [ ]

f) Pulmonary embolism

BMH10F |

g) Other |BMH]_OG| I:'
11) Oncology/hematology Yes

a) Cancer (except basal |[BMH11A

cell skin cancer)

b)  Anemia []
9 o 0

12) Genitourinary and reproductive Yes

a) Menstrual symptoms [BMH12A

(women)

b)  Enlarged prostate or BPH |BMH12B

(men)

c) Bladder or kidney |BMH12C| |

problems/ kidney stones

d) Other [BMHI12D ]
13) Endocrine Yes
a) Diabetes|BMH13A []
b)  Thyroid [BMH13B []
c) Other [BMH13C []

Baseline History Form, BMH
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|BMH11A1 |

BMH10D1

BMH10E1

BMH10F1

|BMHloGl|

Explain

|[BMH11BEXP |

[BMH11C1 |

Explain
BMH12A1

J

[BMH12DEXP |

Explain
BMH13A1

|BMH13Bl |

[BMH13CEXP|

Page 5 of 10


bmackay
Text Box
BMH09F1

bmackay
Text Box
BMH09E1

bmackay
Text Box
BMH09D1

bmackay
Text Box
BMH09C1

bmackay
Text Box
BMH09B1

bmackay
Text Box
BMH09A1

bmackay
Text Box
BMH09A

bmackay
Text Box
BMH09B

bmackay
Text Box
BMH09C

bmackay
Text Box
BMH09D

bmackay
Text Box
BMH09E

bmackay
Text Box
BMH09F

bmackay
Text Box
BMH09G

bmackay
Text Box
BMH09H

bmackay
Text Box
BMH09I

bmackay
Text Box
BMH09I1

bmackay
Text Box
BMH09H1

bmackay
Text Box
BMH09G1

bmackay
Text Box
BMH10G1

bmackay
Text Box
BMH10F1

bmackay
Text Box
BMH10D1

bmackay
Text Box
BMH10E1

bmackay
Text Box
BMH10C1

bmackay
Text Box
BMH10B1

bmackay
Text Box
BMH10A1

bmackay
Text Box
BMH10A

bmackay
Text Box
BMH10B

bmackay
Text Box
BMH10C

bmackay
Text Box
BMH10D

bmackay
Text Box
BMH10E

bmackay
Text Box
BMH10F

bmackay
Text Box
BMH10G

bmackay
Text Box
BMH11A1

bmackay
Text Box
BMH11BEXP

bmackay
Text Box
BMH11C1

bmackay
Text Box
BMH11A

bmackay
Text Box
BMH11B

bmackay
Text Box
BMH11C

bmackay
Text Box
BMH12DEXP

bmackay
Text Box
BMH12C1

bmackay
Text Box
BMH12B1

bmackay
Text Box
BMH12A1

bmackay
Text Box
BMH12A

bmackay
Text Box
BMH12B

bmackay
Text Box
BMH12C

bmackay
Text Box
BMH12D

bmackay
Text Box
BMH13A1

bmackay
Text Box
BMH13B1

bmackay
Text Box
BMH13CEXP

bmackay
Text Box
BMH13A

bmackay
Text Box
BMH13B

bmackay
Text Box
BMH13C


ID NUMBER:

14) Neurology Yes
a) Stroke []
b) Headaches ]
c) Seizure ]
d) Other L]

15) Muscular/skeletal Ye

a) Rheumatoid arthritis [BMH15A
b) Gout | BMH15B

c) Osteoporosis
d) Fractures

e) Joint pain

f)  Osteoarthritis
g) Other

16) Dermatology Ye

a) Rashes/hives/eczema|BMHI16A

00000 0|2

(7]

b)  Psoriasis [BMH16B []
c)  Shingles [BMH16C] []
d) Other BMH16D []
17) Infectious disease Yes
a) Atypical mycobacteria BMHA

(MAC, MAI)

b)  Fungal disease |BMH17B| []

c) Other[BMH17C []
18) Psychiatric Yes
a) Anxiety|BMH18A []
b)  Depression[BMH18B| []
c) Other[BMH18C []

19) Other significant problems Yes
not reported in questions 2-18 [BMH19

Baseline History Form, BMH

FORM CODE: BMH Visit
VERSION: 2.0 7/6/11 Number

Explain
BMH14A1

SEQ#

BMH14B1

|BMH14C1 |

OO0l

|BMH14D1 |

Explain
BMH15A1

BMH15B1

EXplain........cccoevvviiiiiiiieeeen,

BMH15D1

BMH15E1

BMH15F1

OOoOodeE OdE

|BMH15G1|

Explain
BMH16A1

BMH16BEXP

BMH16C1

BMH16D1

OO0l

Explain

|BMH17A1 |

|BMH17Bl |

OO O

|BMH17C1 |

Explain

|BMH18A1 |

BMH18B1

OOdfE

BMH18C1 |

NEIGE

s

b) [BMH19B

¢) [BMH19C

d) |BMH19D

e) [BMH19E
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D NUMBER: FORM CODE: BMH Visit

These next questions refer to recent illnesses or problems you may have had.

20) In the last two weeks have you had any of the following:

20a) A fever, cold, flu, or sore throat? (Y/N) ....ccooooriiiiiiii e
20b) A urinary tract iNfECION? (Y/N) ...uuueiiiiiiiiiiiiiieiiiei it nnnennennnee
20c) Seasonal Allergi€S? (Y/N) ... ..uuuuuueeeeeeeiieieiiieieeeieieieeee e sannnn s nnnnnnnee
20d) A sinus infection or SINUSITIS? (Y/N) .....uuuuuuuuuieiiiiiiiiiiiiiiieiiieneenieeeeeneeeneeeeneeeeenneeeeeeeeee
20€) A tooth iINfECHONT? (Y/N) .ceeiiiiii e e e e e e et e e e e aaeeeeanes
20f) A flare up of GOUL? (Y/N) ..ooeuiiii e e e e e e e e et e e e e e e e eenenes
20g) A flare up of arthritiS? (Y/N) ... e e e e e e eaeees

200) OUNEI? (YN vvoeeeeeeeeeeeeeeeeeeee e eseeeeeeeseeeeees e es e es e seeesees s es e eseeeseeeseeeseeeses e eseeeseeeseees

20i) Please explain: BMH20I

VERSION: 2.0 7/6M11  Number SEQ#

BMH20A

|BMH20B |

BMH20C

BMH20D

BMH20E
BMH20F

|BMH20G |

BMH20H

21) Are you allergic to any medications, latex, food, or substances? (Y/N) ..........cccooveveeeereveerennnn. D BMH21
If YES:
List substance: Reaction

a) BMH21AL

b) [BMH21B

o Braic |

o Ewrzin]

o Bzt ]

Baseline History Form, BMH
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FORM CODE: BMH Visit

ID NUMBER: VERSION: 2.0 7/6/11 Number SEQ#

22) In the past 12 months, how often have you consumed any alcohol containing beverage [g\jH22
(beer, wine, wine coolers, liquor, or mixed drinks such as margaritas, martinis, or
daiquiris)? (check only one)

EVEIY DAY ..o, []
4 t0 6 days per WeekK...........c.coovee..... []
2 to 3 days per WeekK ..........ccevueen... []
ONCE PEF WEEK ... []
1 to 3 times per month ..................... []
Less than once per month................ []
No alcohol in the past 12 months ..... D —/Go to 29

23) When you drink alcohol containing beverages, how many do you usually drink at one [BMH23
sitting? (check only one)

L OF 2o, []
B0 B []
D OF Bt eee e eee e []
MOre than B.......eeveeeeeeeeeeeeeeeenen, []

24) What kind of alcoholic beverages do you usually drink? (check all that apply)

BEET .. []
WINE oo []
Drinks containing liquor-.................... ]

25) How often do you have eight or more drinks on one occasion? |[BMH25

NEVET ..o, []
Less than monthly..............cccceueve... ]
MONEALY .. ]
WEEKIY ... ]
Daily or almost daily .............c........... ]

26) How often during the last year have you been unable to remember what happened [B\1H26
the night before because you had been drinking?

NEVET ..o, []
Less than monthly .............ccccceueve... ]
MONthIY ......eveiiiiiiiiiie ]
WEEKIY ...t ]
Daily or almost daily .................eeenee. ]

Baseline History Form, BMH Page 8 of 10
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FORM CODE: BMH Visit

ID NUMBER: VERSION: 2.0 7/6/11 Number SEQ#

27) How often during the last year have you failed to do what was normally expected |B\MH27

of you because of your drinking?

NEVET .o eeeee e e eee e, []
Less than monthly .............ccoceueen.... []
MONEAIY ..o, []
WEEKIY ..o, []
Daily or almost daily .............cc........ []

28) Has a relative or friend, a doctor or other health worker been concerned about your [B\H28

drinking or suggested you cut down?

NO -« ettt ettt []
Yes, but not in the last year.............. ]
Yes inthe last year.......ccccocuvvevenn... []

If participant is MALE, skip to 44
If participant is FEMALE, continue

BMH?2

BMH30

1

BMH3

BMH33

< <|w <
[¢) = =
Q < n
= N o o
) 2| T =B
ol w o}

©

BMH34

9}

29) At what age did you begin monthly menstruation (monthly period)? .........ccccoevveevviiiiiinnnnnn.
30) Have YOU re€a8CH MENOPAUSE? ... uuuuuuueuuueiettitnntttetaeeesessaeasessesssessesessssssassssasssbssessssennsnsnennne
Y S ittt Y
NO . N —/Go to 31
I don't KnOW.....cccvvveiiiciiieeeeeee, U —(Go to 31
31) If you have reached menopause, at what age did that occur? ............cccccvvvieeeiiiiiiiiiinnnn.
32) Did you ever use oral contraceptive mediCationS? ..........ccocvvviiiiiiiiiieeeeieeiceee e
YES o Y
NO . N —/Go to 33
33) If you did use oral contraceptives, for hOw many years?.........ccccceeeiieeiiiieiiiiiinie e
34) Did you ever use hormone replacement tNErapy? ........uuueeueeeurrrmmmmmiriiiieiieiienneneeneennee.
YES o Y
NO .ottt N -/Go to 35
35) If you did use hormone replacement therapy, for how many years? ..........ccccccvvvvvvvvvnnnnnnns

years
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(*2)

BMH3

BMH3

v9)
=
<
I E : i
w o
o o8] ~

BMH4

months

BMH4

BMH42

BMH4

_ FORM CODE: BMH Visit
ID NUMBER: VERSION: 20 /611 Number SEQ#
36) Have you ever been pregnhant (include miscarriage, abortions)? ...........cccceeeeeeiieeevrievnninnnnn.
YES e Y
NO .o N —/Go to 40
37) If you have been pregnant, how old were you at the time of your first pregnancy? ............
38) How many times have you Deen pregnant?.......... ... .ueeererrrerriiiiiiiieiienieineneeeneneeneenneeeeeenees
39) Did yOoU eVEr breastfEeU?........ui e
YES o Y
NO ..ottt N 5/Go to 41]
40) If you did breastfeed, for approximately how many total months did you breastfeed
(total for all PregnaNCIES)? .....ccoe oo
41) Have you ever had an ovary remMOVEA? ...........uuuuuuuuuummnieiiiiiiiiiiiiiiininnesieennnenneeneneeeenneeenennne
YES ittt Y
NO ottt N —[Go to END]
42) If you had an ovary removed, was one removed or BOth?...........cccciiiiii e,
ONE .. O
BOth ..o, B
43) At what age was your ovary Or OVarieS remMOVEA? ............uuuuuuumummmmmmniiiiiiiiieninniennennnnnennennne

B

<
<
n
Q
o
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e

SPIROMICS
L@ BASELINE MEDICAL HISTORY FORM

| FORM CODE: BMH Visit e
IDNUMBER: | [BLINDID VERSION: 1.0 102610 Nymber LS| SEQ#
Oa) Form Date ........... / / Ob) Initials...........

Instructions: Whenever numerical responses are required, enter the number so that the last digit appears in the
rightmost box. Enter leading zeroes where necessary to fill all boxes.

This questionnaire includes a number of questions about your medical history. This will help us
better understand how various medical conditions relate to COPD.

1) Have you had any hospitalizations with in the past 12 months? (Y/N) ......cccccoviiiiiiiiiiiiiiiiinnnn. D BMHO1

If YES:

la) Describe:

Approximate date: ||| /[ J[_J[_][_][J[BMHO1A1]
1b) Describe:
pprosimate date: Y[ Y]] ][] BVHOzEx

BMHO1C

1c) Describe:

pproximate date: || Y T 1]
1d) Describe:

PY—
le) Describe:

Approximate date: [ ]/ Y I ][] EMHOzEd]
1f) Describe:

Approximate date: DD/DD/DDDD

BMHO1G

1g) Describe:

Approximate date: DD/DD/DDDD
1h) Describe: BMHO1H |
Approximate date: DD/DD/DDDD

o)
<
T
o
=
T
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. FORM CODE: BMH Visit
ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#
2) Have you visited an emergency department or urgent care center in the past 12
MONTNS? (Y/N) ¢ttt oot e ettt e e e e e st e et e e e e e s s e s D BMHO2
If YES:
2a) Describe: BMHO2A

Approximate date: DD/DD/DDDD

BMHO02B

2b) Describe:

Approximate date: DD/DD/DDDD

BMHO02C

2c) Describe:

Approximate date: DD/DD/DDDD

BMHO02D

2d) Describe:

Approximate date: DD/DD/DDDD

BMHO2E

2e) Describe:

Approximate date: DD/DD/DDDD

BMHO2F

2f)  Describe:

Approximate date: DD/DD/DDDD

BMHO02G

2g) Describe:

Approximate date: DD/DD/DDDD

BMHO2H

2h) Describe:

Approximate date: DD/DD/DDDD

BMHO2I

2i) Describe:

Approximate date: DD/DD/DDDD

BMHO02J

2j) Describe:

Approximate date: DD/DD/DDDD

3) Have you ever had any surgeries (lung, heart, other)? (Y/N)

If YES:

3a) Describe: BMHO3A

Baseline History Form, BMH
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FORM CODE: BMH Visit
'D NUMBER: VERSION: 1.0 10/26/10  Number SEQ#
Approximate date: DD/DD/DDDD
3b) Describe:

Approximate date: DD/DD/DDDD

BMHO3C

3c) Describe:

Approximate date: DD/DD/DDDD

BMHO3D

3d) Describe:

Approximate date: DD/DD/DDDD

BMHO3E

3e) Describe:

Approximate date: DD/DD/DDDD

BMHOS3F

3f)  Describe:

Approximate date: DD/DD/DDDD

BMHO03G

3g) Describe:

Approximate date: DD/DD/DDDD

BMHO3H

3h) Describe:

Approximate date: DD/DD/DDDD

3i) Describe:
Approximate date: DD/DD/DDDD

BMHO03J

3j) Describe:

Approximate date: DD/DD/DDDD

4) Do you get an influenza vaccination (flu shot) every year? |BMHO04
[ ]Yes

[ ]1geta flu shot some years

[] I've never had a flu shot »[Go to 5|
4a) When was you most recent influenza vaccination? (month/year) ............ DD/DDDD BMHO4A
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FORM CODE: BMH Visit

ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#

5) When was your most recent pneumonia vaccination? (Pneumovax)
[ ] Never had
[ ] within past 5 years
[ ] More than 5 years ago

6) Have you been diagnosed with alpha-1 anti-trypsin deficiency? |BMHO06
[]Yes
[ 1No

[ ] Don’t know

Have you ever seen a physician or other medical provider for any of the following kinds of problems?
Yes No Explain
7) Eyes, ears, nose, throat

a) Vision problems [BMHO7A[] []
b)  Hearing problems [] [BMHO7B1 |
c) Dizziness ] ] [BMHO7C1 |
d) Ears ringing ] ] BMHO7D1
e)  Sinusitis/rhinitis [BMHO7E | [] [] BMHO7E1
f)  Other [BMHO7F | [] [] BMHO7F1
8) Cardiovascular Yes No Explain
a)  High blood pressure []
b)  Coronary artery disease M []
c)  Angina (chest pain) [BMHOSC]] ] BMHO08C1
d) Heart attack |B|\/|H08D| [] [] BMHO08D1
e)  Murmur N ] BMHOBE1
fy  Palpitations, irregular ] BMHO8F1
heartbeat
g) Valve disease [] [] [BMHO08G1 |
h)  Congestive heart failure [] |BMH08H1 |
)  Blood clots [] [] [BMHO8I1 |
' Poor circulation |BMH08J1 |
) (claudication) D -
K Other ] ]
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ID NUMEER: VERSION: L0 102610 Number SEQ#
9) Gastrointestinal Yes No Explain
a) Esophageal condition ] [BMHO9A1 |
or disease
b)  Ulcers ] ]
c)  Hepatitis or jaundice BMHO9C] ] BMHO9C1
d)  Crohn’s disease or colitisBMHO9D|  [] BMHO9D1
e) GallstoneslBMHOgEl I:' I:' BMHO9E1
f)  CirrhosisBMHO9F] [] ] BMHO9F1
g) GERD (heart burn\BMH09G |l [] BMH09G1
h) Hiatal hernia BMHO9H|  [] ] BMHO9H1
i) OtherlBl\/lH09I | [] [] BMHO09I11
10) Pulmonary/vascular Yes No Explain
a) Intubation or respirator [] BMH10A1
b)  Pneumothorax mlj ] BMH10B1
(collapsed lung)
c)  Tuberculosis [BMH10C| [] ]
d)  Pulmonary fibrosis [BMH10D ]| ] BMH10D1
e) Lungnodules [BMH10E| [] ] BMH10E1
fy  Pulmonary embolism [BMHZ10F | [] [BMH10F1 |
g) Other |BMH10G]| [] [] [BMH10G1 |
11) Oncology/hematology Yes No Explain
a) Cancer (except basal [] m
cell skin cancer)
b)  Anemia ] ] [BMH11BEXP |
c)  Other [] ] [BMH11C1 |
12) Genitourinary and reproductive Yes No Explain
a) I(\/Ienstru;al symptoms ] [BMH12A1 |
women
b)  Enlarged prostate or BPH []
(men)
c) Bladder or kidney []
problems/ kidney stones
d)  Other ] ] [BMH12DEXP |
13) Endocrine Yes No Explain
a) Diabetes ] ] BMH13A1 |
b)  Thyroid O O [BMH13B1 |
c) Other L] ] [BMH13CEXP

Baseline History Form, BMH Page 5 of 10


bmackay
Text Box
BMH09A

bmackay
Text Box
BMH09B

bmackay
Text Box
BMH09C

bmackay
Text Box
BMH09D

bmackay
Text Box
BMH09E

bmackay
Text Box
BMH09F

bmackay
Text Box
BMH09G

bmackay
Text Box
BMH09H

bmackay
Text Box
BMH09I

bmackay
Text Box
BMH09I1

bmackay
Text Box
BMH09H1

bmackay
Text Box
BMH09G1

bmackay
Text Box
BMH09E1

bmackay
Text Box
BMH09F1

bmackay
Text Box
BMH09D1

bmackay
Text Box
BMH09C1

bmackay
Text Box
BMH09B1

bmackay
Text Box
BMH09A1

bmackay
Text Box
BMH10G

bmackay
Text Box
BMH10F

bmackay
Text Box
BMH10E

bmackay
Text Box
BMH10D

bmackay
Text Box
BMH10C

bmackay
Text Box
BMH10B

bmackay
Text Box
BMH10A

bmackay
Text Box
BMH10G1

bmackay
Text Box
BMH10F1

bmackay
Text Box
BMH10E1

bmackay
Text Box
BMH10D1

bmackay
Text Box
BMH10C1

bmackay
Text Box
BMH10B1

bmackay
Text Box
BMH10A1

bmackay
Text Box
BMH11A

bmackay
Text Box
BMH11B

bmackay
Text Box
BMH11C

bmackay
Text Box
BMH11C1

bmackay
Text Box
BMH11BEXP

bmackay
Text Box
BMH11A1

bmackay
Text Box
BMH12A

bmackay
Text Box
BMH12B

bmackay
Text Box
BMH12C

bmackay
Text Box
BMH12D

bmackay
Text Box
BMH12DEXP

bmackay
Text Box
BMH12C1

bmackay
Text Box
BMH12B1

bmackay
Text Box
BMH12A1

bmackay
Text Box
BMH13A

bmackay
Text Box
BMH13B

bmackay
Text Box
BMH13C

bmackay
Text Box
BMH13CEXP

bmackay
Text Box
BMH13B1

bmackay
Text Box
BMH13A1


fomucooe owe vt [T ggq
14) Neurology Yes No Explain
a) Stroke ] [] BMH14A1
b) Headaches|BMH14B| ] ] BMH14B1
c) Seizure BMH14C | ] ] [BMH14C1 |
d)  Other ] [] [BMH14D1 |
15) Muscular/skeletal Yes No Explain
a) Rheumatoid arthritis [] BMH15A1
b)  Gout ] ] BMH15B1
Yes No EXplain........cccovvvviiiiieieeec,
¢) Osteoporosis[BMHISC| ] ] [BMH15C1]
d) Fractures ] [] BMH15D1
e) Joint pain [] [] BMH15E1
f)y  Osteoarthritis ] [] BMH15F1
g) Other [] [] [BMH15G1 ]
16) Dermatology Yes No Explain
a) Rashes/hives/eczema [] |BMH16A1 |
b)  Psoriasis ] N [BMH16BEXP]
c) Shingles [BMH16C]| [] [] BMH16C1
d)  Other [BMH16D| [] [] BMH16D1
17) Infectious disease Yes No Explain
Atypical m teri = BMH17A1
a) (M),/AI? (;aMA?;cobac eria ] [BMH17A1 |
b)  Fungal disease[BMH17B]| [] ] [BMH17B1]
c) Other [] [] [BMH17C1 |
18) Psychiatric Yes No Explain
o AweyEWREA O O
b)  Depression[BMH18B| [] ] BMH18B1
c) Other [BMH18C] [] [] BMH18C1 |
19) Other significant problems Yes No
not reported in questions 2-18 [] a)
b) (BMH19B
¢) [BMH19C
d) [BMH19D
e) |BMH19E
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D NUMBER: FORM CODE: BMH Visit

These next questions refer to recent illnesses or problems you may have had.

20) In the last two weeks have you had any of the following:

20a) A fever, cold, flu, or sore throat? (Y/N) ......cooor e
20b) A urinary tract iNfECION? (Y/N) ..eeeeeiieiiieiiiiieieee e
20c¢) Seasonal allergieS? (Y/N) ... e e e

20d) A sinus infection or SINUSItIS? (Y/N) ..euuuuiiii e

20e) A tooth infection? (Y/N)

VERSION: 1.0 10/26/10  Number SEQ#

BMH20A

BMH20B

BMH20C

BMH20E

BMH20F

BMH20G

21) Are you allergic to any medications, latex, food, or substances? (Y/N)........c.cccocveeerevereveeennnns D BMH21
If YES:
List substance: Reaction

a) [BMH21A BMH21A1

b) |BMH21B BMH21B1

c) BMH21C1

Evrzied]
o Burzin]
o) [wreie ]
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ID NUMBER:

FORM CODE: BMH
VERSION: 1.0 10/26/10

22) In the past 12 months, how often have you consumed any alcohol containing beverage
(beer, wine, wine coolers, liquor, or mixed drinks such as margaritas, martinis, or

daiquiris)? (check only one)

Every DAy .....cccoovviiiiiiiiiii
4to 6 days perweek.......cccceeeeereeenns
2 to 3 days per week.............ceeeeennn.
Once per week.........coovveeeveviciinneen..
1to 3times permonth .............cc......
Less than once per month................
No alcohol in the past 12 months......

Visit
Number

|:| —|Go to 29

SEQ #

23) When you drink alcohol containing beverages, how many do you usually drink at one [BMH23

sitting? (check only one)

24) What kind of alcoholic beverages do you usually drink? (check all that apply)

ClewHze 1]
BvHza2
(1 23]

25) How often do you have eight or more drinks on one occasion? |BMH25

26) How often during the last year have you been unable to remember what happened |BMH26

the night before because you had been drinking?
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. FORM CODE: BMH Visit
ID NUMBER: VERSION: 1.0 1072610 Number SEQ#

27) How often during the last year have you failed to do what was normally expected |[BMHZ27

of you because of your drinking?

NEVET ..ottt ee e eeeenaeen, []
Less than monthly .............c....cu....... []
MONEALY .. []
WEEKIY ..o ]
Daily or almost daily .............c.c......... ]

28) Has a relative or friend, a doctor or other health worker been concerned about your [BMH28

drinking or suggested you cut down?

N« ettt et ee e []
Yes, but not in the last year.............. []
Yes in the last year..........c.cccooveu..... ]

If participant is MALE, skip to 44
If participant is FEMALE, continue

BMH2

BMH30

w I S5
7]
= o
w o
= O

BMH32

I E
=S
n
o

<
D
QD
2
(72}

o1

29) At what age did you begin monthly menstruation (monthly period)? .........ccccoevieeiiiiiiiinnnnn..
30) Have YOU reacCh MENOPAUSE? ... ..cceeieeeiiiie e e e e e e e e e e e e s e e e e e e e e et e e e e e e e e ataaaaeaaaees
YOS i Y
NO . N —|Go to 31
I dontKnow........ooovviiiiiiiiiii. U —Go to 31
31) If you have reached menopause, at what age did that OCCUI? ..............evvviiiiiiiiiiiiiiiiiiiinnns
32) Did you ever use oral contraceptive MediCatioNS?............uuvvrrrrererriirieiiiiieeieiiereeieieneeeenennees
YES i Y
NO .o N —|{Go to 33
33) If you did use oral contraceptives, for hOW mMany Years?.........cceeeeeeeeeiveeiiiiiie e
34) Did you ever use hormone replacement therapy? ........oooevvveiiiiiiii e
YES i Y
NO ot N —-/Go to 35
35) If you did use hormone replacement therapy, for how many years? ..........cccoeeeeevvvvvvinnnnnnn.

years

Baseline History Form, BMH

Page 9 of 10


bmackay
Text Box
BMH27

bmackay
Text Box
BMH28

bmackay
Text Box
BMH29

bmackay
Text Box
BMH30

bmackay
Text Box
BMH31

bmackay
Text Box
BMH32

bmackay
Text Box
BMH33

bmackay
Text Box
BMH34

bmackay
Text Box
BMH35


(o))

BMH3

0o

BMH3

99)
=
<
W o
by

BMH4

o

months

2

BMH43

. FORM CODE: BMH Visit
ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#

36) Have you ever been pregnant (include miscarriage, abortions)? .............ccccccvvvvvivmiiininnnnnns
YOS i Y
NO ettt eie ettt N —[Go to 40

37) If you have been pregnant, how old were you at the time of your first pregnancy? ............

38) How many times have you been pregnant?............cccoiieeiiiiiiiiiii e

39) Did yOU eVer Dreastf@EU?......... i
YOS Y
NO ..ottt N -/Go to 49

40) If you did breastfeed, for approximately how many total months did you breastfeed

(total for @ll PrEgNANCIES)? ....u. et e e e e e e e e e e e e ar e e e eaaes

41) Have you ever had an ovary remoVEed? ........coouuuiiiiiieiiiieie e e e e e et a e e e e aeeaees
YOS Y
NO . N —|/Go to 43

42) If you had an ovary removed, was one removed or both?................cccciiiis
ONE .o @)
BOth ... B

43) At what age was your ovary Or ovaries removVed? ..........ouuvuieiiieeeiiiiiiiiiee e eeeeeans
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Baseline History Form, BMH
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SPIROMICS
OO BLOOD PRESSURE FORM

: "_': FORM CODE: BPF Visit
D NumBgR: | [BLINDID VERSION: 1.0 10/26/10  Number VISIT] seQ#

Oa) Form Date: .......... / / Ob) Initials...........

Instructions: This form should be completed during the participant’s visit. Whenever numerical responses are
required, enter the number so that the last digit appears in the rightmost box.

1) Was blood pressure taken from right @rm?..........coooueeiiiie s BPFO1
YES oooveeeeeeeeeeeeeneeeneeeeneeeennnnees Y 5lGo to item 2]
NO e N

2) Arm CIrcuUmFEreNCE (CIM) .oeeiiiiii e e e e e e e e et e e e e e e e aaaeaas BPFO2
3) Cuff size: (arm circumference in BraCkets)...........ccvooveveeeeeeeeeeeeee e eee e BPFO3
Small ... 1
Adult..........ccococeee 2
Large.....ccoocvviiinieenn. 3
XLarge....ocooevvvvnnnenn, 4
BPF04
4) ReSPIrAtiON RALE......cciiiiiiiiii e per minute
5) Time first blood pressure taken:............ccccoveeeeiiervrennenn, BPFO5: AM / PM (circle one)|BPF05_A|\/|P|\/|

Q) SYSLONIC ..veeeviiecee e mm Hg BPFOSA

D) DIASONC ..., mm Hg [BPFO5B
C) Heart Rate .........ccocoeiiiiiieeee e beats/min |[BPFO5C

6) Time second blood pressure taken:..........cccccoeeeeiiuneene. JBPFOG . AM / PM (circle one)|BPFO6_AMPM

Q) SYSONC ..ot mm Hg [BPFO6A

D) DIAStOlC .....ccveeceeeeiieciee e mm Hg (BPFO6B
C) HEAM RALE ......cveveveeeeceecececeeeee e beats/min |BPFOG6C

Blood Pressure Form, BPF Page 1 of 2
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. FORM CODE: BPF Visit
ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#
7) Time third blood pressure taken: ...........cccccceveeeeeiiiinneee, BPFO7 . AM / PM (circle one)|BPF07_AMPM
) SYSEONC vttt mm Hg [BPFO7A
D) DIASLONC .....coeevieeiieiiieeeee e mm Hg|BPFO7B
C) HEAM RAE ..ot beats/min|BPF07C

Blood Pressure Form, BPF Page 2 of 2
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SPIROM1¢§

¢C\\

QA \ ‘r,\t':’ﬁy 3
N BRONCHOSCOPY SPECIMEN PROCESSING

WORKSHEET

ID NUMBER: BLINDID

FORM CODE: BPW
VERSION: 3.0 06/10/14

Visit :
Number VIS,IT SEQ#

Oa. Form Date.........c..coeeeenn.n. /

/ BPWOA| ob. Initials...............

BPWO0OB

Instructions: This form should be completed during the participant’s visit. Whenever numerical responses are

required, enter the number so that the last digit appears in the rightmost box. Enter leading zeroes where necessary to

fill all boxes.

BLOOD

1. Heparin Tube for Immunophenotyping

. BPWI1A
a. Time Processed: T

h h: m

m

b. Problems Processing? [_|*Yes[ |°No [BPW1B

[_|Broken Tube

|:|Sample re-centrifuged

[Iclotted

[ JHemolyzed
[ Lipemic [BPwiBs)

[ ]other [BPwiBs6]

Specify: [BPW1BY |

c. Number of pre-made blood assay antibody tubes used:

AM / PM (Circle One) [ BPW1A1

BPW1C

d. Time aliquots placed in refrigerator BP,\,N1P AM / PM (Circle One) |BPW1D1

ORAL SPECIMEN

[BPW2].
2. Time Processed: ——. AM / PM (Circle One)| BPW2A
3. Number of 15mL conical tubes: BPW3

4. Time 15mL conical tubes placed in refrigerator: |BPW4 .

5. Date 15mL conical tubes moved to freezer:

6. Time 15mL conical tubes placed in freezer:

AM / PM (Circle One) |BPW4A

/ /

BPW5

BPW6 |- AM / PM (Circle One)
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FORM CODE: BPW Visit

ID NUMBER: VERSION: 3.0 06/10/14  Number

SEQ#

SALINE SPECIMENS

7. Time Sterile Saline placed in freezer: BPW7_V3 AM / PM (Circle One) |BPW7A_V3
8. Time Scope Saline placed in freezer: BPW8—.V3 AM / PM (Circle One) |[BPWS8A_V3

PROTECTED BRUSH SPECIMEN

9. Time Processed: BPWY . AM / PM (Circle One) BPW/7A

10. Problems Processing? [_|Yes[ |No |BPW8

[_IBlood in the sample [BPW8A]

[ other

Specify:
11. Time placed in refrigerator: BPWY|: AM / PM (Circle One) | BPW9A
12. Date moved to freezer: / / BPW10
13. Time placed in freezer: BPW11 AM / PM (Circle One) | BPW11A

INITIAL AIRWAY WASH

14. Was more than 8mL returned from the first 20 cc airway wash? (Y/N) BPW12
If No, skip to question 19 (Cell Count)

Microbiome sample in RNALater:

15. Time Processed: [BPW13| AM / PM (Circle One) [BPW13A

16. Time placed in refrigerator: BPW14| AM / PM (Circle One) |[BPW14A
17. Date moved to freezer: / / BPW15

18. Time placed in freezer: |BPW16 AM / PM (Circle One) |BPW16A

Cell count:

19. Time Processed: BPW17| AM / PM (Circle One) BPW17A
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. FORM CODE: BPW Visit

ID NUMBER: VERSION: 3.0 0610/14  Number SEQ#

20. Total volume returned: . mL BPW18
BPW19
21. Cell count=# cells/mL= (# cells in 4 squares/4) x 2 x 104 = cells/mL
22. Total cell count= # cells/mL x Wash returned = cells [ BPW20
23. Cytospin suspension= Total cells in 10 mL tube= # cells/mL x volume of wash in 10mL tube=
cells in 10 mL tube |[BPW21

24. Volume to resuspend pellet in with PBS= # cells in tube/0.7 x 1076 = . mL [BPW22
25. Number of cytospin slides created: BPW23
Supernatant Aliguots
26. Time Processed: BP,\,NZL}. AM / PM (Circle One) |BPW24A
27. Number of 500ul aliquots created: BPW25

; ; BPW26 ;
28. Time placed in freezer............. AM / PM (Circle One)|BPW26A
QIAzol RNA prep of cell pellet
29. Time Processed: BPW27 AM / PM (Circle One) BPW27A

: - BPW28 :
30. Time placed in freezer............. AM / PM (Circle One) [ BPW28A
BAL:
31. Time Processed: ||[2P W29 AM / PM (Circle One)|BPW29A
32. Total volume returned: . mL BPW30

BPW31
33. Cell count= # cells/mL= (# cells in 4 squares/4) x 2 x 10"4: cells/mL
34. Total cell count= # cells/mL x BAL returned: cells |BPW32
BPW33

35. Cytospin suspension= Total cells in 10 mL tube= # cells/mL x 10 mL:

cells in 10 mL tube

36. Volume to resuspend pellet in with PBS= # cells in tube/0.7 x 10"6: . mL |BPW34
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_ FORM CODE: BPW Visit
ID NUMBER: VERSION: 3.0 06/10/14  Number SEQ#

Microbiome sample with RNA Later:
37a. Time Processed: BPW35| AM / PM (Circle One) BPW35A

37b. Time placed in refrigerator ....| BPW36 AM / PM (Circle One) BPW36A
38a. Date moved to freezer:.......... / / BPW37

38b. Time placed in freezer........... BPW38 AM / PM (Circle One) [BPW38A

Microbiome sample with no reagent:

BPW39 V3

39. Time transferred to 15mL conical: AM / PM (Circle One) |BPW39A_V3

40. Time placed in freezer: BPWA0_V3 AM / PM (Circle One) [BPWA40A V3

Supernatant sample:
41. Time Processed: |[BPW39 AM / PM (Circle One)|BPW39A

BPW40

42. Number of 500ul aliquots made:

BPWA40A

42a. Number of 15mL aliquots made:
43. Time placed in freezer............. BPW41| AM / PM (Circle One) BPWA1A

Cytospin slide sample:
44. Time Processed: || BPW42 AM / PM (Circle One) BPWA42A

45. Number of cytospin slides: BPWA43

46. Time stained: |[BP W44 AM / PM (Circle One)|BPW44A

Alveolar Macrophage Isolation

ERE

BPWA45 AM / PM (Circle One) (must be exactly 2 hours after collection)

47. Time Processed:

47b. Volume of BAL remaining: BPW45B
(This is the volume after microbiome (if done), cell count and cytospin samples are completed)

The total cell concentration remaining (volume of BAL remaining * Question 34 above)/10mL:


bmackay
Text Box
BPW35

bmackay
Text Box
BPW36

bmackay
Text Box
BPW37

bmackay
Text Box
BPW38

bmackay
Text Box
BPW40

bmackay
Text Box
BPW39_V3

bmackay
Text Box
BPW40_V3

bmackay
Text Box
BPW39A_V3

bmackay
Text Box
BPW40A_V3

bmackay
Text Box
BPW39

bmackay
Text Box
BPW41

bmackay
Text Box
BPW42

bmackay
Text Box
BPW43

bmackay
Text Box
BPW44

bmackay
Text Box
BPW45

bmackay
Text Box
BPW35A

bmackay
Text Box
BPW36A

bmackay
Text Box
BPW38A

bmackay
Text Box
BPW39A

bmackay
Text Box
BPW41A

bmackay
Text Box
BPW42A

bmackay
Text Box
BPW44A

bmackay
Text Box
BPW45A

bmackay
Text Box
BPW45B

bmackay
Text Box
BPW40A


ID NUMBER: FORM CODE: BPW Visit

VERSION: 3.0 06/10/14  Number

48a. Is the time processed less than 2 hours after collection? (Y/N) BPW46| [BPW46A

|BPW46B|

b. Minutes since collection:

c. Reason processed before 2 hours: BPW46C

SEQ#

49a. Is the time processed more than 2 hours after collection? (Y/N) BPWA47A
b. Minutes since collection: BPW47B

c. Reason processed after 2 hours: BPW47C
. : . |BPW48 .
50. Time Processing Complete: — AM / PM (Circle One) |BPWA48A

51. Time Placed in freezer: |[BP W49 AM / PM (Circle One) [BPW49A

Immunophenotyping BAL:

52. Time Processed: |BPW5O AM / PM (Circle One) |[BPW50A

53. Number of pre-made BAL assay antibody tubes used: BPW51
54. Time placed in refrigerator: [BPW52 AM / PM (Circle One)|BPW52A

EPITHELIAL BRUSHES:

55. Problems Processing? [_|'Yes[ ]’No|BPW53

[ IBlood in the sample [EPW52A]
[_lother[BPw53E]
Specify: BPW53C

Cytospin Slides:

56. Time Processed: BP.\.N54| AM / PM (Circle One) BPW54A

57. Cell count= # cells/mL= (# cells in 4 squares/4) x 2 x 10"4:

BPW56

58. Number of cytospin slides:

Epithelial RNA Extraction:

59. Time Processed: |BP,\,N5,7| AM / PM (Circle One) | BPW57A

BPWS55
cells/mL
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ID NUMBER:

FORM CODE: BPW Visit
VERSION: 3.0 06/10/14  Number

60. Time placed in freezer: |BP,W58

AM / PM (Circle One) |[BPW58A

SMALL AIRWAYS EPITHELIAL BRUSHES (OPTIONAL):

61. Were small airways epithelial brushings collected? [_JYes [ |No [BPW61_ V3
62. Problems Processing? [_]Yes [ |No [BPW62_V3
|:|Blood in the sample |BPW62A_V3

[ ]other [BPW62E V3]

Specify:

[BPW62C_V3 |

Cytospin Slides:

[BPW63]

63. Time Processed:

64. Cell count= # cells/mL= (# cells in 4 squares/4) x 2 x 10"4:

AM / PM (Circle One) [BPWG63A

SEQ#

BPWG64

cells/mL

65. Number of cytospin slides: BPWE5

Epithelial RNA Extraction:

BPW66]

66. Time Processed:

AM / PM (Circle One) |[BPWG66A

AM / PM (Circle One) | BPWG7A

67. Time placed in freezer: BP,\IN6,7|
BIOPSIES:
Snap Frozen Biopsies:

BPW59

68. Time placed in freezer:

AM / PM (Circle One)|BPW59A

Formalin Fixed Biopsies:

69. Time placed in cold 10% formalin:

70. Time moved to fresh cold 10% formalin: BPW61

71. Time placed in 70% alcohol at 4 degrees (after formalin fixation):

72. Date biopsies placed in 70% alcohol (after formalin fixation): / /

BPWG62

]BP,YV69| AM / PM (Circle One) |BPW60A
AM / PM (Circle One) |BPWG61A

AM / PM (Circle One) [BPW62A
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. FORM CODE: BPW Visit
ID NUMBER: VERSION: 3.0 06/10/14  Number SEQ#
73. Number of biopsies moved to 70% alcohol: BPW73

74. If biopsies were lost between collection and the final step of sample fixation, please describe how and why they were

lost_[BPW74

75. Was subsequent biopsy processing and paraffin embedding completed by a core lab (Y/N)? BPW75
76. Date biopsies sent to pathology lab: / / BPW76

77. Date paraffin block(s) returned from pathology lab: / / BPW /77

78. Number of paraffin block(s): BPW78
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P

SPIR%MIC’S
L BRONCHOSCOPY SPECIMEN PROCESSING
WORKSHEET
FORM CODE: BPW Visit :
'D NUMBER: VERSION: 2.0 3/01/12 Nurllftl)er V"Qj‘lT

SEQ #

Oa. Form Completion Date..... / /

BPWOA| opb. Initials.............

BPWOB

Instructions: This form should be completed during the participant’s visit. Whenever numerical responses are

required, enter the number so that the last digit appears in the rightmost box. Enter leading zeroes where necessary to

fill all boxes.

BLOOD

1. Heparin Tube for Immunophenotyping

a. Time Processed: BPW1 : AM / PM (Circle One) [ BPW1A1

h h: m m

b. Problems Processing? [_|*Yes[ |’No|BPW1B

[ |Broken Tube
[ ]clotted

[ JHemolyzed
|:|Lipemic
|:|Other

Specify: |BPW1B7

¢. Number of pre-made blood assay antibody tubes used: BPW1C

BPW1D
I~ AM / PM (Circle One) [BPW1D1

d. Time aliquots placed in refrigerator I

ORAL SPECIMEN

2. Time Processed: BP|\|N2 . AM / PM (Circle One)[BPW2A

3. Number of 15mL conical tubes: BPW3

4. Time 15mL conical tubes placed in refrigerator: |BPW4| .

5. Date 15mL conical tubes moved to freezer:

/ / BPW5

6. Time 15mL conical tubes placed in freezer: BPYV6| .

AM / PM (Circle One)

Bronchoscopy Specimen Processing Worksheet, BPW

AM / PM (Circle One) |BPW4A

Page 1 of 6
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ID NUMBER:

FORM CODE: BPW Visit
VERSION: 2.0 03/01/12  Number

PROTECTED BRUSH SPECIMEN

7. Time Processed: T

BPW7|.

AM / PM (Circle One) [BPW7A

8. Problems Processing? [_]*Yes[ |°No[BPW8

|:|Blood in the sample

[ Jother

Specify: [BPwacC]
9. Time placed in refrigerator: | 2P W9 AM / PM (Circle One) |BPWO9A
10. Date moved to freezer: / / BPW10
11. Time placed in freezer: |BPW11 AM / PM (Circle One) |BPW11A
INITIAL AIRWAY WASH
12. Was more than 8mL returned from the first 20 cc airway wash? (Y/N) BPW12

If No, skip to question 17 (Cell Count)

Microbiome sample:

13. Time Processed:

BPW13

14. Time placed in refrigerator:

15. Date moved to freezer:

16. Time placed in freezer:

Cell count:

AM / PM (Circle One) [BPWI13A

BPW14

AM / PM (Circle One) BPW14A

/ BPW15

BPW16]

AM / PM (Circle One) [BPW16A

17. Time Processed:

BPW17

18. Total volume returned:

19. Cell count= # cells/mL= (# cells in 4 squares/4) x 2 x 10" =

AM / PM (Circle One) BPW17A

oL [BPW18

SEQ#

BPW19

cells/mL

Bronchoscopy Specimen Processing Worksheet, BPW

Page 2 of 6
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_ FORM CODE: BPW Visit
ID NUMBER: VERSION: 2.0 030112 Number SEQ#
20. Total cell count=# cells/mL x Wash returned = cells BPW20
21. Cytospin suspension= Total cells in 10 mL tube= # cells/mL x volume of wash in 10mL tube=
cells in 10 mL tube |[BPW21
22. Volume to resuspend pellet in with PBS= # cells in tube/0.7 x 106 = . mL|BPW22
23. Number of cytospin slides created: BPW23
Supernatant Aliguots
BPW24
24, Time Processed: T |.| AM / PM (Circle One) BPW24A
25. Number of 500ul aliquots created: BPW25
26. Time placed in freezer............. BPW26 AM / PM (Circle One) BPW26A
QIAzol RNA prep of cell pellet
27. Time Processed: BPW27 AM / PM (Circle One) BPW27A
28. Time placed in freezer............. |BP,\,’V2?| AM / PM (Circle One) [BPW28A
BAL:
29. Time Processed: |BPW29 AM / PM (Circle One) [ BPW29A
30. Total volume returned: mL [BPW30
BPW31
31. Cell count= # cells/mL= (# cells in 4 squares/4) x 2 x 10"4. cells/mL
32. Total cell count= # cells/mL x BAL returned: cels |BPW32
33. Cytospin suspension= Total cells in 10 mL tube= # cells/mL x 10 mL: BPW33|
cells in 10 mL tube
34. Volume to resuspend pellet in with PBS= # cells in tube/0.7 x 10"6: . mL |[BPW34
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_ FORM CODE: BPW Visit
ID NUMBER: VERSION: 2.0 03/01/12  Number SEQ#

Microbiome sample:
35. Time Processed: | |[BPW35 AM / PM (Circle One) BPW35A

36. Time placed in refrigerator ...... BPW36 AM / PM (Circle One) BPW36A
37. Date moved to freezer:............ / / BPW37

38. Time placed in freezer............. |BPW38| AM / PM (Circle One)|BPW38A

Supernatant sample:

39. Time Processed:|BPW39 AM / PM (Circle One)[BP\W/39A

40. Number of 500ul aliquots made: BPWA40
40a. Number of 15mL aliquots made: BPW40A
BPWA41 BPWA41A
41. Time placed in freezer............. . AM / PM (Circle One)
Cytospin slide sample:
42. Time Processed: BPWA42 AM / PM (Circle One) BPWA42A
43. Number of cytospin slides: BPW43
44. Time stained: BP,\,N44| AM / PM (Circle One) BPW44A
Alveolar Macrophage Isolation
BPWA45A
. BPW45| ; .
45. Time Processed: m AM / PM (Circle One) (must be exactly 2 hours after collection)

45b. Volume of BAL remaining: BPWA’SB
(This is the volume after microbiome (if done), cell count and cytospin samples are completed)

Total cell concentration remaining (volume of BAL remaining * Question 32 above)/10mL:

46a. Is the time processed less than 2 hours after collection? (Y/N) BPWA46A
|IBPW46B|

b. Minutes since collection:

c. Reason processed before 2 hours: BPW46C

Bronchoscopy Specimen Processing Worksheet, BPW Page 4 of 6
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ID NUMBER:

47a. Is the time processed more than 2 hours after collection? (Y/N)

FORM CODE: BPW Visit
VERSION: 2.0 03/01/12  Number

BPWA47A

b. Minutes since collection:

c. Reason processed after 2 hours:

BPWA47B
BPW47C

SEQ#

BPWA48
48. Time Processing Complete: : AM / PM (Circle One) BPWA48A
BPW4
49. Time Placed in freezer: 9 AM / PM (Circle One) BPW49A

Immunophenotyping BAL:

50. Time Processed: |BP,,W5P AM / PM (Circle One) [BPW50A

51. Number of pre-made BAL assay antibody tubes used:

BPW51

52. Time placed in refrigerator: | 2P VW52 AM / PM (Circle One) [ BPW52A

EPITHELIAL BRUSHES:

53. Problems Processing? [_|"Yes[ |°No |[BPW53

[_IBlood in the sample
[ Jother
Specify: BPWSSC

Cytospin Slides:

54. Time Processed: BPWS4 AM / PM (Circle One) BPWS54A

55. Cell count= # cells/mL= (# cells in 4 squares/4) x

BPW56

56. Number of cytospin slides:

Epithelial RNA Extraction:

2 X 10M4:

57. Time Processed: BPW57. AM / PM (Circle One)|BPW57A
58. Time placed in freezer: BP,\,N5E,3| AM / PM (Circle One) |BPW58A

Bronchoscopy Specimen Processing Worksheet, BPW

cells/mL BPW55
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. FORM CODE: BPW Visit

ID NUMBER: VERSION: 20 0301112 Number SEQ#
BIOPSIES:
Snap Frozen Biopsies:
59. Time placed in freezer: BPW59. AM / PM (Circle One) BPW59A
Formalin Fixed Biopsies:

. . . [IBPW60 .
60. Time placed in cold 10% formalin: : AM | PM (Circle One) |BPWG0A

_ . |BPW61 )
61. Time moved to fresh cold 10% formalin: . AM / PM (Circle One) |BPW61A
62. Time placed in 70% alcohol at 4 degrees: BPW62 AM / PM (Circle One) BPWG62A
Bronchoscopy Specimen Processing Worksheet, BPW
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SP/Rczj%(ﬂcs
QA ’:\ ,‘;(_»,3‘(
LR BRONCHOSCOPY SPECIMEN PROCESSING
WORKSHEET
FORM CODE: BPW Visit :
IDNUMBER:  |[BLINDID VERSION: 1.0 10/27/11 Nurlstl)er VIS||T|

SEQ #

Oa. Form Completion Date..... /

/

BPWOA| ob. Initials

BPWOB

Instructions: This form should be completed during the participant’s visit. Whenever numerical responses are

required, enter the number so that the last digit appears in the rightmost box. Enter leading zeroes where necessary to

fill all boxes.

BLOOD

1. Heparin Tube for Immunophenotyping

BPW1

a. Time Processed: .

h h: m m

[ ]Broken Tube
[ ]clotted
[ JHemolyzed

|:|Lipemic
I:'Other

Specify:

AM / PM (Circle One)|BPWI1AL
b. Problems Processing? [_|*Yes[ |°No|BPW1B

c. Number of pre-made blood assay antibody tubes used: BPWIC

BPW1D

| AM / PM (Circle One) |[BPW1D1

d. Time aliquots placed in refrigerator

ORAL SPECIMEN

BPW2
2. Time Processed: I . AM / PM (Circle One) BPW2A

3. Number of 15mL conical tubes: BPW3

4. Time 15mL conical tubes placed in refrigerator: BPW4 .

5. Date 15mL conical tubes moved to freezer:

/ / BPW5

6. Time 15mL conical tubes placed in freezer:

[BPWG].

AM / PM (Circle One)

Bronchoscopy Specimen Processing Worksheet, BPW

AM / PM (Circle One) BPWA4A
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ID NUMBER:

FORM CODE: BPW Visit
VERSION: 1.0 10/27/11  Number

PROTECTED BRUSH SPECIMEN

7. Time Processed:

BPW7

AM / PM (Circle One) |BPW7A

8. Problems Processing? [_]*Yes| |°No [BPWS8

[IBlood in the sample

|:|Other

Specify:
9. Time placed in refrigerator: BP,\,Ng . AM / PM (Circle One) BPW9A
10. Date moved to freezer: / / BPW10

11. Time placed in freezer:

BPW11

INITIAL AIRWAY WASH

AM / PM (Circle One) [BPW11A

12. Was more than 8mL returned from the first 20 cc airway wash? (Y/N) BPW12

Microbiome sample:

13. Time Processed: BPW13

AM / PM (Circle One) [BPW13A

14. Time placed in refrigerator:

15. Date moved to freezer:

16. Time placed in freezer:

Cell count:

BPW14| AM / PM (Circle One) |[BPW14A

/ BPW15

BPW16

AM / PM (Circle One) |BPW16A

17. Time Processed: BPW17

AM / PM (Circle One) BPW17A

18. Total volume returned:

19. Cell count= # cells/mL= (# cells in 4 squares/4) x 2 x 10" =

ot [EPWIE

SEQ#

Bronchoscopy Specimen Processing Worksheet, BPW

BPW19
cells/mL
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ID NUMBER:

FORM CODE: BPW
VERSION: 1.0 10/27/11

20. Total cell count= # cells/mL x BAL returned =

21. Cytospin suspension= Total cells in 10 mL tube= # cells/mL x 10 mL =

cells in 10 mL tube

22. Volume to resuspend pellet in with PBS= # cells in tube/0.7 x 1076 =

23. Number of cytospin slides created:

Supernatant Aliquots

Visit
Number

SEQ#

BPW21|

BPW23

_ [BPW24
24. Time Processed: | .

25. Number of aliquots created:

BPW26

AM / PM (Circle One)|[BPW24A

BPW?25

26. Time placed in freezer.............

OlAzol RNA prep of cell pellet

_ BPW27
27. Time Processed: T~

BPW28

AM / PM (Circle One) BPW27A

28. Time placed in freezer.............

BAL:

29. Time Processed: BPW29

AM / PM (Circle One) [BPW29A

30. Total volume returned:

mL [BPW30

31. Cell count= # cells/mL= (# cells in 4 squares/4) x 2 x 10"4.

32. Total cell count= # cells/mL x BAL returned:

33. Cytospin suspension= Total cells in 10 mL tube= # cells/mL x 10 mL:

10 mL tube

34. Volume to resuspend pellet in with PBS= # cells in tube/0.7 x 10"6:

Microbiome sample:

e AM / PM (Circle One)| BPW26A

I~ AM / PM (Circle One) [BPW28A

L [BPW22

Bronchoscopy Specimen Processing Worksheet, BPW

cells/mL |[BPW31

cells [BPW32
BPW33
cells in
mL [BPW34
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ID NUMBER:

35. Time Processed: | [BPW35

38. Time placed in freezer...........

Supernatant sample:

39. Time Processed: BPW39

40. Number of aliquots made:

41. Time placed in freezer...........t BPWA1 .

FORM CODE: BPW Visit
VERSION: 1.0 10/27/11  Number

AM / PM (Circle One) |[BPW35A

.|BPW36| AM / PM (Circle One)[BPW36A |
) / / BPW37
.|[BPW38 AM / PM (Circle One) [BPW38A |

BPW40

Cytospin slide sample:

42. Time Processed:

43. Number of cytospin slides:

44. Time stained:

AM / PM (Circle One) [BPW39A

AM / PM (Circle One)|[BPW41A

BPW42|

BPWA43

BPW44

Alveolar Macrophage Isolation

45. Time Processed: BPW4E.)-

AM / PM (Circle One) BPWA42A

AM / PM (Circle One) |[BPW44A

BPWA45A
AM / PM (Circle One) (must be exactly 2 hours after collection)

46a. Is the time processed less than 2 hours after collection? (Y/N) BPWA46A

b. Minutes since collection:
c. Reason processed before 2 hours:

47a. Is the time processed more than 2 hours after collection? (Y/N)

b. Minutes since collection:

c. Reason processed after 2 hours:

48. Time Processing Complete:

|BPW46B|

SEQ#

BPW47B

W
o
s
N
~
@]

BPWA48

Bronchoscopy Specimen Processing Worksheet, BPW

AM / PM (Circle One) |BPW48A
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. FORM CODE: BPW Visit
1D NUMBER VERSION: 1.0 10/27/11  Number SEQ#
BPW4
49. Time Placed in freezer: I ? AM / PM (Circle One) BPWA49A

Immunophenotyping BAL:

50. Time Processed: BPWS50 AM / PM (Circle One) BPWS0A

BPW51

51. Number of pre-made BAL assay antibody tubes used:

52. Time placed in refrigerator: BPWS2 AM / PM (Circle One) BPWS2A

EPITHELIAL BRUSHES:

53. Problems Processing? [_|*Yes[ |°No [BPW53

[ IBlood in the sample
|:|Other

Specify: [BPW53C]
Cytospin Slides:
54. Time Processed: BPW54 AM / PM (Circle One)
55. Cell count= # cells/mL= (# cells in 4 squares/4) x 2 x 10™4: ceIIs/mL
BPW56

56. Number of cytospin slides:

Epithelial RNA Extraction:

57. Time Processed: BPWS?.‘ AM / PM (Circle One) |[BPWS57A
BPWS58|
58. Time placed in refrigerator: ﬂ? AM / PM (Circle One) BPWSSA

BIOPSIES:

Snap Frozen Biopsies:

[BPW59
59. Time placed in freezer: :r' AM / PM (Circle One) BPWS9A

Formalin Fixed Biopsies:

Bronchoscopy Specimen Processing Worksheet, BPW Page 5 of 6
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ID NUMBER:

60. Time placed in cold 10% formalin:

61. Time moved to fresh cold 10% formalin:

62. Time placed in 70% alcohol at 4 degrees:

Bronchoscopy Specimen Processing Worksheet, BPW

FORM CODE: BPW Visit
VERSION: 1.0 10/27/11  Number

SEQ#

BP|\|N6(|). AM / PM (Circle One) [BPWG60A
BPW61: AM / PM (Circle One) |BPWG1A

BPW62

AM / PM (Circle One) |BPW62A

Page 6 of 6


bmackay
Text Box
BPW60

bmackay
Text Box
BPW61

bmackay
Text Box
BPW62

bmackay
Text Box
BPW62A

bmackay
Text Box
BPW61A

bmackay
Text Box
BPW60A


e

SPIROMICS
WY BERLIN SLEEP QUESTIONNAIRE

. FORM CODE: BSQ Visit '
DNUMBER: | [BLINDID VERSION: 10 102610 Number |VISIT| SEQ#

0a) Form Date............ / / Ob) Initials...........

Instructions: This form should be completed during the participant’s visit. Please read questions exactly as
written, and read all responses to the participant before recording an answer.

This questionnaire assess breathing trouble while sleeping. | will read you all the response choices.
Please select the best response for you for each question.

Category 1

1) DO YOU SNOTE? ...eeiiiieeeeeeeieet ettt
Y S ettt Y
NO 1.ttt N -/Go to §
DON'TKNOW ... U -Go to §

If you shore:

2) YOUT SNOMING IS vttt eeeeeee e e e e e e e ettt e et ee e e e e e e ee e ee e e e s e e e e s e e e et ee e BSQ02

Slightly louder than breathing ...............cccccoiinnes A
As loud as talking.........coevvviiiiiiiiiiiiiiiiieiee B
Louder than talking.........coooeviiiiiii e C
Very loud—can be heard in adjacent rooms..................... D
3) HOW OftEN O YOU SNOME? ...ttt I%l
Nearly eVery day ..........coeeeeeeieiiiiiiiiiiiiieeiiieieieieeieenenens A
3-4tiMEeS AWEEK.....cciiiii i, B
1-2tiMEeS @ WEEK .....oc e i C
1-2tiMes amonth ..o D
Never or nearly NEVEN...........cuvvceeiii e E
4) Has your snoring ever bothered other PEOPIE? .........ccovieieiiiiiii e
R (= Y
N O e N
DONTKNOW ..ccviiiiiii e e U

The Berlin Questionnaire: Netzer NC. “Using the Berlin questionnaire to identify patients at risk for the sleep apnea syndrome. Ann.
Int. Med; 131(7): 488 © American College of Physicians. October 5, 1999.
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ID NUMBER: VESSRI’\SI\(I::OlF)OEiOI/BZSG(/?lO Nmer SEQ#
5) Has anyone noticed that you quit breathing during your SIEep?.............eevvvriiimimiiiiiiiininnnns
Nearly eVery day .........cceeiieeeiiiiiiii e A
3-4timesS aWeeK.....ooooviiiiii B
1-2tiMeS @ WEEK ....cooeiiieeeii e C
1-2tiMes amonth ... D
NEeVer OF NEArY NEVEN ......cccoieieeeeeeeee e E
Category 2
6) How often do you feel tired or fatigued after your SIEEP? .....ccvvveeeiiiiiiiiiii e,
Nearly eVery day .........cceeiiieeiiiiiiii e A
3-4timesS aWeeK ... B
1-2tiMeS @ WEEK ....coeeiieie e C
1-2tiMes amonth ... D
Never or nearly NEVEN...........cuvveiiii e E
7) During your waking time, do you feel tired, fatigued or not up to par?..........ccccceevvvvvveennnnns
Nearly eVery day .........cceeiiieeiiiiiiii e A
3-41IMES AWK ....ceeiiiiiiiiiei e B
1-2tiMeS @ WEEK ....coeeiieeee e C
1-2timesamonth ..., D
Never or nearly NEVEN..........cuuvueiiii e E
8) Have you ever nodded off or fallen asleep while driving a vehicle? ............ccc..ooooiinnnn.
R L T PP UPPPRTRUPPIN Y
O oottt ettt ettt sttt et ereareene e N —(Go to 10
If yes:
9) HoOWw Often dOES thiS OCCUI? ........iiiiiiiiiiiie et
Nearly eVery day .........ceeeiieeeiiiiiiii e A
3-41IMES AWK ....ceeiiiiiiiiiei e B
1-2tiMeS @ WEEK ..o C
1-2tiMmes amonth ... D
Never or nearly NEVEN...........ouvveeiiii e E
Cateqgory 3
10) Do you have high DlIOOd PrESSUIE? .....oeviiiiiiiiiiiiieieeeeeeee e
R TSP UPPPPTRTSPPI Y
N O e N
DONT KNOW ..o e U

The Berlin Questionnaire: Netzer NC. “Using the Berlin questionnaire to identify patients at risk for the sleep apnea syndrome. Ann.
Int. Med; 131(7): 488 © American College of Physicians. October 5, 1999.

Berlin Sleep Questionnaire, BSQ
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SPIROMICS
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WORKSHEET

IDNUMBER: | |BLINDID

BRONCHOSCOPY SPUTUM PROCESSING

FORM CODE: BSW Visit

VERSION: 2.0 03/06/12 Number

SEQ#

Oa) Form Date ........... / /

BSWOA| 0ob) Initials

BSWO0B

or PM.

Instructions: Complete this form while processing the sputum sample. Carefully record all
data in the space provided. When entering times mark them as hours, minutes, and circle AM

1. Time processing began: ..........ccccceeeeenn.

2. Color and Description of Sample:

a. Salivary Contamination:
[] Minimal

(] Mild [Eswaaz]

[[] Moderate[Bsw3A3]

[ Excessive [B5W3A4]
b. Consistency:

[] Watery [Bswas1]

] Mucoid

] Purulent (puss)
c. Mucus “plugs”:

[_] Numerous

[[] Moderate number [Bswacz]
[] Sparse

[] Large

[ Small

[] Dense/flocculent

[] Diffuse opacity [Bswac7]
d. Color of plugs:

[] Clear[Bswabi]

] White [Bswapz]

[] Yellow/Tan

(] Brown [Eswanz]
(] Green

Bronchoscopy Sputum Processing Worksheet, BSW

BSW1|: AM / PM

h h:m m (Circle One)
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_ FORM CODE: BSW Visit
ID NUMBER: VERSION: 2.0 03006112 Number SEQ#
3. General Notes/Comments: (BS\W4
BSW5A
4. Time immunophenotyping processing began: ............ccccccvvviiiiiiiiinnnnns BSW5]|: AM/PM (circle 1)

5. Weight of the 50mL Centrifuge tube: ...............ouviiiiiiiiiiiiiiiiiiees

Remember to zero the balance.

6. Weight of the Sputum: ...

grams |[BSW6

Make up 1x Sputolysin: combine 1 ml of sputolysin with 9 mls of distilled water and swirl gently to dissolve

crystals

7. Volume of Sputolysin to add (weight of sputum X2): ..........cccovvvviieenneennn.

mLm

AM/PM (circle 1)

Leave in bath approximately 20 minutes or until the sputum appears viscous with vortexing every 5 minutes.

9. NUMDbEr Of tIMES VOIEXEA: .. e e

11. Volume Of PBS AdAed: .....cnieeiiee e

BSW11

BSW12A
AM/PM (circle 1)

mL [BSW13

Centrifuge at 300 x g for 5 mins, then decant supernatant. Resuspend cells in 1.0 ml Stain Buffer. Briefly
centrifuge immunophenotyping sputum assay antibody tubes (supplied by immunophenotyping core) at 300 x

g for 2 mins and uncap tubes

Add 100 g of sputum sample to each tube. Wrap rack with tinfoil to protect from light.

13. Number of pre-made sputum assay antibody tubes used.:....................

Bronchoscopy Sputum Processing Worksheet, BSW

BSW15

BSW14A
AM/PM (circle 1)
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_ FORM CODE: BSW Visit
ID NUMBER: VERSION: 2.0 03006112 Number SEQ#
Incubate tubes for 25 minutes at room temperature, with shaking or rocking.
BSW16A
14. Time iNCUDAtION DEGIN: .......cvvvivieeeeeeeeeeeeeeee e en e BSWI16|. AM/PM (circle 1)
BSW17A
15. TiME iNCUDALION EN: ......ivieieeeeee ettt esenen e BSW17]||: AM/PM (circle 1)

Add 2 mis of Stain Buffer to each tube. Centrifuge at 300 x g for 5 mins. Decant supernatant. Prepare 2%
formaldehyde solution: Combine 0.2 mls 20% formaldehyde with 1.8 mls Stain Buffer. Add 200 . of 2%
formaldehyde to each tube. Replace caps on tubes; they should snap firmly into place. Wrap rack in a new

sheet of tinfoil. Store at 4 < until ready to be shipped

16. Time placed in 4°C StOrage: ......cevviiiiiiiiiiiiiiiiiieeeeeeeeeeee e JBSW18| :

BSW18A
AM/PM (circle 1)

17. Problems processing: |[BSW19

Bronchoscopy Sputum Processing Worksheet, BSW
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SPIROMICS  gRONCHOSCOPY SPUTUM PROCESSING
D WORKSHEET

Number

. FORM CODE: BSW Visit
IDNUMBER: | [BLINDID VERSION: 1.0 10/27/11 SEQ#

Oa) Form Date............ / / BSWOA Ob) Initials...........

BSWOB

Instructions: Complete this form while processing the sputum sample. Carefully record all
data in the space provided. When entering times mark them as hours, minutes, and circle AM

or PM.
1. Time processing began: .........cccccceeeenen.. BS,\,Nl . AM / PM [BSW1A
h h:m m (Circle One)
BSW2
2. Weight of Entire Sample........................ . grams

3. Color and Description of Sample:

a. Salivary Contamination:
[ Minimal
[ Mild [BswaAz]
[] Moderate[ESwzA3]
[] Excessive[ESw3A4]
b. Consistency:
[ Watery [5sw3s1]
[] Mucoid

[] Purulent (puss)
c. Mucus “plugs”:

[] Numerous [Bswac1]

[[] Moderate number [Bsw3cz]
[] Sparse

[] Large

[ Small
[] Densel/flocculent

[] Diffuse opacity [BSw3c7]
d. Color of plugs:
[] Clear[Bswabi]

(] White [fSio7
[] Yellow/Tan

(] Brown [Eswand]
[ Green

Bronchoscopy Sputum Processing Worksheet, BSW

Page 1 of 3
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FORM CODE: BSW Visit

ID NUMBER: VERSION: 1.0 10/27/11 Number

4. General Notes/Comments: ([BSW4

SEQ #

BSW5A

5. TiIMe ProCesSING DEYAN: ........uuuiiiiiiiiiiiiiiiiiiiiiie et

BSW5

AM/PM (circle 1)

6. Weight of the 50mL Centrifuge tube: ..............oevviiiiiiiiiiiiiiiiies

grams|BSW6

Remember to zero the balance.

7. Weight of the SpUtUM: ... e

grams[BSW7

Make up 1x Sputolysin: combine 1 ml of sputolysin with 9 mls of distilled water and swirl gently to dissolve

crystals

8. Volume of Sputolysin to add (weight of sputum X2): ..........cccoevviiieennnnnn.

mL [BSW8

9. Total volume of sputum plus SPULOIYSIN: ......ccoeeeiiiiiiiiieie e,

mL [BSW9

BSW10},

10. Time placed in 37°C water bath:............iiiiii e,

BSW10A
AM/PM (circle

Leave in bath approximately 20 minutes or until the sputum appears viscous with vortexing every 5 minutes.

11. NumMbeEr Of tIMES VOIEXE: . .eenieiieeee e e

BSW11
BSWI12A

AM/PM (circle 1)

13. Volume Of PBS @@ .....c.noeeeeeeeee e

mL [BSW13

Centrifuge at 300 x g for 5 mins, then decant supernatant. Resuspend cells in 1.0 ml Stain Buffer. Briefly
centrifuge immunophenotyping sputum assay antibody tubes (supplied by immunophenotyping core) at 300 x

g for 2 mins and uncap tubes

BSW14A
AM/PM (circle 1)

Add 100 g of sputum sample to each tube. Wrap rack with tinfoil to protect from light.

15. Number of pre-made sputum assay antibody tubes used.:....................

[ESWIS

Bronchoscopy Sputum Processing Worksheet, BSW
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_ FORM CODE: BSW Visit
ID NUMBER: VERSION: 1.0 10/27/11 Number

Incubate tubes for 25 minutes at room temperature, with shaking or rocking.

SEQ #

BSWI16A

16. Time incubation DegiN: .........cooviiiiiiiiii

BSW16]:

AM/PM (circle 1)
BSW17A

17. TIME INCUBALION BN ... ettt r e e e e e eaees

BSW17]-

AM/PM (circle 1)

Add 2 mis of Stain Buffer to each tube. Centrifuge at 300 x g for 5 mins. Decant supernatant. Prepare 2%
formaldehyde solution: Combine 0.2 mls 20% formaldehyde with 1.8 mis Stain Buffer. Add 200 xl of 2%
formaldehyde to each tube. Replace caps on tubes; they should snap firmly into place. Wrap rack in a new

sheet of tinfoil. Store at 4 <C until ready to be shipped

BSW18A

18. Time placed in 4°C StOrage: .....ccovviiiiiiiiiiiiiiiiiiieeeeeeee e BSW18 .

AM/PM (circle 1)

19. Problems processing: [BSW19

Bronchoscopy Sputum Processing Worksheet, BSW
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SriroMICS

SPIROMICS CANCER ABSTRACTION FORM (CAF)

I I

Oa. Completion Date: DD/DD/DDDD Ob. Staff ID: DDD

Month/Day/Year

Oc. Event ID: DDDDDDDDD 0d.Event Date: DD/DD/DDD

SUBJID | FORM CODE: CAF Visit
| VERSION A 2/16/2015 Number

ID NUMBER: SEQ #

Instructions: Answers are derived from the medical records received. Do not complete this form until all records
are received or classified as unobtainable as indicated on the Medical Record Shipping Form.

A.

GENERAL INFORMATION

1. Was the event (choose one):

1= In hospital only

() [eAF]

2= Emergency Dept. visit only (ED)

e e

2. Date of admission: (mm/dd/yyyy)

3. Date of discharge: (mm/dd/yyyy)

3= Both ED and in hospital

e e

4. What was the primary admitting diagnosis code? DDDDDDDD
5. What was the primary discharge diagnosis code? DDDDDDDD

B. CANCER OUTCOMES

6. Has the patient been diagnosed with a primary cancer? Yes[ ] No[ | [CAF6

7. Date of diagnosis: (mm/dd/yyyy)

8. Type of cancer (Mark only one) |CAF8

Accessory sinuses [] cervix [] Larynx [ ] ovary ]
Adrenal glands |:| Colon |:| Leukemia (ALL, CLL) |:| Pancreas |:|
Connective tissue . .
Anus ] (including sarcoma) [] Liver [ ] Parotid gland ]
Appendix [ ] Endocrine glands [] Lung [] Rectum ]
Biliary tract [] Endometrium [] Lymph nodes [] salivary glands []
Bladder, ureter [] Esophagus [] Lymphoma, Hodgkins [ ] Smallintestine []
Bones, joints, cartilage |:| Eye and adnexa |:| hﬁg?ﬁ?a’ Non- |:| Stomach |:|
Brain |:| Gallbladder |:| Melanoma of the skin |:| Thyroid |:|
Breast |:| Genital organs |:| Multiple myeloma |:| Tongue |:|
Central Nervous |:| Kidney, renal pelvis |:| Oral or Palate |:| Uterus D

System

Other, specify:

CAF8A

CAF - Cancer Abstraction Form_v1.0l_20150216

o
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. FORM CODE: CAF Visit
ID NUMBER: VERSION: A 271622015 Number SEQ#

9. Tumor behavior: (Mark only one) |[CAF9
a. [] Invasive; malignant; infiltrating; micro-invasive
b. [] In situ; intraepithelial; non-infiltrating; non-invasive; intraductal
c. [] Borderline malignancy; low malignant potential; uncertain if benign or malignant

d. [_] Unknown

10. Diagnostic confirmation status: (Mark only one. If more than one applies, mark the first applicable category) |CAF10
a. ] Positive histology (pathology)
b. [] Positive cytology, no positive histology
c. [] Positive histology (pathology), regional or distant metastatic site only
d. [] Positive microscopic confirmation, method not specified
e. [] Clinical diagnosis only
f. [_] Unknown
11. Laterality: (Mark only one) [CAF11
a. ] Not a paired site
b. [] Right origin of primary
c. [] Left origin of primary
d. [_] One side involved, right or left origin unspecified
e. ] Bilateral involvement, lateral origin unknown; stated to be a single primary
f. [[] Paired site but no information on laterality; midline tumor
12. Summary stage: (Mark only one) [CAF12
a. [] In situ
b. [] Localized
c. [] Regional
d. [ ] Distant
e. [_] Unknown
C. LUNG CANCER (Complete 13-16 for Lung cancer only)
13. Is lung cancer the primary diagnosed cancer: Yes [ ] No [] (If No, skip to Q17) |CAF13
14. Site of the lung cancer (Mark one only)
Trachea O Main bronchus O Upper lobe bronchus O Middle lobe bronchus O
Lover pe bronorus £ O0erpartsol [ overppng esionof [ Broneue rong
Parietal pleura O Visceral pleura O Other site, pleura O Pleura, unspecified O
Page 2 of 3
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ID NUMBER:

FORM CODE: CAF
VERSION: A 2/16/2015

15. Type of lung cancer (Mark only one) |CAF15

a. ] Non-small cell lung cancer

1. [ ] Adenocarcinoma

2. [[] Squamous / epitheloid carcinoma

3. ] Large cell carcinoma
4. [] Unspecified
b. [] Small cell lung cancer

c. [] Type unknown

d. Other, specify

Visit
Number

16. Treatments (Mark all that apply)

a. [] Surgery |CAF16A

b. [] Chemotherapy |CAF16B

1. [] Neoadjuvant [CAF16B1
2. ] Adjuvant [CAF16B2

c. [ ] Radiation |CAF16C

d. [] Targeted drug treatment
1. [] Bevacizumab (Avastin)

CAF16D

2. [ Crizotinib (Xalkori)
3. L] Erlotinib (Tarceva)

17. Smoking status (Mark only one)

a. Former smoker

1. Packyears: 10orless [ ] 10t020 [] 20ormore [] Unknown []

CAF15A

CAF16D1

CAF16D2

CAF16D3

CAF17A1

b. Current smoker: Yes [ ] No [] Unknown [] |CAF17B

18. Did patient receive a lung transplant? Yes [ ] No [] Unknown []

a. [] Single Right
b. [] Single Left
c. [_] Bilateral

CAF - Cancer Abstraction Form_v1.0_20150216

CAF18

Page 3 of 3
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S’P/ROM[CS

OO COPD ASSESSMENT TEST

. FORM CODE: CAT Visit
ID NUMBER: BLINDID VERSION: 1.0 10/26/10 Number VISIT SEQ #

Oa) Form Date ........... / / CATOA Ob) Initials...........

Instructions: This form should be completed during the participant’s visit. For each item below, have the
participant select the number that best describes their experience.

This questionnaire will help us measure the impact COPD (Chronic Obstructive Pulmonary Disease)
is having on your wellbeing and daily life. For each item below, tell me the number that best
describes you currently. Be sure to only select one response for each question

SCORE
1) | never cough ‘ 0 | 1 ‘ 2 ‘ 3 | 4 ‘ S | | cough all the time |:|
2) | have no phlegm (mucus) ‘ 0 | 1 ‘ 2 ‘ 3 | 4 ‘ 5 | My chest is completely full |:|
in my chest at all of phlegm (mucus)
3) My chest does not feel tight ‘ 0 | 1 ‘ 2 ‘ 3 | 4 ‘ 5 | My chest feels very tight |:|
at all
4) When | walk up a hill or one When | walk up a hill or one
flight of stairs | am not ‘ 0 | 1 ‘ 2 ‘ 3 | 4 ‘ S | flight of stairs | am very |:|
breathless breathless
5) | am not limited doing any ‘ 0 | 1 ‘ 2 ‘ 3 | 4 ‘ 5 | | am very limited doing |:|
activities at home activities at home
6) | am confident leaving my | am not at all confident -
home despite my lung ‘ 0 | 1 ‘ 2 ‘ 3 | 4 ‘ 5 | leaving my home because [CATO6
condition of my lung condition
7) | sleep soundly ‘ 0 | 1 ‘ 2 ‘ 3 | 4 ‘ S | | don't sleep soundly because :
of my lung condition CATOY
8) | have lots of energy lo]1]2]|3]4]5] | have no energy at all :
COPD Assessment Test, CAT Page 1 of 1

COPDAssessment Test and CAT logo is a trademark of the GlaxoSmithKline group of companies.
© 2009 GlaxoSmithKline. All rights reserved.
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CBC RESULTS FORM
, FORM CODE: CBC Visit :
D NUMBER: | |BLINDID VERSION: 11 21611 Number LLo\T| SEQ#
0Oa.Form Completion Date: / / CBCOA | op. Initials:
Instructions: Input the results of your local lab into this form.

1. Date Blood Submitted to Lab: / / CBCO1

2. Date Results Received: / / CBC02

RED BLOOD CELLS

3. Total Red BIOOA CEIIS ........vvveeiiiciiiie et x10t2 [CBCO3

o (=T 0 0o To | (o] o o TSP g/dL CBCO4

B HEIMACTIE ...ttt ettt ettt ettt et et e et et e et et e et et e e e e e s 9% [CBCOS

6. Mean COrpusCuUlar VOIUME ...........uiiiiieiiei e fLCBCO6

7. Red blood cell distribution WIdth ............cccooveveeereceereeeeeee e, 9% [CBCO7

WHITE BLOOD CELLS (ABSOLUTE VALUES)
-CBCO8

8. Total White DIOOT CEIIS..........ceeveieeeeee ettt x10°/L
CBC09

9. Neutrophil GranUIOCYLE ...........c.coviveeeeeeeeeeeee et ettt n e, x10%/L

9a. Neutrophil granUIOCYLE Y0........uuuuiiiiiieeieeee e 95| CBCO9A
CBC10

20, LYMPROCYIES ...ttt et et e et ettt et eee e et et eeeen e e et eee e e e x10°%/L

10a. LYMPROCYLIE D0 ...cceeeeeeiiiie e e ettt s e e e e e e e e et s e e e e e e e e eannann s 95 |[CBC10A
CBC11

Y T 1o o3y (=TT x10%/L

128, MONOCYLE D0 ..ottt e ettt et ettt e et et e e e en s % |CBC1I1A

CBC Data Collection Form, CBC

Page 1 of 2
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, FORM CODE: LAB Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number
12. E0SINOPhIl granuUIOCYLES ......ccooiiieece e
12a. E0SINOPhIl granuIOCYLe %0.......ccovvveiiieiiie e e e
13. Basophil granuloCytes.........cooo i

13a. Basophil granulocyte %

PLATELETS

14. Platelet Count..................

15. Mean Platelet Volume.....

16. Comments:

SEQ#

cEctz]

x10°/C

9% [CBC12A

[CBC13

x10°/C

o0 [CBCTEA |

x10%/Lt

1L [cBCTS]

CBC Data Collection Form, CBC
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CBC RESULTS FORM
, FORM CODE: CBC Visit '
IDNUMBER: | |BLINDID VERSION: 10 10726110 Number Lo | SEQ#
0Oa.Form Completion Date: / / CBCOA | op. Initials:

Instructions: Input the results of your local lab into this form.

1. Date Blood Submitted to Lab: / /

2. Date Results Received: / /

RED BLOOD CELLS

3. Total Red BIOOA CEelIS .......cooiiiiiiiiiie e . x10”L

4. HEmMOGIODIN. ... . g/dL
LT o (1 0T T 11 T . %

6. Mean COrpUSCUIAr VOIUME ... ...ccuuiiiiiiiiie e e eeaa e . f
7. Red bl00d Cell dIStriDULON WILH ...............oooooeoreesec oo || %[cBCO7]

WHITE BLOOD CELLS (ABSOLUTE VALUEYS)

CBCO08
8. Total WHite DIOOT CEIIS.......eoeeeeeee e e e e ) x10°/L

9. Neutrophil GranUIOCYLE ...........c.coviueeeeeeieeeeeeeeeetes ettt ee s eeeee e, : x10%/L

10, LYMPROCYIES ...ttt ettt ettt st neete e ereeeane s : x10%/L

11 MONOCYLES ..ttt et et et ettt e et et e et e e e et e et e e e e e e e : x10°%/L

CBC12
12. E0SINOPhIl granUIOCYLES ... oo e e . x10°%/C

CBC13
13. BasOPhil GranUIOCYLES..........c.cviuiieeeieeeeeeeee ettt n e : x10° E

B

CBC Data Collection Form, CBC Page 1 of 2
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ID NUMBER:

FORM CODE: LAB Visit
VERSION: 1.0 10/26/10 Number

PLATELETS

14. Platelet Count ............

15. Mean Platelet Volume

16. Comments:

SEQ#

CBC14
10/ CBC14]

fL [CBC15

CBC Data Collection Form, CBC
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SpPIROMICS
AN AT A

AR W
L g e

COORDINATOR EXACERBATION
ASSESSMENT FORM (Wave 1)

ID NUMBER: BLINDID

FORM CODE: CEA Visit
VERSION: 1.0 05/27/14 Number

SEQ #

0a) Form Completion Date....

/ CEAOa |ob) Staff Code

..... [CEAOD |

Instructions: This form should be completed any time the participant calls the clinical
center with a possible exacerbation event.

Administrative

Date of contact:

/

/

1. Why did you contact the SPIROMICS center today? (Do not read responses. Check all that apply)

la. Participant felt they were having an exacerbation (Y/N)

1b. Participant felt he or she met the criteria on the information card (Y/N)
1c. Participant reported the EXACT-Pro Message said to call (Y/N) ..........

1.c.1. Date of first EXACT-Pro Message: /

Review of Symptoms

2. Since the start or worsening of your symptoms, have you experienced any of the following for at least

2 or more consecutive days?

a. Increase or Worsening in Shortness of Breath (Dyspnea)
b. Change in sputum color (purulence)

C. Increase in sputum volume

Clinician Exacerbation Assessment Form — CEA (Wave 1)

Yes No

........ [1 [J[CEA2a]
............................................................... [0 [[CEA2b]

............................................................................. [0 [J[CEA2c]
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bmackay
Text Box
CEA0a

bmackay
Text Box
CEA0b

bmackay
Text Box
CEA0c

bmackay
Text Box
CEA1a

bmackay
Text Box
CEA1b

bmackay
Text Box
CEA1c

bmackay
Text Box
CEA1c1

bmackay
Text Box
CEA2a

bmackay
Text Box
CEA2b

bmackay
Text Box
CEA2c

bmackay
Text Box
BLINDID


ID NUMBER: FORM CODE: CEA

Visit

VERSION: 1.0 05/27/14 Number

SEQ #

3) Since the start or worsening of your symptoms, have you experienced any of the following for at

least 2 or more consecutive days?

Runny Nose/Nasal discharge
Increase or worsening of wheeze

Sore throat

©® oo o p

HCU Event Determination

Yes

No

[1[CEA3a]
[1[CEASD]
[ [CEASC]
[ [CEAS]

4. Have you contacted your primary physician or gone to the emergency room, urgent care, or hospital

regarding this change in your SYMpPtomMS? ..........uuuuuriiuniiimiiiniiiniiineineennnennn..

N O 0 - Skip to 4d
4a. Date of contact with physician or emergency room/urgent

care visit: / /

0 OfceRse)

4b. Why did you contact your primary physician or go to the emergency room, urgent care, or hospital

for this change in symptoms?

Thought | might need extra treatment
Knew | needed treatment

Scared or nervous

Wanted to catch it early

Someone (spouse/child) told me to call

Other

7a. Specify:

N o o s~ w0 DdPE

4c. Did the participant report going to the emergency room or hospital?

Coordinator Exacerbation Assessment Form — CEA (Wave 1)

Sputum color change: the doctor told me to call if my sputum changes color
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, FORM CODE: CEA Visit
ID NUMBER: VERSION: 1.0 05/27/14  Number SEQ#

4d. Why didn’t you contact your primary physician or go to the emergency room, urgent care, or
hospital regarding this change in symptoms?

Yes No
1. Inconvenient [] []|CEA4d1l
a. Too far 1 0O CEA4dla
b. Office not open [1 [][CEA4d1b
c. Could not make an appointment [0 []|CEA4dic
d. Other
e) Specify [CEA4dle [1 [l|CEA4d1d
CEA 2. Cost (co-pay, medications, deductible) ] [
items 2-9 | 3. | have treatment at home to take when I feel worse 0 O
not used . .
4. |didn’t feel sick enough to call. ] [
5. Ithought it would go away soon. ] [
6. | knew it wasn't a problem (past experience) ] O
7. 1don't like to bother my doctor ] [
8. ldon't like or prefer not to take extra medications ] O
9. Other 1 O
9a. Specify:
5. (If yes to Q4) As a result of contacting your physician or going to the emergency room, urgent care, or
hospital was there a change in your medical treatment (e.g., changed your medications)? CEAS
Y S e 1
o T 0> Skipto7

5a. Date of change in medical treatment: / / CEA5a

6. (If no to Q4) Have you changed your medical treatment as directed by your physician because of the change

in your symptoms (e.g., filled a prescription of antibioticS)? ...........ccccceeiiiiiiiiiiinnnnns CEAG
Y S 1
NO 0

6a. Date of change in medical treatment: / / CEA6a

Previous Event/Visit Determination (Do not read to participant)

7. Has the participant had a previous HCU-triggered exacerbation AND completed a study visit for that

LSy = 1o F=1 110 ] 0 17T

NO 0> Skipto 9

Coordinator Exacerbation Assessment Form — CEA (Wave 1) Page 3 of 5
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ID NUMBER: FORM CODE: CEA Visit

VERSION: 1.0 05/27/14 Number SEQ#
8. Has the participant had at least three previous events AND completed study visits for these events? CEA8
Y S et 1 >END (Participant ineligible for another visit)
N O e 0

Visit Eligibility Determination (Do not read to participant)

9. Is this participant eligible for an exacerbation clinic Visit? .............ccccccciiiiiinnnen. CEA9
Y S 1
INO ettt 0-> End

Eligibility Criteria:

1) No history of previous HCU exacerbation visit (Q7 = N) and Q4 or Q6 =Y (HCU Exacerbation Visit)

10. Was the participant scheduled for a study ViSit? .........cccccoiiiiiiiiiiiiieeenniiieee, CEAIO
Y B e 1- End
NO L 0

11. Reason participant was not scheduled for an exacerbation visit:

Yes No
a. Too far 1 [
b. Participant didn’t have time to come in 0 [
c. Too sick to come in 1 [
d. Lack of transportation 1 [
e. Unable to schedule visit within 72 hours (participant) 1 [
f.  Unable to accommodate visit within 72 hours (clinic) L1 O
g. Other L1 O

o1 Specity

Coordinator Exacerbation Assessment Form — CEA (Wave 1) Page 4 of 5
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FORM CODE: CEA Visit

ID NUMBER: VERSION: 1.0 05/27/14 Number

SEQ #

Call Conclusion Prompt:

If the participant has not contacted their physician or gone to the emergency room/urgent care and WILL NOT
be coming in for a visit:

“Thank you for contacting us. We recommend that you contact your primary care physician to discuss the
worsening symptoms that you are having now and see if he or she recommends treatment.”

If the participant has not contacted their physician or gone to the emergency room/urgent care and WILL be
coming in for a visit:

“Thank you for contacting us. We recommend that you contact your primary care physician to discuss the
worsening symptoms that you are having now and see if he or she recommends treatment. The SPIROMICS
visit we’re scheduling now does not take the place of a visit with your physician and is for research evaluation
only.”

If the participant has already contacted their physician or gone to the emergency room/urgent care and WILL be
coming in for a visit:

“Thank you for contacting us. As a reminder, the SPIROMICS visit we’re scheduling now does not take the
place of a visit with your physician and is for research evaluation only.”

Coordinator Exacerbation Assessment Form — CEA (Wave 1) Page 5 of 5
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COORDINATOR EXACERBATION
ASSESSMENT FORM (Wave 2)

ID NUMBER: BLINDID

FORM CODE: CEF Visit
VERSION: 1.0 08/13/15 Number

SEQ#

Oa) Form Completion Date....

/ |CEF0a| op) staff Code

.....

Instructions: This form should be completed any time the participant calls the clinical
center with a possible exacerbation event.

Administrative

Date of contact:

/

/

CEFOc

1. Why did you contact the SPIROMICS center today? (Do not read responses. Check all that apply)

la. Participant felt they were having an exacerbation (Y/N)

1b. Participant felt he or she met the criteria on the information card (Y/N)
1c. Participant reported the EXACT-Pro Message said to call (Y/N) ..........

1.c.1. Date of first EXACT-Pro Message: /

Review of Symptoms

CEF1b

CEFlc

2. Since the start or worsening of your symptoms, have you experienced any of the following for at least

2 or more consecutive days?

a. Increase or Worsening in Shortness of Breath (Dyspnea)
b. Change in sputum color (purulence)

C. Increase in sputum volume

Clinician Exacerbation Assessment Form — CEF (Wave 2)

Yes No

....... 0 OfEz)
............................................................. 0 O[ce)

........................................................................... 0 [O[CEF2c]
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_ FORM CODE: CEF Visit
ID NUMBER: VERSION: 1.0 8/13/15  Number

SEQ#

3) Since the start or worsening of your symptoms, have you experienced any of the following for at

least 2 or more consecutive days?

® a0 o p

HCU Event Determination

Yes No

Runny Nose/Nasal diSCharge.............c.covovevrrueueueeeeeeeeeeeeeseeeeeeeesen s, O O
INCrease or WOrsening Of WNEEZE...............vvueueeeeeeeeeeeeeeeeeeeseeee e, 0 O
SO thIOBL ...ttt ettt ee e, L O
INCrease Or WOIrSENING Of COUGN .........vovoveveeereeeeeeeeeeeeeeseeeeee oo eeeeeeseseeeeeeees L O
O O

4. Have you contacted your primary physician or gone to the emergency room, urgent care, or hospital

regarding this change in your SymMptomMS?.........ieiiiiiiiiiiiiiiee e eeeens

N O e 0 - Skip to 4d
4a. Date of contact with physician or emergency room/urgent

care visit: / /

CEF4

4b. Why did you contact your primary physician or go to the emergency room, urgent care, or hospital

for this change in symptoms?

Thought | might need extra treatment
Knew | needed treatment

Scared or nervous

Wanted to catch it early

Someone (spouse/child) told me to call

Other

7a. Specify:

N g M Db ke

4c. Did the participant report going to the emergency room or hospital?

Coordinator Exacerbation Assessment Form — CEF (Wave 1)

Sputum color change: the doctor told me to call if my sputum changes color
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FORM CODE: CEF Visit
VERSION: 1.0 8/13/15 Number

4d. Why didn’t you contact your primary physician or go to the emergency room, urgent care, or
hospital regarding this change in symptoms?

ID NUMBER: SEQ #

<
D
7]

1. Inconvenient CEF4d1

CEF4d1la
CEF4d1b
CEF4d1c
CEF4d1d

Too far
Office not open
Could not make an appointment

Other

aoop

Dddogooan good D|
OO0000000 gooo dg

CEE 2. Cost (co-pay, medications, deductible)
items 2-9 3. I have treatment at home to take when | feel worse
notused | 4 |didn'tfeel sick enough to call.
5. I thought it would go away soon.
6. | knew it wasn’t a problem (past experience)
7. 1don't like to bother my doctor
8. I don't like or prefer not to take extra medications
9. Other
9a. Specify:
5. (If yes to Q4) As a result of contacting your physician or going to the emergency room, urgent care, or
hospital was there a change in your medical treatment (e.g., changed your medications)?
Y S e 1
N O e 0> Skipto 7

5a. Date of change in medical treatment: / / CEF5a

6. (If no to Q4) Have you changed your medical treatment as directed by your physician because of the change

in your symptoms (e.g., filled a prescription of antibiotics)? ...........cccccvveeeeiiienniinnn, CEF6
Y S e 1
NO e 0
6a. Date of change in medical treatment: / / CEF6a

Previous Event/Visit Determination (Do not read to participant)

7. Has the participant had at least three previous events AND completed study visits for these events? CEF7
Y S et 1 >END (Participant ineligible for another visit)
N O e 0

Coordinator Exacerbation Assessment Form — CEF (Wave 1) Page 3 0of 5
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_ FORM CODE: CEF Visit
ID NUMBER: VERSION: 1.0 8/13/15  Number SEQ#

Visit Eligibility Determination (Do not read to participant)

8. Is this participant eligible for an exacerbation clinic Visit? ...........ccccooeevviviiiinnnnn. CEF8
Y S e 1
N O e 0-> End

Eligibility Criteria:
1) Fewer than three previous visits (Q7) and
2) Participant reports a change in medical treatment (Q4 or Q6 = Y) OR an EXACT trigger (Q1lc=Y)

3) Participant has contacted the site within 72 hours of the EXACT triggering (CEF1cl), contacting his or her
physician (CEF4a), or changing medications (CEF6a), whichever occurred first.

9. Was the participant scheduled for a Study ViSit? .............ccocoveeereereeereesenen, CEF9
Y S e 1-> End
N O e 0

10. Reason participant was not scheduled for an exacerbation visit:

Yes No
a. Too far [] [][CEF10a]
b. Participant didn’t have time to come in 1 [
c. Too sick to come in 1 O
d. Lack of transportation 1 [
e. Unable to schedule visit within 72 hours (participant) O] O
f.  Unable to accommodate visit within 72 hours (clinic) O O
g. Other O O

gl. Specify

Coordinator Exacerbation Assessment Form — CEF (Wave 1) Page 4 of 5
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FORM CODE: CEF Visit

ID NUMBER: VERSION: 1.0 8/13/15 Number

SEQ#

Call Conclusion Prompt:

If the participant has not contacted their physician or gone to the emergency room/urgent care and WILL NOT
be coming in for a visit:

“Thank you for contacting us. We recommend that you contact your primary care physician to discuss the
worsening symptoms that you are having now and see if he or she recommends treatment.”

If the participant has not contacted their physician or gone to the emergency room/urgent care and WILL be
coming in for a visit:

“Thank you for contacting us. We recommend that you contact your primary care physician to discuss the
worsening symptoms that you are having now and see if he or she recommends treatment. The SPIROMICS
Visit we re scheduling now does not take the place of a visit with your physician and is for research evaluation
only.”

If the participant has already contacted their physician or gone to the emergency room/urgent care and WILL be
coming in for a visit:

“Thank you for contacting us. As a reminder, the SPIROMICS visit we 're scheduling now does not take the
place of a visit with your physician and is for research evaluation only.”

Coordinator Exacerbation Assessment Form — CEF (Wave 1) Page 5 of 5
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DEATH CERTIFICATE FORM
. FORM CODE: DCF Visit
'D NUMBER: SUBJID VERSION: 1.0 12/15/14  Number SEQ#

DCFOA
Oa. Form Completion Date.... / / 7 Ob. Code.............. DCFOB

Oc. Subject ID: I:“:H:“:IDDI:H:I 0d. Event Date: DD/DD/DDD

Instructions: The Death Certificate Form is completed for each death reported from the Quarterly Follow-up Form. A
Death Certificate must be requested and obtained prior to completing this form.

1. Was a death certificate obtained?............cccoeeevvvvveeennnnn. DCF1
Y S i Y
NO ettt N—{Go to end of form|

2. Dateofdeath: ........coooimiiiiii e, / / DCF2
. DCF3A DCF38 .
3. Timeofdeath: ..o ; AM / PM (Circle One)

4. Did the decedent die in a hospital?...........cccccoeeevieeennenns DCF4

NO . N—/Go to Item 6
UNKNOWN ..o U—|/Go to Item 6

5. Was the death classified as: (selectone) ...................... DCF5
Dead on Arrival (DOA) .....ccceeveeriinnnnes 1
Emergency Dept. (ED) .....ooeevevrvnnnnns 2
Outpatient............cccevvvvvvviiiie, 3
Inpatient ..........cooviiiii i, 4
None of the above..........ccccceeeieiiinnns 5
Not recorded .......ccccoeeeveieiiieeiiieeeennn, 6

6. Was this a coroner’s or medical examiner’'s case?........ DCF6
Y S e Y

NO N—|/Go to Item 10

7. Was the name and address of the Coroner or Medical Examiner recorded?............... DCF7

NO ..o N—|/Go to Item 10
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VISIT


ID NUMBER:

[Removed from Blinded Dataset |

8. Name:

FORM CODE: DCF Visit
VERSION: 1.0 12/15/2014 Number

SEQ #

|[Removed from Blinded Dataset |

9. Address: a. Street

Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

b. City

c. State d. Zip code

e. Country___|[Removed from Blinded Dataset |

10. Was an autopsy PErfOIMEA?...........c.cvovivvreeeeeeeeeeeeeeeseeee e e s st esees s eseenneees DCF10
Y S e Y
NO. .o N

11. Was the underlying cause of death recorded using ICD9 or ICD10 codes? ................ DCF11
ICDO ...t 1-/Go to Item 114
0] 0 o J TR 2—|Go to Item 11b|
No Codes Available....................... 3—/Go to Item 13

11a. ICD-9 Code for UNDERLYING cause of death:...........ccccceeeiiiiiiiiiiiiiie e .| [DCF11A

11b. ICD-10 Code for UNDERLYING cause of death: .......cc.cevvevieiiiiiiieiiiee e

) |DCFllB|

12. Were the additional ICD codes recorded using ICD9 or ICD10?...........c.c.ccccevvrveunnnn. |DCF12 |

ICD9 ... 1 —|Go to Item 124

ICDL10 e 2—(Go to Item 12b|

No Codes Available....................... 3—Go to Item 13

12a. All listed ICD-9 Codes for death: DCFI12A
1DCF12A1 DCF12A5 DCF12A9

1. . 5. - 9. | N -
2 DCF12A2 6. DC”:FlfA6I. 10. . item not collected
3 DCF12A3_ 7. DCF12A7 11. . item not collected
4. D%Flﬁ'M . 8. DCF12A8 ] 12. . item not collected

Death Certificate Form, DCF

Page 2 of 3
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) FORM CODE: DCF Visit
ID NUMBER: VERSION: 1.0 12/15/2014  Number SEQ#
12b. All listed ICD-10 Codes for death: DCF12B
~DCF12B1 _DCFlZB5 —DCF12B9
1. 1 S. . 9. —_1-
MDCF12B2 DCF12B6
2- 11 11 | 6 11 11 | 10
DCF12B3 DCF12B7
3. . 7. ! 11.
DCF12B4 MDCF12B8
4. L[] 8. ” ” I 12.
13. Are there causes of death recorded on the death certificate? .........ccoovevevvieiiviverienerennn, DCF13A
Y S i Y
NO . N—/Go to Item 14
13a. Immediate cause: DCF138
DCF13C
13b. Due to or as a consequence of (1)
DCF13D
13c. Due to or as a consequence of (2)
13d. Due to or as a consequence of (3) DCFI3E
o " . DCF14
14. Are there other significant conditions recorded on the death certificate?....................
Y S i Y
LT N—/Go to Item 16
15. Conditions: DCF15
16. Interval between onset and death for immediate cause of death: .........c.cccovvvvvirivenreen, DCF16
Five minutes orless .......covveevveveennne. 1
One hour orless......cccevveviiiiiiiiiieenn, 2
Oneday Or less......cccccevvviiiiiiinenneenn. 3
Oneweekorless ......coovveevieeiiiiennnnnn, 4
Onemonth orless.......ccovvvevevvienneeennn. 5
More than one month...............eeen... 6
Unknown or Not recorded ................. 7

Death Certificate Form, DCF Page 3 of 3
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SPIROMICS
W U DEMOGRAPHIC INFORMATION FORM

VAW

FORM CODE: DEM Visit :
IDNUMBER: [BLINDID VERSION: 3.0 07/08/11  Number |VISIT] SEQ#
Oa) Form Date: .......... / / DEMOA| 0b) Staff Code......

Instructions: This form should be completed during the participant’s visit. Please read all questions exactly as
written.

This questionnaire gathers demographic information. Please select the answer that is most accurate
for you.

1) What is your birth year?... DEMOL| 1a) Whatis your age?...........
2) What is the highest grade you completed in SChOOI? .........cocvoeeeveveceeeeeeenns DEMO02
Eighth grade or DElOW.............oviiiiiiiiiii 1
Trade school or business school instead of high school ................. 2
Some high SChOOI ..., 3
High SChOOI graduate...............eeuiiiiiiiiiiiiiiiiiiiiiiiiiieiieeeeee e 4
Trade school or business school after graduating high school......... 5
SOME COIBGE ... 6
Received bachelor's degree .........ccoooooviiiiiiiiiiii e 7
Graduate or professional education beyond the bachelor’s degree.8
Graduate or professional degree ... 9
Specify: [DEMO02A]
DeCHNES 10 ANSWET ....vvueiie e it e ettt e e e e et eeeeeeeeanes 10
3) What is your current Marital SALUS? ...........cooveeeeeeeeeeeeeeeeeeeeeseeeeeeeenen e, DEMO3
NeVer Married............uuuueueeeuuueeeeeneeennnnnnenennnnnnnnnnnnnnns 1
Married/Living as Married/Living with Partner .......... 2
WiIdOWE.......cevviiiiiiiiiiiiiiieeeeeeeeeeeeeeeeeeeeeeeeeeeeee e 3
Separated. ... 4
1Yo (o= o [ 5
Declines t0 anNSWET .......ccooveiiiiiiiiii e 6
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I NUVBER VERSION:30T0BAT  Number e
4) What is your total yearly household inCOMe?........cccooevviiiiiiiiiiiieeeeceee e,
Under $15,000..........cueveurereeereeeeennerennennnnennn. 1
$15,000 - $34,999.....ccciiiiiiiiiiiiiee e 2
$35,000 - $49,999......ccciiiiiiiiiiiiie e 3
$50,000 - $74,999......ccciiiiiiiiiiee 4
$75,000 OF MOIE oo 5
Declines to anSWer ..........ooeevvveeeieiiinieeeneeeeens 6

5a) Are you of Hispanic or Lating heMtage?............cc.cveveereeeieeeieeeeeeeseese s DEMO5

Hispanic or Latino (of Spanish culture or origin regardless of race) ...... 1

NOt HiSPANIC OF LALINO ...vvvveviiiiiiiiiiiiiiiiiiiiiiiiisiiebseseeeesseseeeeeneeesenennennnene 2—Skip 5b

5b) Which of the following best describes your Hispanic/Latino heritage? (select only one) |[DEMO5SA

Central American or Central American descent
Cuban or Cuban descent

Mexican or Mexican descent

Puerto - Rican or Puerto Rican descent

South American or South American descent
Dominican or Dominican descent

More than one heritage

Other

If other, please specify: _[DEMOSA1

6) Which of the following categories would you use to describe yourself? You may select more than one.
(check all that apply):

Caucasian/White ..........cccccvviiiiiiiii D

A person having origins in any of the original peoples of Europe, the Middle East, or North Africa.

Black or African American .............ccccevvvvceeeenn... |:| DEMO6B

A person having origins in any of the black racial groups of Africa.

ASIAN e |:|

A person having origins in any of the original peoples of the Far East, Southeast Asia including
the Philippine Islands, or the Indian subcontinent.

American Indian or Alaska Native....................... [ ]|DEMO6D

A person having origins in any of the original peoples of North, Central, or South America, and
who maintains tribal affiliations or community attachment.

Native Hawaiian or Other Pacific Islander.......... [ ]|DEMO6E

A person having origins in any of the original peoples of Hawaii, Guam, Samoa, or other Pacific
Islands.

Participant refused to ansSwer ...............c.c.c........ [ ] |DEMO6F

I
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SPIROMIC.
AT DEMOGRAPHIC INFORMATION FORM

, FORM CODE: DEM Visit |
ID NUMBER: [BLINDID VERSION: 2.0 11/09/10 Number ‘VISIT SEQ#

Oa) Form Date............ / / Ob) Initials.............

Instructions: This form should be completed during the participant’s visit. Please read all questions exactly as
written.

This questionnaire gathers demographic information. Please select the answer that is most accurate
for you.

1) What is your birth year?... M la) Whatis your age? ........... M
2) What is the highest grade you completed in SChOOI? .........cccooeviiiiiiiiiiiiiieeieen,
Eighth grade or DElOW...........coooiiiiiiiii e 1
Trade school or business school instead of high school ................. 2
Some high SCROOL.........ouviiiiiiiiiiiiii e 3
High school graduate...........ccooooiviiiiiiiiii e 4
Trade school or business school after graduating high school........ 5
SOME COIBGE ... i 6
Received bachelor's degree ... 7
Graduate or professional education beyond the bachelor’'s degree 8
Graduate or professional degree........ccccevvveiiii i, 9
Specify: DEMO2A]
DecCliNeS 10 @NSWET ....cccee e 10
3) What is your current marital StatUS? .........ccccoeeiiieeiieiiieiseeee e
Never Married..........cccceeeeeeii 1
MAITIEA .o 2
Widowed ... 3
Separated..........cccvvieiiiieii 4
Divorced ......coooeeeiiei 5
Declines to answer ..........ccceeeeeeeeeee e 6

Demographic Information Form, DEM Page 1 of 2


bmackay
Text Box
BLINDID

bmackay
Text Box
VISIT

bmackay
Text Box
DEM0A

bmackay
Text Box
DEM01A

bmackay
Text Box
DEM01

bmackay
Text Box
DEM02

bmackay
Text Box
DEM03

bmackay
Text Box
DEM02A


) FORM CODE: DEM Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

4) What is your total yearly household income? ...........ccccc
Under $15,000.......cccoeiiiieeiieeeieiee e 1
$15,000 - $34,999 .....ooviiiiiiiieeee e 2
$35,000 - $49,999 .....ooiiiiiiiieeee e 3
$50,000 - $74,999 ....oooviiiiiie e 4
$75,000 OF MOTE ..o 5
Declines to answer ..........ccceevveeeeeeeeeeee e 6
5a) Are you of Hispanic or Lating NEMtAgE? ..........oveeeeeeeeeeeeeeeeeeeee e, DEMOS

Hispanic or Latino (of Spanish culture or origin regardless of race)...... 1
NOt HiSPANIC OF LALINO .....vvvviiiiiiiiiiiiiiiee e 2—Skip 5b

5b) Which of the following best describes your Hispanic/Latino heritage? (select only one) | DEMO5A

Central American or Central American descent
Cuban or Cuban descent

Mexican or Mexican descent

Puerto - Rican or Puerto Rican descent

South American or South American descent
Dominican or Dominican descent

More than one heritage

Other
If other, please specify: [2EMOSAL

6) Which of the following categories would you use to describe yourself? You may select more than one.
(check all that apply):

Caucasian/White ...........cccueeeveieeiiiiiiiiiieeeeeeee |:|

A person having origins in any of the original peoples of Europe, the Middle East, or North Africa.

Black or African American ...........ccccecvvvvnnnnnnnnnns |:| DEMO6B

A person having origins in any of the black racial groups of Africa.

= - |:|

A person having origins in any of the original peoples of the Far East, Southeast Asia including
the Philippine Islands, or the Indian subcontinent.

American Indian or Alaska Native ...................... |:| DEMO6D

A person having origins in any of the original peoples of North, Central, or South America, and
who maintains tribal affiliations or community attachment.

Native Hawaiian or Other Pacific Islander-......... [ ]|DEMO6E

A person having origins in any of the original peoples of Hawaii, Guam, Samoa, or other Pacific
Islands.

Participant refused to answer ............................. [ ] [DEMO6F

I [
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SPIROMICS
,j’f‘ﬁ&{ DEMOGRAPHIC INFORMATION FORM
1D NOMBER: vﬁgg%ﬁﬂ?g :10/.;?5%0 NL\J/ri’?li)ter |V';S'T SEQ#

0a) Form Date: .......... / / 0b) Initials

written.

Instructions: This form should be completed during the participant’s visit. Please read all questions exactly as

This questionnaire gathers demographic information. Please select the answer that is most accurate

for you.
1) What is your birth year?... M la) Whatis your age?...........
2) What is the highest grade you completed in SChOOI? ..............oovviiiiiiiiiiiiiiininns
Eighth grade or Delow..............ooveiiiiiiiii 1
Trade school or business school instead of high school ................. 2
Some high SChOOI ..o, 3
High SChool graduate.................eveviiiiiiiiiiiiiiiiiiieees 4
Trade school or business school after graduating high school........ 5
SOME COlEGE ... 6
Received bachelor's degree .........coooovvvvveiiiiii e, 7
Graduate or professional education beyond the bachelor’'s degree.8
Graduate or professional degree ... 9
specity[DEMO2A]
DecCliNeS 10 ANSWET ......uiiieeee e 10
3) What is your current marital StatUS? ........coooeiiiiiiiiiiiiee e
Never Married. ..., 1
MAITIEA ..ottt 2
WiIdOWEd.......covviiiiiiiiiiiiiiiiiiiiiiieiees 3
Separated..........oooeiiii 4
D1V 0] o1 =0 [E SRR 5
Declines t0 anNSWET ...........euvvvvrvivreieeinnnnnnnnnns 6
4) What is your total yearly household inCOME?.........ccoevvieviiiiiiiiiieeeeee e M
under $15,000.........ccuumummmmmmmnnnnnininnnnnnnnnnnnnns 1
$15,000 - $34,999......cccciiiiiiiiii 2
$35,000 - $49,999.......ccciiiiiiiiii 3
$50,000 - $74,999.....ccciiiiiiiiiiiiiiee e 4
$75,000 OF MOTE ...t 5
Declines to ansSWer ...........cccoeeevviiiinieeeeeeennes 6

Demographic Information Form, DEM
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FORM CODE: DEM Visit
VERSION: 1.0 10/26/10 Number

ID NUMBER:

SEQ #

5) Are you of Hispanic or Lating NEMtAgE?..........cviveeeeeeee oot DEMOS

Hispanic or Latino (of Spanish culture or origin regardless of race) ...... 1
NOt HISPaNIC OF LatiNO .......cooiiiiiiiiiie e 2

6) Which of the following categories would you use to describe yourself? You may select more than one.
(check all that apply):

Caucasian/White ..........cccceeeiieiiiiiiiiee e, |:|

A person having origins in any of the original peoples of Europe, the Middle East, or North Africa.

Black or African American ..............ccccoceeeineen. |:| DEMO68B

A person having origins in any of the black racial groups of Africa.

ASIAN e |:|

A person having origins in any of the original peoples of the Far East, Southeast Asia including
the Philippine Islands, or the Indian subcontinent.

American Indian or Alaska Native...................... |:| DEMO6D

A person having origins in any of the original peoples of North, Central, or South America, and
who maintains tribal affiliations or community attachment.

Native Hawaiian or Other Pacific Islander.......... |:| DEMOGE

A person having origins in any of the original peoples of Hawaii, Guam, Samoa, or other Pacific
Islands.
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PIROMICS SPIROMICS DIABETES ABSTRACTION FORM (DMF)

. BT FORM CODE: DMF Visit
ID NUMBER: SU,BM]) VERSION:A 2/19/2015 Number VISIT]) sEQ#

Oa. Completion Date: DD/DD/DDDD DMFOA Ob. Staff ID: DDD

Month/Day/Year

oc. event1o: [T T 5M508 g, event pate: [ I YT T I2MFCC]

Instructions: Answers are derived from the medical records received. Do not complete this form until all records
are received or classified as unobtainable as indicated on the Medical Record Shipping Form.

A. GENERAL INFORMATION

1. Was the event (choose one): I:' DMF1

1= In hospital only 2= Emergency Dept. visit only (ED) 3= Both ED and in hospital

2. Date of admission: (mm/dd/yyyy) HEBENEEEEN
3. Date of discharge: (mm/dd/yyyy) BN AN EEER
4. What was the primary admitting diagnosis code? ||| || _J.L ] I _|[omFa
5. What was the primary discharge diagnosis code? | || |l .. Il I I ]

B. DIAGNOSIS AND VALUES

6. Type of Diabetes Mellitus diagnosed: (Mark only one) DMF6

a.[] Type 1
b. [] Type 2
DMF7
7. First measured weight available: I:“:' 1= Lbs 2= Kgs: D
DMF8

8. Height: 1 I:”:I 1=Inches 2= Centimeters:D
o. Bmi:[ ][ ][ ][PMF9

10. Most recent A1c test result: (Mark only one: may use pre-hospitalization value recorded by a physician) |DMF10

a. I:‘ <57%
b.[]5.7-6.4%
c.[ ]>6.4%

DMF - Diabetes Abstraction Form_v1.0_20150219 Page 1 of 2
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_ FORM CODE; DMF Visit
ID NUMBER: VERSION: A 271912015 Number SEQ#

11. Most recent fasting glucose test result: (Mark only one; may use pre-hospitalization value recorded by a physician)

a.[] <100 mg/dl
b.[]> 101 mg/dl

C. CONTRIBUTING HISTORY

12. Patient’s contributing health history: (Mark any that apply)

a. [_] Pancreatitis DMFI12A
b. [ ] Pancreatic carcinoma IPMF12B

c. [] Pancreatectomy |IDMF12C

d. [_] Endocrinopathy (Cushing’s disease, pheochromocytoma) DMF12D
e. [_] None/Not Recorded IDMF12E

f. [_] Other, specify DMF12F

D. SEQUELAE OF DIABETES

13. Health impacts from Diabetes: (Mark all that apply)

a. [_| Diabetic nephropathy
1. ] Diagnosis of renal failure of any severity
2. ] Patient is on dialysis

b. [] PerirIJ:h|eraI Neuropathy
1. Non-healing ulcers D\ F13B1 |
2. [] Lower extremity am It\g!tzlc}r? E',[%e, forefoot, heel, below the knee)
3. [[] Charcot joint

c. ] Eye complications
1. [] Retinopathy

2. [] Glaucoma [pVIE13C2
3. [ Cataracts [pME13C3

4. ] Macular edema  [D\MF13C4 |
d. [] Gastrointestinal complications _ |DMF13D]

1. [] Gastroparesis[DMF13D1 |
2. [] Diabetic diarrhea[DMF13D2]
3. [] Candidiasis[DMFE13D3
e. [] Cardiovascular / Atherosclerotic complications| PMF13E
1. [] Cardiovascular disease [DMF13E1 |
2. ] Peripheral vascular disease [DMF13E2

3. [] Cerebrovascular disease [DNVF13E3

E. TREATMENT

14. Medications: (Mark all that apply) Admission Discharge

a. [] Oral Sufonylureas (Glipizide, Glyburide,Glimepiride) ] (]

[] Oral Glinides (GlucoNorm, Starlix) ] [] [DMF14B2

[_] Oral DDP-4 inhibitors (Januvia, Onglyza) [ 1 [DMF14C1 [ 1 [DME12C2

[ ] Oral GPL analogs (Victoza, Byetta) [ [DME14D1] [1 [DME14D2|
[ L IDMEL2E2
[] []

b.
C.
d.
e.

[] Oral Metformin DMF14E1 DMF14E2
f. [ Injectable Insulin DMF14F1 DME14E2

DMF - Diabetes Abstraction Form_v1.0_20150219 Page 2 of 2
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SPIROMI
s EXACERBATION
o ASSESSMENT FORM
FORM CODE: EAF Visit —
ID NUMBER: VERSION: 1.0 05(27/14  Number SEQ#
0a) Form Completion Date.... / / EAFoal()b) Staff Code .....

Instructions: This form should be completed when a participant comes to the clinical
center for an exacerbation study visit. This form should be completed before proceeding
with the rest of the study visit.

Administrative Information

1) Date of clinic visit: / / EAF1

2) What type Of EVENE IS thIS? .......oieeee oottt EAF2
Participant/HCU-triggered............oooooviiiiiieeeeeeeiiiieeeeee e 1
Symptom/EXACT-Trggered ..........cceeeviiiiiiiiieiieee e 2

Examination (completed by Coordinator):

3) Temperature || oc [EAF3|
4) Weight . kg

5) Pulse mint[EAF5]

6) Sp02 o6 |[EAF6 |

7) Notes:[EAF7 |

Exacerbation Assessment Form - EAF Page 1 of 6
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FORM CODE: EAF Visit

ID NUMBER: VERSION: 1.0 5/23/13 Number

SEQ #

Participant Interview (completed by Coordinator):

8) Have you had any changes to your respiratory medications related to this event (this includes new

prescriptions or self-mediCation)? ............cccovceeeeeeeeeeeeeeee e EAF8
Y S e 1
NO et 0—Go to 12

Please specify type of medication for this event by checking the appropriate box:

9) MEDICATION Date Prescribed D(‘g:;iso)”
al) Antibiotic 1: OCVOCCEAFala] COC[EAF9alb]
a2) Antibiotic 2: OCVOCVOEAR9a2a ] [JJ[EAF9azb|
b1l) Inhaled corticosteroids: EAF9b1 DD/DD/ DDD
Ei_);g:r?ilsefs:corticosteroids w/long-acting |:||:|/|:||:|/ DDD
d1) Aminophyllines: DD/DD/ DDD
el) B,-agonists Short-Acting: DD/DD/ N
f1) B,-agonists Long-Acting: DD/DD/ HEN
gl) Short-acting anticholinergic DD/DD/ e
h1) Long-acting anticholinergic DD/DD/D .
agonisanticnofnergic: EAFIL] AO/OCVCEARST | OO [EAFSIID |
jalg)oLnoigtgs-/Z%ttiir::%glzi-nergic: DD/DD/ DDD
k1) Roflumilast (Daxas, Daliresp) (Y/N): [] DD/DD/D NN
I1) Leukotriene antagonists: EAFII1 DD/DD/D N
mzpoei:hlfe; o HlEEen] OCVOCVC[EAFImMID J{EAFImIc |
10) TREATMENTS Date Prescribed D(‘g:;iso)”
a) Pulmonary Rehabilitation (Y/N): [] OOVOOEAFL0al|  OOC[EAF10a2]
b) Supplemental Oxygen (Y/N): [] CCVOCUEAF10b1] DDD
c) Other Clinical Treatments (Y/N): D

Specify: OCVOCVOEAFL0c2] OO [EAF10cS]

Exacerbation Assessment Form - EAF Page 2 of 6
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FORM CODE: EAF Visit

ID NUMBER: VERSION: 1.0 5/23/13  Number SEQ#
11) Have you had a new or changed prescription for oral steroids as a result of the change in your respiratory
symptoms? EAF11
Y S e 1
o SRR 0—-Go to 12

11a) What type of oral steroids were prescribed?
11al) Specify:
11b) What date were the oral steroids prescribed? DD/DD/DDDD
11c) What is the duration of this prescription? [_][_|[ ] days
11d) What was the total dosage of oral steroids prescribed? [ ][ ][] mg

12) Have you taken any pain medications such as aspirin, Advil, Aleve, or Tylenol? EAF12
YES ooiiiiiiiirriiiiiii 1
NO...oiiiii 0—Go to 13

12a) Pain medicine 1: EAF1Za
12al) Specify: EAF12al

Dose Taken Times per day (1-6

Date Started Duration (Days)

(mg) or >6)
COODErz) Oz

12b) Pain medicine 2: EAF12b

12b1) Specify: EAF12b1

Dose Taken Times per day (1-6

Date Started Duration (Days)

(mg) or >6)
OOOD e O

12c) Pain medicine 3: EAF12c

Exacerbation Assessment Form - EAF Page 3 of 6
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ID NUMBER: FORM CODE: EAF Visit SEQ #

VERSION: 1.0 5/23/13 Number
12c1) Specify: [EAE12¢1

Dose Taken Times per day (1-6
(mg) or >6)

OOOOEAF22?] OO0 EAri2es

Date Started Duration (Days)

12d) Pain medicine 4: EAF12d

12d1) Specify: EAF12d1

Dose Taken Times per day (1-6
(mg) or >6)

OO/OCV(EAF2a2) OOEAFL2de]

Review of Symptoms (Completed by Coordinator)

Date Started Duration (Days)

13) How serious is this flare-up/exacerbation compared to previous flare ups/exacerbations? EAF13
MoOre SErOUS .......cooeeeeieeeiieee e, 1
AS SEIOUS ..ot 2
LESS SEIOUS ...ccvvveieieeeeieeeiiiiee e e e eeeeraan 3
Never had an exacerbation before............ 4

14) Since the start or worsening of your symptoms, have you experienced any of the following for at
least 2 or more consecutive days?

Yes No
a) Increase or Worsening in Shortness of Breath (Dyspnea) .............cccccceuveenne.. 1 [J|EAFl4a
b) Change in SPUtUM COIOT (PUFUIENCE)........ovveeeeeeeeeeeeeeeeeeeeeeeeeee oo eeeeeeeeeen [ [ [EAF14b
C) INCrease in SPULUM VOIUME...........oovrueeieeeeeeeeeeeeeeeee s s esne s eensesenen. [1 [ |EAFl4c

15) Since the start or worsening of your symptoms, have you experienced any of the following for at
least 2 or more consecutive days?

Yes No
a) RuUNNy NOSE/NASal ISCRATGE .......c.euvvererieeiriieesiseeseeies s 1 O
b) Increase or Worsening of WHEEZE .............c.ovueveiuriireeeisneieiseieieseeiseseens 1 O
(o) IS oL (=T 1 0T | USSR 1 O
d) Increase or Worsening of COUGN...........covvivireeveeseeeeeeeeeeesee e, 1 O
©) FBVET ettt ettt ettt ettt ettt ettt ettt L1 [

16) Have you had any OTHER new Symptoms related to this event? EAF16
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ID NUMBER:

a) Symptom 1:

FORM CODE: EAF

Visit

VERSION: 1.0 5/23/13 Number

0—/Go to 17

b) Symptom 2: EAF16D

c) Symptom 3:

d) Symptom 4: EAF16d

e) Symptom 5: [EAFL6e

f)  Symptom 6:

g) Symptom 7: EAF16g

h) Symptom 8: EAF16h

i) Symptom 9:

i) Symptom 10: EAF16]

Exacerbation Assessment Form - EAF
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FORM CODE: EAF Visit

ID NUMBER: VERSION: 1.0 5/23/13 Number SEQ#

Physician Assessment

17) Wheezes: 18) Crackles: 19) Gallop: 20) Edema:
L] L] Yes L]

Yes LI Yes Yes
[ No [ No [0 No [ No
21) Were other conditions present at the time of this event? (Y/N) - If no skip to 23 EAF21

22) If yes, please specify the conditions present:

a) Pneumonia:[EAF22a b) Pneumonia confirmed by: c) Congestive Heart Failure:
L] Yes [J  Chestfilm L] Yes
] No—>Goto22c (]  Clinical examination L] No
[1 Both

d) Other:[EAF22d] e) Other: f) Other:
] Yes (1 Yes LI  Yes
LJ No (] No LJ No
Specify: 0 Specify: Specify:
23) Diagnosis of a COPD 24) Exacerbation 25) Duration to date:
exacerbation: severity: OO Lessthan 1 Day
[ Yes 0 Mid O 1-2 Days
[ No -> Skip to Q29 ] Moderate O 3-5Days

1 Severe ] 1Week

L) Very Severe 0  More than 1 Week

1 Unknown

26) Potential Etiology|EAF26|27) Potential Infectious 28) Participant to proceed with

O Infectious (answer Etiology: [EAF27] exacerbation visit? [EAF28]
Q27) 1 Viral - [ Yes=> END -
(] Weather 1  Bacterial [ No
] Treatment Non- 1 Unknown ] Not COPD exacerbation
Compliance [0  Other (specify): (] Outside of visit window (> 72 hrs)
0 Air pollution [EAF27a] L] Other
L] Unknown Specify: EAF28a
=> END (Do not proceed to Q29 or
30)
29) If not a COPD exacerbation, what: |EAF29 30) Change(s) in what comorbid condition (s)? |EAF30
[1 Lack of symptomatic criteria [ Cardiovascular (Angina, CHF, etc)
[1  Upper respiratory tract infection [l  Neurological
] h i i ition > 2 ] h
Change in comorbid condition >Go to Q28 'O'F er EAF30a
(]  Other EAE293 Specify:
Specify:
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SPIROMIC .
P AW A eCigarette Use Assessment
LR
ID FORM CODE: ECA Visit

NUMBER: | BHINDID VERSION: 1.0 06/11/14  Number [V/S!T| SEQ#
ADMINISTRATIVE INFORMATION
Oa. Completion Date: / / ECAOA|0b. Staff Code: ECAOB

Month Day Year

Instructions: Please complete this questionnaire during one of the study annual visits. This version of
the questionnaire should be completed the first time the questionnaire is administered.

1. Have you ever used an electronic cigarette or eCigarette?........cc.ccevevviveeereieneeenn ECAL
YeS i 1
NO oo 0

2. When you did start smoking eCigarettes? / / ECA2

3a. Usually, were the eCigarettes you smoke/smoked with

FLAVOTINGS? ..ottt et e ettt e ettt enen e ennon ECA3A

YeS i 1
NO .o, 0
Don’t Know................ 2
3b. If yes, what flavor was it? |ECA3B

Menthol ..................... 1
Candy.......ccccvvvininnnnns 2
Fruit.......oieeeeee, 3
(©]191=] S 4

4. DO you Still SMOKE CIGArEIES?.......c.o.eieeeeeeeeeeeeeeeeeee et ECA4
YeS i 1
NO oo 0>

5a. Do you still smoke regular tobDaCCO CIArEES? ..........coovveveeeeeeeeeeeeeeeeeeeeeeeeeeeeeens ECASA
YES i, 1
NO .ot 0—

ECA — eCigarette Use Assessment
Page 1 of 4
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FORM CODE: ECA
ID NUMBER: VERSION: 1.0
6/11/14

5b. If Yes, how many regular cigarettes do you smoke a day:

5c. Has your use of eCigarettes decreased the number of

Visit
Number

SEQ

regular cigarettes you smoke each day?..........cccceeeiiii e
YES.iiiiiiiieiei e, 1
NO ..o 0>

5cl. If Yes, about how many fewer cigarettes a day do

you now smoke? ECA5C1

6. How often do you SmoKe eCiIgaretteS?........cc.vciviiiiiiie et

Everyday .....cccccoovvvninnnnn.
Most days (4+ days a week)...... 2
Some days (1-3 days a week) .. 3
Less than once a week.....
Less than once a month ...

7. When did you last Smoke an eCigarette?..........ccoueeiiiiiieiiie e

Within the last hour.......
Sometime today ...........
Yesterday.........coccuvvnnnns
Within the last week .....
Within the last month....

More than a month ago

8. In the last 24 hours, how many times have you smoked an

(L @A o =T (=1 1 (Y O TPV P PP PT PP PP
9. What brand of eCigarette do YOU NOW SMOKE?...........cccviiiiiieiiiee e

blu....ooee 1

Henley......ccccooeveennnnin. 2

JOYE .o 3

NIOY i 4

V2 e, 5

(O]1 01T o 6

Specify: |ECA98!

ECA — eCigarette Use Assessment
Page 2 of 4
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FORMCODE: ECA ., _
ID NUMBER: VERSION: 1.0 Nl\l/r']ft')ter #SEQ
6/11/14

10. What cartridge size do you use most often with your

Y010 L=V =11 (=T 2RO ECA10A

OMy.ieiiiieeeeieeeei, 1
6-8MQg..eiiiiiiiiiiiiinnn, 2
9-12MQg..ceeeiiiiieeennn, 3
13-16 MY.cevvvvinnee. 4
Do not know .............. 5
(©]191=] S 6
specify: [ ][] mg[ECA10B
11. In one week, how many eCigarette cartridges do you use? cartridges |[ECA1l

12. Did you start smoking eCigarettes because you wanted to cut

down or stop SMOKING regular CIgarette?.............covoveveveveveueeeecceeeeeeeeeee e en s ECA12
YES. oo, 1
NO oo 0

13. Did you start smoking eCigarettes because you wanted to

IMPIOVE YOUE NEAINT. ... ECA13

Answer the following questions only if you no longer smoke eCigarettes (i.e., Question
4= N)

14. If No, for how long did you smoke eCigarettes?
ECAL4A| ’_{ECA14B| ECA14C

| days [ months years
15. How long has it been since you smoked an eCigarette?

ECA15A] ’_{ECA158|

| days [ months years

16. When you did smoke eCigarettes, how often did you smoke

O30T V=Y YOO ECAl6
Everyday.....cccoooooviiiiiinnnnnn. 1
Most days........cccvvvvvveiiiiennnn. 2
4+ days aweeK.......ccccee 3
1-3 days aweekK........ccc....... 4

ECA — eCigarette Use Assessment
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FORM CODE: ECA -
ID NUMBER: VERSION: 1.0 NV'St')t #SEQ
6/11/14 umber
Less than once a week......... 5
Less than once a month....... 6
17. What brand of eCigarette did you usually SMOKe?.........cccccoovveiiieeiiiee e,
BIU.cooei 1
Henley......ccoooeeeeeeenn. 2
JOYE ., 3
NN @ ) 4
V2 s 5
Other....covvviiiiiieenn, 6

Specify: 1ECA17A

18. What cartridge size did you use most often with your

(O [o T= T =] 11T PRSP SOPRRROPROTPP
OMy.eiiiiiieeeeieeeie, 1
6-8Mg...ccoeviiiiiii, 2
9-12Mg..cceviiiiiinnnn, 3
13-16 Myg.cevvvvinnnn. 4
Do not know .............. 5
(©]191=1 S 6

specify: [_J[ ] mg

19. On average, in one week, how many eCigarette cartridges did

you use? cartridges [ECA19

ECA — eCigarette Use Assessment
Page 4 of 4
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SPIROM[C’S' .
BTN A eCigarette Use Assessment
k W
for Follow-up
D FORM CODE: ECF Visit e
NUMBER: | (BLINDID VERSION: 1.0 06/11/14  Number SEQ#
ADMINISTRATIVE INFORMATION
Oa. Completion Date: / / ECFOA| Ob. Code: ECFOB
Month Day Year

Instructions: Please complete this questionnaire during annual study visits after the study visit where the
ECA is administered.

Oc. Has this participant previously completed the ECA — eCigarrette

USE ASSESSMENE FOMMI? ..o e e, ECFOC

NO «.oeeeeeeeeeee e 0 — [Go to END; Complete ECA |

1. Have you used electronic cigarettes or eCigarettes since your

= TS Y | PSSR SURRRPRRTRR ECF1
YeS i 1
NO oo 0—>

2. When did you start smoking eCigarettes? / / ECF2

3a. Usually were the eCigarettes you smoke/smoked with flavorings?.............c..ccc........ ECF3A
YeS i 1
NO oo 0
Don’t Know................ 2

3b. If yes, what flavor was it? |ECF3B

Menthol ..................... 1
Candy......cccccuuvviiinnnns 2
Fruit.......oee 3
Oother.....coooeeevieeeiinnnnn. 4

ECF — eCigarette Use Assessment for Follow-up
Page 1 of 4
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ECF4

FORM CODE: ECA ey
ID NUMBER: VERSION:10 S SEQ
6/11/14

4. Do you Still SMOKE €CIQArEtiES?.....ccicviie ettt
YES.iiiiiiiieiei e, 1
NO ..o 0>

5. Do you still smoke regular tobacCo CIQaretteS? ..........ccoovviiiiiiiiiiiee e
YES.iiiiiiiieiei e, 1
NO oo 0—>

5b. If Yes, how many regular cigarettes do you smoke a day:

5c. Has your use of eCigarettes decreased the number of

regular cigarettes you smoke each day?..........cccceeovieiiiie e
L T 1
NO corrreeeeeeeeeees e 0—>

5cl. If Yes, about how many fewer cigarettes a day do

you now smoke?

6. How often do you SMOKe €CIgaretteS?.......cccuiiiiiiiieiiieiee e
Everyday.....oooooeeeeviiiinninnnnn. 1
Most days........ccovvvveveiiiiennnn. 2
4+ days aweek.................... 3
1-3daysaweek................... 4
Less than once a week......... 5
Less than once a month........ 6

7. When did you last Smoke an eCigarette?..........ccoiieiiieiieiie e
Within the last hour............... 1
Sometime today ................... 2
Yesterday.......ccooeeuvvvnennninnnnns 3
Within the last week ............. 4
Within the last month............ 5
More than a month ago ........ 6

8. In the last 24 hours, how many times have you smoked an

eCigarette Use Assessment for Follow-up, ECF

Page 2 of 4
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FORM CODE: ECA ey
ID NUMBER: VERSION:10 S A
6/11/14
ECF8

BCIGAETIIE? ..o e times
9. What brand of eCigarette do you NOW SMOKE?...........c...cooveueveeceeeeeereeeeeeeereeseneeeeeneen. ECF9A

blu..... 1

Henley......cccoovviennnnn. 2

JOYE i, 3

VN[O ) 4

V2 i, 5

(©]191=] S 6

Specify: [ECFIB
10. What cartridge size do you use most often with your
ECIGAIEIES?. ...ttt ettt ettt a et e et et et s nn ettt enen s ECF10A

OMg.eiiiiiiiiieiieee, 1

6-8MQg.ceeiiiiiiiiiiiieenns 2

9-12MQg..iieiiiiiiiinn, 3

13-16 Mg...vvvvnieinnnnns 4

Do not know .............. 5

Other....cccoooevvvveeiennnnn. 6

Specify: DD mg|ECF10B
11. In one week, how many eCigarette cartridges do you use? cartridges| ECF11

12. Did you start smoking eCigarettes because you wanted to cut

down or stop SMoKing regular CIgaretteS?..........cccvoveveieeeieueeeeeeeeee e ECF12
YE€S. oo, 1
NO e 0

13. Did you start smoking eCigarettes because you wanted to

IMPrOVE YOUF NEAIN?. ..o ECF13

Answer the following questions only if you no longer smoke eCigarettes (i.e., Question
4= N)

14. If No, for how long did you smoke eCigarettes?

eCigarette Use Assessment for Follow-up, ECF
Page 3 0of 4
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FORMCODE: ECA ., .
ID NUMBER: VERSION: 1.0 Nm)ter #SEQ
6/11/14

. ’—{ECF14B | —IECF14C|

| [ days [ months | |years

15. How long has it been since you smoked an eCigarette?

. ’—{ECF15B | —|ECF15C |

| |days [ months | |years

16. When you did smoke eCigarettes, how often did you smoke

BCIGAIEIES? ..ottt ECF16
Everyday........oocoeevvvvviinnnnnnn. 1
Most days......ccceeeeeeeveeenninnnnn. 2
4+ days aweek................... 3
1-3daysaweek.......ccc........ 4
Less than once a week......... 5
Less than once a month........ 6

17. What brand of eCigarette did you usually SMOKe?.........c..coovveeiiieeiiiee e, ECF17
o] [ PR 1
Henley......ccoooeeeeeeein. 2
JOYE e, 3
NIOY i 4
V2 i, 5
(©]191=] S 6

Specify: [ECF17A

18. What cartridge size did you use most often with your

ECIGAIELEES?. ... oottt e ettt ettt ECF18A

OMy.eeiiiiieeeiieeeiiin, 1
6-8MQ.eiiiiiieiiiiiiiinnnn, 2
9-12Mg..cccvviiiinnnn. 3
13-16 Mg..cevvvvennnnn. 4
Do not know............... 5
Other....ccooevvveeiiin, 6

specify: ||| ] mg

19. On average, in one week, how many eCigarette cartridges did

you use? cartridges |ECF19

eCigarette Use Assessment for Follow-up, ECF
Page 4 of 4
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SPIROMICS
{f\ﬁ;)@’ EXACERBATION RESOLUTION FORM
s
0a) Form Date: .......... / / EEFOa| ob)Initials ............

Instructions: Twenty-eight days after the HCU exacerbation visit in Wave 1, contact the participant to determine
whether exacerbation symptoms have resolved. If the symptoms have not resolved, contact the participant again
in seven days. Repeat contacts every seven days until symptoms resolve OR more than 56 days have elapsed
since the HCU exacerbation visit. When the participant reports his/her symptoms have resolved or more than 56
days have elapsed since the visit, the PDA must be updated to allow symptom-driven event triggering.

C. Prompt: Have you recovered D. If no: Date of next

R PR ereenaet | 5. ResuliiCasE from your exacerbation/flare-up? scheduled call
1) |[EEFla EEF1b Yes [ ] No [] |[EEF1c N = =4 o X
2) EEF2a EEF2b Yes |:| No |:| EEF2c DD/DD/DDDD EEF2d
3) |[EEF3a EEF3b Yes [ ] No [] |[EEF3c OVOCOOCC|EEF3d
4) |[EEF4a EEF4b Yes [ ] No [] |EEF4c O VOCVOCCCI|EEF4d
5) [EEF5a EEF5b Yes [] No [] |EEF5c COCVOCOOOO|EEFSd
6) [EEF6a EEF6b Yes [] No [] |EEF6c COCVOCVOOOC|[EEFéd
7) |EEF7a EEF7b Yes[] No [] |EEF7c OO OO0OC|EEF7d
8) [EEF8a EEF8b Yes [] No [] |EEF8c OO/O0/O0O0O0(EER:.d
Result codes: Contacted, call complete .............c.cccveeuenen. A —5Go to 9

Contacted, asked to call back...................... B

Reported alive, not available........................ C

Reported alive, too sick to complete call...... D

Reported alive, in hospital ..........ccccccccoooe. E

Reported alive, proxy answered questions .. F

NO ANSWEN . .ceeeiiiee e G

Exacerbation Resolution Form, ERF Page 1 of 1
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P

SPIROMICS
OO EMPLOYMENT HISTORY FORM —
ANNUAL VISITS

) FORM CODE: EHA Visit |
IDNUMBER: [BLINDID VERSION: 1.0 9/21/2011 Number VISIT | SEQ#

0a) Form Date ........... / / EHAOA|  ob) Staff Code....

Instructions: This form should be interviewer administered, and completed during the
participant’s visit. Carefully answer each question regarding employment in the last 12 months.
For check box questions please select “Yes” or “No” on all items. Please answer all questions.

The following questions concern employment.

1) Has your employment status changed in the last 12 monthS?........cccoovviiiiiniiniecseesee e
S T U PSP UPPPPTRTUPPIN Y
NO ottt N —[Go to Item 1§
NO ANSWET ...ttt U -/Go to Item 1§
2) How has your employment situation changed in the last 12 months? ..........cccocevcvveiiiecciee e
Have you (Please read all options before recording an answer):
Started @ NEW JOD ......cevviieiiieieeeeee e 1 -{Go to Item 3
On leave but still eMPIOYEd ............ccovvveveieirieieieieieeenes 2 >/Go to Item 18]
Temporarily 12id Off.........cccovovriiiririeieieeeeeeee e, 3 5[Go to Item 1§
Unemployed and 100king for Work ................cccceevevevevennn. 4 -[Go to Item 9
UNADIE 10 WOTK ... 5 —{Go to Item 9
GOING t0 SCNOOI ...t 6 —/Go to Item 9
KEEPING NOUSE ..o 7 >/Go to Item 9
REUIEA ..ot 8 -/Go to Item 9
(@113 1= T 9 5(Go to Item 9
NO BNSWET ...ttt 0 -/Go to Item 18

3) Inyour new job, what kind of work do you do? That is, what is your occupation?

Occupation : EHA3

4) In this job, what are your usual activities or duties?

Job Duties: EHA4

5) What is your business or industry? (If necessary: what do they make or do in this business?)

Business: |EHAS
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SEQ #

/

_ FORM CODE: EHA Visit
ID NUMBER: VERSION: 1.0 92111 Number
6) Approximately what date did you begin working in this job?...........

7) On average, how many hours per week do YOU WOTIK? .............uuuriummimimimmmmiiiiiniiiiinnieinnennnns
8) Does your current job expose you to vapors, gas, dust, or fumes?...........oceveeieiieeerieeeiinnnnnn.
D (L TSP UUPPRTRRUPPIN Y
N e N
DONMt KNOW .. U

I’'m now going to ask you a few questions about the last job you had.

9) Did you leave your last job because of breathing or lung problems? .........ccccoooiiviiiiiiinnnnnn.
Y B Y
N O e N
No Answer/Don't KNOW ............eeviiiiiiiiiiiieeeeeeeeeeea U

10) Did your last job expose you to vapors, gas, dust or fumes?........cccceeveeeiiiiiiiiiiiei e,
Y B Y
N O e N
DONTKNOW ... U

(MM/YYYY)[EHAG |

EHA7

EHAS8

EHA9

11) Are you no longer working at your last job at least in part to avoid the things that caused you difficulty

breathing, such as air quality, temperature, or physical eXertion? ...........cccceevveeeerveeiiiinneeeenn.
R (=T Y
N O e N
DONMtKNOW ... U

12) Thinking back to where you were last employed, did you stop working there, at least in part,

because of missed time AU O IlINESS ?.......cooiiiiiiiieii e
Y B Y
o P N
DONMtKNOW ... U

Employment History Form — Annual Follow-up, EHA
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ID NUMBER:

VERSION:

FORM CODE: EHA

1.0 9/21/11

Visit
Number

SEQ #

I’'m now going to ask you a series of questions that might describe your current job. [Questions 13-15 should
only be answered by participants who answered Started a new job in the past 12 months in Question 2]

13) Do you now work: Yes
a) inacotton, flax orhemp mill? ...........cccccvviiinnnn. EHA13A|]
B) i @ FOUNAIY? ..oveeeeeeeeeeeeeeeeeeee e EHA13B]|]
C) N A GlASS WOIKS? c...vveeeeieeeeeeeeeeeeeeeeeeeee e EHA13C||
d) N AMINE? .o EHA13D|]
€) INAPOLEIY?...ccoeiiiiiiiiiiieeeee EHA13E
f) inapower Plant? ........ccccuevieerieiiiiiiiiieii EHA13F
Q) INAQUAITY?. .. EHA13G
h) inarefinery?.......ccciii e EHA13H
) OF With @SDEStOS?....evveeeeeeeeeeeeeeeeeee e EHAL3I IL]
j) in synthetic fibers or fabric manufacturing?.......... EHAL3J |
K) inapaper Mill? ......cocooeeeeeeeeeeeeeeeeeeeeee e EHAL3K]|L]
[) in building or highway construction? .................... EHA13L L]
m) in an aluminum factory?..........cccoccvveveeeeeeeeereenenn. EHAL3IMIL]
N) in a rubber tire PIANt?........coeeveveeeeeeeeeeereeeeenns EHAL3N|L
0) BN HVAC? ..ot [ERAL30]L]
P) N deMOlItION? ... [EAAL3P I
) 0N rEMOTEINGT vt @D
r) in professional cleaning? .........cccccceeeeeieeiiieiininnnnn. EHA13R ]
S) N DEAULY CArE? ... [ERAL3S I
£) N AGHCUIUIE? .....ovoeeeeeeeeeee e [ERAL3T I
u) inthe flooring INAUSEIY?........ccooriiiiiiiiieeeeeeee, D

14) Do you now work as: Yes
a) @ DOMEIMAKEI? ..o, EHAL4A|M]
D) @ CAMPENTEI? ..ottt |IEHAL4B|[ |
C) @ ChemiCal WOTKEI?........c.c.oeeeeeeeeeeeeeeeeeeeereeeans EHA14C|[]
d) AN ElECHICIANT «.vveeeeeeeeeeeeeeeeeeeeeeeee e, EHA14D|[]
€) an elevator OPErator?..........ccooeeeeeeeeeeeeeeeereeenn, EHAL4E|[]
f) AN INSUIALOr? ... EHAL4F ]
0) AlAtNEI? oo, EHAL4G|]
h) @ MACKINISt? ... EHA14H|[]
) @MECNANIC? ..o EHAL4I |[]
) aMIWIGNE?. ..o, EHA14J |[]
S N €1 L1 1=) R EHA14K |[]
) @ PIASIEIEI?. ... EHAL4L |[]
M) @ PIUMDEI? ... EHAL4M|[]
N) @ SANAEI? oottt EHALAN|[ ]

Employment History Form — Annual Follow-up, EHA

DOOooodooooobooggddd s

DOOOgoodoooon s

How many months?

(JO].CJ[EHAL3AL]
(JO.[][EHAL3B]]

L.
L.
L.

000

L.
L.
L.

000

L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.

EHA13C1

EHA13D1

EHA13E1l

EHA13G1

EHA13H1
EHA13I1

EHA13K1
EHA13L1

EHA13M1|

EHA1301
EHA13P1

EHA13Q1

EHA13S1
EHA13T1

EHA13U1

How many months?

0 O[EHAL4AL]
(JJ.[J[EHAL4B1]

L.
L.
L.

(JC1.C] [EHAL4FT]

L.
L.
L.

(010 [Eraz]

L.
.
LIC1L] [EHAL4M1

EHA14C1

EHA14D1

EHAL14E1

EHA14G1

EHA14H1

EHA1411

EHA14K1

EHA14L1

EHA14M1

A0 o]
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ID NUMBER: VERSION: 10 92111 Numer SEQ
Yes No How many months?

0) asheet metal WOrker? ..........ccccvovveeeeeeeeneeneenn, |EHA14O [] [] L] ] |EHA1401
P) @ StEEIWOIKEI? ... EHA14PID [] 11 ] [EHAL4P1
) AWEIEI? ..o [EHA14Q|[] O (.00 [EHA14Q1
1) @PIgFarMEr? ..o EHAL4R|[ ] [] O]
S) A HHGGEI? oottt [EHAL4S][] [] ][] [EHA14S1
) B TOOTEI? vveoeeeeeeee e eeee e [EHAL4T ][] ] .0 [EHAL4TL
U) @ PAINTET? vt EHA14U|[] [] L 1].[] [EHAL4U1
V) @ MASONT.eeeeeeieeeeeeeee oot ee e [EHA14V|[] [] CIC].[] |[EHAL4V1

15) In your job, do you come into regular contact with any of the following specific
examples of vapors, gas, dust or fumes?

Yes No How many months?
a) lIrritant gases, such as chlorine or ammonia........ [EHAISAI] [] L. D
b) Fire, smoke or other combustion products........... |[EHAL1SB|[] [] DDDW
c) Incinerators, boilers, or oil refineries .................... EHA15C|[] [] (][ ]J[EHAL5C1
d) Coal duSt OF POWET..........oveveeereeeeereeeseeeereeeean EHA15D|[] [] (][ ]|EHA15D1
e) Silica or sand, or concrete, cement, or rock dust .|EHAL5E |[] [] (][ ]|EHALSEL
f) Indoor fuel powered motors, compressors, or engines|EHA15F | ] HEN
g) Diesel enging eXhausSt .........cccooveeeeveeseeerereeenns EHA15G|[ ] [] 1) J[EHA15G1
h) Wheat flour or other grain dusts..............cccvev...... EHAL15H|[ ] [] LI ]|EHAL5HL
i) Animal feeds or fOddEr.........ccvovereeeeeeeeeeeeenn EHA15I |[] [] L] ]|EHA1511
j) Cotton dust or COtton Processing ..........ccveeve.... [EHAL5J ][] [] CIO.0
K) WO0Od dust OF SAW AUSt ......vveveereeeeeeeereeeesereeeenns EHA15K]|[] [] L] [ERATBKT
) Cadmium fumes or batteries or silver solder........ EHA15L |[ ] [] L] [EHALSLL
m) Other metal dusts or metal fumes........................ EHAlSM:D [] L. D EHA15M1
n) Welding or flame Cutting ............cccooveeeeveeveeneennd EHA15N|[ ] [] L. D m
0) Fiberglass or other man-made mineral fibers...... lEHAlSOj.D [] LU [ERA1501
p) Explosives or blasting fumes .............cococeeeeun... EHA15P][] ] UL [ERATSPT
If Question 13d =Y (that is, history of working in a mine) answer questions 16-17)
In question 13 you indicated you work in a mine.
16) Why type Of MINE iS it ....v.eeeeeeeeeeeeeeeeeeeeeeeeeeeeee e, [EHA16]
OPEN PIL e 1
UNAEIgroUNGd.........uuuueeeiiieiieiiiiiiiiiieiiiieeeeieeneneeeeeneneenenennnee 2
OtNEr e e 3
Specify: EHAL6A]
Employment History Form — Annual Follow-up, EHA Page 4 of 8
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_ FORM CODE: EHA Visit
ID NUMBER: VERSION: 1.0 92111 Number
17) WHAL iS MINEA? ......ooveeeeececeeeeeeeee et EHA17
Hard rock (e.g., lead, zinc, silver, gold, etc)...................... 1
L= 10 11 P 2
G0 3
(@1 = T 4
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ID NUMBER:

FORM CODE: EHA
VERSION: 1.0 9/21/11

Visit
Number

SEQ #

18) During your last visit you indicated you worked in the following location(s). We'd like to know for how many
years you worked in this(these) location(s). [DO NOT READ: If none are marked skip to question 19]

Yes No How many years?

a) in a cotton, flax or hemp Mill? ........cccoovveevveveennn EHA18A|[] [] |:||:||:|
B) 1N @ FOUNAIY?....eveeeeeeeeeeeeeeeeeee e |[EHA18B|[] [] |:||:||:|
C) N A GlASS WOIKS? ...vveeeeieeeeeeeeeeeeeeeeeeee e EHA18C|[ ] [] (][ ]|[EHAL18CL
A) N A MINE? .ot EHA18D|[] [] (][ ]|EHA18D1
€) TN @ POEIY? ..ot |[EHALSE|[] [] L. ]|EHA18EL
f) N @ POWEr PIANE? ......vveeeieeeeeeeeeee e EHAL8F]] ] HEN
G) IN A QUAITY?. ot EHA18G| ] [] 1] ]1|EHA18G1
) 1N @ TEAINEIY? ..o EHAL18H|[] [] CJC).L] [EHA18H1
) OF With @SbeStOS?..........curiicicieiecicieeeeae EHA18I |[] [] 1.0 |EHA18I1
j) in synthetic fibers or fabric manufacturing?.......... EHA18J |[ ] [] L0
K) inapaper Mill? ......cocooeeeeeeeeeeeeeeeeeeeeer e EHA18K][] [] L)L) [EAALSKL
) in building or highway construction? .................... EHA18L |[] ] L] [EHALSLL
m) in an aluminum factory?.........ccoeeeeeeeeeerereenennd EHA18M|[] [] L0 EHA18M1 |
N) in @ rubber tire PIANt?........cvoeeeveeeeeeeeeereveeennd EHA18N|[ ] [] L0
0) N HVAC?....ovviiriceeeiissrceeeieessseeeiieeeee [EHA180]] ] CJO.0 [Eratsor
P) N demMONtION? ...c.vveeeeeeeeeeeeeeeeeeeee e m [] [] LI [EAA1L8PL
Q) N remodeling? .........coeververerceeieeeeee e, |EHA18Q[[] L] .00 [EHA18Q1
r) in professional cleaning? ..........cccoceeveeeveceenenenn.. EHA18R|.[ ] [] L0
S) INDEAULY CArE? ...t 4%5 [] L)L) [ERAL8ST
1) TN AGHCUIRUIE? ..ot [EHA18T|[] [] L)L) [EHALSTL
u) in the flooring INAUSIY?.......cveeeveeeeeeeeeeeeeereeenn D [] LI IERA18UL

19) During your last visit you indicated you worked in the following occupation(s). We’d like to know for how
many years you worked in this(these) occupation(s). [DO NOT READ: If none are marked skip to question 20]

a)
b)
c)
d)
e)
f)
9)
h)
)
)
k)
)

m)

Yes
A DOIEIMAKEI? ..o EHA19A [ ]
A CAMPENIEI? .ot EHAL9B| ]
a CheMICAl WOTKEI?.....veveeeeeeeeeeee e, EHAL9C| ]
AN EIECHCIANT .o EHAL19D|[ ]
an elevator OPErator?.............cceeveveeeeeveieeesreennn, EHA19E
AN INSUIALOI? ... EHAL19F
ALAtNEI? .o EHA19G
A MACKHINISE? ..., EHA19H
AMECNANIC? ..ot EHAL9I [[]
AMIlWIGN?......oeeeeece e EHA19J | ]
A PIPEFILLEr?...veceeeeeeeeeeee e, EHALOK [ ]
A PIASIEIEI? ... EHA19L [ ]
APIUMDEI? ..o, [EHAL9M]|[]

Employment History Form — Annual Follow-up, EHA

No

N

Oooooooooon

How many y:

?
] EHA19A1|

o0 0 e

L.
L.
L.

000

L.
L.
L.
L.
L.
L.
L.

EHA19C1

EHA19D1

EHA19E1

EHA19G1

EHA19H1
EHA19I11

EHA19K1
EHA19L1

EHA19M1|
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N) @ SANAEI? ..ot D
0) asheet metalworker? ..........ccccveeiiiiiiniiieiiinn, IEHA190_D
P) @ StEEIWOIKEI? ...t EHAlQP[D
A) AWEIAEI? ... D
) @PIgTArMEr? ..coovoieieeceeeeeeeee e |[EHAL9R|[]
S) ATIGGEI? oot EHAL19S|[]
1) B TOOTEI? oottt EHA19T|[]
) I N €121 (=L S EHAL9U|[]
V) @MASON?....ceviuieieeieeeteeeteeeeteeeete et e et eneaeenenns [EHAL9V|[]

SEQ #

HEnnnnnE.

[
L.
L.
N
N
N
N
N
N

EHA19N1
EHA1901
EHA19P1

EHA19Q1

EHA19S1
EHA19T1
EHA19U1
EHA19V1

20) During your last visit, you indicated that as part of a job you regularly came into contact with one or more of
the following specific examples of vapors, gas, dust or fumes. [DO NOT READ: If none are marked skip to
question 21]

a)
b)
c)
d)
e)
f)
9)
h)
i)
)
K)
1)
m)
n)
0)
p)

Yes
Irritant gases, such as chlorine or ammonia........ EHAZ0A []
Fire, smoke or other combustion products.......... EHA20B []
Incinerators, boilers, or oil refineries .................... EHA20C []
Coal AUSt OF POWET ..., EHA20D|]
Silica or sand, or concrete, cement, or rock dust .|EHAZ0E [ ]
Indoor fuel powered motors, compressors, or engines. EHA20F |
Diesel enging exXhausSt ...........ccccccovevevevevereereennn. EHA20G|]
Wheat flour or other grain dusts.......................... EHA20H|T]
Animal feeds or fodder.............c.ccceeveveveverenerennnnn, EHA201 |[T]
Cotton dust or COttoN ProcesSsiNg ............c.wweuene. |EHA20J |[]
Wo0d dust Or SAW QUSE ........c.coecurimirieciriciriciee. EHA20K|[]
Cadmium fumes or batteries or silver solder......... EHAZ0L |[7]
Other metal dusts or metal fumes...................... EHA20M|[]
Welding or flame Cutting ...........ccoceeveveeveerevenenne. [EHAZ0N|]
Fiberglass or other man-made mineral fibers......|EHA200| ]
Explosives or blasting fumes ............ccccoovvvrinan. EHA20P]|[]

DOOO0Oooddoooooag s

If Question 18d =Y (that is, history of working in a mine) answer questions 21-22)

In question 18 you indicated you have worked in a mine.

21) Why type of mine Was it? ........ooiiiiiiiiiie e EHA21
OPEN P e 1
UNAEIgroUNd.........uuuueueeeieiiiiiiiiiiiiiiiiieeseeiseeseeeenennneenenennnee 2
(@1 = TP TP TP PP TRRRPRRPPPRRRRIN 3
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_ FORM CODE: EHA Visit
ID NUMBER: VERSION: 1.0 92111 Number
22) What Was MINEA?........uuiiiiiiiiiiiiiiiiiiiiiiiiieiieiieeeeeeeenneeeeeeeneeeeneeenees EHA22
Hard rock (e.g., lead, zinc, silver, gold, etc)...................... 1
L= 10 11 P 2
G0 3
(@1 = TSP 4
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EMPLOYMENT HISTORY FORM

. FORM CODE: EHF Visit
IDNUMBER: | [BLINDID o oo st [VISTT] seq#
0Oa) Form Date............ / / EHFOA| ob) staff Code.....

Instructions: This form should be completed during the participant’s visit. Carefully answer each
question regarding current and past employment. For check box questions please select “Yes” or
“No” on all items. Please answer all questions.

The following questions concern employment.

1) Have you ever been employed for a wage or salary, either part-time or full-time?..............c...........
Y S et Y
NO 1ttt N —/Go to Item 18
NO ANSWET ..ottt U -Go to Item 18
2) Which of the following best describes your current employment situation?............cccccevveiieeneennen.
Are you currently:
WOTKING ...ttt 1 -[Go to Item 13
On leave but still employed...........ccccoeeeeirireririeieieian, 2 >|Go to Item 13]
Temporarily 1aid Off ..........cccceieeiieieieieeeceeee e 3 5/Go to Item 13
Unemployed and looking for Work ............ccceceeeieeiiiiiicnnns 4
UNADBIE 10 WOTK ... 5
GoiNg t0 SChOOL.......ccoeeii 6
Keeping NOUSE ........uuiiiiiiiiiiii e 7
= 1= [ 8
OtNET e 9
NO BNSWET ...ttt 0 -/Go to Item 18§

3) Inyour last job, what kind of work did you do? That is, what was your occupation?

Occupation : EHF3

4) In this job, what were your usual activities or duties?

Job Duties:

5) What was your business or industry? (If necessary: what did they make or do in this business?)

Business: |EHFO5

6) What year did you begin working in this job? ...

|EHFO6 |

Employment History Form, EHF Page 1 of 6
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. FORM CODE: EHF Visit
ID NUMBER: VERSION: 2.1 5/811  Number SEQ#
7) How many years, altogether, did you work in this joD? ...
7a) On average, how many hours per week did you work in this job? ...........c..cccooeeii.
8) Did you leave your last job because of breathing or lung problems?..............ccooeeeeeieeienn.
Y S e Y
N O e N
NO AnNSWer/DoNn't KNOW ...........ooeeiiiiiiiiiiiiiiieiieeeeeeeeeeeeeeeeeee U
9) Are you not working at least in part to avoid the things that caused you difficulty
breathing, such as air quality, temperature, or physical exertion?..........cccccceeeviieevveeeiiiieneeeenn,
DI TP UUPPPPTTTPT Y
N O e N
DON't KNOW ...uiiiiciiceiiicee e r s U
10) Thinking back to when you were last employed, did you stop working, at least in part,
because of missed time due to IllNESS 2 ..o
D =T Y
N O e e N
DON'T KNOW ...ttt eeeeeeeenees U
11) Did this job expose you to vapors, gas, dust Or fUmMES?............uuvuiruiiiiiiiiiiiiiiiiiine.
Y S e Y
N O e N
DON't KNOW ...uiiieciiieiice e e s U
12) Was this work the longest job that you have ever held? ............cccccvviiiiiiiiiiiiiiiii,
N T Y 5lGo to item 18
N O e N
DONMEKNOW ..o U -Go to Item 18

a) Inyour longest held job, what kind of work did you do? That is, what was your occupation?

Occupation: [EHF12A

b) In this job, what were your usual activities or duties?

Job Duties:

EHFO8

¢) What was your business or industry? (If necessary: what did they make or do in this business?)

Business: EHF12C

Employment History Form, EHF
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. FORM CODE: EHF Visit
ID NUMBER: VERSION: 2.1 5/811  Number SEQ#
d) Did this job expose you to vapors, gas, dUSt OF fUMES?..............c.oeeureereeeeerseressenenens EHF12D
Y S e e Y
N O e N
DONMTKNOW ..o U
e) What year did you begin working in this job? ... |EHF12E |
f)  How many years, altogether, did you work in this job? ..........cccccciiiiiiiiiiiiie, EHF12F
g) On average, how many hours per week did you work in this job?.............c..cccceven. EHF12G
If Question 2 = 1, 2, or 3 (that is, currently employed) answer questions 13-17)
13) At this job, what kind of work do you do? That is, what is your occupation?
Occupation:_ |[EHF13
14) In this job, what are your usual activities or duties?
Job Duties; IEHF14
15) What is your business or industry? (If necessary: what do they make or do in this business?)
Business: [EHF15
16) How many years, altogether, have you worked in this job? ...........ccccceveviiiiiic i, EHF16
17) On average, how many hours per week do YOU WOIK? .........uuviiiiiriiiiiiiiiiiiieeee e EHF17

Employment History Form, EHF Page 3 of 6
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ID NUMBER: \I/:é)RRShIAOCI:\IC:)I;E. 5/ES|;|1Fl NL\,/r:?tl)ter
18) Have you ever worked: Yes
a) inacotton, flax or hemp mill?........c..ccoevvvivinnnes. |[EHF18A D
B) 1N @ FOUNAIY? ... EHF18B|[]
C) N & glassS WOTKS? .......ccviuieeeeeeee e EHF18C|[ ]
A) 0N A MINE? et EHF18D|[ ]
€) N A POLEIY? ..ottt EHF18E|[ ]
f) iN a POWET PIANE? ..., EHF18F |[]
0) TN A QUAITY? oo EHF18G|[ ]
) TN @ TEFINEIY? oo EHF18H|[ ]
) OF With @SDEStOS?.....v.veeeeeeeeeeeeeeeeee e EHF18I |[ ]
j) in synthetic fibers or fabric manufacturing?.......... EHF18J |[]
K) in @ paper Mill? .......cooeeeeeeeeeeeeeeeeeeeee oo EHF18K|[ ]
) in building or highway construction?..................... EHF18L |[]
m) in an aluminum factory? .........cccocceeeeoeeeereeeeeenn. EHF18M|[_]
N) N @ rubber tire PIANT?........ceeeeeeeeeeeereeeeeeeeeeeeees EHF18N|[ ]
0) INHVAC? oo EHF180|[]
P) N demMOlItIoN? ......cvoeieeieeeeeeeee e, EHF18P|[ ]
q) i TeMOTEING? ..o, EHF18Q|[]
r) in professional cleaning? ............cccccveveeeeiiiveeeeenne, EHF18R|[]
S) INbeauty Care? .....ccccccvvvieeiiieiieeeeeeeeeeeeeeeeeeeeeeee EHF18S|[]
£) N AGICUIUIE? ..o EHF18T |[]
u) inthe flooring industry? .........cccceeeeieeiiiiiieee. EHF18U|[ ]
19) Have you ever worked as: Yes
a) @ DOIEIMAKEI? . ..eveeeeeeeeeeeeeeeeeeeeee e EHF19A|[]
D) @ CAMPENLEI? ..o EHFI9B|T]
C) @ ChemiCal WOTKEI?.......c.oeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeees EHF19C|[]
d) AN EIECHHCIANT v.vevveeeeeeeeeeeeeeeeee e EHF19D|[]
€) an elevator operator? .........ccccccceeieieeeeeeevriiine e EHF19E []
f) AN INSUIALOI? ...t EHFI9F |[T]
9) AIANEI? e, EHF19G|[]
) @ MACKINISE? ..evoeeeeeeeeeeeeeeeeeeee e EHF19H|[]
) @ MECNANIC? ..o EHF191 |[7]
D) @MIWIGNE? oo EHF19J |[7]
K) @ PIPEItEEI? ..o EHF19K|[M]
) @ PIASIEIEI? ..o EHFIOL ]
M) A PIUMDEI?.c..voeeeee et EHF19M|[]
N) @ SANAEI?....eeeeeeeeeeeeeeeeeeeeeeeee e EHF19N|[T]

Employment History Form, EHF
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How many years?
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L
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EHF18F1
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L
L
L
L
L
L
L
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EHF19K1

EHF19L1
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ID NUMBER: VERSION, 2.1 11 ngger
Yes

0) asheet metal WOrKEr? ...........cccoevvveveveeeeenenenennnes EHF190|M]

P) & StEEIWOIKETI? ... EHF19P |

A) QWEIHEI? oo, EHF19Q|[T]

1) @PIGFAMMEI? oot EHF19R|[M]

S) A TIGUEI? oottt e, EHF19S|[ ]

1) @ TOOTEI? oottt EHF19T |[]

U) @ PAINIEI?.c..eeeeeeeeeeeeeeee e EHFI9U|]

V) @MASON?..evieieieieeeeeeeseae e s ses s, EHF19V |[]

20) In your job, do/did you come into regular contact with any of the following specific

examples of vapors, gas, dust or fumes?

SEQ#

OOadooad s

L
L
L]

How many years?

EHF1901

EHF19P1

EHF190Q1

N
NN

EHF19R1

EHF19S1

L
L

EHF19T1

EHF19U1

(IO C1[EHFTSVA]

Yes No How many years?
a) Irritant gases, such as chlorine or ammonia......... EHF20A|[] [] [ ][ JEHF20A1
b) Fire, smoke or other combustion products ........... EHF20B|[] [] [ ].[]IEHF20B1
c) Incinerators, boilers, or oil refineries..................... EHF20C|[] [] DDD
d) Coal dust Or POWEr .........ccocevevevreeeceeeeieeerernen, EHF20D|[] [] H N
e) Silica or sand, or concrete, cement, or rock dust .D [] [ L)L ][EHF20E1
f) Indoor fuel powered motors, compressors, or engines.[EHF20F [] [ L)L ]IEHF20F1
g) Diesel engine eXNauSt ..............cccoeeerreereeeerernenen. EHF20G][_] [] CIC).LI[EHF20G1
h) Wheat flour or other grain dusts ................cocoeu..... EHF20H|[ ] [] [ L)L ][EHF20H1
i)  Animal feeds or fOdder ..........ccccceveeeiieeeeereeeeeennns EHF20I |[] [] [ 1] J|[EHF2011
j) Cotton dust or cotton processing.............c.ccoeveen. EHF20J |[] [] ][ ]|EHF20J1
k) Wo0od dust or Saw dusSt ...........ccceevevvrrereererennann. EHF20K |[_] [] L I[EHF20K 1
) Cadmium fumes or batteries or silver solder........ EHF20L |[] [] [ ]|IEHF20L1
m) Other metal dusts or metal fumes ........................ EHF20M|[_] [] CIC).LI[EHF20M1
n) Welding or flame cutting ..........cccccevvveeeveveeenennnes EHF20N|[] [] [ ). ][EHF20N1
0) Fiberglass or other man-made mineral fibers....... EHF200|[ ] [] L1 1[ERE2001
p) Explosives or blasting fumes ...........ccccoveueuereennn.. EHF20P|[] [] L)L [EHF20P1
If Question 18d =Y (that is, history of working in a mine) answer questions 21-22)
In question 18 you indicated you have worked in a mine.
21) What type of MiNe WaS it? .......uuiiiiieeiiiiiiiiiieeeeee e w
OPEN P e 1
UNAErgroUNd..........oeeiieeeiiiiiiiiieee e 2
O NEE .. e 3
Spec|fy|EHF21A|
Employment History Form, EHF Page 5 of 6
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. FORM CODE: EHF Visit
ID NUMBER: VERSION: 2.1 5/811  Number SEQ#
22) What Was MINEA?...........cceveuiireeieieeereeteeieeere et EHF22
Hard rock (e.g., lead, zinc, silver, gold, etc)..................... 1
(017 0 110 0 I 2
(00 - | TR 3
(@] 1 =] GO TR 4

If Question 2 =1, 2, or 3 (that is, currently employed) answer question 23)

The following questions relate either to your current job or your longest held job.

23) Does your current job expose you to vapors, gas, dust or fumes?...........cccceeeeei e,
Y S ettt Y
N O e N
DON'T KNOW ...t eeeeeeeeeeeeees U

24) Is your current work the longest job that you have ever held? ...........cccoooiiiiiniiine,
Y S e Y -End
N O e N
D0 5 A 4 0 U —End

a) Inyour longest held job, what kind of work did you do? That is, what was your occupation?

Occupation: [EHF24A

b) In this job, what were your usual activities or duties?

Job Duties:

¢) What was your business or industry? (If necessary: what did they make or do in this business?)

Business:

EHF24D

EHF24E

d) Did this job expose you to vapors, gas, dust or fumes?.............cvvvviviiiiiiieeeeeeeee
Y S ettt Y
N O e N
DOt KNOW .. U
e) What year did you begin working in this job? ...
f)  How many years, altogether, did you work in this job? ........cccccccvvvviiiiiiiiiiiiieieeee,
g) On average, how many hours per week did you work in this job?.............c..ccccveenn.

Employment History Form, EHF
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SPIROMICS

(OO EMPLOYMENT HISTORY FORM

' FORM CODE: EHF Visit
DNUMBER: |[BLINDID VSOt s st [VISIT]| sea#
0a) Form Date ........... / / EHFOA| op) staff Code ...

Instructions: This form should be completed during the participant’s visit. Carefully answer each
question regarding current and past employment. For check box questions please select “Yes” or
“No” on all items. Please answer all questions.

The following questions concern employment.

1) Have you ever been employed for a wage or salary, either part-time or full-time?.............c.coe..... EHFO1
R (L TSP UUPPRTRPP Y
O ottt N -/Go to Item 1§
NO ANSWET ...ttt U -/Go to Item 1§
2) Which of the following best describes your current employment situation?...........cccoceevvveeiceeevinnens EHF02
Are you currently:
WOTKING ..ttt 1 >[Go to Item 13|
On leave but still emMPIOYed ............ccovvvrveiereirieieeeeienes 2 >/Go to Item 13|
Temporarily 1aid Off............ccovoviviverieieeecceeeeeeeeea, 3 -/Go to Item 13
Unemployed and looking for work ...........ccceeeveeeiiiiiiiinnnnnn. 4
Unable to WOrK ......coooieieeeeeeeeee e 5
GO0ING t0 SChOOI .....ccoviiiiiiiiiiiiiii 6
Keeping NOUSE ... 7
RELIEA ... 8
OtNer .o 9
NO BNSWET ...ttt 0 -{Go to Item 18

3) Inyour last job, what kind of work did you do? That is, what was your occupation?

Occupation :_|EHF3

4) In this job, what were your usual activities or duties?

Job Duties:

5) What was your business or industry? (If necessary: what did they make or do in this business?)

Business: |EHFO5

6) What year did you begin working in this JOD? ...........oeovieoeeeee oo EHFO6

Employment History Form, EHF Page 1 of 6
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EHFO8

_ FORM CODE: EHF Visit
ID NUMBER: VERSION: 2.0 92111 Number SEQ#
7) How many years, altogether, did you work in this job? .........ccccccoooi i,
7a) On average, how many hours per week did you work in this job?..............cccooonin.
8) Did you leave your last job because of breathing or lung problems? ..........ccccooeeviiiiiiinnnnnn.
R (S TSP UOPPPTRTSPPIN Y
N e N
NO AnsSWer/Don’t KNOW .........ccuoiieiiiiiiiecciiie et U
9) Are you not working at least in part to avoid the things that caused you difficulty
breathing, such as air quality, temperature, or physical eXertion?...........cccceeeveeeeieiiiiiiiieeeeenn.
R (L TSP UUPPRTRPP Y
N O e N
DONMt KNOW . U
10) Thinking back to when you were last employed, did you stop working, at least in part,
because of missed time AU tO lINESS ?......ccceiieiiiie e
Y S ettt Y
N e N
DONMt KNOW . U
11) Did this job expose you to vapors, gas, dust or fumes?............oouiiieiiiieiiiieciee e,
Y S i Y
N O e N
DONTKNOW ..coviiiiiiii e U
12) Was this work the longest job that you have ever held? ...........cccooooiiiiiiiiii .
N T Y 5lGo to Item 18
N O e N
DONMEKNOW ...t U -/Go to Item 1§

a) Inyour longest held job, what kind of work did you do? That is, what was your occupation?

Occupation:_|[EHF12A

b) In this job, what were your usual activities or duties?

Job Duties:

EHF11

c) What was your business or industry? (If necessary: what did they make or do in this business?)

Business: EHF12C

Employment History Form, EHF
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_ FORM CODE: EHF Visit
ID NUMBER: VERSION: 2.0 92111 Number SEQ#
d) Did this job expose you to vapors, gas, dust or fumes?...........ccovviviiiiiiiiic e, EHF12D
R (S TSP UOPPPTRTSPPIN Y
N O e N
DONTKNOW ..eeiiieecceee e U
e) What year did you begin working in this JoD?...........oooo EHF12E
f)  How many years, altogether, did you work in this job? ...........ccccooiiiiiiiiii s EHF12F
g) On average, how many hours per week did you work in this job? ...........cccccceeeenl. EHF12G
If Question 2 =1, 2, or 3 (that is, currently employed) answer questions 13-17)
13) At this job, what kind of work do you do? That is, what is your occupation?
Occupation: |EHF13
14) In this job, what are your usual activities or duties?
Job Duties: EHF14
15) What is your business or industry? (If necessary: what do they make or do in this business?)
Business: EHF15
16) How many years, altogether, have you worked in this job?..............iiii . EHF16
17) On average, how many hours per week do YOU WOIK? ..........ccovvviiiiiiiiiiiiiiiiiiiiiiiiiieiieeeeee EHF17

Employment History Form, EHF Page 3 of 6
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ID NUMBER: vFEng{?gﬁ?z?E '9/5?/51 Nl\frlr?tl,ter

18) Have you ever worked: Yes
a) in a cotton, flax or hemp mill? EHF18A ]
D) N @ FOUNANY?......viveeeeeieceeeeeeceee e EHF18B|[]
C) N @ GlaSS WOIKS? c...veveeeeieeeeeeeeeeeeeeeeeee oo EHF18C|[]
d) N AMINE? i EHF18D|[]
€) 1N @ POMEIY?.ce.eeeeeeeeeeeeeeeeeeeeeeeeeeee oo, EHF18E|[]
f) N @ pPOWEr PIANT? ....covveeeieeeeeee e, EHF18F |[]
0) N @QUAITY?. oo, EHF18G|[ ]
) N A TEfINEIY? ... EHF18H|[]
) Or With @SheStOS?.......ccceveieceeeeeeeeee e EHF18I |[M]
i) in synthetic fibers or fabric manufacturing?.......... EHF18J []
K) inapaper Mill? ......oooeeeeeeeeeeereeeeeeeeeeeeeeees EHF18K|[]
[) in building or highway construction? .................... EHF18L []
m) in an aluminum factory?.........ccoceeveveeeeeeeeeeeenns EHF18M|[]
N) N a rubber tire PlaNt?.........cocoeveveveeeeeeeeeeeeees EHF18N|[]
0) INHVAC?. ..ottt EHF180|[ ]
P) N AEMONtION? ...veeeeeeeeeeeeeee e EHF18P|[]
q) N remodeliNg? ........oveveeeeeeeeeeeeeeeeeee e, EHF18Q|[ ]
r) in professional cleaning? ..........cccoceeeeeeveeeeveeenn. EHF18R|[ ]
S) INDEAULY CArE? ....vvveeeeeeee e EHF18S|[ ]
t) N AGHCUIUIE? ..., EHF18T |[ ]
u) in the flooring INAUSEIY?.........covveevieeeeeeeeeeeeen. EHF18U|[]

19) Have you ever worked as: Yes
a) aboilermaker?..........cccoovoveeeeeeeeeeeeeeeeer e EHF19A ]
D) @ CAMPENLEI? ..o EHF19B[ ]
c) achemical WOrKEr?..........ccooueoueeeeeeeeieeeeeee e EHF19C| ]
d) an electriCian? .........ccoceeveveeeeeeeeeeee e, EHF19D| |
€) an elevator OPerator?...........cccceeeueeeveeeveeeeeenenns EHF19E|[]
f) AN INSUIALOI? ... EHF19F ||
9) AlAthEr? .o EHF19G|[ ]
h) @ MACHINISE? .....voveeeececeeeeeeeee e EHF19H (]
) @MEChANIC? ... EHF19I |[]
D) A MIIWIGNE?. oo, EHF19J ]
K) @ PIPERIttOr?. ... EHF19K [[ ]
) @ PIASIEIEI? ..o EHF19L [ ]
M) @ PIUMDEI? ..o EHF19M[_]
0) I BT 1110 (= o AR EHF19N

Employment History Form, EHF
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DOOOgoodoooon s

SEQ#

How many years?

L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.

How many years?

L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.

EHF18A1

EHF18B1

EHF18C1

EHF18D1

EHF18E1

EHF18F1

EHF18G1

EHF18H1

EHF18I1

EHF18J1

EHF18K1

EHF18L1

EHF18M1
EHF18N1

EHF1801

EHF18P1

EHF18Q1

EHF18R1

EHF18S1

EHF18T1
EHF18U1

EHF19A1
EHF19B1
EHF19C1
EHF19D1

EHF19E1

EHF19F1

EHF19G1

EHF19H1

EHF19I11

EHF19J1

EHF19K1

EHF19L1
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ID NUMBER: vFE(szFs{?g(r\izozt.)E '9/5?/51 Nﬂlr',?t',ter

Yes No
0) asheet metal WOrker? ..........cccooevvveeeeeeeeeeneeen, EHF190(] []
P) @ StEEIWOIKEI? ... EHF19P[ ] []
A) AWEIAEI? ..., EHF19Q|[] []
1) @PIGTAMMEI? .ovooeieieieeeeeeeeeeeeee e EHF19R| ] []
S) ATIGOEI? et EHF19S|[] []
1) @TOOFEI? .o EHF19T ] []
U) @ PAINIEI? ..o EHF19U|[ ] []
V) @ MASON?.c.eeieeeeeeeeeee oot eeee et []

20) In your job, do/did you come into regular contact with any of the following specific

examples of vapors, gas, dust or fumes?

a)
b)
c)
d)
e)
f)

9)
h)
i)

)

<
D
(7]

Irritant gases, such as chlorine or ammonia.........

EHF20A

Fire, smoke or other combustion products.............

EHF20B

Incinerators, boilers, or oil refineries ....................

EHF20C

Coal dust or POWdETr..........ouvvieeiieeiiiiiiiiee e

EHF20D

Silica or sand, or concrete, cement, or rock dust .|EHF20E
Indoor fuel powered motors, compressors, or engines.|EHF

OOOoOg

N
o
M

Diesel engine exhaust ............cccccvveeeiieeenieeeivinnnnn.

EHF20G

Wheat flour or other grain dusts...............cccuvvunen.

EHF20H

Animal feeds or fodder.........cocovveeiieiiiiieiieeins

EHF20I

Cotton dust or cotton processing .........ccceeeeeeennnn..

EHF20J

Wood dust or SAW dUSt ......conveeeeeeeeee e

EHF20K

Cadmium fumes or batteries or silver solder........

EHF20L

Other metal dusts or metal fumes........c..covveun.....

EHF20M

Welding or flame cutting ............cceeeeeeiieeiiieiininnnnn,

EHF20N

Fiberglass or other man-made mineral fibers.......

EHF200

Explosives or blasting fumes ..........cc..ccoovriiiiiinnnnn)

EHF20P

Loooooooon

SEQ#

DOOO0Ooododooooodag s

If Question 18d =Y (that is, history of working in a mine) answer questions 23-24)

In question 18 you indicated you have worked in a mine.

21) What type of MiNe WaS It ........uuuuiiiiiiiiiiiiiiiiiiiiiiiiiiiiiinieneeneennianes EHF21
(@17 o I o1 ST 1
UNAEIgroUNG ........uuueeeeeiiiiiieiiiiiiiiiieiieeeeebiseeneeeneeeneeeeenenneee 2
OtNET .. 3

Specify: |EHF21A|

Employment History Form, EHF

L.
L.
L.
L.
L.
L.
L.

How many years?

EHF1901

EHF19P1

EHF19Q1

EHF19R1

EHF19S1

EHF19T1

EHF19U1

000 Eremovi]

L.
L.

How many years?

EHF20A1

EHF20B1

OO0 [ERF20c]

L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.
L.

EHF20E1

EHF20F1

EHF20G1

EHF20H1

EHF20I1

EHF20J1

EHF20K1

EHF20L1

EHF20M1

EHF20N1

EHF2001

EHF20P1
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_ FORM CODE: EHF Visit
ID NUMBER: VERSION: 2.0 92111  Number
22) What Was MINEA?.......uuuuiiiiiiiiiiiiiiiiiiieeeiesnaneeerereeennneeeee. EHF22
Hard rock (e.g., lead, zinc, silver, gold, etc)...................... 1
L0 =10 11 ] o [P 2
0@ 3
(@ 1 = 4

Specify: EHF22A

If Question 2 = 1, 2, or 3 (that is, currently employed) answer question 23)

The following questions relate either to your current job or your longest held job.

23) Does your current job expose you to vapors, gas, dust or fumes?...........ccccceeeeeeeenn.
L TSP UPPPPTRTUPPIN Y
N O e N
D] o 18 0 (g oV SN U

24) Is your current work the longest job that you have ever held? ..............cccccvvviininns
Y S ettt Y —End
N O e N
DONMt KNOW . U —»End

a) Inyour longest held job, what kind of work did you do? That is, what was your occupation?

Occupation:_|[EHF24A

b) In this job, what were your usual activities or duties?

Job Duties: |[EHF24B

SEQ#

EHF23

EHF24

c) What was your business or industry? (If necessary: what did they make or do in this business?)

Business: |EHF24C

d) Did this job expose you to vapors, gas, dust or fumes?...........cccevvevvviiiiieeeeeeeenns
R T U PSP UOPPPTRTUPPIN Y
N O e e N
DONT KNOW ..o U
e) What year did you begin working in this jJoD?..........ccooi
f)  How many years, altogether, did you work in this job? ............cccccciiiiiiiiiiinnns
g) On average, how many hours per week did you work in this job?....................

Employment History Form, EHF

[EFF24E]

EHF24G
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e

SPIROMICS
WY EMPLOYMENT HISTORY FORM

. FORM CODE: EHF Visit
IDNUMBER: | [BLINDID VERSION: 1.0 10/26/10  Number LV/SIT|| SEQ#

Oa) Form Date ........... / / EHFOA Ob) Initials...........

Instructions: This form should be completed during the participant’s visit. Carefully answer each
question regarding current and past employment. For check box questions please select “Yes” or
“No” on all items. Please answer all questions.

The following questions concern employment.

1) Have you ever been employed for a wage or salary, either part-time or full-time?............cc.ccocee..
Y S ettt Y
O ettt N —-/Go to Item 1§
NO ANSWET ...ttt U -Go to Item 1§
2) Which of the following best describes your current employment situation?.............ccccevvereiieennen.
Are you currently:
WOTKING ..ot 1 5[Go to Item 13|
On leave but still eMPIOYed ..........ccovovrvrrieircceeee s 2 -|Go to Item 13|
Temporarily 12id Off............ccovoviviiiiiiieie e 3 5/Go to Item 13|
Unemployed and looking for Work .............cccccevvvvveenneenne, 4
Unable t0 WOrK ... 5
GOING t0 SCHOOI ......coiiiiiiiiiiiiieiiieeeeeee e 6
KeepiNg NOUSE ......uu e 7
RETIFE ... 8
OtNET ... 9
NO BNSWET ...ttt 0 -/Go to Item 18|

3) Inyour last job, what kind of work did you do? That is, what was your occupation?

Occupation :

4) In this job, what were your usual activities or duties?

Job Duties:

5) What was your business or industry? (If necessary: what did they make or do in this business?)

Business: EHFO5

6) What year did you begin working in thiS JOD? ............vuiiiiiiiiiiiiiiiiieiee EHFO6

Employment History Form, EHF Page 1 of 5
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. FORM CODE: EHF Visit
ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#
7) How many years, altogether, did you work in this job? .........cccoeeiiiiiiiii e, EHFO7
8) Did you leave your last job because of breathing or lung problems? ..........ccccoooeviiiiiiinnnnnn. EHF08
R L T PP UPPPRTRUPPIN Y
N O e N
NO ANSWEr/DONT KNOW ......ooiiiiiiieiieeeeeeeeeeeeeeeeeeee e, U

9) Are you not working at least in part to avoid the things that caused you difficulty

breathing, such as air quality, temperature, or physical eXertion?...........ccccceevveeeeviiiiiieeeeeeennn,
R TSP UPPPPTRTSPPI Y
N O e e N
DONTKNOW ... U

10) Thinking back to when you were last employed, did you stop working, at least in part,

because of MiSsSed tiIME AUE tO HINESS 2 ... cn.ieieeee e e e e EHF10

Y S ettt Y
N O e N
Do) o 1 2 0 U
11) Did this job expose you to vapors, gas, dust Or fUMES?..........ccoovvviiiiiiie e e,
R (= Y
N O e N
DONTKNOW ... e U
12) Was this work the longest job that you have ever held? ............ccooveeeivieiie i EHF12
Y Bttt et ere et Y 5(Go to Item 18
N O e N
DON'TKNOW «..oieie e U -Go to Item 1§

a) Inyour longest held job, what kind of work did you do? That is, what was your occupation?

Occupation:_|EHF12A

b) In this job, what were your usual activities or duties?
Job Duties: |EHF12B

c) What was your business or industry? (If necessary: what did they make or do in this business?)

Business: |[EHF12C

Employment History Form, EHF Page 2 of 5
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. FORM CODE: EHF Visit
ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#
d) Did this job expose you to vapors, gas, dust or fUMES?............cccccueeveiieiieieeie e EHF12D
D 0TS Y
N O e N
DON'E KNOW et e e aen U

If Question 2 =1, 2, or 3 (that is, currently employed) answer questions 13-17)

13) At this job, what kind of work do you do? That is, what is your occupation?
Occupation: EHF13

14) In this job, what are your usual activities or duties?

Job Duties:

15) What is your business or industry? (If necessary: what do they make or do in this business?)

Business: |[EHF15

16) How many years, altogether, have you worked in this job?............... .
17) On average, how many hours per week do YOU WOIK? .............cccvecieeeeeeiieeee e, EHF17
18) Have you ever worked: Yes No

a) in a cotton, flax or hemp Mill? .........c.oovieveveeieeeeeeeeeeee e, [] [ ]11EHF18A

D) 1N @ FOUNAIY? ...ttt e, [] [] |EHF18B

C) N @ GIASS WOTKS? ...t [] []

A) N @MINE? ..., [] L]

€) TN A POIEIY? ..ot [] []

f) N @ POWET PIANT? ... ] []

0) 0N A QUAITY?. oo, [] [ ]|EHF18G

) TN @ TEAINEIY? ..o, [] [ ]|EHF18H

) OF With @SDESIOS?.........vevecececeeeeeeeeeeee e ] [][EHF18I

J) in synthetic fibers or fabric manufacturing?.......................... ] [] EHF18J

K) inapaper Mill? .......c.c.ooeoeieeeee oo, [] []

) in building or highway construction? ..............cccccevevreevevennn. [] []

M) in an aluminum faCtOrY?.........ooveveveeeeeeeee e, [] [ ] |EHF18M|

N) N @ rubber tire PIANt?..........c.cvveeeeeeeeeeeee e, [] [ ] |EHF18N]

0) INHVAC? ..o ] ]

Employment History Form, EHF Page 3 of 5
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. FORM CODE: EHF Visit
ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#

Yes

No
P) N AEMONtIONT ..ot [] []
) 0N rEMOTEING? ...ttt e, [] D
r) in professional Cleaning? ............oceceeeeeeeeeeeeeeeeeeees e, [] []
S) N DEAULY CAE? .......veeeieeeeeeeeeeeeee e ] [J[EHF18S]
£) N AGHCUIUIE? ... [] []
U) in the flooriNg INAUSEIY?.......veveeeeeeeeeeeeeee e, [] []

19) Have you ever worked as: Yes No

@) @ DOIEIMAKEI?........cveeeeeeeee ettt [] []
D) @ CAMPENLEI? ...ttt e, [] []
C) @ CheMICAl WOTKEI?........ovieeeeeeeeeeeeeeeeee e, [] []
d) AN ElECHICIANT ... veveeeeeee e [] []
€) an elevator OPerator?.........ccccveuuiiiiii e ] D
f) AN TNSUIALO? ...t [] []
0) @IANEI? oo, [] [][EHF19G
) @ MACKINISE? ...ttt e, [] [][EHF19H
) @ MECNANIC? ..ot e, [] []IEHF1OI
D) @ MIMEGNE?. oo O [JIEHF13J
K) @ PIPEFILEEI? ..o, ] []
) @ PIASIEIEI? ...ttt e, [] []
M) @ PIUMDEI? ..ot e, [] [](EHF19M]
M) @ SANAEI? oottt ettt ] [] [EHF19N]
0) @ Sheet Metal WOTKEI? .........covevieeeeeeeeeeeeeeeeeee e, [] []
D) @ StEEIWOIKEI? .. ..ottt e, ] ]
0) @WEIHEI? ..o, [] []
1) @PIGFAIMMEI? oottt e, ] []
S) A HIGGEI? .ottt ettt [] []
£) @ TOOFEI? ..ottt [] []
U) @ PAIMTEI? oottt ettt e, [] []
V) @ MASON?...eeeeteeeeeee et et et e et e et e oo [] []

20) In your job, do/did you come into regular contact with any of the following specific
examples of vapors, gas, dust or fumes?

Yes No
a) Irritant gases, such as chlorine or ammonia......................... [] []
b) Fire, smoke or other combustion products..................cceee.... ] ]
c) Incinerators, boilers, or oil refineries ...........cooovrrrrrreenen. [] []
d) Coal dUSt OF POWAET ........c.cvviririiiieeieieieeeie e, L] ]
e) Silica or sand, or concrete or cement dust.............cceeevvennnnn.. [] []
f) Indoor fuel powered motors, compressors, or engines.......... [] []
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ID NUMBER: VERSION: 10 102610 Nomber

Yes
g) Diesel engine exhaust ...........couviiiiiiiiiiiiiiiii e []
h) Wheat flour or other grain dustS............cccoevvvviieiiieeveeciiiinn. []
) Animal feeds OF fFOAAEN..........ceereeeeeeeeeeeeeeeeeeeeeee e, []
j) Cotton dust or cotton ProCeSSING .....ccceeeevveevviiiiieeeeeeeiiiiinn. []
K) WOOd dUSE OF SAW QUSE ..., []
[) Cadmium fumes or batteries or sliver solder.............ccc......... []
m) Other metal dusts or metal fumes..........cccccvveeeii i, []
n) Welding or flame Cutting .........c.ooouviiiiiiieiricee e, []
0) Fiberglass or other man-made mineral fibers........................ []
p) Explosives or blasting fumes ..........cccoooevviiiiiiiiiec, []

Employment History Form, EHF

SEQ #

EHF20G
EHF20H
EHF20I

EHF20J

EHF20L
EHF20M
EHF20N
EHF200
EHF20P

OOoOdoadooE

ok
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EVENT REVIEW FORM

, FORM CODE: ERF Visit
ID NUMBER: VERSION: 1.0 01/19/16  Number |LLo " || SEQ#

Oa. Form Completion Date.... DD/DD/DDD Ob. Reviewer Code DDD
oe. ventio: [T T T T g oo, event oace: [TV VI ERE®]

PART A: Administration Information

N I/ o TSI =T |:|

Original ..., 1
Adjudication..........cccccceeeiiie e, 2
Special revIieW ...........ccccvvveeeeeeeinnnns 3

PART B: Review of Symptoms

2. Participant experienced an increase in the following “major” symptoms for at least 2 or more
consecutive days:

z
e
pa
Py
<
D

(%]

a. Dyspnea

b. Sputum purulence

HpEEN
DI:II:I|
mjf| mf|m
NN
Ol @ | >

Cc. Sputum volume

3. Participant experienced an increase in the following “minor” symptoms for at least 2 or more
consecutive days:

No/NR Yes
A, NASAl HISCNAIGE ......cvevieieeceececeeeeee ettt ettt 1 O
D WWNBEZE ..ottt ettt e e e res [] []
. SOE thIOAL. ...t 1 [
Oo COUGN ettt O O
LY == V=) TR U USSR 1 [

ERF v1.0 Page 1 of 4
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. FORM CODE: ERF
ID NUMBER: VERSION: 1.0 1/30/15 SEQ#

4. Was the participant prescribed new antibiotics for this respiratory event?................... D ERF4
YES e 1
NO/NR ..ot 0

5. Was the participant prescribed new steroids for this respiratory event?....................... D ERFS
YOS i 1
NO/NR ..ottt 0

6. Did the subject have radiographic evidence suggestive of pneumonia? ...................... D ERF6
YES e 1
NO/NR ...t 0

7. Did the participant have acute respiratory failure with no known cause? .................... D ERF7
YES i 1
NO/NR ..ot 0

PART C: Classification of Event

8. Did the participant have a COPD exacerbation? .............cccccccccoeeenn, [display chain message] |ERF8

(Click to run exacerbation eligibility)

9. Do you agree with the symptomatic classification? ..........c.ccoovveiiiiiini e, D ERF9
YES i 1
NO e 0

10. If no, provide reason and cite any relevant case law

ERF10

11. Was this eVent @ 0eatN? .........ooo e D ERFI11
YES 1
NO ., 0 > Skip to Q19

Event Review Form, ERF

Page 2 of 4


muznahk
Text Box
ERF4

muznahk
Text Box
ERF5

muznahk
Text Box
ERF6

muznahk
Text Box
ERF7

muznahk
Text Box
ERF8

muznahk
Text Box
ERF9

muznahk
Text Box
ERF10

muznahk
Text Box
ERF11


FORM CODE: ERF Visit

ID NUMBER: VERSION: 1.0 1/30/15 Number

SEQ #

12. What was the primary cause of death? (enter one cause here, then proceed to the question indicated)...D

a. Respiratory ...........cccvvvvveeeeeennnnns 1 > Skip to Q13 ERF12

b. Cardiovascular ..........c...cccoveeeene. 2 > Skip to Q14
C.CanCer.....ccooviiiieieece e, 3 = Skip to Q15
d. Other, KNOwWn .......ccooovveviivnriinnnne. 4 > Skip to Q16
€. Unknown...........oocoiiiiiiiiinn, 5 > Skip to Q17
13. Respiratory (SEIECt ONIY ONE) ......uuuuiiiiiiiiiiiiiiiiiiiiieiiieieiieeiee bbb eeeeeeeeeeeeeennenneennnes D ERF13
COPD Exacerbation with pneumonia......... 1
COPD Exacerbation without pneumonia..... 2
COPD without exacerbation..................... 3
Other respiratory...........ccocovvii i iiiee e, 4

13a. Specify: ERF13A
14. Cardiovascular (SEleCt ONlY ONE) ........euiiiiiiiiee e I:‘ ERF14

Myocardial infarction.........................cc..e. 1
Heartfailure..........c.oooiiiii i 2
Stroke/aneurysm..........oooeviiiiriie e, 3
DVT/PE....i e 4
Other heart problem ..........ccccciiiiiin cie e 5

14a. Specify: ERF14A

14b. Type of Cardiovascular death (select only one)...........ccccceevviiiriiiiiiiin e, D ERF14B

14b1. “Sudden Death,” defined as death that occurs within 24 hours of being
observed alive and without evidence of a deteriorating medical condition).......... 1

14b2. “Sudden Cardiac Death,” defined as death that occurs within 1 hour of being
observed alive and without evidence of a deteriorating medical condition........... 2

14D3. Neither Of the @DOVE. .. ... in e e e e e e e 3

Event Review Form, ERF Page 3 of 4
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) FORM CODE: ERF Visit
ID NUMBER: VERSION: 1.0 1/30/15  Number SEQ#
15. Cancer (SEIECT ONIY ONE) .....iiiiiiiiiie it e e e e r e e e e e e e e aaae I:‘ ERF15
LUNG e 1
Other CanCer......covie i e 2

15a. Specify:

16. Other, Known

Specify: ERF16
17. Reason for Unknown cause of death (Select only 0Ne) ..............ueeueeeeimeiimmiimiinnnas D ERF17

Information is inadequate................c.ccoieiii i 1
Indeterminate (information available but cause unclear)..... 2

Please answer for any type of death:

18. Do you believe that a diagnosis of COPD contributed to the death of this individual?...... D ERF18
YES ot 1
NO e 2

19. Should this case be reviewed by the Committee? .............ccoviii i D ERF19
YES i 1
NO o 2

Note: Question 19 must be answered for the form to be considered complete

Comments:
ERF19A

End form
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N

SPIROMICS :
T TheT Event Tracking Form
-l R e
EVENT ID FORM CODE: ETF Visit '
NUMBER: SUBJID VERSION: 1.0 12/15/14 Number VIS,IT SEQ#
Oa. Form Date ............. / / ETFOA Ob. Code............. ETFOB

Oc. Participant ID: DDDDDDDD

0d. Event Date: DD/DD/DDDD

Instructions: This form is completed to document the stages in the records acquisition process.

*RESULT CODES for Records Processing

0NN N kW~ O

Pt ke e \O
D W = O

Pending records request
Release of Information requested from Participant
Release of Information obtained from Participant
Participant refused to release information=> END
Discharge Summary, Admission and Physical History, and/or Visit Summary Requested

Discharge Summary, Admission and Physical History, and/or Visit Summary Received = Go to Question 25a
Full Event Record requested (Attempt 1)

Full Event Record requested (Attempt 2)

Full Event Record requested (Attempt 3)
Event Record requested (Continuing attempts)
Confirmed, no events to investigate> END
Confirmed, duplicate event, no further investigation under this ID-> END
Confirmed, Records Not Available 2> END
Medical records received for event (for Full Event Requests) = Go to Question 25a
Supplemental records requested
Requested Death Certificate

16 Received Death Certificate
17 Unable to obtain Death Certificate
18 Transfer records to Coordinating Center [cover sheet for shipping produced] = Go to Question 28
Date Result
(MM/DD/YYYY) Code* Staff Code Notes
ETF1A
1 H [ETF1C| | [ETFiD] ETF1B
ETF2A
2 H |[ETF2C| | |ETF2D| ETF2B
[ETF3A |
3 H [ETF3C| | [ETF3D] ETF3B
ETF4A
4 ; ; ETF4C ETF4D ETF4B
ETF5A
5 Iﬁl ETF5C ETF5D ETF5B
ETFGA
6 [ETF6C] | [ETF6D] ETF6B

Event Tracking From, ETF
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ID NUMBER:

FORM CODE: ETF
VERSION: 1.0 12/15/14

Visit
Number

SEQ #
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ID NUMBER:

FORM CODE: ETF Visit
VERSION: 1.0 12/15/14 Number

SEQ #

Please indicate whether any of the following ICD9 codes are listed on the Discharge Summary, Admission and
Physical History, and/or Visit Summary:

25a. Were ICD9 Codes used? (Y/N) |[ETF25A

Diagnoses

Acute upper respiratory infection

Acute bronchitis
Viral Pneumonia
Pneumococcal pneumonia
Other bacterial pneumonia

Pneumonia due to other specified
organism

Bronchopneumonia, organism
unspecified

Pneumonia, organism unspecified

Influenza

Influenza due to certain identified
influenza viruses
Bronchitis

Chronic bronchitis
Emphysema
Asthma

Bronchiectasis

COPD

Pneumonitis due to solids and
liquids
Empyema

Pleurisy

Pneumothorax and air leak

Event Tracking From, ETF

1ICD9

465.X__0__ Pulmonary congestion and
hypostasis (includes pulmonary
edema NOS chronic)

466.)1@lf)ther diseases of lung

480. eart Failure

481. = ung cancer
ETF2587 |

482. = ung cancer

X o Dj
483 iabetes

485. o Djabetes
ETF25B13)]

486 X Other venous embolism and
ETF25B15 [ thrombosis Venous thrombosis
(DVT)
487. ‘ cute pulmonary heart disease

488. Pulmonary embolus
iETFZSBlglu Y N

490. t i
@Ps €0porosis
491 .1p Fracture

92. = ip Fracture
P

93.cute Myocardial Infarction
494.0ther acute and sub-acute forms of

schemic heart disease Myocardial
Infarction
496.X__0_ Other forms of chronic ischemic
heart disease Myocardial
Infarction

507.X—o_Occlusion and stenosis of pre-

erebral arteries

Diagnoses

m
—
T
N
al
[vs)
iy

m
—
=
N
o1
W
=
w

N

510. Occlusion of cerebral arteries
ETF25B35Gtroke or transient ischemic attack
511. 'ransient cerebral ischemia

ETF25B37

512. [ bscess of lung and mediastinum
:

1ICD9
514.X

518.X
428.X
162.X
163.X
249.X

250.X

453.X

415.X
415.1

733.X
820.X
821.X
410.X
411.X

414.X

433.X

434.X

435.X

513.X
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ID NUMBER:

FORM CODE: ETF
VERSION: 1.0 12/15/14

Visit
Number

SEQ #

Please indicate whether any of the following ICD10 codes are listed on the Discharge Summary, Admission and

Physical History, and/or Visit Summary:

26a. Were ICD10 Codes used? (Y/N) |[ETF26A

Diagnoses
Acute upper respiratory infections of
multiple and unspecified sites
Influenza due to identified novel
influenza A virus
Influenza due to other identified influenza
virus
Influenza, due to unidentified influenza
virus

Viral pneumonia, not elsewhere classified

Pneumonia due to Streptococcus
pneumonia

Pneumonia due to Haemophilus influenzae
Bacterial pneumonia, not elsewhere
classified

Pneumonia due to other infectious
organisms, not elsewhere classified
Pneumonia in diseases classified
elsewhere

Pneumonia, unspecified organism
Acute bronchitis

Acute bronchiolitis

Unspecified acute lower respiratory
infection

Bronchitis, not specified as acute or
chronic

Simple and mucopurulent chronic
bronchitis

Unspecified chronic bronchitis

Emphysema

Other chronic obstructive pulmonary
disease

Asthma

Status asthmaticus (acute severe asthma)
Bronchiectasis

Event Tracking From, ETF

ICD10 Diagnoses
Pleural effusion, not elsewhere

J06'classiﬁed

709.X Pleural effusion in conditions

O !
crro0ns | Classified elsewhere

J10. o Pneumothorax and air leak

J11. Other pleural conditions

Intraoperative and post-procedural
2.3 complications and disorders of
~“|ETF2689 |respiratory system, not elsewhere
classified
Respiratory failure, not elsewhere

13’classiﬁed
J 14.0ther respiratory disorders

15. = eart Failure

16. = alignant neoplasm of trachea
gant neop

Malignant neoplasm of bronchus

17 eimbtaeknd lung

J18.YETr26821Malignant neoplasm of pleura
J20.YETr26823 Piabetes mellitus, Type 1

J21 .iabetes mellitus, Type 2

J 22.hleb1tls and thrombophlebitis
J40. ortal vein thrombosis

Other venous embolism and

41. = }
ETF26831 thrombosis

J42. =—Pulmonary embolism
ETF26B3 S
Osteoporosis with current

pathological fracture

_ Osteoporosis without current

J43.
J44'pathological fracture

145 Osteoporosis in diseases classified
~{ETF26B39}|sewhere
746 JETE26841 Fracture of femur

A .
J4T X oemas Angina pectoris

!

ICD10
J90.X |[ETF26B2

J91.X [ETF26B4

J93.X |[ETF26B6
J94.X |ETF26B8

J95.X [ETF26B10

J96.X |[ETF26B12
J98.X [ETF26B14

150.X |[ETF26B16

C33.X[ETF26B18

C34 X |[ETF26B20

C38.4 |[ETF26B22
E10.X |[ETF26B24

EI1.X [ETE26B26
180.X [ETE26B28

181.x [ETF26B30
182.X |[ETF26B32]
126.X [ETF26B34
MB0.X[ETF26B36
M81.X[ETF26B38

M82.X [ETF26B40
$72.X [ETE26B42
120.X [ETF26B44
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ID NUMBER:

Diagnoses

Respiratory conditions due to inhalation of
chemicals, gases, fumes and vapors

Pneumonitis due to solids and liquids

Respiratory conditions due to other
external agents

Adult respiratory distress syndrome
Pulmonary edema

Abscess of lung and mediastinum

Pyothorax

Chronic ischemic heart disease

FORM CODE: ETF Visit SEQ #
VERSION: 1.0 12/15/14 Number
ICD10 Diagnoses ICD10

ST elevation (STEMI) and non-ST
J68.X o _elevation (NSTEMI) myocardial
infarction
Subsequent ST elevation (STEMI)
and non-ST elevation (NSTEMI)
myocardial infarction
Certain current complications
following ST elevation (STEMI)
J 70.d non-ST elevation (NSTEMI)
yocardial infarction (within the
28 day period)

70 Other acute ischemic heart
~“|ETF26B51 lfiseases

J81 .erebral infarction
185 _ Stroke, not specified as

ETF26B55hemorrhage or infarction
'ransient cerebral ischemic attacks

J69.X__ =

186. =R 0d related syndromes

121.X |ETE26B46

122 X[ETF26B48

123.X [ETF26B50

124.X |ETF26B52

163 |ETF26B54
164 |ETF26B56

G45.X [ETE26B58

27a. Were additional diagnoses or procedures listed on coding summary requiring full medical records request?

VN

Mechanical Ventilation not in the setting of a surgical procedure

Lung Transplantation

Report of other respiratory problem treated

Event Tracking From, ETF

o |[ETF27B1

0
o [ETF27B3
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ID NUMBER:

FORM CODE: ETF Visit

VERSION: 1.0 12/15/14 Number SEQ#

28. For each of the items below, please indicate if the record is included in the packet to the GIC:

Medical Record

ICD-9 or -10 Coding Summary

Admission History and Physical

Discharge Summary
Emergency Department Report
General labs

Microbiology labs

Procedure or surgical reports
Spirometry report

Echo report

RVG or MUGA report
Doppler Flow Study report
Pulse oximetry reports
Arterial blood gas report
Discharge medication report
Chest X-ray reports

Chest CT scan reports
Pulmonary angiography report

V/Q Lung scan

Autopsy or Medical examiner
report

Death Certificate

Event Tracking From, ETF

Status

o Included o Available, not included o Unavailable o Not collected |ETF28A

o Included o Available, not included o Unavailable o Not collected
o Included o Available, not included o Unavailable o Not collected
O Included o Available, not included o Unavailable o Not collected
o Included o Available, not included o Unavailable o Not collected
o Included o Available, not included o Unavailable o Not collected
o Included o Available, not included o Unavailable o Not collected
o Included o Available, not included o Unavailable o Not collected
o Included o Available, not included o Unavailable o Not collected
o Included o Available, not included o Unavailable o Not collected
o Included o Available, not included o Unavailable o Not collected
o Included o Available, not included o Unavailable o Not collected
o Included o Available, not included o Unavailable o Not collected
o Included o Available, not included o Unavailable o Not collected
o Included o Available, not included o Unavailable o Not collected
o Included o Available, not included o Unavailable o Not collected
O Included o Available, not included o Unavailable o Not collected
O Included o Available, not included o Unavailable o Not collected
o Included o Available, not included o Unavailable o Not collected

o Included o Available, not included o Unavailable o Not collected
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EVT - GIC Event Packet Tracking

6a. Select missing items that apply

ICD Coding Summary
Admission History and Physical
Discharge Summary
Emergency Department Report
General labs

O

EVT6A2
EVT6A3
EVT6A4 |
EVT6A5

O o oo

V1 20150109
Oa. Event ID: EVENTID 0b. Event Date:
Oc. Last Accessed Date: 0d. Staff Code:
1. Date Packet Received: |EVT1|
2. Initials of check-in processor: EVT2
3. Number of pages in the packet:
4. Diagnosis codes used: ICD9/ICD10
3a. ICD9 Codes 3b. ICD10 Codes
EVT4AL|C ][] EvVT4B1[ |.[ [ |
EvT4A2[L 1L [JEvT4B2] |.L [ ]
[EVT4A3][ 1. EvT4B3|L 1.
HEVT4A4| L] [JEVT4B4 ][ 1]
EvT4As|L L] EvT4B5] |.[ ][ ]
[[EvT4A6|].LIL] [EvT4B6[ 1L
EVT4A7 EVTAB7| [.[ |l |
EVT4A8[ .11 EvT4Bs 1L ]
EvT4A9[ [ 1] [[EvT4B9[ |.L [ |
EVT4A10[ 1. ][] [[EvT4B10[.L [ |
EVT4A11] [.[ ][ ] EvT4B11 [J.L ][ |
EvT4A12[ 1] EvTaB12[].L [ ]
EVT4A13[1.[ 1] EvT4B13[.L ]
EVT4A14| L EVT4B14| 1.l Il |
EVT4A15(].[ || | EVT4B15| [.[ [ |
EVT4AL6[.[ ][] [1EVT4B16[]. 1]
EVT4A17 [l.L ][] EVT4B17|[].[ 1]
OEvTaAL8]l. ] EvT4B18[].L ][]
[EvT4A19]1.L [ ] EVT4B19[].[ [ ]
[EvT4A20[.L 1] LIEvT4B20[.L 1]
5. Initial Packet Event Assessment:
Eligible Event.............. 1
Ineligible Event............ 2
6. Initial Packet Review Status: Packet Complete
Complete.......... 1 (skip 6a)
Incomplete......... 0 (specify missing items and rest of form skipped)
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Microbiology labs m
Procedure or surgical reports O|EVT6AT
Spirometry report O[evTeas]
Echo report O|EvTeA9|
Pulse oximetry reports O|EVT6A10]
Arterial blood gas report O|EVT6ALL
Discharge medication report O[evTeat?]
Chest X-ray reports O|evTeA13
Chest CT scan reports O [EvTea1sa
Pulmonary angiography report O[evTeails
V/Q Lung scan O|evTeals|
Autopsy or Medical examiner report O[evTeal7|
Death certificate OlEvTeA18
Improperly blinded OlevTeA19
Improperly labeled O|EvTeA20)
Other O|EVT6A21

6b) Specify other: |EVT68 |

7. Abstractor Packet Review Status: EVT7
Complete.......... 1 (skip 7a)
Incomplete......... 0 (specify missing items and rest of form skipped)

7a. Select missing items that apply

Y/N

ICD Coding Summary O |EVT7AL
Admission History and Physical O |EvT7A2
Discharge Summary O|evT7A3
Emergency Department Report O(evr7aa
General labs O [EvT7A5
Microbiology labs O|EVT7A6
Procedure or surgical reports OevT7A7|
Spirometry report O [EvT7A8
Echo report m ﬁl‘
Pulse oximetry reports O |EvT7A10
Arterial blood gas report O[evT7A11
Discharge medication report O(evT7a12
Chest X-ray reports U|eEvT7A13
Chest CT scan reports OlevT7A14
Pulmonary angiography report OlevT7A1s
V/Q Lung scan OlevT7A16
Autopsy or Medical examiner report OlevT7a17
Death certificate O|evT7A18
Improperly blinded O[evr7alg
Improperly labeled O [EvT7A20
Other o

7b) Specify other: |EVT7B |

8. Event eligible for abstraction? [E\/Tg
:
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Complete.......... 1
In-progress......... 0
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SPIROMICS :
WA FACIT-F (Version 4)
¢kf\ J’i.. "....
FORM CODE: FCT Visit :
IDNUMBER: |[BLINDID VERSION: 10 1026110 Number VIS|IT| SEQ#
0a) Form Date........... / / FCTOA| ob) Initials...........

Instructions: Form is to be completed during the study visit. Read all questions exactly as written.

Below is a list of statements that other people with your iliness have said are important. Please
indicate your response as it applies to the past 7 days.

Not  Alittle Some Quite Very

PHYSICAL WELL-BEING at all bit -what abit much
1 I have alack of energy...........cccocoevviiiiiiiiicic 0 1 2 3 4
2 [ NAVE NAUSEA ...t 0 1 2 3 4
3 Because of my physical condition, | have trouble meeting the

needs of MY fAMIIY .......coiiieieeee e 0 1 2 3 4 |FCTO3
4 [ have Pain.........cccoviiiiiii 0 1 2 3 4
5 | am bothered by side effects of treatment ...............ccccceeeiiis 0 1 2 3 4
6 FEEEI Il .o, 0 1 2 3 4|FCTO6
7 | am forced to spend time inbed ..........ococeeiiini 0 1 2 3 4

English (Universal)
Copyright 1987, 1997

FACIT-F Form, FCT Page 1 of 4
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FORM CODE: FCT
ID NUMBER: VERSION: 1.0 10/26/10
Not
SOCIAL/FAMILY WELL-BEING at all
8 | feel close to My fIENdS ......cceveviiiiiii e, 0
9 | get emotional support from my family...........ccccovveveeeiniiiinnnn. 0
10 I get support from my friends ..., 0
11 My family has accepted my illN€SS .......cccvvvevvveeiiiiieeee e 0
12 | am satisfied with family communication about my illness.........
0
13 | feel close to my partner (or the person who is my main
LS10] o] o Jo 1 | PP 0
14 Regardless of your current level of sexual activity, please
answer the following question. If you prefer not to answer it,
please mark this box |:| and go to the next section. ([FCT14
15 | am satisfied with my sex life ..., 0

English (Universal)
Copyright 1987, 1997

FACIT-F Form, FCT

Visit
Number

A little Some
bit -what
1 2
1 2
1 2
1 2
1 2
1 2
1 2

N

T T T T T
-
=
o

CTO8
CTO09

CT11

CT12

FCT13

SEQ #

Quite  Very

a bit much
3 4
3 4
3 4 |[FC
3
3 4
3 4
3 4

Page 2 of 4

FCT15
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ID NUMBER:

FORM CODE: FCT
VERSION: 1.0 10/26/10

Please indicate your response as it applies to the past 7 days.

EMOTIONAL WELL-BEING al?c;tll
16 FEEISAU.....ii i 0
17 | am satisfied with how | am coping with my illness................... 0
18 | am losing hope in the fight against my illness .......................... 0
19 | fEEI NEIVOUS......oiiiiiiii e 0
20 [ WOITY @DOUL AYING .. .eveeiiiieiiiiiiieie ettt 0
21 | worry that my condition will get Worse .........cccccooeevveeeeeeeciinnns 0

FUNCTIONAL WELL-BEING a,;l%:l
22 | am able to work (include work at home) ..........coccviieeeiiiiinnns 0
23 My work (include work at home) is fulfilling ...........cccccccvvvvenneenn. 0
24 [ am able to enjoy life .....cueveii 0
25 I have accepted My illNESS.........oeeiiiiiiiiiie e 0
26 [ 'am sleeping Well ... 0
27 | am enjoying the things | usually do for fun .............cccccceeiiie 0
28 | am content with the quality of my life right now ........................ 0

English (Universal)
Copyright 1987, 1997

FACIT-F Form, FCT

Visit
Number
Alittle  Some
bit -what
1 2
1 2
1 2
1 2
1 2
1 2
Alittle  Some
bit -what
1 2
1 2
1 2
1 2
1 2
1 2
1 2

SEQ #

Quite  Very

abit  much
3 4|FCT16
3 4 |FCT17
3 4 |FCT18
3 4 |FCT19
3 4 |FCT20
3 4|FCT21

Quite  Very

a bit much

T24

3 4 |FCT26

3 4 |FCT27

w
I
71| (7] [T T [ [m
ol 1O
_l
N
ol

3 4 |FCT28
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ID NUMBER:

FORM CODE: FCT
VERSION: 1.0 10/26/10

Please indicate your response as it applies to the past 7 days.

ADDITIONAL CONCERNS

29 | feel fatigued ...,
30 | feel weak all over ..o
31 | feel listless (“washed out”) .............

32 I feeltired ...,

English (Universal)
Copyright 1987, 1997

FACIT-F Form, FCT

35 I have energy ..o
36 I am able to do my usual activities.....

37 | need to sleep during the day ..........

33 | have trouble starting things because | am tired........................

34 I have trouble finishing things because | am tired ......................

38 | am too tired t0 @at.........ccccvviiiiiiiiic
39 I need help doing my usual activities ...........cccceevriiiiiiieeiee e
40 I am frustrated by being too tired to do the things | want to do ..
41 I have to limit my social activity because | am tired....................

Not
at all

0

Visit
Number

Alittle  Some
bit -what
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2
1 2

SEQ #

Quite  Very

abit  much
S
3 2
3 4
s
3 4
T
s 4
s
s« o]
3 4
s« [FCT]
3 4 [FCT40 |
3 4 [FCT41 |

Page 4 of 4
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SP/R?,M/C;S' FOLLOW-UP QUESTIONNAIRE

: FORM CODE: FUQ Visit
DNumBer: | [BEINDID VERSION: 1.0 11/2/10 Numper [/ISIT | SEQ#

Oa) Form Date............ DD/DD/DDDD Ob) Initials........... DDD

Instructions: This form should be completed during the follow up phone conversations with study
participants. Read the form carefully to familiarize yourself with the script as well as questions and skip
patterns.

INTERVIEWER: Hello, my name is (interviewer name), and | am calling to follow up with (participant name)
about the Subpopulations and Intermediate Outcome Measures in COPD Study (SPIROMICS), a health study
in which s/he is currently enrolled. Is s/he available?

No ——— When would it be convenient to call back? .............. Thank you. | will call again.

Yes — Hello, (participant name), this is (interviewer name) with the SPIROMICS study. I'm calling to
see how you have been since your last (visit to our center or telephone contact). Do you have a few minutes
to speak on the phone?

No — When would it be convenient to call back?......... Thank you. | will call again.

Yes — We'd like to gather information about your general health and about specific medical
conditions that you may have had since your last (visit to our center or telephone
contact). | will ask you some questions about your health since your last (visit to our
center or telephone contact) on (date of contact).

INTERVIEWER: | want you to focus on what happened from (date of contact) until today.

1) (Do not ask participant) Participant status (choose one):
Contacted and alive 1 ]-
Contacted and refused interview  2[ |
Not contacted, reported alive 3[]-»
Not contacted, reported deceased 4[ ] —
Unknown 5[ ]—>

la) What was the date of death? ........................ / /

1b) What city, state, and country did the death occur? _|Removed from Blinded Dataset|

1c) Do you know if (insert decedent’s name) was hospitalized or visited an emergency room for

any reason since (date of last contact) and his/her death? FUQO1C

Yes 1 [ ]Record date and name of hospitalization in question 21a.
No O [_]Endinterview
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FORM CODE: FUQ Visit

ID NUMBER: VERSION: 1.0 11/2/10 Number

SEQ#

HOSPITALIZATIONS
(If non-COPD patrticipant, skip to question 20)

(For COPD Participants Only):

2) Since your last (clinic visit or telephone contact) on (date), have you had a flare-up of

YOUF ChESE trOUBIE? (Y/N) .. uiiiiiiiiiiiiti e aasaaassansaassnnssnnnnnnnnnnns
(if ‘No’ go to item 20)

If Yes:

2a) How many episodes of chest trouble flare ups have you had since (date)?......................

How was/were the episode(s) of breathing problem(s) treated? Please answer for each episode
(if more than one) by checking all relevant treatments given for each episode. Starting with
the first episode since (date):

3) For the first episode of breathing problems you had since (date):

3a) Did you take additional antibiotics after contacting your healthcare provider by telephone

Lo =T 0 0= 1L I 2] N )

3b) Did you take additional oral steroids after contacting your healthcare provider by

telephone OF €MAI? (Y/N) ... e aa s aaasaaasnnnnnnnnnnnnnnns
3c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ........
3d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).....

3e) Were you evaluated in a physician’s office or urgent care? (Y/N) .....ccccooeeiiiiiiiiiiiiiiiiinnns
During that visit were you given (check all that apply):

FUQO2

UQ3B

UQ3C

UQ3D

M T T
L C
Q

w

>

FUQ3E

3el) An additional antibiotiC ............ccccoviiiiiiiiii |:|
3e2) Additional Steroids ............ccccceviiiiiiiiiici |:|
3€3) DONt KNOW ....ovviiiiiiii s |:|
3e4) Don't remember...........ccocviiiiiiiii |:|

3f)  Were you evaluated in an Emergency Department? .......ccccoocoioioiiiiiiiiiiii e
During that visit were you given (check all that apply):

3f1) An additional ANHBIOHC «.............eorerroesoeoeeee oo [][FUQO3F1 |
3f2) Additional StEroidS .........cccevieiiiiiiiiiiiiiice e |:|
3f3) DON’t KNOW ... |:|
3f4) Don't remember............ocoooiiiiii |:|

3g) Were you admitted to the hoSPItal? ... e

If participant was admitted to hospital:

=
cC

H
O
w
®

4a) What was the date of this event? ........ccccccvvvvvveennnn. / / FUQO4A
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ID NUMBER: FORM CODE: FUQ Visit

VERSION: 1.0 11/2/10 Number SEQ#

5) (do not ask) Did the participant have a second episode? (if ‘No’, go to 20)

4b) What is the name of the medical facility? |Removed from Blinded Dataset|

4c) What is the address of this medical facility? |Rem0ved from Blinded Dataset|

(Leave blank if unknown)

4d) For clarification of our records, under what name is this record?
4d1) First Name: [Rémoved from Blinded Dataset

4d2) Second Name: |Removed from Blinded Dataset|

4d3) Last Name: IRemoved from Blinded Dataset|

4d4) Maternal Last Name: |[Removed from Blinded Dataset |

6) For the second episode of breathing problems you had since (date):

6a)

6b)

6c)
6d)

6e)

6f)

If participant was admitted to hospital:

Did you take additional antibiotics after contacting your healthcare provider by telephone
or email? (Y/N)
Did you take additional oral steroids after contacting your healthcare provider by
telephone or email? (Y/N)

Did you take additional antibiotics but without contacting a healthcare provider? (Y/N)

Did you take additional oral steroids but without contacting a healthcare provider? (Y/N)

Were you evaluated in a physician’s office or urgent care? (Y/N)
During that visit were you given (check all that apply):

i

UQO05

FUQOBA

FUQO6B

FUQO6C

FUQO6D

e

FUQOBE

6€1) AN AddIIONAl ANHDIOHC +.vvvrrrr e eceevrrereeeses s ceeeenereee [ ][FUQO6E1]
6€2) Additional StEroids .........ccceeiiiiiiiiiiiiiiic e |:|
6€3) DON't KNOW ....ooeiiiiiiii s |:|
6ed) Don't remember............cccoooiiiiii |:|

Were you evaluated in an Emergency Department? .........oooiiiiiiiie i e
During that visit were you given (check all that apply):

FUQOGF

6f1) An additional ANGDIONC «....vv.vv.ve e eeeeee e, [ ]IFUQO6F1

6f2) Additional steroids

................................................................... [J[FUQosF2]

613) DON't KNOW ... |:|

6f4) Don’t remember
g) Where you admitted to the hospital |FUQO06G

........................................................................ [(1[FUQOGF4]

7a) What was the date of this event? .........ccccceeeenn. / / FUQO7A
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FORM CODE: FUQ Visit

ID NUMBER: VERSION: 1.0 11/2/10 Number

SEQ#

7b) What is the name of the medical facility? |Removed from Blinded Dataset|

|[Removed from Blinded Dataset |

7c) What is the address of this medical facility?
(Leave blank if unknown)

7d) For clarification of our records, under what name is this record?
7d1) First Name: |[Removed from Blinded Dataset |

7d2) Second Name: |Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

7d3) Last Name:

7d4) Maternal Last Name: |[Removed from Blinded Dataset |

8) (do not ask) Did the participant have a third episode? (if ‘No’, go t0 20) .......cccceiiiiiiinns

9) For the third episode of breathing problems you had since (date):

9a)

9b)

9c)
9d)

9e)

of)

90)

Did you take additional antibiotics after contacting your healthcare provider by telephone

Lo A= 0 0= 1L I 271 N
Did you take additional oral steroids after contacting your healthcare provider by

LC=1 =T 0] a T a Lo T o] g =T 4 = V1 W (4 )
Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ........
Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).....

Were you evaluated in a physician’s office or urgent care? (Y/N) .....ccccoeeiiiiiiiiiiiiiiiiiiiinnnns
During that visit were you given (check all that apply):

FUQO9B

FUQO9C

FUQO9D

FUQO9E

EL I

9e1) An additional ANGDIOHC ..............oorrroeeeeeeeeeerroeeeeeness e [][FUQo9ET1 |
9e2) Additional StEroids .........cceeeiiiiiiiieiiiiice e |:|
9€3) DONM't KNOW ..ot |:|
9e4) Dot reMEMDET ........oiiiiiiiiiiie e |:|

Were you evaluated in an Emergency Department? .........ooouiiiiiiiieiiieeiiiiin e
During that visit were you given (check all that apply):

FUQOOF

OFL) AN additional ANHDIOHC .............eeeeeeeeseeeeeeeseeeeeeeeeeeeeeeeeeeeeeneeee [ J[FUQO9F1]
Of2) AGIONA! SEEOIUS ......eeeeeeveeeeeeeeeeeeeeeeeeeeeeeeeseeeeeeeseseeeeeseeseseee []
9f3) DON't KNOW ..o |:|
9f4) DON’t remMemMDEr.........ccoiiiiiiiiiii |:|

Were you admitted to the hOSPItal? ...........oviiiiiiiii s

If participant was admitted to hospital:
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_ FORM CODE: FUQ Visit
ID NUMBER: VERSION: 1.0 11/2/10 Number SEQ#

10a) What was the date of this event?.............ccccocvu.... / / FUQ10A

., [Removed from Blinded Dataset|

10b) What is the name of the medical facility

10c) What is the address of this medical facility? |Removed from Blinded Dataset|

(Leave blank if unknown)

10d) For clarification of our records, under what name is this record?
10d1) First Name: |[Removed from Blinded Dataset |

10d2) Second Name: |[Removed from Blinded Dataset |

10d3) Last Name: |[Removed from Blinded Dataset|

10d4) Maternal Last Name: |[Removed from Blinded Dataset |

11) (do not ask) Did the participant have a fourth episode? (if ‘No’, go to 20)

12) For the fourth episode of breathing problems you had since (date):

12a) Did you take additional antibiotics after contacting your healthcare provider by telephone

or email? (Y/N)

12b) Did you take additional oral steroids after contacting your healthcare provider by

telephone or email? (Y/N)

12c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N)

FUQ11

UQ12A

FUQ12B

FUQ12C

12d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).....

12e) Were you evaluated in a physician’s office or urgent care? (Y/N)

FUQ12D

FEEE &

FUQ12E

During that visit were you given (check all that apply):

12€1) AN QAAIIONal ANHDIOtIC ........vvrreeceeveerrrerrsseeeereressscineenees [_I[FuQi2E1]
12e2) Additional StEroidS .........ccccuvveiiiiieeiiiiiiiiee e |:|
12€3) DONE KNOW ..t |:|
12e4) Don'tremember.......cccccoeeiiiii |:|

12f) Were you evaluated in an Emergency Department? ........cccoovvviiiiiiiiiiiiin e e e eeeeens

:

FUQIL2F

During that visit were you given (check all that apply):

12f1) AN AdItONal ANGDIOHC «......ovrrcoeeeesooeeeesvere e [J[FuQi2Fi ]
12£2) AGIIONAI SLEIOIAS ...c.eeererrerrrereeseeeeeeeseeseeeeeeeeeeeeeeeeeeeeeeneeees ]
12f3) DON'TKNOW ..ot |:|
12f4) Dot remMemDbEr .......cocviiieiiiice e |:|

12g) Were you admitted t0 the NOSPItal? ..........cooiiiiiiiiii e

FUQL12G

:
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) FORM CODE: FUQ Visit
'D NUMBER: VERSION: 1.0 11/210  Number SEQ#
If participant was admitted to hospital:
13a) What was the date of this event?..............cccccone / /

FUQ13A

13b) What is the name of the medical facility? [Removed from Blinded Dataset]|

13c) What is the address of this medical facility? |Rem0ved from Blinded Dataset|
(Leave blank if unknown)

13d) For clarification of our records, under what name is this record?
13d1) First Name: [Rémoved from Blinded Dataset|

13d2) Second Name: |Removed from Blinded Dataset|

13d3) Last Name: [Removed from Blinded Dataset |

13d4) Maternal Last Name: |[Removed from Blinded Dataset |

14) (do not ask) Did the participant have a fifth episode? (if ‘No’, go to 20)

15) For the fifth episode of breathing problems you had since (date):

15a) Did you take additional antibiotics after contacting your healthcare provider by telephone
or email? (Y/N)

15b) Did you take additional oral steroids after contacting your healthcare provider by
telephone or email? (Y/N)

15c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N)

15d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N)

15e) Were you evaluated in a physician’s office or urgent care? (Y/N)
During that visit were you given (check all that apply):
15e1) An additional antibiotic

:

FUQ14

FUQ15A

FUQ15B

FUQ15C

FUQ15D

ELEN

FUQ15E

.......................................................... [ JFUQ1sE1L

15e2) Additional StEroidsS ...........cccovieiiiiiiieiiiiiee e |:|
15€3) DON't KNOW ... |:|
15e4) Don't remember..........ccccviiiiiiiiiiic |:|

15f) Were you evaluated in an Emergency Department? .............eeeveevieeeiveeieeeeeeeeeeeeeeeeeeeeeeeeeeeeen.
During that visit were you given (check all that apply):
15f1) An additional antibiotic

FUQ15F

........................................................... [ JFUQ15F1

15f2) Additional StEroidS ..........cccvviiiiiiieeiiiiiiieee e |:|
15f3) DONME KNOW ..ot |:|
15f4) DON't re@MEMDET .....eiiiiiieiiiiiieiee e |:|
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. FORM CODE: FUQ Visit
ID NUMBER: VERSION: 1.0 11240 Number SEQ
15g) Were you admitted t0 the NOSPItAI? .........ovviiiiiiiieiiiiiiieeeeeeeeeee e e e eeaeeeeees FUQ1SG
If participant was admitted to hospital:
16a) What was the date of this event?.........ccccccceeee. / / FUQI6A

16b) What is the name of the medical facility? |Removed from Blinded Dataset|

., |Removed from Blinded Dataset |

16¢) What is the address of this medical facility
(Leave blank if unknown)

16d) For clarification of our records, under what name is this record?
16d1) First Name: [Rémoved from Blinded Dataset|

16d2) Second Name: |[Removed from Blinded Dataset |

16d3) Last Name: |[Rémoved from Blinded Dataset

16d4) Maternal Last Name: |Removed from Blinded Dataset |

17) (do not ask) Did the participant have a sixth episode? (if ‘No’, go 10 20) .....ccceevviiiiiiiiiieeeeennnnns FUQ17

18) For the sixth episode of breathing problems you had since (date):

18a) Did you take additional antibiotics after contacting your healthcare provider by telephone
(ol =T 0 F= V1 g ) TP EPPPR TP UQ18A

18b) Did you take additional oral steroids after contacting your healthcare provider by
telephone or @MAl? (Y/N) ..o e e a e e e e FUQ18B

18c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ........ FUQ18C

18d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N)..... FUQ18D

LR

18e) Were you evaluated in a physician’s office or urgent care? (Y/N) .........cccccovveereverersseernane. FUQI18E

During that visit were you given (check all that apply):

18e1) An additional ANtDIOC «.....v.veeeeeeeeeeeeeeeee e s s | JFUQ1i8E1

1862) Additional SLEr0idS ..........ccccccoooiririoororereeereeseeeeeeeeeeeeeeeeeeeeeeee [ [FuQisE2]
18€3) DON't KNOW .....ooviiiiiiiiiiiii i |:|
18e4) Don’t remember........ccueviiiiiiiiie |:|

18f) Were you evaluated in an Emergency Department? ..............eeveeeveeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeen. FUQ18F

During that visit were you given (check all that apply):

18f1) An additional ANHDIOC .........vveeveereeeeeee oo [ JFUQ18F1
18£2) AAAIONAI SEEFOIAS +.vvvverervereeeeeereeeeeeeeeeseeeseeeseeeseeeeeeeeseeeees [ ]J[FUQ18F2
18F3) DON't KNOW ...voeeeecececeee et [ ]|[FUQ18F3
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FORM CODE: FUQ

Visit

ID NUMBER: VERSION: 1.0 11210 Number SEQ#
18f4) Don't remember........ooooiiii |:| FUQ18F4
18g) Were you admitted t0 the NOSPItAl? ..........eeiiiiiiiiee e FUQ18G
If participant was admitted to hospital:
19a) What was the date of this event?.......................... / / FUQI19A

19b) What is the name of the medical facility> |Rémoved from Blinded Dataset|

19¢) What is the address of this medical facility? |Rem0ved from Blinded Dataset|

(Leave blank if unknown)

19d) For clarification of our records, under what name is this record?

19d1) First Name:

|[Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

19d2) Second Name:

19d3) Last Name:

|[Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

19d4) Maternal Last Name:

INTERVIEWER: (For non-COPD participants only) “The following questions are about any
hospitalizations you may have had since your last (center visit or telephone contact) on (date).”

20) Since your last (center visit or telephone contact) on (date), have you at any time been admitted to
a hospital (For COPD Participants: for any reason other than a chest flare up)? [FUQ20

No 0[] —[Go to item 27
Yes 1[]

Unsure 9 [ ] —[Go to ltem 27

20a) How many hospitalizations have you had since (date)?..........ccccvvevvvienneeenn. FUQZ0A

INTERVIEWER: The next few questions are about one event. If there were more than one we would
like to talk about each one separately. Let’s start with the first event after your (visit or teleconference)

on (date).”

21a) What was the date of this event? ................

/

/

|[Removed from Blinded Dataset |

21b) What is the name of the medical facility?

21c) What is the address of this medical facility?
(Leave blank if unknown)

|[Removed from Blinded Dataset |

21d) For clarification of our records, under what name is this record?

|[Removed from Blinded Dataset |

21d1)First Name:

|[Removed from Blinded Dataset |

21d2) Second Name:

|[Removed from Blinded Dataset |

21d3) Last Name:
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FORM CODE: FUQ Visit

D NUMBER: VERSION: 1.0 11/2/10 Number

SEQ#

21d4) Maternal Last Name: [Removed from Blinded Dataset |

21le) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No  0[ ]—>[Gotolitem 27 |[FUQ2IE |
1]

Yes

22a) What was the date of this event? ................... / / FUQ22A

22b) What is the name of the medical facility’?lRemoved from Blinded Dataset|

|[Removed from Blinded Dataset |

22c) What is the address of this medical facility?
(Leave blank if unknown)

22d) For clarification of our records, under what name is this record?

|[Removed from Blinded Dataset |

22d1)First Name:

22d2) Second Name: [Removed from Blinded Dataset |

[Removed from Blinded Dataset |

22d3) Last Name:

22d4) Maternal Last Name: |[Removed from Blinded Dataset |

22e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0 [ ] [Go to Item 27 |FUQ22E |
Yes 1[]

23a) What was the date of this event? .................... / / [FUQ23A]

|[Removed from Blinded Dataset |

23b) What is the name of the medical facility?

23c) What is the address of this medical facility? |Removed from Blinded Dataset|
(Leave blank if unknown)

23d) For clarification of our records, under what name is this record?
[Removed from Blinded Dataset |

23d1)First Name:

23d2) Second Name: [Removed from Blinded Dataset |

23d3) Last Name: |[Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

23d4) Maternal Last Name:

23e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0 []—>[Gotoitem 27 [FUQ23E]
Yes 1[]

24a) What was the date of this event? .................... / / FUQ24A
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FORM CODE: FUQ Visit

ID NUMBER: VERSION: 1.0 11/2/10 Number

SEQ#

24b) What is the name of the medical facility? |Removed from Blinded Dataset|

24c) What is the address of this medical facility? |Removed from Blinded Dataset|
(Leave blank if unknown)

24d) For clarification of our records, under what name is this record?

|[Removed from Blinded Dataset |

24d1)First Name:

24d2) Second Name: |[Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

24d3) Last Name:

[Removed from Blinded Dataset |

24d4) Maternal Last Name:

24e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0[_]-[Go to ltem 27 [FUQ24E |
Yes 1[]

25a) What was the date of this event? .................... / / FUQ25A

., |Removed from Blinded Dataset |

25b) What is the name of the medical facility

25c) What is the address of this medical facility? |Removed from Blinded Dataset|
(Leave blank if unknown)

25d) For clarification of our records, under what name is this record?

25d1)First Name: |[Removed from Blinded Dataset |

[Removed from Blinded Dataset |

25d2) Second Name:
[Removed from Blinded Dataset |

25d3) Last Name:

|[Removed from Blinded Dataset |

25d4) Maternal Last Name:

25e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0 [Jo» G0 to tem 27 [FUOZ5E
Yes 1]

26a) What was the date of this event? ................... / / [FUQ26A]

[Removed from Blinded Dataset |

26b) What is the name of the medical facility?

[Removed from Blinded Dataset |

26¢) What is the address of this medical facility?
(Leave blank if unknown)

26d) For clarification of our records, under what name is this record?

26d1)First Name: |Removed from Blinded Dataset|
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_ FORM CODE: FUQ
ID NUMBER: VERSION: 1.0 11/2/10

26d2) Second Name: |Removed from Blinded Dataset|

Visit
Number

|[Removed from Blinded Dataset |

26d3) Last Name:

2604) Maternal Last Name: |[Removed from Blinded Dataset |

SEQ#

INTERVIEWER: I'd now like to ask you some other questions about your health since your last (clinic

visit or telephone contact) on (date).
(Questions 27-28 are for COPD patrticipants only.)

Since your last (clinic visit or telephone contact) on (date)
27) Did your doctor put you on oxygen? (Y/N)

28) Have you been listed for or received a lung transplant? (Y/N)

29) Are you currently smoking cigarettes? (Y/N)

30) Since your last (clinic visit or telephone contact) on (date), have you been diagnosed

with other medical problems or been injured? (Y/ N)

If answered ‘Yes' to question 30

31) Were you diagnosed with:
3l1a)Lung cancer (Y/N)

31c)Diabetes (Y/N)
31d)Blood Clots (Y/N)
31e)Osteoporosis (Y/N)
31f) Broken Hip (Y/N)
31g)Heart attack or myocardial infarction (Y/N)

31h)Stroke (Y/N)

31i) Coronary artery disease (atherosclerosis) (Y/N).........cccccceeee.

31b)Other type of cancer (Y/N) .....ccccceiviiiiiiiiiiiiie e
If so, what type? FUQ31B1

FUQ31B

UQ31C

UQ31E
UQ31F

T

7| [m T |m| |} T
cCl||C (- c
w| | w W
o S B g
I |[o O >

FUQ31I

FUQ27

UQ2

FUQ29

d 6 &

FUQ30

INTERVIEWER: “Thank you very much for your participation in the SPIROMICS study. I'd like to ask
you just a few more questions to make sure our contact information for you is up-to-date. All
information you provide us is strictly confidential and will not be shared with anyone else.”

32) Current home address:
Address line 1:

|[Removed from Blinded Dataset |
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. FORM CODE: FUQ Visit
'D NUMBER: VERSION: 1.0 11210 Number SEQ#
Address line 2: LR€EMoved from Blinded Dataset |
City:|Removed from Blinded Dataset | giate: |[Removed from Blinded Dataset |
Zip Code: |[Removed from Blinded Dataset |
a) When did you begin living here? ...........ccccccooeveeee.... / / FUQ32A1
33) Primary Phone NUMDET: .........ccocvovieeieeeeeees e, ( [Removed from Blinded Dataset |
34) What is the best time of day to reach you at this number?
MOTNING oo []|FUQ34A
AFEINOON. ....vveeeeeeeeeeeeeeeeenn, [][FUQ34B
EVENING «.vveveeeeeeeeeeeeerereeenns [ 1[FuQ34cC
35) Secondary Phone NUMDET: ............cccccceucuececrccnaan ( |IRerrI1Iovelld from BIi“ndeldlDaj[Iase“t|

36) What is the best time of day to reach you at this number?

MONING v [J|FUQ36A |
AFtErNOON.......vvereeeereceeerens [][FUQ36B |
EVENING v []

INTERVIEWER: Thank you for answering these questions.

(If the next contact is by telephone): We'll be contacting you again around (date) for another telephone
contact.

(If next contact is a clinic visit): We’ll be contacting you around (date) to schedule an in-person visit at (insert
institution) to take place around (date).

Thank you again for your time and participation.

(end call)
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SP/RQM{C}S FOLLOW-UP QUESTIONNAIRE
LU
DNUEER VERSION 20 812015 Number sEa

Month and Day Removed from Blinded Dataset

0a) Form Date .. Initials|Removed from Blinded Dataset |

Instructions: This form should be completed during the follow up phone conversations with study
participants. Read the form carefully to familiarize yourself with the script as well as questions and skip
patterns.

INTERVIEWER: Hello, my name is (interviewer name), and | am calling to follow up with (participant name)
about the Subpopulations and Intermediate Outcome Measures in COPD Study (SPIROMICS), a health study
in which s/he is currently enrolled. Is s/he available?

No ——— When would it be convenient to call back? .............. Thank you. | will call again.

Yes — Hello, (participant name), this is (interviewer name) with the SPIROMICS study. I'm calling to
see how you have been since your last (visit to our center or telephone contact). Do you have a few minutes
to speak on the phone?

No — When would it be convenient to call back?......... Thank you. | will call again.

Yes — We'd like to gather information about your general health and about specific medical
conditions that you may have had since your last (visit to our center or telephone
contact). | will ask you some questions about your health since your last (visit to our
center or telephone contact) on (date of contact).

INTERVIEWER: | want you to focus on what happened from (date of contact) until today.

1) (Do not ask participant) Participant status (choose one): FUQO1

Contacted and alive S
Contacted and refused interview [ ] — End call

Not contacted, reported alive [ ] — End call

Not contacted, reported deceased ]
Not contacted, left message []—

Not contacted, unable to leave message [ ] > [End call
Not contacted, phone line disconnected D — [End Call

Unknown [] — [End call
1a) What was the date of death?............. Month and Day Removed from Blinded Dataset

1b) What city, state, and country did the death occur? Removed from Blinded Dataset |
1c) Do you know if (insert decedent’s name) was hospitalized or visited an emergency room for

any reason since (date of last contact) and his/her death? FUOOLC
Yes 1 [_]Record date and name of hospitalization in question 21a.
No O [_]End interview
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. FORM CODE: FUQ Visit
'D NUMBER: VERSION: 2.0 8/1/2016  Number SEQ#

HOSPITALIZATIONS

2) Since your last (clinic visit or telephone contact) on (date), have you had a flare-up of

your Chest trouble? (Y/N).....coo i FUQO2
(if ‘No’ go to item 20)

If Yes:
2a) How many episodes of chest trouble flare ups have you had since (date)?..................... FUQO2A

How was/were the episode(s) of breathing problem(s) treated? Please answer for each episode
(if more than one) by checking all relevant treatments given for each episode. Starting with
the first episode since (date):

3) For the first episode of breathing problems you had since (date):

3a) Did you take additional antibiotics after contacting your healthcare provider by telephone
OF EIMAUT? (V7)) Lttt

3b) Did you take additional oral steroids after contacting your healthcare provider by

telephone OF €MAIT? (Y/N) oo FUQ3B

3c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ....... FUQ3C

3d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).... FUQSD

JEEE &

FUQ3E

3e) Were you evaluated in a physician’s office or urgent care? (Y/N) .........cccccouvmeiviimiiiniiiinnnnnnn.
During that visit were you given (check all that apply):

3el) An additional antibiotiC ...........cccoeieeeiiiiiiiiiie e, |:|

362) AQIIONAI SEEIOIAS «..vvoveerveeerereeeeeeeeeeeeseeeseeeseeereeeseseeeseeeseos []

3€3) DONM'TKNOW .o |:|

[] [FuQoze4]

3€4) DON't reMEMDET ....vviiii i

3f)  Were you evaluated in an Emergency Department? .........cccuvevviieeiiiiiiiiiiiieeee e FUQO3F
During that visit were you given (check all that apply):
3f1) An additional antibiotiC ...........cccceeiiieiiiiiiiiiie e,

[ ]
312) ADGIIONAl SEEIOIAS ........vvveeoeeeeeeeeeeiseeeeeesss e []
[ ]
[]

3f3) DONM'T KNOW ..o
3f4) DON’t rEeMEMDET ..o

3g) Were you admitted t0 the NOSPIAI? ...........cveieieeeeeeeeeeeeeeeeeee e ee e en s, FUQO3G

If participant was admitted to hospital:
Month and Day Removed from Blinded Dataset

4a) What was the date of this event?.........
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ID NUMBER: VERSION: 2.0 8/1/2016  Number

FORM CODE: FUQ Visit SEQ#

4c) What is the address of this medical facility?

Removed from Blinded Dataset

(Leave blank if unknown)

4d) For clarification of our records, under what name is this record?

5) (do not ask) Did the participant have a second episode? (if ‘No’, g0 t0 20) ........cceevvvrrivneerrenns.

4d1) First Name: |[Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

4d2) Second Name:

4d3) Last Name: |Removed from Blinded Dataset|

|[Removed from Blinded Dataset |

4d4) Maternal Last Name:

6) For the second episode of breathing problems you had since (date):

6a)

6b)

6c)
6d)

6e)

6f)

Did you take additional antibiotics after contacting your healthcare provider by telephone

OF EIMAUT? (V7)) Lottt

Did you take additional oral steroids after contacting your healthcare provider by

telephone OF €MAIT? (Y/N) oo
Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) .......

Did you take additional oral steroids but without contacting a healthcare provider? (Y/N)....

FUQOGA

FUQOGB

FUQO6C

FUQOGD

Were you evaluated in a physician’s office or urgent care? (Y/N) ....coooeveeeeeeiieeeieiiiieeeeeee,
During that visit were you given (check all that apply):

6el) An additional antibiotiC ............cceevvvviiiiiiiiiiiiii

6e2) Additional Steroids ............oovvviiieiiiieei e,

6€4) DON't reMEMDET .....uuiiii e

Were you evaluated in an Emergency Department? ...
During that visit were you given (check all that apply):

6F1) AN additional ANDIOIC .v....ovveeoveeoeeeeoeeeoeeoeoeeeeeeoee []1FUQO6F1

62) AQIIONAI SEEIOIAS ... eeeeeeee s []
6f3) DON't KNOW ..o |:|
6f4) DON’t remMemMDEr ......ccooiiiiiiiiic e |:|

If participant was admitted to hospital:

(]
]
6E3) DONM'TKNOW ..o |:|
(]

LR

FUQOGF

7a) What was the date of this event?.......

Month and Day Removed from Blinded Dataset

7b) What is the name of the medical facility? |Rem0ved from Blinded Dataset|
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FORM CODE: FUQ Visit

VERSION: 2.0 8/1/2016 Number SEQ#

ID NUMBER:

7c) What is the address of this medical facility? |Removed from Blinded Dataset|
(Leave blank if unknown)

7d) For clarification of our records, under what name is this record?
7d1) First Name: |Removed from Blinded Dataset]|

|[Removed from Blinded Dataset |

7d2) Second Name:

7d3) Last Name: Removed from Blinded Dataset

7d4) Maternal Last Name: |Reémoved from Blinded Dataset|

8) (do not ask) Did the participant have a third episode? (if ‘No’, go t0 20) .......coevieiriiiiiiiiiinnneens,

9) For the third episode of breathing problems you had since (date):

9a) Did you take additional antibiotics after contacting your healthcare provider by telephone

OF EIMAUT? (V7)) Lottt

9b) Did you take additional oral steroids after contacting your healthcare provider by

telephone OF €MAIT? (Y/N) oo

9c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) .......

9d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N)....

9e) Were you evaluated in a physician’s office or urgent care? (Y/N) ........cccccvvmmmiemimimimininnnnnnnn.

During that visit were you given (check all that apply):

9e1) AN additional ANHDIOLC .................eeeeeeeeeeeeeeessreereeeeeeerreess ]
9e2) Additional Steroids ...........ccceceriiiiiiiiiiii []
9€3) DON't KNOW ..o |:|
9e4) Don't remember ..o |:|

9f) Were you evaluated in an Emergency Department? .................eeueeeemmmmimmmmmmmmimeenieineii.

During that visit were you given (check all that apply):

9f1) AN additional ANHDIOHC .........eveeveeeeeeeeeeeeeeeeeeeeeereeeeeeeeeesssseens [ ][FUQO9F1
92) AAAItIONAl SLETOIAS ...........vveoeve oo [_][FUQo9F2

Of3) DONM't KNOW . |:| FUQO9F3

9f4) DON’t reMEMDET ......coiiiiiiiiiiiiicc e |:| FUQO9F4

9g) Were you admitted t0 the hOSPItal? ........ccooiiiiiiiiiiee e e

If participant was admitted to hospital:

FUQO9G

10a) What was the date of this event?..........

Month and Day Removed from Blinded Dataset
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_ FORM CODE: FUQ Visit
ID NUMBER: VERSION: 2.0 8/1/2016  Number SEQ#

10b) What is the name of the medical facility? |Removed from Blinded Dataset|

10c) What is the address of this medical facility? |Removed from Blinded Dataset|

(Leave blank if unknown)

10d) For clarification of our records, under what name is this record?
10d1) First Name: |[Removed from Blinded Dataset |

10d2) Second Name: |Removed from Blinded Dataset|

10d3) Last Name: |[Removed from Blinded Dataset |

10d4) Maternal Last Name: |[Removed from Blinded Dataset |

11) (do not ask) Did the participant have a fourth episode? (if ‘No’, go to 20)

12) For the fourth episode of breathing problems you had since (date):

12a) Did you take additional antibiotics after contacting your healthcare provider by telephone
or email? (Y/N)

12b) Did you take additional oral steroids after contacting your healthcare provider by
telephone or email? (Y/N)

12c¢) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N)

12d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N)....

12e) Were you evaluated in a physician’s office or urgent care? (Y/N)
During that visit were you given (check all that apply):

12e1) An additional ANtDIOtC ......e.vevevreeeeeeeeeeeeeeeeeeeeee oo, [ ]|FUQ12El
12€2) AQGIIONAl SLEIOIAS .....vveveeeeeeeeereeeeeeeeeeeeeseeeseeeeeeseeeeeseeeseos [ ]|FUQ12E2
12€3) DONTKNOW ....oveviiieecececeeeeeeeeeee e, [ ] [FUQ12E3

12e4) Don’t remember

12f) Were you evaluated in an Emergency Department? ........ccoooviuiiiiiiieeeeeeeicee e
During that visit were you given (check all that apply):

12f1) An additional ANGDIOHC «.....v.veeeveeeeeeeeeeeeeeeeeeeeeeereeeeereesneons []
12£2) AGIONAI SLEIOIAS vvvvvvvvvvrrrreeseseseeeeeeeseeeesseeeeeeeesessesesesoe ]
12F3) DOMEKNOW oo []
12f4) Don’t remember ..........cccoociiiiiii i |:|

12g) Were you admitted to the hospital? ... ...
If participant was admitted to hospital:

FUQ12A

FUQ12C

FUQ12D

................................................................... ] [FoQizea]

FUQ12F

FUQ12G

13a) What was the date of this event? ....

Month and Day Removed from Blinded Dataset
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FORM CODE: FUQ Visit

ID NUMBER: VERSION: 2.0 8/1/2016  Number

SEQ #

13b) What is the name of the medical facility? |Rem0ved from Blinded Dataset|

|[Removed from Blinded Dataset |

13c) What is the address of this medical facility?
(Leave blank if unknown)

13d) For clarification of our records, under what name is this record?
13d1) First Name: |[Removed from Blinded Dataset |

13d2) Second Name: |[Removed from Blinded Dataset |

13d3) Last Name: |[Removed from Blinded Dataset |

13d4) Maternal Last Name: |Removed from Blinded Dataset |

14) (do not ask) Did the participant have a fifth episode? (if ‘NO’, o t0 20) ......cvvvvvviiiiiiiiiiiiiiienn.

15) For the fifth episode of breathing problems you had since (date):

15a) Did you take additional antibiotics after contacting your healthcare provider by telephone

:

FUQ14

OF EMAIT? (Y/N) ettt e e e e e e e e e e e e e e et e e s e e e e e e eeasbaa e e eaaeeesernannanns

15b) Did you take additional oral steroids after contacting your healthcare provider by

telephone or €MAl? (Y/N) .o e e e e e et

15c¢) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) .......

FUQ15A

15d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N)....

15e) Were you evaluated in a physician’s office or urgent care? (Y/N) ......cccoovviiiiiiiiiiiiiiiiiiinnnn.

FUQ15D
FUQ15E

During that visit were you given (check all that apply):

15e1) An additional antibiotiC .............ccccoeeeeieeei e, |:|
15€2) Additional SLEr0idS ............oooovv..oceeioreooeeeeeeeeeeeeseeseeseeeeeeeeeen ]
15€3) DON'T KNOW ..o |:|
15€4) DON't reMEMDEN ...vveiiii i |:|

15f) Were you evaluated in an Emergency Department? ..........ooooviiiiiiiieeeiceeviicee e

T
C
Q
[y
a1
T

During that visit were you given (check all that apply):

15f1) AN additional ANHDIOHC .......vvvvvveeeeeerseeeeseeeeeessessseseesseseeeee ]
152) ADGIIONAl SIEOIAS .......vvvoeoeoeeoeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeneee ]
153) DON'EKNOW .vvvvvvvvvvvevevresesesssesssssssssssssssssssssssssssssssssessssssssseeees []
15f4) Don't remember ..........ovviiiiiiii |:|

15g) Were you admitted to the hospital? ... ... e

FUQ15G

If participant was admitted to hospital:

16a) What was the date of this event? ..., Month and Day Removed from Blinded Dataset
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FORM CODE: FUQ Visit

ID NUMBER: VERSION: 2.0 8/1/2016  Number

SEQ #

|[Removed from Blinded Dataset |

16b) What is the name of the medical facility?

16¢) What is the address of this medical facility? |Removed from Blinded Dataset|

(Leave blank if unknown)

16d) For clarification of our records, under what name is this record?
16d1) First Name: |Removed from Blinded Dataset]|

16d2) Second Name: _|Removed from Blinded Dataset]|

16d3) Last Name: Removed from Blinded Dataset

16d4) Maternal Last Name: [Rémoved from Blinded Dataset|

17) (do not ask) Did the participant have a sixth episode? (if ‘No’, go t0 20)........cccceevvieeiriiiinnnnnnnn.

18) For the sixth episode of breathing problems you had since (date):

18a) Did you take additional antibiotics after contacting your healthcare provider by telephone
OF EIMAUT? (V7)) Lottt

18b) Did you take additional oral steroids after contacting your healthcare provider by
telephone OF €MAIT? (Y/N) .o

18c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) .......
18d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N)....

18e) Were you evaluated in a physician’s office or urgent care? (Y/N) ......cooovviiiiinnieeniiieinn.
During that visit were you given (check all that apply):

i

UQ17

FUQ18A

FUQ18B

FUQ18C

FUQ18D

FUQ18E

FERE L

18€1) AN additional ANHDIOHC .........vvvveveeeeereeererrereeseesenesesseeeeeeeeeee []
18e2) Additional Steroids ..........cooeveeeeeeeiiie |:|
18€3) DONMt KNOW .....ceooiiiiiiiiic |:|
18e4) Don't remember ...........ooviiiiiiiiiii |:|

18f) Were you evaluated in an Emergency Department? .........cccccovvviiiiiiiiiiiiiiiiiiiiiieeeeeeeeee
During that visit were you given (check all that apply):

FUQ18F

18f1) An additional ANtIDIOLIC ..............covvvveererrreeeeeeereeeseeeree []
182) ADItIONAl SLEFOIAS ...vv.veeveeeeeere e eeeee e e eeeeesee e eeeeeeeens []
1813) DON'EKNOW ... L]
18f4) Don’t remember ..., |:|

18g) Were you admitted t0 the hOSPItal? ..........oooiiiiiiiiiiiiii

Follow-Up Questionnaire, FUQ
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FORM CODE: FUQ Visit

VERSION: 2.0 8/1/2016 Number SEQ#

ID NUMBER:

If participant was admitted to hospital:

19a) What was the date of this event? .......

Month and Day Removed from Blinded Dataset

19b) What is the name of the medical facility? |Removed from Blinded Dataset|

19c) What is the address of this medical facility? |Removed from Blinded Dataset|
(Leave blank if unknown)

19d) For clarification of our records, under what name is this record?
19d1) First Name: __|Removed from Blinded Dataset|

19d2) Second Name: |Removed from Blinded Dataset|

19d3) Last Name: __|Removed from Blinded Dataset |

19d4) Maternal Last Name: [Reémoved from Blinded Dataset|

INTERVIEWER: “The following questions are about any other hospitalizations you may have had since

your last (center visit or telephone contact) on (date).”

20) Since your last (center visit or telephone contact) on (date), have you at any time been admitted to

a hospital for any reason other than a chest flare up? |[FUQ20
No ol]—

Yes 1]

Unsure 9 [ ] —[Go to Item 27

20a) How many hospitalizations have you had since (date)? ...........ccccoeeeeeeeeeeeenn. FUQ20A

INTERVIEWER: The next few questions are about one event. If there was more than one we would like
to talk about each one separately. Let’s start with the first event after your (visit or teleconference) on

(date).”

Month and Day Removed from Blinded Dataset

21a) What was the date of this event?.......

21b) What is the name of the medical facility? |Removed from Blinded Dataset|

21¢) What is the address of this medical facility? |Re€moved from Blinded Dataset
(Leave blank if unknown)

21d) For clarification of our records, under what name is this record?

21d1) First Name: _|Removed from Blinded Dataset|

21d2) Second Name: _|Reémoved from Blinded Dataset|

21d3) LastName: _|Removed from Blinded Dataset]|

21d4) Maternal Last Name: |Reémoved from Blinded Dataset|

Follow-Up Questionnaire, FUQ
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FORM CODE: FUQ Visit

VERSION: 2.0 8/1/2016 Number SEQ#

ID NUMBER:

21le) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0 [ ]>[Go to Item 27 |FUQ21E |

Yes 1[]

Month and Day Removed from Blinded Dataset

22a) What was the date of this event?...........

22b) What is the name of the medical facility? _|Removed from Blinded Dataset |
[Removed from Blinded Dataset |

22c) What is the address of this medical facility?
(Leave blank if unknown)

22d) For clarification of our records, under what name is this record?

22d1) First Name: |[Removed from Blinded Dataset |

22d2) Second Name: [Removed from Blinded Dataset |

22d3) Last Name: _|Removed from Blinded Dataset |

22d4) Maternal Last Name: Removed from Blinded Dataset

22e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No  0[J—>[Gotoitem 27] [FUQ22E |

Yes 1[]

23a) What was the date of this event?............

Month and Day Removed from Blinded Dataset

23b) What is the name of the medical facility? |Removed from Blinded Dataset |

Removed from Blinded Dataset

23c) What is the address of this medical facility?
(Leave blank if unknown)

23d) For clarification of our records, under what name is this record?

23d1) First Name: [Removed from Blinded Dataset |
23d2) Second Name: __|Removed from Blinded Dataset |
23d3) Last Name: Removed from Blinded Dataset

23d4) Maternal Last Name: [Removed from Blinded Dataset |

23e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0[_]-[Go to ltem 27 |FUQ23E |
1]

Yes

Month and Day Removed from Blinded Dataset

24a) What was the date of this event?................

24b) What is the name of the medical facility? [Removed from Blinded Dataset|

24c) What is the address of this medical facility? |Removed from Blinded Dataset|
(Leave blank if unknown)
Follow-Up Questionnaire, FUQ Page 9 of 14
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FORM CODE: FUQ Visit

VERSION: 2.0 8/1/2016 Number SEQ#

ID NUMBER:

24d) For clarification of our records, under what name is this record?

24d1) First Name: [Removed from Blinded Dataset |

24d2) Second Name: _ |Removed from Blinded Dataset |

24d3) Last Name: [Removed from Blinded Dataset |

24d4) Maternal Last Name: JRemoved from Blinded DatasetL

24e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0 [ ] [Go to Item 27 |FUQ24E |

Yes 1[]

Month and Day Removed from Blinded Dataset

25a) What was the date of this event?....

[Removed from Blinded Dataset |

25b) What is the name of the medical facility?

25c) What is the address of this medical facility? __|Removed from Blinded Dataset |
(Leave blank if unknown)

25d) For clarification of our records, under what name is this record?

25d1)First Name: [Removed from Blinded Dataset |
25d2) Second Name: |[Removed from Blinded Dataset |
25d3) Last Name: [Removed from Blinded Dataset |

25d4) Maternal Last Name: [Removed from Blinded Dataset |

25e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0 [ ] [Go to Item 27 |FUQ25E |
Yes 1[]

Month and Day Removed from Blinded Dataset

26a) What was the date of this event?...

26b) What is the name of the medical facility? __|[Removed from Blinded Dataset|

26¢) What is the address of this medical facility? __|Removed from Blinded Dataset |
(Leave blank if unknown)

26d) For clarification of our records, under what name is this record?

26d1)First Name: |[Removed from Blinded Dataset |
26d2) Second Name: Removed from Blinded Dataset
26d3) Last Name: [Removed from Blinded Dataset |

26d4) Maternal Last Name: |[Removed from Blinded Dataset |
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) FORM CODE: FUQ Visit
'D NUMBER: VERSION: 2.0 8/1/2016 Number

SEQ #

INTERVIEWER: I'd now like to ask you some other questions about your health since your last (clinic

visit or telephone contact) on (date).
Since your last (clinic visit or telephone contact) on (date)

27) Did your doctor put you on oxygen? (Y/N)
28) Have you been listed for or received a lung transplant? (Y/N)

29) Are you currently smoking cigarettes? (Y/N)

30) Since your last (clinic visit or telephone contact) on (date), have you been diagnosed
with other medical problems or been injured? (Y/ N)

If answered ‘Yes'’ to question 30

31) Were you diagnosed with:

31a)Lung cancer (Y/N) UQ31A

31b)Other type of cancer (Y/N)......ooiiiieuieiiiiieeeeeiiiieeee e

If so, what type? FUQ31B1

31c)Diabetes (Y/N)

F

31d)Blood Clots (Y/N)

31e)Osteoporosis (Y/N) UQ31E

FUQ31F

31f) Broken Hip (Y/N)

31g)Heart attack or myocardial infarction (Y/N)

31h)Stroke (Y/N) FUQ31H

31i) Coronary artery disease (atherosclerosis) (Y/N)........ccccceevvvveeeennn. FUQ31

T Tl [T il Ny
- cllc|l |
be ol ol 19
@ 2 (g[8
® ol [0 ™
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FORM CODE: FUQ Visit

ID NUMBER: VERSION: 2.0 8/1/2016  Number

SEQ #

INTERVIEWER: “Thank you very much for your participation in the SPIROMICS study. | am going to
ask you for your current address, phone numbers, and email addresses. This is both to make sure we
have the most current contact information for you as well as to help us examine the relationship
between place of residence and COPD. Please remember that all information that you give us is
confidential, and only certified SPIROMICS personnel will have access to this information.”

32) Current home address:
Address line 1:  |Removed from Blinded Dataset |

Address line 2:  |Removed from Blinded Dataset |

—

City: [Removed from Blinded Dataset|sate: [Removed from Blinded Dataset]

Zip Code: |[Removed from Blinded Dataset |

Removed from Blinded Dataset |

a) When did you begin living here?...........cccccvvvviinnnnnn.

33) Primary Phone NUMDET: ............cccoevevveeieieceeeeeeeiee ( Remo’ved from Blinded Dataset
a) Where does this number reach you (select only one)?
HOME...ooveieeeieiiiieee e, 1
Cell / Mobile...........cccvvveee.... 2
WOTK..oviviiee e 3

34) What is the best time of day to reach you at this number?

MOFNING v [J[FUQ34A]
AFEINOON......eieeeeeeeeeeeeeerae. []
EVENING cvoveeveveeeeeeeeeeeeene []

35) Secondary Phone NUMDET: ............coovurerienreeirneeeenne. (|_[Removed from Blinded Dataset|
a) Where does this number reach you (select only one)?
Home......ooovvieii e, 1
Cell / Mobile...........cccvvveee.... 2
WOorK......ooovviiiiiii 3

36) What is the best time of day to reach you at this number?

MOFNING v []
AFtErNOON.........cvcveveverrereenn, L]
EVENING c.vovveeeeeveeeenns L]

37) May we contact you via email in the future? (Y/N)............. |Removed from Blinded Dataset|

a) What is the best email address at which to reach you?
Email: Removed from Blinded Dataset

b) What is another email address we could try?
Email: _JRemoved from Blinded Dataset |
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FORM CODE: FUQ Visit

ID NUMBER: VERSION: 2.0 8/1/2016  Number

SEQ #

LOCAL CONTACT 1

38)a) Title: [Removed] b) First Name: [Removed from Blinded Dataset]
¢) Middle/Second Name:

d) Last Name: |[Removed from Blinded Dataset |

e) Maternal Last Name: _[Removed from Blinded Dataset |

39) Relationship: __|[Removed from Blinded Dataset |

40) Current home address of local contact:

a) Address line 1: __|Removed from Blinded Dataset |
b) Address line 2: ___|[Removed from Blinded Dataset |
c) City: |Removed| d) State: Fe%ved from Blinded Dataset |

e) Zip Code: Relran\{led from Blirllolled I!Dat?setlj

41) Telephone: (Remoygd flrlorln Blinded Dgtas§t|

Removed from Blinded Dataslét

N

42) Secondary Phone Number:

—1

43) May we contact you via email in the future? (Y/N) ................... JRemoved from Blinded Dataset |

a) What is_the best email address at which to reach you?
Email: |[Removed from Blinded Dataset

b) What is another email address we could try?
Email:

[Removed from Blinded Dataset |

LOCAL CONTACT 2

44)a) Tite: |Removed | b) First Name: [Removed from Blinded Dataset|
) Middle/Second Name: __|[Removed from Blinded Dataset |

d) Last Name: |[Removed from Blinded Dataset |

e) Maternal Last Name: __[Removed from Blinded Dataset |

45) Relationship: ___|Removed from Blinded Dataset|

46) Current home addre '
a) Address line 1: _|[Reémoved from Blinded Dataset

b) Address line 2: [Removed from Blinded Dataset |
c) City: |Removed| d) State: [Removed from Blinded Dataset |

e) Zip Code: |[Removed from Blinded Dataset |
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) FORM CODE: FUQ Visit
1D NOMBER VERSION: 20 8/1/2016  Number SEQ#
47) Telephone: ( Removed from Blinded Dataset
48) Secondary Phone Number: (Removed from Blinded Dataset
49) May we contact you via email in the future? (Y/N)............ |[Removed from Blinded Dataset |
a) What is the best email address at which to reach you?
Email: Removed from Blinded Dataset

b) What is another email address we could try?
Email:. |Removed from Blinded Dataset |

Additional local contacts can be entered on the CIF.

INTERVIEWER: “I would now like to ask you some questions related to potential future research studies
including, potentially, studies of children of SPIROMICS participants.”

50) Do you have any adult children whom we could contact?......... |[Removed from Blinded Dataset |
YES ittt Y
NO. e N
Prefer not to respond........... NR

YES ittt Y
NO. o N
Prefer not to respond........... NR

52) Would you be interested in possibly joining a future study to test a new medication for COPD?

YOS oot Y |Removed from Blinded Dataset |
NO .o N
UNSUME...ceeiviieiiiieieeeeeeea U

INTERVIEWER: Thank you for answering these questions.

(If the next contact is by telephone): We’'ll be contacting you again around (date) for another telephone
contact.

(If next contact is a clinic visit): We'll be contacting you around (date) to schedule an in-person visit at (insert
institution) to take place around (date).

Thank you again for your time and participation.

(end call)
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SP/R?,M/C;S' FOLLOW-UP QUESTIONNAIRE

: FORM CODE: FUQ Visit
DNumBer: | [BEINDID VERSION: 1.0 11/2/10 Numper [/ISIT | SEQ#

Oa) Form Date............ DD/DD/DDDD Ob) Initials........... DDD

Instructions: This form should be completed during the follow up phone conversations with study
participants. Read the form carefully to familiarize yourself with the script as well as questions and skip
patterns.

INTERVIEWER: Hello, my name is (interviewer name), and | am calling to follow up with (participant name)
about the Subpopulations and Intermediate Outcome Measures in COPD Study (SPIROMICS), a health study
in which s/he is currently enrolled. Is s/he available?

No ——— When would it be convenient to call back? .............. Thank you. | will call again.

Yes — Hello, (participant name), this is (interviewer name) with the SPIROMICS study. I'm calling to
see how you have been since your last (visit to our center or telephone contact). Do you have a few minutes
to speak on the phone?

No — When would it be convenient to call back?......... Thank you. | will call again.

Yes — We'd like to gather information about your general health and about specific medical
conditions that you may have had since your last (visit to our center or telephone
contact). | will ask you some questions about your health since your last (visit to our
center or telephone contact) on (date of contact).

INTERVIEWER: | want you to focus on what happened from (date of contact) until today.

1) (Do not ask participant) Participant status (choose one):
Contacted and alive 1 ]-
Contacted and refused interview  2[ |
Not contacted, reported alive 3[]-»
Not contacted, reported deceased 4[ ] —
Unknown 5[ ]—>

la) What was the date of death? ........................ / /

1b) What city, state, and country did the death occur? _|Removed from Blinded Dataset|

1c) Do you know if (insert decedent’s name) was hospitalized or visited an emergency room for

any reason since (date of last contact) and his/her death? FUQO1C

Yes 1 [ ]Record date and name of hospitalization in question 21a.
No O [_]Endinterview
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FORM CODE: FUQ Visit

ID NUMBER: VERSION: 1.0 11/2/10 Number

SEQ#

HOSPITALIZATIONS
(If non-COPD patrticipant, skip to question 20)

(For COPD Participants Only):

2) Since your last (clinic visit or telephone contact) on (date), have you had a flare-up of

YOUF ChESE trOUBIE? (Y/N) .. uiiiiiiiiiiiiti e aasaaassansaassnnssnnnnnnnnnnns
(if ‘No’ go to item 20)

If Yes:

2a) How many episodes of chest trouble flare ups have you had since (date)?......................

How was/were the episode(s) of breathing problem(s) treated? Please answer for each episode
(if more than one) by checking all relevant treatments given for each episode. Starting with
the first episode since (date):

3) For the first episode of breathing problems you had since (date):

3a) Did you take additional antibiotics after contacting your healthcare provider by telephone

Lo =T 0 0= 1L I 2] N )

3b) Did you take additional oral steroids after contacting your healthcare provider by

telephone OF €MAI? (Y/N) ... e aa s aaasaaasnnnnnnnnnnnnnnns
3c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ........
3d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).....

3e) Were you evaluated in a physician’s office or urgent care? (Y/N) .....ccccooeeiiiiiiiiiiiiiiiiinnns
During that visit were you given (check all that apply):

FUQO2

UQ3B

UQ3C

UQ3D

M T T
L C
Q

w

>

FUQ3E

3el) An additional antibiotiC ............ccccoviiiiiiiiii |:|
3e2) Additional Steroids ............ccccceviiiiiiiiiici |:|
3€3) DONt KNOW ....ovviiiiiiii s |:|
3e4) Don't remember...........ccocviiiiiiiii |:|

3f)  Were you evaluated in an Emergency Department? .......ccccoocoioioiiiiiiiiiiii e
During that visit were you given (check all that apply):

3f1) An additional ANHBIOHC «.............eorerroesoeoeeee oo [][FUQO3F1 |
3f2) Additional StEroidS .........cccevieiiiiiiiiiiiiiice e |:|
3f3) DON’t KNOW ... |:|
3f4) Don't remember............ocoooiiiiii |:|

3g) Were you admitted to the hoSPItal? ... e

If participant was admitted to hospital:

=
cC

H
O
w
®

4a) What was the date of this event? ........ccccccvvvvvveennnn. / / FUQO4A
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ID NUMBER: FORM CODE: FUQ Visit

VERSION: 1.0 11/2/10 Number SEQ#

5) (do not ask) Did the participant have a second episode? (if ‘No’, go to 20)

4b) What is the name of the medical facility? |Removed from Blinded Dataset|

4c) What is the address of this medical facility? |Rem0ved from Blinded Dataset|

(Leave blank if unknown)

4d) For clarification of our records, under what name is this record?
4d1) First Name: [Rémoved from Blinded Dataset

4d2) Second Name: |Removed from Blinded Dataset|

4d3) Last Name: IRemoved from Blinded Dataset|

4d4) Maternal Last Name: |[Removed from Blinded Dataset |

6) For the second episode of breathing problems you had since (date):

6a)

6b)

6c)
6d)

6e)

6f)

If participant was admitted to hospital:

Did you take additional antibiotics after contacting your healthcare provider by telephone
or email? (Y/N)
Did you take additional oral steroids after contacting your healthcare provider by
telephone or email? (Y/N)

Did you take additional antibiotics but without contacting a healthcare provider? (Y/N)

Did you take additional oral steroids but without contacting a healthcare provider? (Y/N)

Were you evaluated in a physician’s office or urgent care? (Y/N)
During that visit were you given (check all that apply):

i

UQO05

FUQOBA

FUQO6B

FUQO6C

FUQO6D

e

FUQOBE

6€1) AN AddIIONAl ANHDIOHC +.vvvrrrr e eceevrrereeeses s ceeeenereee [ ][FUQO6E1]
6€2) Additional StEroids .........ccceeiiiiiiiiiiiiiiic e |:|
6€3) DON't KNOW ....ooeiiiiiiii s |:|
6ed) Don't remember............cccoooiiiiii |:|

Were you evaluated in an Emergency Department? .........oooiiiiiiiie i e
During that visit were you given (check all that apply):

FUQOGF

6f1) An additional ANGDIONC «....vv.vv.ve e eeeeee e, [ ]IFUQO6F1

6f2) Additional steroids

................................................................... [J[FUQosF2]

613) DON't KNOW ... |:|

6f4) Don’t remember
g) Where you admitted to the hospital |FUQO06G

........................................................................ [(1[FUQOGF4]

7a) What was the date of this event? .........ccccceeeenn. / / FUQO7A
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FORM CODE: FUQ Visit

ID NUMBER: VERSION: 1.0 11/2/10 Number

SEQ#

7b) What is the name of the medical facility? |Removed from Blinded Dataset|

|[Removed from Blinded Dataset |

7c) What is the address of this medical facility?
(Leave blank if unknown)

7d) For clarification of our records, under what name is this record?
7d1) First Name: |[Removed from Blinded Dataset |

7d2) Second Name: |Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

7d3) Last Name:

7d4) Maternal Last Name: |[Removed from Blinded Dataset |

8) (do not ask) Did the participant have a third episode? (if ‘No’, go t0 20) .......cccceiiiiiiinns

9) For the third episode of breathing problems you had since (date):

9a)

9b)

9c)
9d)

9e)

of)

90)

Did you take additional antibiotics after contacting your healthcare provider by telephone

Lo A= 0 0= 1L I 271 N
Did you take additional oral steroids after contacting your healthcare provider by

LC=1 =T 0] a T a Lo T o] g =T 4 = V1 W (4 )
Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ........
Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).....

Were you evaluated in a physician’s office or urgent care? (Y/N) .....ccccoeeiiiiiiiiiiiiiiiiiiiinnnns
During that visit were you given (check all that apply):

FUQO9B

FUQO9C

FUQO9D

FUQO9E

EL I

9e1) An additional ANGDIOHC ..............oorrroeeeeeeeeeerroeeeeeness e [][FUQo9ET1 |
9e2) Additional StEroids .........cceeeiiiiiiiieiiiiice e |:|
9€3) DONM't KNOW ..ot |:|
9e4) Dot reMEMDET ........oiiiiiiiiiiie e |:|

Were you evaluated in an Emergency Department? .........ooouiiiiiiiieiiieeiiiiin e
During that visit were you given (check all that apply):

FUQOOF

OFL) AN additional ANHDIOHC .............eeeeeeeeseeeeeeeseeeeeeeeeeeeeeeeeeeeeeneeee [ J[FUQO9F1]
Of2) AGIONA! SEEOIUS ......eeeeeeveeeeeeeeeeeeeeeeeeeeeeeeeseeeeeeeseseeeeeseeseseee []
9f3) DON't KNOW ..o |:|
9f4) DON’t remMemMDEr.........ccoiiiiiiiiiii |:|

Were you admitted to the hOSPItal? ...........oviiiiiiiii s

If participant was admitted to hospital:
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_ FORM CODE: FUQ Visit
ID NUMBER: VERSION: 1.0 11/2/10 Number SEQ#

10a) What was the date of this event?.............ccccocvu.... / / FUQ10A

., [Removed from Blinded Dataset|

10b) What is the name of the medical facility

10c) What is the address of this medical facility? |Removed from Blinded Dataset|

(Leave blank if unknown)

10d) For clarification of our records, under what name is this record?
10d1) First Name: |[Removed from Blinded Dataset |

10d2) Second Name: |[Removed from Blinded Dataset |

10d3) Last Name: |[Removed from Blinded Dataset|

10d4) Maternal Last Name: |[Removed from Blinded Dataset |

11) (do not ask) Did the participant have a fourth episode? (if ‘No’, go to 20)

12) For the fourth episode of breathing problems you had since (date):

12a) Did you take additional antibiotics after contacting your healthcare provider by telephone

or email? (Y/N)

12b) Did you take additional oral steroids after contacting your healthcare provider by

telephone or email? (Y/N)

12c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N)

FUQ11

UQ12A

FUQ12B

FUQ12C

12d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).....

12e) Were you evaluated in a physician’s office or urgent care? (Y/N)

FUQ12D

FEEE &

FUQ12E

During that visit were you given (check all that apply):

12€1) AN QAAIIONal ANHDIOtIC ........vvrreeceeveerrrerrsseeeereressscineenees [_I[FuQi2E1]
12e2) Additional StEroidS .........ccccuvveiiiiieeiiiiiiiiee e |:|
12€3) DONE KNOW ..t |:|
12e4) Don'tremember.......cccccoeeiiiii |:|

12f) Were you evaluated in an Emergency Department? ........cccoovvviiiiiiiiiiiiin e e e eeeeens

:

FUQIL2F

During that visit were you given (check all that apply):

12f1) AN AdItONal ANGDIOHC «......ovrrcoeeeesooeeeesvere e [J[FuQi2Fi ]
12£2) AGIIONAI SLEIOIAS ...c.eeererrerrrereeseeeeeeeseeseeeeeeeeeeeeeeeeeeeeeeneeees ]
12f3) DON'TKNOW ..ot |:|
12f4) Dot remMemDbEr .......cocviiieiiiice e |:|

12g) Were you admitted t0 the NOSPItal? ..........cooiiiiiiiiii e

FUQL12G

:
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) FORM CODE: FUQ Visit
'D NUMBER: VERSION: 1.0 11/210  Number SEQ#
If participant was admitted to hospital:
13a) What was the date of this event?..............cccccone / /

FUQ13A

13b) What is the name of the medical facility? [Removed from Blinded Dataset]|

13c) What is the address of this medical facility? |Rem0ved from Blinded Dataset|
(Leave blank if unknown)

13d) For clarification of our records, under what name is this record?
13d1) First Name: [Rémoved from Blinded Dataset|

13d2) Second Name: |Removed from Blinded Dataset|

13d3) Last Name: [Removed from Blinded Dataset |

13d4) Maternal Last Name: |[Removed from Blinded Dataset |

14) (do not ask) Did the participant have a fifth episode? (if ‘No’, go to 20)

15) For the fifth episode of breathing problems you had since (date):

15a) Did you take additional antibiotics after contacting your healthcare provider by telephone
or email? (Y/N)

15b) Did you take additional oral steroids after contacting your healthcare provider by
telephone or email? (Y/N)

15c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N)

15d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N)

15e) Were you evaluated in a physician’s office or urgent care? (Y/N)
During that visit were you given (check all that apply):
15e1) An additional antibiotic

:

FUQ14

FUQ15A

FUQ15B

FUQ15C

FUQ15D

ELEN

FUQ15E

.......................................................... [ JFUQ1sE1L

15e2) Additional StEroidsS ...........cccovieiiiiiiieiiiiiee e |:|
15€3) DON't KNOW ... |:|
15e4) Don't remember..........ccccviiiiiiiiiiic |:|

15f) Were you evaluated in an Emergency Department? .............eeeveevieeeiveeieeeeeeeeeeeeeeeeeeeeeeeeeeeeen.
During that visit were you given (check all that apply):
15f1) An additional antibiotic

FUQ15F

........................................................... [ JFUQ15F1

15f2) Additional StEroidS ..........cccvviiiiiiieeiiiiiiieee e |:|
15f3) DONME KNOW ..ot |:|
15f4) DON't re@MEMDET .....eiiiiiieiiiiiieiee e |:|
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. FORM CODE: FUQ Visit
ID NUMBER: VERSION: 1.0 11240 Number SEQ
15g) Were you admitted t0 the NOSPItAI? .........ovviiiiiiiieiiiiiiieeeeeeeeeee e e e eeaeeeeees FUQ1SG
If participant was admitted to hospital:
16a) What was the date of this event?.........ccccccceeee. / / FUQI6A

16b) What is the name of the medical facility? |Removed from Blinded Dataset|

., |Removed from Blinded Dataset |

16¢) What is the address of this medical facility
(Leave blank if unknown)

16d) For clarification of our records, under what name is this record?
16d1) First Name: [Rémoved from Blinded Dataset|

16d2) Second Name: |[Removed from Blinded Dataset |

16d3) Last Name: |[Rémoved from Blinded Dataset

16d4) Maternal Last Name: |Removed from Blinded Dataset |

17) (do not ask) Did the participant have a sixth episode? (if ‘No’, go 10 20) .....ccceevviiiiiiiiiieeeeennnnns FUQ17

18) For the sixth episode of breathing problems you had since (date):

18a) Did you take additional antibiotics after contacting your healthcare provider by telephone
(ol =T 0 F= V1 g ) TP EPPPR TP UQ18A

18b) Did you take additional oral steroids after contacting your healthcare provider by
telephone or @MAl? (Y/N) ..o e e a e e e e FUQ18B

18c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ........ FUQ18C

18d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N)..... FUQ18D

LR

18e) Were you evaluated in a physician’s office or urgent care? (Y/N) .........cccccovveereverersseernane. FUQI18E

During that visit were you given (check all that apply):

18e1) An additional ANtDIOC «.....v.veeeeeeeeeeeeeeeee e s s | JFUQ1i8E1

1862) Additional SLEr0idS ..........ccccccoooiririoororereeereeseeeeeeeeeeeeeeeeeeeeeeee [ [FuQisE2]
18€3) DON't KNOW .....ooviiiiiiiiiiiii i |:|
18e4) Don’t remember........ccueviiiiiiiiie |:|

18f) Were you evaluated in an Emergency Department? ..............eeveeeveeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeen. FUQ18F

During that visit were you given (check all that apply):

18f1) An additional ANHDIOC .........vveeveereeeeeee oo [ JFUQ18F1
18£2) AAAIONAI SEEFOIAS +.vvvverervereeeeeereeeeeeeeeeseeeseeeseeeseeeeeeeeseeeees [ ]J[FUQ18F2
18F3) DON't KNOW ...voeeeecececeee et [ ]|[FUQ18F3

Follow-Up Questionnaire, FUQ Page 7 of 12



bmackay
Text Box
FUQ17

bmackay
Text Box
FUQ15G

bmackay
Text Box
FUQ16A

bmackay
Text Box
FUQ18A

bmackay
Text Box
FUQ18B

bmackay
Text Box
FUQ18C

bmackay
Text Box
FUQ18D

bmackay
Text Box
FUQ18E

bmackay
Text Box
FUQ18E1

bmackay
Text Box
FUQ18E2

bmackay
Text Box
FUQ18E3

bmackay
Text Box
FUQ18E4

bmackay
Text Box
FUQ18F

bmackay
Text Box
FUQ18F1

bmackay
Text Box
FUQ18F2

bmackay
Text Box
FUQ18F3

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset


FORM CODE: FUQ

Visit

ID NUMBER: VERSION: 1.0 11210 Number SEQ#
18f4) Don't remember........ooooiiii |:| FUQ18F4
18g) Were you admitted t0 the NOSPItAl? ..........eeiiiiiiiiee e FUQ18G
If participant was admitted to hospital:
19a) What was the date of this event?.......................... / / FUQI19A

19b) What is the name of the medical facility> |Rémoved from Blinded Dataset|

19¢) What is the address of this medical facility? |Rem0ved from Blinded Dataset|

(Leave blank if unknown)

19d) For clarification of our records, under what name is this record?

19d1) First Name:

|[Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

19d2) Second Name:

19d3) Last Name:

|[Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

19d4) Maternal Last Name:

INTERVIEWER: (For non-COPD participants only) “The following questions are about any
hospitalizations you may have had since your last (center visit or telephone contact) on (date).”

20) Since your last (center visit or telephone contact) on (date), have you at any time been admitted to
a hospital (For COPD Participants: for any reason other than a chest flare up)? [FUQ20

No 0[] —[Go to item 27
Yes 1[]

Unsure 9 [ ] —[Go to ltem 27

20a) How many hospitalizations have you had since (date)?..........ccccvvevvvienneeenn. FUQZ0A

INTERVIEWER: The next few questions are about one event. If there were more than one we would
like to talk about each one separately. Let’s start with the first event after your (visit or teleconference)

on (date).”

21a) What was the date of this event? ................

/

/

|[Removed from Blinded Dataset |

21b) What is the name of the medical facility?

21c) What is the address of this medical facility?
(Leave blank if unknown)

|[Removed from Blinded Dataset |

21d) For clarification of our records, under what name is this record?

|[Removed from Blinded Dataset |

21d1)First Name:

|[Removed from Blinded Dataset |

21d2) Second Name:

|[Removed from Blinded Dataset |

21d3) Last Name:
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FORM CODE: FUQ Visit

D NUMBER: VERSION: 1.0 11/2/10 Number

SEQ#

21d4) Maternal Last Name: [Removed from Blinded Dataset |

21le) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No  0[ ]—>[Gotolitem 27 |[FUQ2IE |
1]

Yes

22a) What was the date of this event? ................... / / FUQ22A

22b) What is the name of the medical facility’?lRemoved from Blinded Dataset|

|[Removed from Blinded Dataset |

22c) What is the address of this medical facility?
(Leave blank if unknown)

22d) For clarification of our records, under what name is this record?

|[Removed from Blinded Dataset |

22d1)First Name:

22d2) Second Name: [Removed from Blinded Dataset |

[Removed from Blinded Dataset |

22d3) Last Name:

22d4) Maternal Last Name: |[Removed from Blinded Dataset |

22e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0 [ ] [Go to Item 27 |FUQ22E |
Yes 1[]

23a) What was the date of this event? .................... / / [FUQ23A]

|[Removed from Blinded Dataset |

23b) What is the name of the medical facility?

23c) What is the address of this medical facility? |Removed from Blinded Dataset|
(Leave blank if unknown)

23d) For clarification of our records, under what name is this record?
[Removed from Blinded Dataset |

23d1)First Name:

23d2) Second Name: [Removed from Blinded Dataset |

23d3) Last Name: |[Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

23d4) Maternal Last Name:

23e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0 []—>[Gotoitem 27 [FUQ23E]
Yes 1[]

24a) What was the date of this event? .................... / / FUQ24A

Follow-Up Questionnaire, FUQ Page 9 of 12



bmackay
Text Box
FUQ21E

bmackay
Text Box
FUQ22A

bmackay
Text Box
FUQ22E

bmackay
Text Box
FUQ23A

bmackay
Text Box
FUQ23E

bmackay
Text Box
FUQ24A

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset


FORM CODE: FUQ Visit

ID NUMBER: VERSION: 1.0 11/2/10 Number

SEQ#

24b) What is the name of the medical facility? |Removed from Blinded Dataset|

24c) What is the address of this medical facility? |Removed from Blinded Dataset|
(Leave blank if unknown)

24d) For clarification of our records, under what name is this record?

|[Removed from Blinded Dataset |

24d1)First Name:

24d2) Second Name: |[Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

24d3) Last Name:

[Removed from Blinded Dataset |

24d4) Maternal Last Name:

24e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0[_]-[Go to ltem 27 [FUQ24E |
Yes 1[]

25a) What was the date of this event? .................... / / FUQ25A

., |Removed from Blinded Dataset |

25b) What is the name of the medical facility

25c) What is the address of this medical facility? |Removed from Blinded Dataset|
(Leave blank if unknown)

25d) For clarification of our records, under what name is this record?

25d1)First Name: |[Removed from Blinded Dataset |

[Removed from Blinded Dataset |

25d2) Second Name:
[Removed from Blinded Dataset |

25d3) Last Name:

|[Removed from Blinded Dataset |

25d4) Maternal Last Name:

25e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0 [Jo» G0 to tem 27 [FUOZ5E
Yes 1]

26a) What was the date of this event? ................... / / [FUQ26A]

[Removed from Blinded Dataset |

26b) What is the name of the medical facility?

[Removed from Blinded Dataset |

26¢) What is the address of this medical facility?
(Leave blank if unknown)

26d) For clarification of our records, under what name is this record?

26d1)First Name: |Removed from Blinded Dataset|
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_ FORM CODE: FUQ
ID NUMBER: VERSION: 1.0 11/2/10

26d2) Second Name: |Removed from Blinded Dataset|

Visit
Number

|[Removed from Blinded Dataset |

26d3) Last Name:

2604) Maternal Last Name: |[Removed from Blinded Dataset |

SEQ#

INTERVIEWER: I'd now like to ask you some other questions about your health since your last (clinic

visit or telephone contact) on (date).
(Questions 27-28 are for COPD patrticipants only.)

Since your last (clinic visit or telephone contact) on (date)
27) Did your doctor put you on oxygen? (Y/N)

28) Have you been listed for or received a lung transplant? (Y/N)

29) Are you currently smoking cigarettes? (Y/N)

30) Since your last (clinic visit or telephone contact) on (date), have you been diagnosed

with other medical problems or been injured? (Y/ N)

If answered ‘Yes' to question 30

31) Were you diagnosed with:
3l1a)Lung cancer (Y/N)

31c)Diabetes (Y/N)
31d)Blood Clots (Y/N)
31e)Osteoporosis (Y/N)
31f) Broken Hip (Y/N)
31g)Heart attack or myocardial infarction (Y/N)

31h)Stroke (Y/N)

31i) Coronary artery disease (atherosclerosis) (Y/N).........cccccceeee.

31b)Other type of cancer (Y/N) .....ccccceiviiiiiiiiiiiiie e
If so, what type? FUQ31B1

FUQ31B

UQ31C

UQ31E
UQ31F

T

7| [m T |m| |} T
cCl||C (- c
w| | w W
o S B g
I |[o O >

FUQ31I

FUQ27

UQ2

FUQ29

d 6 &

FUQ30

INTERVIEWER: “Thank you very much for your participation in the SPIROMICS study. I'd like to ask
you just a few more questions to make sure our contact information for you is up-to-date. All
information you provide us is strictly confidential and will not be shared with anyone else.”

32) Current home address:
Address line 1:

|[Removed from Blinded Dataset |

Follow-Up Questionnaire, FUQ
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. FORM CODE: FUQ Visit
'D NUMBER: VERSION: 1.0 11210 Number SEQ#
Address line 2: LR€EMoved from Blinded Dataset |
City:|Removed from Blinded Dataset | giate: |[Removed from Blinded Dataset |
Zip Code: |[Removed from Blinded Dataset |
a) When did you begin living here? ...........ccccccooeveeee.... / / FUQ32A1
33) Primary Phone NUMDET: .........ccocvovieeieeeeeees e, ( [Removed from Blinded Dataset |
34) What is the best time of day to reach you at this number?
MOTNING oo []|FUQ34A
AFEINOON. ....vveeeeeeeeeeeeeeeeenn, [][FUQ34B
EVENING «.vveveeeeeeeeeeeeerereeenns [ 1[FuQ34cC
35) Secondary Phone NUMDET: ............cccccceucuececrccnaan ( |IRerrI1Iovelld from BIi“ndeldlDaj[Iase“t|

36) What is the best time of day to reach you at this number?

MONING v [J|FUQ36A |
AFtErNOON.......vvereeeereceeerens [][FUQ36B |
EVENING v []

INTERVIEWER: Thank you for answering these questions.

(If the next contact is by telephone): We'll be contacting you again around (date) for another telephone
contact.

(If next contact is a clinic visit): We’ll be contacting you around (date) to schedule an in-person visit at (insert
institution) to take place around (date).

Thank you again for your time and participation.

(end call)
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S

SPIROMICS

L@@ HOSPITAL ANXIETY AND DEPRESSION SCALE

IDNUMBER: ||BLINDID

FORM CODE: HDS Visit
VERSION: 1.0 1026110 Number LS| SEQ#

Oa) Form Date ........... /

/

HDSOA | op) Initials

Instructions: This form should be completed during the participant’s visit. Please answer all questions.

For each of the questions, choose the one best response. For each question answer immediately

without thinking too long about the answers.

1) | feel teNSe OF "WOUNG U .....coiiiiiiiiiiiiiieiiiiie ettt
MOSt Of the tIMEe.......ooeiiiiiiiii e 3
Aot Of the tIME ..o 2
From time to time, occasionally...........cccccoeeiiieeiiiiiiiinnnn. 1
NOt At All.....oviieiiieii e 0
2) | still enjoy the thingS | USEA t0 ENJOY .....cevvviiiiiiiiiiiiiieeieieie e
Definitely as much.........ccooooiiiiiiiii e, 0
NOt QUItE SO MUCK ... 1
Only @little ...oooveeiiieeeeeeieeeeeeeeee e 2
Hardly at all...........oooiiiii e 3
3) | get a sort of frightened feeling as if something awful is about to happen .............cccceeeeee
Very definitely and quite badly...............coooeei 3
Yes, butnottoo badly ... 2
A little, but it doesn’t Worry me..........oooeeevviiinieeeeeeeeiinn. 1
NOt At All.....oviieiiiiieie e 0
4) | can laugh and see the funny side Of thiNGS ...
As much as I always could ... 0
Not quite SO MUCh NOW..........oooiiiiiii i, 1
Definitely not so much now ... 2
NOt At All......oiieiiieiii i 3

HADS copyright © R.P. Snaith and A.S. Zigmond, 1983, 1992, 1994.
Record form items originally published in Acta Psychiatrica Scandinavica 67, 361-70, copyright © Munksgaard International,

Publishers Ltd, Copenhagen, 1983. This edition first published in 1994 by nferNelson Publishing Company Ltd, 414 Chiswick High
Road, London W4 5TF. GL Assessment is part of the Granada Group
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ID NUMBER: vggghcqhiol%lziol/-'z%fio Nmer SEQ#

5) Worrying thoughts go through my mind ... HDS05
A great deal of the time ........c.oooeviiiiiiii e, 3
Aot Of the TIME ..coiiiiiiiiiiiiiiii e 2
NOE T00 OFtEIN . 1
Very lIte ... 0

6) | TEEICREEITUL. ... e HDS06
NEVET <. 3
NOE OFtEN L. 2
SOMELIMES ... 1
MOSt Of the tIMe.. ... 0

7) | cansite at ease and feel relaxed ...........oi i HDS07
DefiNItelY coovveee e 0
USUAIY e 1
NOE OftEN....eee e 2
NOt At @ll. ..o 3

8) Ifeelasif | am SIOWEA HOWN...........uiiiiiiiiiiiie e HDS08
Nearly all the time .........cooiiiiiiii e, 3
VErY OFtEN ..cooeiiiiiiiiiieeeeeeeeeeeeeeeeee e 2
SOMELIMES ... 1
NOt AL @llL...ee 0

9) | get a sort of frightened feeling like ‘butterflies’ in the stomach ..............ccccccciiiiinnnns HDS09
NOt At All....ooeiiiiiiiiiiiiiiiiii e 0
OCCASIONANY ... 1
QUILE OfteN....ei e 2
Very OfteN.....cooooeiii e 3

10) | have lost Interest in MY aPPEATANCE ..........cevviiieeiieiieieieeieeeeeeeeeeeeaeeseseeeeee e eaneeennennne HDS10
DefiNItelY .o 3
| don’t take as much care as | should................................ 2
I may not take quite as much care........cccccceevveeeiiiiiiiinnn. 1
| take just as much care as ever......cccccceevveeeevveeiiiiieeeeenn, 0

HADS copyright © R.P. Snaith and A.S. Zigmond, 1983, 1992, 1994.

Record form items originally published in Acta Psychiatrica Scandinavica 67, 361-70, copyright © Munksgaard International,
Publishers Ltd, Copenhagen, 1983. This edition first published in 1994 by nferNelson Publishing Company Ltd, 414 Chiswick High
Road, London W4 5TF. GL Assessment is part of the Granada Group
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ID NUMBER: vggghcqhiol%lziol/-'z%fio Nmer SEQ#

11) I feel restless as | have to be onthe MOoVe............ooiiii i HDS11
Very much indeed ...........ooeeiiiiiiviii e 3
QUILE @10t ..o 2
NOt VEIY MUCK ... 1
NOt At @ll. ..o 0

12) | look forward with enjoyment t0 thingS ...........ouviiiiiiiiiiiiiiieieiee e HDS12
Asmuchasleverdid.........ccooooiiiiii, 0
Rather lessthan lused to ..........ccooviiiiiiiiiiiii 1
Definitely less than  used to ... 2
Hardly at all ..........ooovviiiiiiiiiiiieieeeee 3

13) | get sudden feeliNgS Of PANIC ......vvviiiiiiiiiiiiiiiiee ettt HDS13
Very often indeed............eeiiiiiiiiiiii e 3
QUILE OftEN . 2
NOt VEIY OFtEN ... 1
Notat all......eeee e 0

14) 1 can enjoy a good book or radio OF TV PrOgram .........eeeeeeeeeeeeeeememeeeeeeeeeeeeeesssenennsnnnnnnnnnnnns HDS14
@ 1= o 0
SOMELIMES ... 1
NOE OFtEIN <. 2
V=T VA =T=1 (o (o] o [P 3

HADS copyright © R.P. Snaith and A.S. Zigmond, 1983, 1992, 1994.

Record form items originally published in Acta Psychiatrica Scandinavica 67, 361-70, copyright © Munksgaard International,
Publishers Ltd, Copenhagen, 1983. This edition first published in 1994 by nferNelson Publishing Company Ltd, 414 Chiswick High
Road, London W4 5TF. GL Assessment is part of the Granada Group
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SP/R?f@{ﬁﬁ HOSPITALIZATIONS AND EXACERBATIONS

S

) FORM CODE: HEF Visit
IDNUMBER: |[BLINDID VERSION: 1.0 921/11 Number LVISIT| SEQ#

O0a) Form Date............ DD/DD/DDDD Ob) Code............ DDD

Instructions: This form should be completed during the follow up phone conversations with study

patterns.

participants. Read the form carefully to familiarize yourself with the script, as well as questions and skip

HOSPITALIZATIONS
(If non-COPD participant, skip to question 19)

(For COPD Participants Only):

1) Since your last (clinic visit or telephone contact) on (date), have you had a flare-up of
YOUT CNESE TrOUDIE? (Y/N) ..ttt
(if ‘No’ go to item 19)

If Yes:
1la) How many episodes of chest trouble flare ups have you had since (date)?....................

How was/were the episode(s) of breathing problem(s) treated? Please answer for each episode
(if more than one) by checking all relevant treatments given for each episode. Starting with
the first episode since (date):

2) For the first episode of breathing problems you had since (date):

2a) Did you take additional antibiotics after contacting your healthcare provider by telephone
OF EIMAII? (V7)) Lttt
2b) Did you take additional oral steroids after contacting your healthcare provider by

telephone OF €MAIT? (Y/N) oo
2c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) .......
2d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N)....

2e) Were you evaluated in a physician’s office or urgent care? (Y/N) ........cccoviiiiiiiiiiiiiiinennen.
During that visit were you given (check all that apply):

2e1) An additional ANtDIOLIC ..............oovv..eeorveeeeseeeeeesseeeeceeeseneee ]
2e2) Additional Steroids ............cccceeiiiiiiii |:|
P23 3 I Lo o 1 43 0PSRN |:|

2e4) Don't remember ..o |:|

2f)  Were you evaluated in an Emergency DepartmMent? .................eeueeeemermmmmemmemmeeeeeieineinn.

Hospitalization and Exacerbation, HEF

HEF1

HEF1A

HEF2A

HEF2B

HEF2C

HEF2D

HEF2E

HIRE

HEF2F

:
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_ FORM CODE: HEF Visit
ID NUMBER: VERSION: 1.0 9/21/11 Number SEQ#

During that visit were you given (check all that apply):

2f1) AN AAAIONAl ANHDIOUC .........vvvvveeeeeeeeveesevevnveseenessnenssnsnesnsnenee [ ][HEF2F1 ]
2f2) ADAIIONAI SLEFOIUS .......eorvvveeersssssereesseeeesssssssecsssesessess L]
2f3) DON't KNOW ..o |:|

2f4) DON't FEMEMDET ... |:| HEF2F4
2g) Were you admitted to the NOSPItAI? .........ccovveeverieeeeeieeeeeeseeee e e ees e ies s s e esn s eesen s HEF2G

If participant was admitted to hospital:
3a) What was the date of this event?............................. / / HEF3A
3b) What is the name of the medical facility? |HEF3B

3c) What is the address of this medical facility? HEF3C
(Leave blank if unknown)

3d) For clarification of our records, under what hame is this record?
3d1) First Name: HEF3D1

3d2) Second Name: HEF3D2
3d3) Last Name: LHEF3D3

3d4) Maternal Last Name: HEF3D4

i

4) (do not ask) Did the participant have a second episode? (if ‘No’, go to 19) HEF4

5) For the second episode of breathing problems you had since (date):

5a) Did you take additional antibiotics after contacting your healthcare provider by telephone

OF @M (Y/N) <.t e e e e e et e e e e et s e e seeseeesene. HEFSA
5b) Did you take additional oral steroids after contacting your healthcare provider by

telephone OF €MAIT? (Y/N) oo HEFSB
5¢) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ....... HEF5C
5d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).... HEFSD
5e) Were you evaluated in a physician’s office or urgent care? (Y/N) .........ccccvvvvvimiiiimiiiiininnnnnns HEFSE

During that visit were you given (check all that apply):

5e1l) An additional antibiotiC ... |:|
5e2) Additional Steroids ............cccccoiiiiiiiiiii |:|
5€3) DONM'T KNOW .coeeiiiiiiieeeeeeeeeeeeeeee ettt |:|

5e4) Don't remember ... |:|

Hospitalization and Exacerbation, HEF Page 2 of 10
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) FORM CODE: HEF Visit
ID NUMBER: VERSION: 1.0 92111 Number SEQ#
5f) Were you evaluated in an Emergency Department? .............ccccuveummimmmmmmemmmmmmineenniinenennn. HEFSF

During that visit were you given (check all that apply):

51) An additional ANUDIOHC —.........oooooeoeeeoooeeeoeoeeoooeeeoeeeoeoeeo []
5£2) AGIIONA! SEEIOIAS <...vvvveeoeeeeeeeeeeeeeeee oo []
Bf3) DONMTKNOW .. |:|

5f4) DON’t reMember .........occiiiiiiiiicc e |:|

5g) Were you admitted to the hospital? ..............cccoiiiiiiiiiiiiii HEFSG

If participant was admitted to hospital:

6a) What was the date of this event?................cc.cc........ / / HEFGA
6b) What is the name of the medical facility? JHEFGB |

6¢) What is the address of this medical facility? HEF6C
(Leave blank if unknown)

6d) For clarification of our records, under what name is this record?
6d1) First Name: HEF6D1

6d2) Second Name: HEF6D2
6d3) Last Name: HEF6DS3

6d4) Maternal Last Name: HEF6D4

7) (do not ask) Did the participant have a third episode? (if ‘NO’, g0 t0 19) ........uvvvrviviiiiriniriiiinnnnns HEF7

8) For the third episode of breathing problems you had since (date):

8a) Did you take additional antibiotics after contacting your healthcare provider by telephone
or email? (Y/N) HEF8A

8b) Did you take additional oral steroids after contacting your healthcare provider by
telephone OF €MAIT? (Y/N) oo HEF8B

8c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ....... HEF8C

8d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).... HEF8D

JIEE B

8e) Were you evaluated in a physician’s office or urgent care? (Y/N) ........cccooiiiiiiiiiiiiiiiiinnnen. HEFSE
During that visit were you given (check all that apply):

8e1) AN additional ANGDIOUC . .....v..veeeveeeeeeerereeeseeesesereeseeeeeseesseons [ ]|HEF8E1

8e2) Additional Steroids ............cccceeiiiiiiii |:|
8E3) DONM'TKNOW ..o |:|

Hospitalization and Exacerbation, HEF Page 3 of 10
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[HEFSF]

. FORM CODE: HEF Visit

'D NUMBER: VERSION: 1.0 92111 Number SEQ#
8€4) DON't FEMEMDET ..., [ ]|HEF8E4

8f)  Were you evaluated in an Emergency Department? ..........cccccoeiiieiiiiiiiiiiiin e

During that visit were you given (check all that apply):

8f1) AN additional ANGDIOLIC ........vveveeevereeeeeeeseeeseeeseeereeeseseesseesseons [ ]|HEF8F1

82) AJGItIONA! SEFOIAS ...vv.rvereeeereeeereeeeeeeeeeeeeeeeeeeeeseeseseeseeeseos [ J[HEF8F2

82) DONt KNOW ... |:| HEF8F3

8f4) DON't FEMEMDEN ......cevevieeeeeeceeceeeeee et [ ]|HEF8F4

80g) Were you admitted t0 the hOSPItal? ........ccooiiiiiiiiiie e

If participant was admitted to hospital:

!

HEF8G

9a) What was the date of this event?..............c.............. / / HEF9A

9b) What is the name of the medical facility? |HEF9B |

9c) What is the address of this medical facility? HEFIC
(Leave blank if unknown)

9d) For clarification of our records, under what hame is this record?
9d1) First Name: HEFOD1

9d2) Second Name: HEF9D2
9d3) Last Name: HEF9D3

9d4) Maternal Last Name: HEF9DA4

10) (do not ask) Did the participant have a fourth episode? (if ‘No’, got0 19).....cccceevvievvriiiiiinnnnnn.

11) For the fourth episode of breathing problems you had since (date):

11a) Did you take additional antibiotics after contacting your healthcare provider by telephone

or email? (Y/N)

11b) Did you take additional oral steroids after contacting your healthcare provider by

HEF10

telephone or €MAl? (Y/N) .. e e e e e e r e a s

11c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) .......

HEF11B
HEF11C

11d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N)....

11e) Were you evaluated in a physician’s office or urgent care? (Y/N) ......ccoovvviiiiiiiieeeeeeeiin.

During that visit were you given (check all that apply):

11e1) An additional antibiotiC ...............cccceeeeieveeeeriieeeeeee e, [ ][HEF11E1
11e2) Additional StEroids ...........ccccueeeiiiiiiiieeiiiee e |:| HEF11E2

HEF11D
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. FORM CODE: HEF Visit
ID NUMBER: VERSION: 1.0 9/21/11 Number SEQ#
121€3) DOt KNOW .o |:| HEF11E3
11e4) Don't reMembEr ........cccoiiiiiiiiiiiiiee e |:| HEF11E4
11f) Were you evaluated in an Emergency DEPArtMENt? ...........cocoeceeeeeoeeeeeeeeeeesessseseeeeeees HEF11F
During that visit were you given (check all that apply):
11f1) AN additional ANHDIOC ......vveeveeeeeeeereeeeeseeseeseeeseeeeeeeeeens [ JHEF11F1
11f2) AAGIIONAl SEEIOIAS ... e [ J[HEF11F2
1163) DON'E KNOW oo [ ][HEF11F3
11f4) DONt reMEMDET ... |:| HEF11F4
11g) Were you admitted to the hoSPItal? ...........ooiiiiiiiiie e HEF11G
If participant was admitted to hospital:
12a) What was the date of this event?..............cccc..eeee.. / / HEF12A
12b) What is the name of the medical facility? [HEF12B
12c) What is the address of this medical facility? |HEF12C
(Leave blank if unknown)
12d) For clarification of our records, under what name is this record?
12d1) First Name: HEF12D1
12d2) Second Name: HEF12D2
12d3) Last Name: HEF12D3
12d4) Maternal Last Name: HEF12D4
13) (do not ask) Did the participant have a fifth episode? (if ‘NO’, g0 t0 19) ....oevvvvvviiiviiiiiiiiiiiinee, HEF13

14) For the fifth episode of breathing problems you had since (date):

14a) Did you take additional antibiotics after contacting your healthcare provider by telephone

OF €MAI? (YIN) oottt ettt ettt et e et e e ae et et e et e te et et e eteareeneens HEF14A

14b) Did you take additional oral steroids after contacting your healthcare provider by

telephone or €MAI? (Y/N) ..o e e e e e e e e e e e e e HEF14B
14c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ....... HEF14C
14d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).... HEF14D

14e) Were you evaluated in a physician’s office or urgent care? (Y/N)

........................................ HEF14E
During that visit were you given (check all that apply):

14e1) An additional antibiotiC ...........ccccceeiiiiiiiiiiin |:| HEF14E1
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ID NUMBER: FORM CODE: HEF Visit

VERSION: 1.0 9/21/11 Number SEQ#
14€2) Additional StEroidS ...............ceveverererereeeeeeeesereeeeeeeeeeeeeees [ |HEF14E2
14e3) DONtKNOW ... |:| HEF14E3
14€4) DON't FEMEMDE ......ovovevvveeeeceeeeee e es s en e [ ]|[HEF14E4
14f) Were you evaluated in an Emergency DEPartMent? ............cccooeeeeveveveereeeesseeeseneneseeeeen. HEF14F

During that visit were you given (check all that apply):

14f1) An additional ANtIDIOHC ............oveeeveeeeeee oo, [ |[HEF14F1
14£2) AQGIIONA] SEETOIAS ... eeeeee e [ ][HEF14F2
14£3) DON'T KNOW ... |:| HEF14F3
14f4) DONt reMEMDET ... |:| HEF14F4
14g) Were you admitted t0 the NOSPItAI? ............ceveeeeeeeeeeeeeeeeeeeeeeeseeee e s en e en e, HEF14G

If participant was admitted to hospital:

15a) What was the date of this event?...............ccc....... / / HEF15A

15b) What is the name of the medical facility? |HEF15B

15¢) What is the address of this medical facility? |HEF15C
(Leave blank if unknown)

15d) For clarification of our records, under what name is this record?

15d1) First Name: HEF15D1
15d2) Second Name: HEF15D2

15d3) Last Name: HEF15D3

15d4) Maternal Last Name: HEF15D4

16) (do not ask) Did the participant have a sixth episode? (if ‘No’, go to 19) HEF16

17) For the sixth episode of breathing problems you had since (date):

17a) Did you take additional antibiotics after contacting your healthcare provider by telephone
or email? (Y/N) HEF17A

17b) Did you take additional oral steroids after contacting your healthcare provider by
telephone or email? (Y/N) HEF17B

HEF17C

17c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N)

17d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).... HEF17/D

HEF17E

1A ¢

17e) Were you evaluated in a physician’s office or urgent care? (Y/N)

During that visit were you given (check all that apply):
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. FORM CODE: HEF Visit
ID NUMBER: VERSION: 1.0 921111 Number SEQ#
17e1) An additional antibiotic ...........cooeeeeiiiiiiei e, |:| HEF17E1
17€2) Additional StEroids ............ccceeveeeueieeeeieieeee e e, [ ]|HEF17E2
17€3) DOt KNOW .o |:| HEF17E3
17€4) DON't FeMEMDET .....o.oveeeeeieeeeeeeeeeeeteeeeeee e [ ]|HEF17E4
17f) Were you evaluated in an Emergency DEPArtMENt? ..........c.ccccveveeeeveeeeeeeseeeeeseseeeseeenen. HEF17F
During that visit were you given (check all that apply):
17f1) An additional ANtIDIOLIC ............oovveeeeveeeeeeeeereeeereeeeeeeeee, [ ][HEF17F1
17F2) AQGIIONA! SEEOIAS +....voveeveeeeeeeeeeeeeeeeeseeeeeeeeeeeeseeeeee e [ ][HEF17F2
1763) DONEKNOW .o eeeeee e eeeeeeeeeeeeeeseeseeeeeeeseeseeeeeeesesseseeen. [ ][HEF17F3
17f4) Don’t remember ......ccooeeieieeeeeeeeeeeeeeeeeee |:| HEF17F4
17g) Were you admitted to the hoSpital? ...........cooiii i HEF17G
If participant was admitted to hospital:
18a) What was the date of this event?..............cccc.oeeee.. / / HEF18A

18b) What is the name of the medical facility? |HEF18B

18c) What is the address of this medical facility? [HEF18C
(Leave blank if unknown)

18d) For clarification of our records, under what name is this record?

18d1) First Name: HEF18D1

18d2) Second Name: HEF18D2
18d3) Last Name: HEF18D3
18d4) Maternal Last Name: HEF18D4

INTERVIEWER: (Read prompt for non-COPD participants only) “The following questions are about
any hospitalizations you may have had since your last (center visit or telephone contact) on (date).”

19) Since your last (center visit or telephone contact) on (date), have you at any time been admitted to
a hospital (For COPD Participants: for any reason other than a chest flare up)?

No 0[ ]—>[GotoEndl [HEF19

Yes 1]
Unsure 9[]—
20) How many hospitalizations have you had since (date)? ...........eeeieeeeiiiieiiiiiiiieeeeeeeeees HEF20

INTERVIEWER: The next few questions are about one event. If there were more than one we would

like to talk about each one separately. Let’s start with the first event after your (visit or teleconference)
on (date).”
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FORM CODE: HEF Visit

ID NUMBER: VERSION: 1.0 9/21/11 Number SEQ#
21a) What was the date of this event?.................... / / HEF21A

21b) What is the name of the medical facility? HEF21B
21c) What is the address of this medical facility? HEF21C

(Leave blank if unknown)

21d) For clarification of our records, under what name is this record?

21d1) First Name: HEF21D1
21d2) Second Name: HEF21D2

21d3) Last Name: [HEF21D3
21d4) Maternal Last Name: 1= 2104

21e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0[]->[GotoEnd [HEF21E
Yes 1[ ]

22a) What was the date of this event?................... / / HEF22A
22b) What is the name of the medical facility? HEF22B

HEF22C
22c¢) What is the address of this medical facility?

(Leave blank if unknown)

22d) For clarification of our records, under what name is this record?

22d1) First Name: HEF22D1
22d2) Second Name: HEF22D2

22d3) Last Name: HEF22D3
22d4) Maternal Last Name: HEF22D4

22e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No  0[J—[Goto End [HEFZ2E
Vos 107

23a) What was the date of this event?.................... / / HEE23A
23b) What is the name of the medical facility? HEF23B

HEF23C
23c) What is the address of this medical facility?

(Leave blank if unknown)
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_ FORM CODE: HEF Visit
ID NUMBER: VERSION: 1.0 9/21/11 Number SEQ#

23d) For clarification of our records, under what name is this record?

23d1) First Name: HEF23D1
23d2) Second Name: HEF23D2

23d3) LastName: HEF23D3
23d4) Maternal Last Name: HEF23D4

23e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No  0[]-[GotoEnd
Ves  1[] HEF23E

24a) What was the date of this event?................... / / HEE24A
24b) What is the name of the medical facility? HEF24B
24c) What is the address of this medical facility? HEF24C

(Leave blank if unknown)

24d) For clarification of our records, under what name is this record?

24d1) First Name: HEF24D1
24d2) Second Name: HEF24D2

24d3) Last Name: |HEF24D3

24d4) Maternal Last Name: HEF24D4

24e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0 []->[otoEnd
ves 1]

25a) What was the date of this event?.................... / / HEEZ5A
25b) What is the name of the medical facility? HEF25B
25c) What is the address of this medical facility? HEF25C

(Leave blank if unknown)

25d) For clarification of our records, under what name is this record?

25d1) First Name: HEF25D1
25d2) Second Name: HEF25D2

25d3) Last Name: |HEF25D3

25d4) Maternal Last Name: HEF25D4

Hospitalization and Exacerbation, HEF Page 9 of 10
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ID NUMBER:

FORM CODE: HEF
VERSION: 1.0 9/21/11

Visit
Number

SEQ #

25e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No  0[]>[GotoEnd [HEF25E

Yes 1[]

26a) What was the date of this event?...............

..... /

HEF26A

26b) What is the name of the medical facility? HEF26B

26¢) What s the address of this medical facility? |- 20C

(Leave blank if unknown)

26d) For clarification of our records, under what hame is this record?

26d1) First Name: HEF26D1

26d2) Second Name: |HEF26D2

26d3) Last Name: [HEF26D3

26d4) Maternal Last Name: 1EF26D4

Hospitalization and Exacerbation, HEF
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SP:RQMQ? SPIROMICS HIP FRACTURE ABSTRACTION FORM (HFF)

ID NUMEER VERSON-& 2120005 Number SEQ#
Oa. Completion Date: DD/DD/DDDD Ob. Staff ID: DDD

Month/Day/Year

Oc. Event ID: DDDDDDDDD 0d. Event Date: DD/DD/DDDD

Instructions: Answers are derived from the medical records received. Do not complete this form until all records
are received or classified as unobtainable as indicated on the Medical Record Shipping Form.

A. GENERAL INFORMATION

1. Was the event (choose one): I:' HFF1

1= In hospital only 2= Emergency Dept. visit only (ED) 3= Both ED and in hospital

2. Date of admission: (mm/dd/yyyy) B BN EEER
3. Date of discharge: (mm/dd/yyyy) HEBENEEEEN
4. What was the primary admitting diagnosis code? | | |l Il 1L 1T 1 I ]
5. What was the primary discharge diagnosis code? | . Il L 1.l 1T [ I ]

B. HIP FRACTURE

6. Is a hip fracture confirmed? Yes [ | No [][skipto 10] [HEE6

7. What was the fracture site? (Mark the one that applies best) |HFF7

a. [_] Neck of femur (transcervical, cervical)
b. [ ] Greater trochanter

c. [_] Intertrochanteric fracture

d. [] Unspecified part of the proximal femur

8. Side of the hip fracture? (Mark the one that applies best) |HFF8

a. [ | Right

b. [ ] Left
c.[_] Both

d. [_] Unknown

9. Hip fracture based on: (Mark the one category that applies best)

a. | A written radiology report read by a radiologist which identifies the presence of a new, acute, or
healing fracture of the proximal femur (femoral neck, intertrochanteric region, or the greater trochanter

region) also documented on the discharge summary. HFF9A

HHF - Hip Fracture_Osteoporosis Abstraction Form v1.0 20150212 Page 1 of 2
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_ FORM CODE:; HHF Visit
ID NUMBER: VERSION: A 21212015 Number SEQ#

b. [] A radiologist’s report confirming a proximal femur fracture, but the hospital discharge summary
does not confirm the diagnosis or is equivocal or missing. |HFF9B

c. L] All of the following: |HFF9C

1. a hospital discharge summary listing fracture of the proximal femur, femoral neck
fracture, intertrochanteric fracture, greater trochanteric fracture, or hip fracture;

2. equivocal written radiology report of the hip (i.e. “possible” or “probably” or
“suspected” hip fracture; and

3. awritten radiologist’s report of either a bone scan, MRI, or CT scan unequivocally
stating that a new hip fracture or healing hip fracture is present.

d. ] A hip fracture diagnosis is documented in the discharge summary or other written report but no
radiology report is available or the radiograph is not read by a radiologist. |HFFOD

10. Was the hip fracture pathologic: a fracture resulting from bone tumors or cysts, Paget’s disease, bone or
joint prostheses, or surgical manipulation? Osteoporotic fracture is not considered a pathologic fracture.

(Mark the one category that applies best) HEF10

Yes No Possibly
L] L] L]

C. OSTEOPOROSIS
11. Diagnosis of low bone mass/bone loss in this patient? (Mark the one that applies best)
a. [_] Osteopenia b. [] Osteoporosis c. [_] Not Documented
12. Documentation of DEXA scan testing results? (Mark the one that applies best)
a.[ | T-Score of 2.5 or lower b.[ ] T-Score of 1.0-2.5 c¢.[_] Not Documented
13. Prior to admission or at discharge, was the patient on any of the following medications? (Mark all that apply)

Admit Discharge  NR

a. Oral bisphosphonate (Actonel, Fosamax, Boniva, Atelvia) [C[HFri3a1] [C[HFF13a2|[]|HEF13A3
b. IV bisphosphonate (Reclast, Zometa) [ [rrriss1] [ [nrrass2][ ][HFF1383]
c. Denosumab (Xgeva, Prolia) for bone loss [lHEF13c1 neF13cz2|[]|HFFiac3
d. Raloxifene (Evista) or Estrogen therapy for bone loss [ [nrr13p1] [ [nrrisp1|[ 1[HFF13D3]
e. Other (Calcitonin, Teriparatide) C[Hrrizea| [lnerize2l [ [nrrises
f. Calcium supplementation [nFrasra] [rrrisez] [ [HEFisFa)
g. Vitamin D supplementation [hrrisct] [arrisce| ] [Arriscs]

14. Did bone loss (osteopenia/osteoporosis) contribute to the confirmed hip fracture? Yes[[] No[] NR []

HHF - Hip Fracture_Osteoporosis Abstraction Form v1.0 20150212 Page 2 of 2
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SPIROMICS HOSPITAL RECORD
e ABSTRACTION FORM

R - a0 N o
R

, FORM CODE: HRA Visit
ID NUMBER: SUBJID VERSION: A 10/23/2015  Number |//S!T]| SEQ#

Oa. Form Completion Date.... / / HRAOAl Ob. Staff Code....... HRAOB

oc.eventio: ||| Il I I I LI I I I[ARAOC] od. event Date: I Y]

Instructions: Answers are derived from the medical records received. Do not complete this form until all records are
received (or classified as unobtainable) as indicated on the Medical Record Shipping Form.

A. GENERAL INFORMATION

1. Was the event (ChOOSE ONE): ..ot D [-if response is ‘2’ skip to Item 3 [HRAL
ED, ED Observation or 23hr Observation................ 1
Hospitalization (with or without preceding ED visit) . 2
2. Was the hospital stay less than 24 hours? ................... Yes [ ] No/ NR [ ] |[HRAZ2
3. Date of arrival: (mm/dd/yYYY) eeeeeeeeeeiiiieeee e / / HRA3
a. Date of admisSSiON .........cooiiiiiii / / HRA3SA
4. Date of discharge:(Mm/dd/YYYY) ....coeeeeeiiiiiiiiiiiiieee e / / HRA4
5. What was the primary admitting diagnosis code?..................... . HRAS
6. What was the primary discharge diagnosis code?..................... . HRAG
Yes No/NR
7. Did an emergency medical service unit transport patient to this hospital? .............. ] [ ] |HRAY
8. Was the patient transferred to this hospital from another hospital?......................... ] []|HRAS8
9. Was the patient’s code status ever “no-code” or “DNR” (do not resuscitate)? ........ [] [] |[HRA9
10.Was the patient alive at discharge?...........ccooooiiiiiii i [] [ ] [HRA1O0
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_ FORM CODE: HRA
ID NUMBER: VERSION: A 2/11/2015

B. SIGNS AND SYMPTOMS

I. Signs and Symptoms

Visit
Number

SEQ #

Did the patient have any of the following signs or symptoms at the time of the event and what was the

duration of each before seeking acute care:

11. New onset or increase in dySPNea?.........oooioiuiiiiiiieeeiiiiie e

a. Duration of new or increased dySpNea ............ccvvvvvvvvvvvinniiineienennnnnnnn.

12. New onset or increase in sputum production or volume?..........................

a. Duration of new or increased sputum production or volume...............

13. New onset or increase in sputum purulence?...............cccccciieene,

a. Duration of new or increased sputum purulence..............ccccoeeeeeen.

14. New onset or increase in Wheezing? ..........ccuuvvieiiieiiiiiniiiieeeeee e

a. Duration of new or increased wheezing ................cccoeee .

15. New onset or increase in cough?............ccoooiieeeeee,

a. Duration of new or increased cough.............ccceeviiiiiiiniiiiiiee

16. New onset or increase in sore throat? .........ooo oo,

a. Duration of new or increased sore throat ...........ccoeevveiiiiiiiiiiiieeen,

17. New onset Or iNCrease Of fTEVEIT? . ... e

a. Duration of new or increased feVer ...,

18. New onset or increase in use of rescue bronchodilator? .............ccceeeennn....

a. Duration of new or increased bronchodilator...........cocvvveiiiiiniiennnenn.

19. New onset or increase in chest tightness or chest pain?................cccuveee.

a. Duration of new or increased chest tightness or pain.......................

20. New onset or increase in leg edema (unilateral or bilateral)?...................

a. Duration of new or increased leg edema...............cccceeeei.

20b. New onset or increase in nasal discharge? ............ccocceeiiiiiiiiiiiiece e,

20.b.1. Duration of new or increased nasal discharge ..........................

Hospital Record Abstraction Form, HRA

Yes No NR

] O] [ [HRALL]

[ | days
O O [ [HRAL2]

Jaays
[ O O

D days
N [] ]
[ Jdays
O ] [1[HRA15]

[ Jdays
O O [1[HRA16 |

(] days
[ [ [

Ddays
O O [1[HRA18]

[ Jdays
N N [1[HRA19]

Ddays
n O [1[HRA20]

[ ] aays
O [ [ [HRA20B]

[ days
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. FORM CODE: HRA Visit

ID NUMBER: VERSION: A 2/11/2015  Number SEQ#

Il. Evidence in Physicians’ Notes of Reason for Event
Yes No/NR

21. Was there evidence in the doctor’s notes that the reason for this event

may be an exacerbation of COPD, chronic bronchitis, or emphysema? ........ ] [] [HRA21
22. Was there evidence in the doctor’s notes that the reason for this event

may be an exacerbation of asthma? ...........ccocveviiicieee i [] [] HRA22

23. Was there evidence in the doctor’s notes that the reason for this event

May D& PREUMONIA? ......c.ecueeieeeeeee ettt ere s ] [] |HRAZ3

24. Did the patient have new onset or progressive signs/symptoms of any
of these conditions after presentation to the ED or hospital? ..........cc.......... ] [] [HRA24

C. MEDICAL HISTORY

25. Prior to this event was there a history of any of the following: Yes No/NR
A, ASHNIMA .ot 1 O
. Chronic DrONCAILIS . .......c.iiiieeteieietce e N
Co EMPRYSEMA ..ottt ettt ettt 1 O
d. Chronic obstructive pulmonary disease (COPD)..........cccooveoveeeeeieieeeeeeeee e 1 O
€. PUIMONAIY fIDIOSIS .......ecveeeeeeeceeeee ettt ettt e e ete e ene e L1 [
f SAICOIAOSIS ...t eee et e e et e e et e e e e e [] []
0. LUNQG CANCET ...ttt L1 O
h.  Lung resection or IoDECIOMY ............ccccucuririiiiiiiricieireee et L1 [0

LUNG traNSPIANT. ...t L1 [0
j.  Home oxygen (do ot iNCIUAE CPAP) ......cooviieeeee ettt 1 O
K. PUIMONAIY EMDOIUS........oiuiiiiiiiitcieie st L1 O
[. - Pulmonary hypertension............oeiiiiiiiiii e ] ]

M. COF PUIMONGIE ...t ettt ettt eae e eee e 1 O
N.  ObSrUCtive SIEEP APNEA (OSA)......veeieeeeeeeeeeeeeeeeeeeeeeeee et er et ee e s e eneean O O
0. COronary artery diSEASE ..........cc.cvcueeueeveeeeeeeeeeeeeee ettt eaens .
(T L= Ty 0 =11 [T =SSOSR [] []
q. Atrial fibrillation/atrial FIULEr ............c.oviiiieeeee et 1 O
P DHADEIES ..ottt ettt ettt [] []
S.  PUIMONAry TUDEICUIOSIS .........c.eeueeeeeeeeeeeee ettt eae e [] []
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} FORM CODE: HRA Visit
ID NUMBER: VERSION: A 2/11/2015  Number SEQ#
25. Prior to this event was there a history of any of the following: Yes No/NR

26.

27.

28.

t. BrONCRIECIASIS ... e [] [ ]|HRA25T

Were Pulmonary Function Test results prior to this event provided? If so, what was the percent predicted
FEV1?

a. Pre-bronchodilator ......... % b. Post-bronchodilator ........ %

If prior PFT results were provided, what is the FEV1/FVC ratio

[HRA27A |
a. Pre-bronchodilator |:| L] . units |:|

Units: 1=proportion or decimal 2=percent (If percent, then assure not percent predicted for the ratio)

HRA27B
b. Post-bronchodilator . units | ||[HRA27B1

Units: 1=proportion or decimal 2=percent (If percent, then assure not percent predicted for the ratio)

HOSPITAL COURSE

Current or Active Problems anytime during this visit Yes No/NR

a. Upper Respiratory Infection (sinusitis, nasopharyngitis, pharyngitis, ..................... ] [ ] |[HRA28A
epiglottitis, laryngitis, laryngotracheitis, acute bronchitis)

(o T = Y=Yy o o 1= TR ] ]
C. PUIMONAIY EMDOIUS .....ceviiiiieicii et [] L]
d. Myocardial INFAFCHON ..........ooueeeeeee ettt ete s [] ]
€. Heart failure @XACEIDAtION ...........cveeeee e eee e ee e e e eeeee e e e e ] ]
f. Atrial fibrillation/atrial fIUter ...............covririiiirierieieie et [] ]
g. Supraventricular Tachycardia (SVT) or multifocal atrial tachycardia (MAT) ........... L] ]
h. Cardiac Surgery — CABG or ValVUuIar SUFGETY ..........ccveoveeeeeeeeeeeeeeeee e ] ]
i NON-CArGIBC SUMGETY.....cuiuiiieitiiiieieteie ettt ettt e e ebes e eeeaenas [] L]
j.  Acute respiratory failure with no known cause (NOS) .......cccoerinirrceninireeeenen. [] L]
k. Mechanical ventilation for respiratory failure only ...........cccoooeviiiiiiiiii e, ] ]
i.  Was the mechanical ventilation:.................................... I:‘

Non-invasive (non-rebreather mask, bipap).......... 1

Invasive (intubation)...................o 2

Not Recorded............ccooiiiiiiiieee 3

I LUNQG tranSPIantation .............cceoeeeeeeeeeeeeceeeee et e e ete e et e e e e ereeteere e e eeeereereeneas [] [] |HRA28L
i.  Was the lung transplant:................cocoevueeeesiiiiieiee e D HRA28L1
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ID NUMBER: VERSION: A 2F 12015 NL\J/ri‘?ki)tel’ SEQ#
Single Right.......ooi 1
Single Left......oooi 2
Bilateral...... ... 3

E. PHYSICAL EXAM

29. Vital Signs at arrival to hospital or ED (or at onset of event if began after arrival)

a.Heartrate........ccocoeiiiiii I:”:“:' bpm
b. Respirationrate ........cccccceeeiiiiiiiiii I:”:I per minute

c. Oxygen Saturation (SpOa/pulse oximetry)....... DI:“:'.% HRA29C

1. Oxygen Sats on room air? HRA29CL| Yes [ ][skipto 29d] No[] NR [][Skip to 29d
2. If not on room air, what level oxygen? ...... |:| [ 11 = Liters 2 =Percent [HRA29C2A

Ao WEIGNE. .o D [11=Lbs 2=Kg

30. Did the patient have any of the following signs (at the time of the event)?

Zz
)

No
a. USE Of aCCESSOrY MUSCIES.......ceeovevieeeeeeeeeeee ettt [] [] I_
D, CYANOSIS .. vviviievitiieietetit ettt sttt sttt et [] []
Co CIUDDING oot ] ]
d. Jugular venous distention (JVD) or distended neck veins.............cc.cccccevenen... ] ]
€. CraCKIES / TAIES..........eecveeeeceeeeecee e ] ]
f. WHeezing OF TNONCHI ........oovieieieeecieeieieiceec e [] []
g. Decreased unilateral breath SOUNAS...............ccooviieeeieeeeeeeeeeeeeeeeeeeee e ] ] [[HRA30G]
h. Decreased bilateral breath SOUNAS..............cccceivieveieiiticieeieeee e ] ]
i. Prolonged eXpiratory tME .........ccooooeeeeeeeeee oo ] ] [JHRA30!]
Jo EQOPRONY ..ottt ] L]
k. Lower extremity edema (unilateral or bilateral) .............ccccoooviiiiiiiiiiie ] L] L IHRA30K |
F. DIAGNOSTIC TESTS
31. Was a chest X-ray performed during this event? Yes [] No/NR [][skip to 33 [HRA31
32. Did the patient have any of the following signs on chest x-ray at any time during this event?
Yes No/NR
P T 1Y o =111 F=1 o) RN [] []
b. Flattened diaphragms ..........cccoooirciiiinieeeee e [] []
. Consolidation or iNfiFAte............c.cceeveeeeeeeee e ] ]
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ID NUMBER: VERSION: A 2711/2015 NL\J/ri‘?ki)tel’ SEQ#
. SCAITING .ottt se e s e e b e se e b e s ese e sennenas L] L]
€. NOTUIE(S) > BIMM ...ttt [] []
. MASS(E5) > BOM ..ottt [] []
Yes No/NR
g. Pulmonary edema, pulmonary vascular congestion (alveolar, interstitial) .[_] []
h. Bilateral pleural €ffUSION..............orirrrrececeeeee s [] []
i. Unilateral pleural @ffusion.............ccccciriiiiiineeee s [] []
Jo EMPRYSEMA ..ottt ] ]
K. Cardiomegaly ..........cceeueueiueieeeieieee ettt ettt ] ]
33. Was a chest CT scan or CT angiogram (CTA) performed during this event? Yes [ | No/NR [][Skip to 35
34. Did the patient have any of the following signs on CT scan at any time during this event?
Yes No/NR
T =001 o) 01 V2-T=Y 1 1 = TR [] []
D. NOAUIE(S) > BIMIM ...ttt eae e [] []
(o F= YooY (=) T ToY s oI ] ]
d. Lymphadenopatiy .........cccoceeriiriniririnirisirieieieeee e [] []
€. Ground glass ChaANGES ..........c.ccveeeueieeeeeeeee e ] ]
fo PREUMONIA. ... [] []
g. Fibrosis or NONEYCOMDING .......cuiuiuiuiiiriieririiesieise et [] []
h. Filling defect—vascular (PE) ...........coc..orvwoerveemreesreseereeseeeseoeeeseseeesneseee N N
. Filling defect—mUuCUS PIUG..........ccccuriuiuriiiiieiicicccs e [] []
Joo CYSES OF DIEDS ... [] []
K. ALBIECTASIS ... cveeeeiieeeiete ettt enns L] L]
TR ©7- o1 o= (o) 4 1= P TE T U TS [] []
M. PUIMONAIY EMDOIUS ...ttt et ettt eenenans ] ]
N. Enlarged pulmonary @rtery...........ccoeerieiriereeieienieeseeee e L] L]
0. BIONCRIECIASIS ... et [] []
p. Pulmonary edema or pulmonary vascular CoNgestion .............c.cocecweeeevevenn.. H H
Q. CardiomMEQAIY .......ccveeeeeceieeiee ettt ] ]
r.  Bilateral pleural @ffUSION............c.coouiouiieeieece e [] []
s. Unilateral pleural €ffUSION ..............cocoeuriuriierireiieieeeee s ] ]
. Airway Wall thiCKENING .........oiveieeeeeeeeee ettt eee e [] []
35. Was spirometry (lung function testing) performed during this hospitalization?
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_ FORM CODE: HRA Visit
ID NUMBER: VERSION: A 2/11/2015  Number SEQ#
Yes [ ] No/NR [ ][Skip to 36 [HRA35
HRA35A1
DD.r L [0 Jo[HRAS5A2
al FEV, a2. FEV: Percent Predicted

bl. FVC DDil L b2. FVC Percent Predicted

(T o

, HRA35C1
c¢1. FEV4/FVC ratio DDD c2.units D 1 = proportion or decimal [HRA35C2

2 = percent (If percent, then assure not
percent predicted for the ratio)

36. Was post-bronchodilator spirometry measured? Yes [] No/NR [][skip to 37] |HRA36
al. FEVq I:“:' L a2. FEV; Percent Predicted I:“:“:'% HRA36A2
HRA36B1
b1. FVC DI:I L JL b2. FVC Percent Predicted DI:“:‘% HRA36B2

cl. FEV4W/FVC DDD units D 1 = proportion or decimal [HRA36C?2

2 = percent (If percent, then assure not percent

ratio

predicted for the ratio)

37. Was peak expiratory flow rate (PEFR or PEF) obtained at the time of event? [HRA37

Yes []

No/NR []

a. Date of first PEF(R) taken at time of event: (mm/dd/yyyy) DD/DD/DDDD

b. First PEF recording DDD

c. Worst or lowest PEF recording (anytime during hospitalization) DDD HRA37C

38. Was peak expiratory flow rate (PEFR or PEF) obtained at discharge? |HRA38
Yes []

No/NR [ ][skip to 39

a. Date of last PEF(R) taken at discharge: (mm/dd/yyyy) DD/DD/DDDD

b. Last PEF recording DDD

39. Was a ventilation perfusion scan (VQ Scan) done? Yes [ ]

a. Ventilation perfusion scan results (record number of answer)

1. High probability 2. Intermediate probability
3. Low probability 4. No evidence of Pulmonary Embolus
5. Indeterminate 6. Not Recorded

40. Was an echocardiogram (TTE or TEE) performed? Yes [ ]

If more than one ECHO performed, then use the worst value for each question

Hospital Record Abstraction Form, HRA

No/NR [][Skip to 40
|[HRA39 |
[ ][HRA39A

HRA40

No/NR [ ][Skip to 41]
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ID NUMBER: FORM CODE: HRA Visit SEQ #

VERSION: A 2/11/2015 Number
a. Ejection fraction: DD% HRA40A
b. RVSP (right ventricular systolic pressure) I:”:”:I I:'DmmHg HRA40B

Record the following if present on echocardiogram: None Present Mild Mod Severe NR
c. Right Ventricular Hypertrophy ............cc...c......... L] L] L] ] ] [[HRA40c]
d. Impaired RV systolic function..............c............ L] L] ] ] ] ]
e. Pulmonary hypertension ..............ccccoveeveeunennnns L] L] L] ] ] ]
f. Tricuspid regurgitation ...............cococovvevevevennn. ] ] ] ] ] ]
g. Diastolic dysfunction ..............cccovevveeeeveeneennnne. [] [] []

G. BIOCHEMICAL TESTS

41. White Blood Cell Count (highest) | || |.[ ]

First (at event)

42. Hemoglobin (g/dL) wvvvvvvvee.. I
43. Hematocrit (%) ......ccccevvvviriinnnnnnn. I:”:II:I

44. Sodium (MEQ/L)....coeveiiiie DDD
45. Serum creatinine (mg/dL) ........... BN
46. BUN (MG/AL) cvv.oveeeeeee. HEE
47. Bicarbonate (total CO2).............. DDD

First (at event) Upper limit normal

48. BNP (pg/mL) a LI HRA%8] o [T 0[]
49.ProBNP (pgm)  a |l L L L L J[HRA49 ] o LI )]

50. Were Arterial Blood Gases (ABGs) obtained? Yes [ ] No/NR [ ][skip to 51 [HRA50
First blood gas (at time of event) Last blood gas
pH at.[_J[_J.[_][ ] [HRAS0A1 ot.[_J|_].L ][] [HRAS0B1

PaCO2 az2. I:“:'.I:'mmHg b2. I:“:'.I:'mmHg
Pa02 a3d. DDD.DmmHg b3. DDD.DmmHg
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FORM CODE: HRA Visit

ID NUMBER: VERSION: A 2/11/2015 Number

SEQ #

O, Saturation  a4. DDDD% b4. DDDD%

c. First blood gas on room air? Yes [ ] [Skip to 51 No [] NR [][skip to 51| |HRAS0C
1. If not on room air, what level oxygen? . []1 = Liters 2 = Percent HRASOCIA

51. Was a sputum culture done?  Yes [] No/NR [ ][skip to 52 [HRA51

HRASIA

a. Culture Results Pos [] Neg [][Skip to 52 Not Recorded [ ] [Skip to 525|

b. If positive, were any of the following reported in the sputum culture? Yes No NR
1. Haemophilus INfIUENZAE.............cceeveeeeeeeeeeeeeeeeeeeeee e ] ] ]
2. Moraxella CatarrhaliS ..........vee oo, [] [] ]
3. StreptoCOCCUS PNEUMONIAE.........c.vcviriereriereriereseetereseesesteesiesesienesnenas L] L] ]
4. Methicillin-resistant Staphylococcus Aureus (MRSA) .........c.cceo...... [] [] []
5. Staphylococcus aureus (Not MRSA) .......ccooveveueeeeeeeeeeeeeeeeeenes ] ] ]
6. Mycoplasma pneUMONIEE ............cucueiriririeiieriseeiee e [] [] L]
7. PSeudomonas AUrEgiNOSa ..........cc.ccueeueeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeennes [] [] []
8. Chlamydophila (or Chlamydia) pneumoniae .............ccccceevevevennnen. ] ] ]
9. Oropharyngeal flora ...........c.coveeeueeeeeeeeeeeeeeee e ] ] ]
10. Klebsiella PneUMONIAE ........cocvrvvreririieiieiceeieieieieeeeee s [] [] [1[HRA51B10]
1. ONEE e ] ] ]

Specify__ [HRA51B11A)|
52. Was a bronchoscopy culture done? Yes [ No/NR [][Skip to 53 |HRA52

a. Culture Results Pos [ Neg [][Skip to 53 Not Recorded [ ][Skip to 53| [HRA52A]

b. If positive, were any of the following reported in the bronchoscopy culture? Yes No NR
1. Haemophilus INfIUENZAE............ccueuiiririiicicie e, [] [0 [[HRA52B1]
2. Moraxella Catarrhalis ............cocoveririirrrirerseseeee s [] [0 [HRA52B2]
3. StreptoCOCCUS PNEUMONMIAE. .......c.veeereiieicieieieieieeieee e [] L1 O
4. Methicillin-resistant Staphylococcus Aureus (MRSA) .........ccccccoeeennes [] L1 O
5. Staphylococcus aureus (Not MRSA) .........ccoooiiieeeeeeeeeeeeee e [] [] []
6. Mycoplasma PREUMONIAE ...........cc.eeueeueereeeeeeeeeeeeeeeeeeeeeeeae e eaeens [] [] []
7. PSEUAOMONAS AUMEGINOSA ...v.veveeeeeeeeeeeeeeeeeeeeseeeeeeeeeeeeeesseeeeeeseeeenees ] ] ]
8. Chlamydophila (or Chlamydia) pneumoniae .............c..ccceveeveeeeneenenne. ] ] ]
9. Oropharyngeal flora .............corrririririeieieieeieiceeeeee e [] L1 O
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ID NUMBER: VERSION: A 2F 12015 NL\J/ri‘?ki)tel’ SEQ#
10. Klebsiella PNeUMONIBE ...........coveeureeeeeee e [] [] [J|HRA52B10
(T (Y=Y OO RURRT ] O O
Specify  |HRA52B11A |
53. Was a blood culture done? Yes [ No/NR [][Skip to 54 [HRAS53
a. Culture Results Pos [ Neg [][skip to 54 Not Recorded [][Skip to 54|[HrA534]
b. If positive, were any of the following reported in the blood culture? Yes No NR

1. Haemophilus INfIUENZAE..............ceoveeeeiciiieeececeeeeee e ] ]
2. Moraxella CatarrhaliS ..........cooveeeeee oo [] []
3. StreptoCOCCUS PNEUMONIAE.........cueeeeeeeeeeeeeeeeeeeeee e eeeeee e [] []
4. Methicillin-resistant Staphylococcus Aureus (MRSA) ..........c.ccu..... [] L]
5. Staphylococcus aureus (Not MRSA) .......c.ovoeeeeeeeeeeee e ] ] [ [HRA53B5 |
6. Other |[HRA53B6 |[HRA53B6A |

54. Influenza swab Pos [] Neg [] Not Recorded ]

H. TREATMENTS / MEDICATIONS

Yes No/NR

55. CPAP or BiPAP (non-invasive mechanical ventilation)................cccccccccoveeevennnane. ] ]

56. Invasive Mechanical Ventilation................cccuereieicieiiieieeiiieeee e, [] []

57. Inhaled short-acting beta-agonists (ie,albuterol, xopenex) ...........ccccceeeiiiiiiinnn. ] ]

58. Inhaled short-acting anticholinergics (ie, atrovent, ipratropium) ........................... ] ]

59. Inhaled long-acting anticholinergics (ie, spiriva, tudorza pressair) ........................ ] ]

60. Inhaled long-acting beta-agonists (ie: SErevent) ..........ccceveeeeceieeeeeeeee e L] L]

61. Inhaled Corticosteroid for respiratory @Vent..............ccocuevueeeeeieeieeeeeeeeeee e ] ]

62. OXYGEN (CONLINUOUS OF PIN) ....eveeeeeeeeeeeeeeeeeeeeseesteeeeeaeeeeeteasessessseseseeesesseeneeneens ] ]

63. Antibiotics for respiratory event (IV or PO) .........cccoveiiiiiiieiceceeieeeeee e ] ]

64. Systemic Corticosteroid for respiratory event (IV or PO) ..., ] ]

B5. IV LaSiX OF FUFOSEMIAE .......c.veeoeeeee oot e e [] []

66. Leukotriene antagonist (ie. singulair, accolate).............ccooveerieerieerieeieee e L] L]

B7. HOME OXYGEN ...ttt ettt ettt et e s te st ee e e e eaeans [] []

Hospital Record Abstraction Form, HRA
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FORM CODE: HRA

ID NUMBER: VERSION: A 2/11/2015

. EXACERBATION EVALUATION

Visit
Number

SEQ #

68. Did this hospitalization meet the SPIROMICS criteria for a COPD exacerbation? | | [HRAG8

Y S e 1

Y S e 1
N O e 0
70. Do you agree with the SPIROMICS event classification?.............ccccoccveeeiniinnen. D HRA7O
YBS e 1
NO e 0

71. If no, explain:

HRA71

72. Should this event be reviewed by the Mortality and Morbidity Committee?

73. Are other condition abstractions needed for this case?

a. MI/ Coronary Artery DiSEase.........ccooviiiiiiiiiiiiiiiieiiiiieeeeeeen
Venous Thrombosis Disease / Stroke.........cccooeeeeieeiiiiiieieenn.
L0 0 [o T PRSP PSSRRR

Hip Fracture / OSteOpOroSis ......cccoeeeveeeiieiiieeeeeeeeee e,

® 2 0 T

D IF=] o1=] (<1 IR

Hospital Record Abstraction Form, HRA

No

[1[HRA73A]
[1[HRA73B]
[1[HRA73C]
[1[HRA73D]
[ [HRA73E]
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LT

SPIROMICS
AW A INFORMANT INTERVIEW
FORM CODE: IFI Visit '
Oa. Form Date:........... / / IFI0A Ob. Code............ IFIOB

Instructions: The informant interview form is completed for each informant for an eligible death as determined by
the SPIROMICS event investigation protocol.

[Removed from Blinded Dataset] na“rr?:mOVed from Blinded Dataset

Decedent’'s name:

Date of death / / IFIOE

Age at death: IFIOF

Date of birth: / / |[Removed from Blinded Dataset |

Place of death: [Removed from Blinded Dataset|

Informant Interview Attempt for the:
Primary Informant 1
Secondary Informant 2
Additional Informant 3

“Hello, my name is (interviewer's name) with the SPIROMICS study. I'm calling (name of informant)
regarding (name of decedent)’s involvement with the SPIROMICS study, a medical study in which (name
of decedent) was enrolled.

[Once it is established you are speaking with the informant, continue with the script below. If the informant
is not available determine a time to call back. If the interviewer determines that the person they are
speaking with is knowledgeable of the circumstances surrounding the decedent’s death, the interview with
this person should continue. See procedure manual for more details.]

Informant Interview (IFI) Page 1 0of 9
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. FORM CODE: IF Visit
ID NUMBER: VERSION: 1.0 06/20/2014  Number SEQ#

“I'm sorry for your loss. We understand that you might be able to help us complete our documents for
(decedent), particularly the circumstances surrounding (his/her) death. Is now a good time to talk?” [|F|0J

No answer

First attempt
Second attempt
Third attempt
Fourth attempt
Fifth attempt

oo

No — When would be convenient to call back? IFI0J2
No — Do not contact again

Yes — Thank you. If you have any questions, please ask me.

1. Before we get started could you please tell me what was your relationship with (insert name of [
decedent)? (Respondent was deceased’s...)
Spouse

Daughter/Son
Parent

Friend
Workmate
Other relative
Other

Specify relationship of other: __ |IFITA

A. CIRCUMSTANCES SURROUNDING DEATH
“I'd like to ask you a few questions about (decedent’s name)’s medical history and the events leading up
to (his/her) death.”

Dooodon

2. Please tell me about his/her general health, health on the day s/he died, and about the death itself.

Record a brief synopsis of the events surrounding the death as related by the informant:
Removed from Blinded Dataset
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. FORM CODE: IF Visit
ID NUMBER: VERSION: 1.0 06/20/2014  Number SEQ#

“Some of the remaining questions may repeat information you already provided, but it helps us to ask
these items specifically.”

3. How long was it between the time (decedent’s name) was last known to be alive and the time (he/she)
was found dead?
Less than 5 minutes [ ]
5 minutes to 1 hour  []
1 to 24 hours []
L]

Longer than 24 hours

[l

Unknown
4. Please tell me who was present. (Mark all that apply.)

Self No [] Yes [] IFI14A
Health care person(s) No [] Yes [ ]|IFI4B
Other person(s) No [] Yes []|IFl14C

5. When was the last time you saw (decedent’s name) prior to (his/her) death? |IFI5

Less than 5 minutes [ ]
5 minutes to 1 hour ]
1 to 24 hours ]
Longer than 24 hours [ ]

[]

Unknown

B. MEDICAL HISTORY
“I'd now like to ask you a few questions about (decedent’s name) medical history.”

6. Was (he/she) hospitalized within the four weeks prior to death? |[IFI6

No [ ] [Skip to Item 10
Yes []
Unknown [ ] [Skip to Item 10

Informant Interview (IFI) Page 3 of 9
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. FORM CODE: IF Visit
ID NUMBER: VERSION: 1.0 06/20/2014  Number SEQ#

7. What was the reason for the hospitalization? (Select all that apply.)

a. Unknown Yes [ ] No [][IFI7A
b. Respiratory Yes [] No [][IFI7B

b1. Emphysema, Chronic Bronchitis, Yes [] No []|IFI7B1

or chronic obstructive pulmonary

disease (COPD)

b2. Pneumonia Yes [] No []
b3. Other respiratory Yes [] No []
c. Cardiac Yes [] No []
c1. Heart Attack Yes [ ] No []
c2. Heart Failure Yes [] No []
c3. Other heart problem Yes [ No []
Specify: IFI7TC3A
d. Cancer Yes [] No []
d1. Lung Yes [] No []
d2. Other cancer Yes [] No [] IFI7D2 | [IFI7D2A |
e. Other condition Yes [ ] No []
Specify: m
8. What was the date of the hospitalization?
/ /
Month Day Year

|[Removed from Blinded Dataset |

9. What was the name and location of the hospital?

10. Was (insert decedent’s name) seen by a doctor any other time in the last four weeks prior to death?

IFI10
No L]
Yes ]

Unknown [] [Skip to Item 12

11. What was the name and address of this doctor?

|[Removed from Blinded Dataset |
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FORM CODE: IF Visit

ID NUMBER: VERSION: 1.0 06/20/2014  Number SEQ#

C. SYMPTOMS

“Now I'd like to talk about specific symptoms (decedent’s name) might have experienced just prior to
(his/her) death.”

12. Did (he/she) experience an increase in shortness of breath? |IFI12

No []
Yes []
Unknown [ ]

13. Did (he/she) experience increased coughing? |IFI13

No L]
Yes []
Unknown [ ]

14. Did (he/she) experience increased mucus or sputum production? ||F|14

No ]
Yes []
Unknown [ ]

Informant Interview (IFI) Page 5 of 9
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. FORM CODE: IF Visit
ID NUMBER: VERSION: 1.0 06/20/2014  Number SEQ#

D. EMERGENCY MEDICAL CARE

“I now have a few questions about emergency medical care (insert decedent’'s name) may have received
prior to or at the time of death. You may have already given this information in an answer to an earlier
question, and | apologize if these questions seem repetitive, but it is important to obtain information
specifically on emergency medical care.”

15. Was a physician, ambulance or other emergency medical team called? |IFI15

No [] [skip to Item 16
Yes ]

Unknown [ ] [Skip to Item 16

15a. How long was it from the time the last episode of symptoms started to the time that medical
assistance was called for?
5 minutes or less
10 minutes or less
1 hour or less
6 hours or less
24 hours or less

More than 24 hours

oo don

Unknown

16. Were resuscitation measures, such as CPR attempted? |IFI16

No []
Yes ]
Unknown [ ]

17. Was (decedent’s name) taken to the hospital, emergency room or any other emergency care |IFI17
facility?

No []
Yes ]
Unknown [ ]

Informant Interview (IFI) Page 6 of 9
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FORM CODE: IF Visit

ID NUMBER: VERSION: 1.0 06/20/2014  Number SEQ#

E. CAUSE OF DEATH

18. To the best of your knowledge, what was the reason for the death? (Select all that apply.)

a. Unknown Yes [] No []
b. Respiratory Yes [] No []
b1. Emphysema, Chronic Bronchitis, Yes [ ] No ]
or chronic obstructive pulmonary
disease (COPD)
b2. Pneumonia Yes [ ] No ]
b3. Other respiratory cause Yes [] No L]
c. Cardiac Yes [] No []
c1. Heart Attack Yes [] No []
c2. Heart Failure Yes [] No []
c3. Other heart problem Yes [] No []
Specify:

d. Cancer Yes [] No []
d1. Lung Yes [] No []
d2. Other Yes [] No [] [IFI18D2 | |[IFI18D2A

e. Other condition Yes [] No []

F. ADDITIONAL INFORMANTS

19. Is there anyone else we could contact who might be able to provide additional information about the

circumstances surrounding (decedent’s name) death or (his/her) usual state of health? IF119
No [ ] [Skip to Closing Script]
Yes ]

Unknown [ ] [Skip to Closing Script]

Informant Interview (IFI) Page 7 of 9


muznahk
Text Box
IFI19

muznahk
Text Box
IFI18A

muznahk
Text Box
IFI18B

muznahk
Text Box
IFI18B1

muznahk
Text Box
IFI18B2

muznahk
Text Box
IFI18B3

muznahk
Text Box
IFI18C

muznahk
Text Box
IFI18C1

muznahk
Text Box
IFI18C2

muznahk
Text Box
IFI18C3

muznahk
Text Box
IFI18C3A

muznahk
Text Box
IFI18D

muznahk
Text Box
IFI18D1

muznahk
Text Box
IFI18D2

muznahk
Text Box
IFI18E

muznahk
Text Box
IFI18E1

muznahk
Text Box
IFI18D2A


. FORM CODE: IF Visit
ID NUMBER: VERSION: 1.0 06/20/2014  Number SEQ#

20. How is (he/she) related to (decedent’s name)? |IFI20

[]

Spouse

Daughter/Son []
Parent []
Friend []
Workmate []
Other relative []
Other

Specify relationship of other: _[IFI2Z0A

[]

21. What is the name and address of this person?

Removed from Blinded Dataset|

G. CLOSING SCRIPT

“Thank you very much for your assistance in this study. This information is very important for advancing
our understanding of lung disease. Do you have any questions? Thanks again for your help.”

H. RELIABILITY (To be completed after the interview)

22. On the basis of these questions, give your rating of reliability of the interview. |IFI22

Poor [ ]
Fair ]
Good []

Informant Interview (IFI) Page 8 of 9
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ID NUMBER:

. COORDINATOR SUMMARY

23. Please provide a narrative summary of the conversation with the informant, describing any
pertinent details that may not have been captured by this form that will aid the adjudication

FORM CODE: IF
VERSION: 1.0 06/20/2014

Visit
Number

SEQ#

committee in determining any circumstances and underlying conditions that may have
contributed to a subject’s death in addition to determining the ultimate cause of death.

Removed from Blinded Dataset
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SPIROMICS
Qf\»;;‘. INDUCED SPUTUM WORKSHEET
For post albuterol FEV1 <50% Predicted
_ FORM CODE: ISP Visit
IDNUMBER: | |BLINDID VERSION:20 612113 Nymber LU0 | SEQ#
0a) Form Date: .......... / / ISPOA|  0b) Initials........... ISPOB
0c) Date Collected.:.... / / ISPOC
0d) Time Collected: ../SPOD|[: AM/PM (circle one)[ISPOD_AMPM |

Instructions: This form should be completed during the participant’s visit. Whenever numerical responses
are required, enter the number so that the last digit appears in the rightmost box.

ISPO1A -ISP01B
1) 10% fall from . is . - use this value to determine if saline is to be increased

to 3% after the first 7 min. (use best post albuterol FEV; to calculate)

ISPO2A ISP02B
2) 20% fall from is (use best post albuterol FEV1)

(Discontinue tests, give albuterol. Perform PFTs at 10 minutes)

3) Was the participant given albuterol prior to SPUtUM iNAUCHON? ........oveveveveeeeeeeeereeeneeeeans ISPO3
Y S i Y
NO Lo N

3a) Was this a re-dosing (e.g., >165 minutes after initial bronchodilator dose for PFTs)? ISPO3A

Y S e Y
NO Lo N
3b) How many puffs of albuterol was the participant given? ...........cccccvvvvviiiiiiiiimiiniiinnnns ISPO3B

FEV:

4) | Baseline #1 a)|ISPO4A
5) | Baseline #2 a)|ISPOSA
6) | Baseline #3 a)[ISPOGA

7) | Baseline spirometry reviewed by: [Removed from Blinded Dataset |

Induced Sputum Worksheet, ISP Page 1 of 3
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ID NUMBER: Vgg;l\gﬁ%%&wg% NLYQ?Lter SEQ#
8) | Spirometry ok to continue? [lYes [INo
10 min post albuterol | a)
9) trial #1
10) trial #2 | a) [ISP10A|
11) trial #3 | &) [[SP11A ]
12) | 1 min at 0.9% NacCl a)
If FEV1 <20% drop, continue
13) | 2 min at 0.9% NaCl a)
If FEV1 <20% drop, continue
14) | 5 min at 0.9% NacCl a)
If FEV1 <20% drop, continue
15) | 7 min at 0.9% NacCl a)
16) | First 7 minutes complete, continue | (] Yes [ No —>
induction?
17) | If yes, % NaCl used: [10.9% NaCL [ ]3% NaCL
NOTE: If FEV1 <10% drop, then
increase to 3% NaCl after sample
collected. If FEV1 =11-19% then
continue at .9% NaCL. If FEV;
>20% drop, then stop induction
procedure.
18) | 1 min a)
If FEV1 <20% drop, continue
19) | 2 min a)
If FEV1 <20% drop, continue
20) | 5 min a)
If FEV1 <20% drop, continue
21) | 7 min a)
If FEV1 <20% drop, continue
22) | Second 7 minutes complete, [JYes [No—Go to ltem 27|
continue induction?
NOTE: if continuing, use same
saline concentration
23) | 1 min a)
If FEV1 <20% drop, continue
24) | 2 min a)
If FEV, <20% drop, continue

Induced Sputum Worksheet, ISP
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. FORM CODE: ISP Visit
ID NUMBER: VERSION: 2.0 6/12/13 Number SEQ#

25) | 5min a)

If FEV1 <20% drop, continue

26) | 7 min a)

Third 7 minutes complete.
Induction Complete.

Remind subject to rinse mouth and cheeks thoroughly, gargle - spit into sink.

Clear throat, scraping throat and roof of mouth - spit into sink. Blow nose — discard

Deep cough from chest and spit into sputum sample cup.

DO NOT HOCK OR SCRAPE when producing sample. Passively bring it past the throat into the cup!

27) Was the participant able to produce Sputum? ...............cc........ ISP27
Y S e Y
NO Lo N

28) Was the induction terminated early? ..............cccoceceveeveereeennnn, 1ISP28
Y S e Y
NO e N >

29) Reason terminated €arly ........cccooeeeviiiiiiiiiiii e 1ISP29
FEV1 dropped >20%........ccccccuunnnnn... 1
Participant requested to stop............ 2
Other ..., 3

Specify Other: ISP29A

30) Did the participant require additional albuterol? ....................... ISP30
Y S Y
NO e N >

If participant’s FEV1 dropped >20% from baseline and/or if a 2" dose of albuterol was required,
conduct a post-induction spirometry and record values here:

FEV:

31) Trial #1 ||ISP31A
32) Trial #2 | |ISP36A
33) Trial #3 | [ISP33A

34) Note reason and time point obtained: [|SP34
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SPIROMICS
Qf&l;‘. INDUCED SPUTUM WORKSHEET
For post albuterol FEV1 <50% Predicted
ID NUMBER: VEFROSFI{(';/IN(::?.%EQOIIZSGF/HO Nﬁfer ;\/ISIT SEQ#
Oa) Form Date: .......... / / Iﬂl Ob) Initials........... I%

Instructions: This form should be completed during the participant’s visit. Whenever numerical responses
are required, enter the number so that the last digit appears in the rightmost box.

1) 10% fall from is - use this value to determine if saline is to be increased
to 3% after the first 7 min. (use best post albuterol FEV1 to calculate)

[SPOZA}  (iSPozE]

2) 20% fall from . is . (use best post albuterol FEV:)
(Discontinue tests, give albuterol. Perform PFTs at 10 minutes)

3) Was the participant given albuterol prior to sputum induction?.............cccccviiiieiieeeeerinnn,

3b) How many puffs of albuterol was the participant given? ...........cccccuvvvviiiiiiiiiiiiiiinnnnns

ISPO3

ISPO3A

ISPO3B

FEV:
4) | Baseline #1 a)m
5) | Baseline #2 a) Im
6) | Baseline #3 a) m
7) | Baseline spirometry reviewed by: |Variable Removed |
8) | Spirometry ok to continue? [JvYes []No |ISPO8
10 min post albuterol | a)
9) trial #1
10) trial #2 | a) [|ISP10A
11) trial #3 | a) [ISP11A
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If FEV1 <20% drop, continue

_ FORM CODE: ISP Visit
ID NUMBER: VERSION: 1.0 1012610 Number SEQ#
12) | 1 min at 0.9% NacCl a) [ISP12A

13) | 2 min at 0.9% NacCl

If FEV1 <20% drop, continue

) [SPLaA

5 min at 0.9% NacCl
If FEV,1 <20% drop, continue

14)

o [SP1eA]

induction?

15) | 7 min at 0.9% NaCl a) [ISP15A
16) | First 7 minutes complete, continue | [ ] Yes [ ] No — Go to ltem 27| [ISP16

17) | If yes, % NaCl used:

NOTE: If FEV1 <10% drop, then
increase to 3% NaCl after sample
collected. If FEV1 =11-19% then
continue at .9% NaCL. If FEV:
>20% drop, then stop induction

[]0.9% NaCL []3% NaCL [|Sp17

continue induction?

NOTE: if continuing, use same
saline concentration

procedure.
18) | 1 min a)
If FEV1 <20% drop, continue
19) | 2 min a)
If FEV1 <20% drop, continue
20) | 5 min a) [ISP20A
If FEV1 <20% drop, continue
21) | 7 min a) |ISP21A
If FEV1 <20% drop, continue
22) | Second 7 minutes complete, [JYes []No—|Gotoltem 27 [ISP22

Third 7 minutes complete.
Induction Complete.

23) | 1 min a)
If FEV1 <20% drop, continue

24) | 2 min a)
If FEV1 <20% drop, continue

25) | 5 min a)
If FEV, <20% drop, continue

26) | 7 min

) [5P26]
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_ FORM CODE: ISP Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

Remind subject to rinse mouth and cheeks thoroughly, gargle - spit into sink.

Clear throat, scraping throat and roof of mouth - spit into sink. Blow nose — discard

Deep cough from chest and spit into sputum sample cup.

DO NOT HOCK OR SCRAPE when producing sample. Passively bring it past the throat into the cup!

27) Was the participant able to produce sputum? ...............cceeeeees M
Y S Y
NO e N

28) Was the induction terminated early? ...........cccevvviiiiieiiieeeeiennns M
Y S i Y
NO ot N -

29) Reason terminated €arly ...............uuvevviviiiiiiiiiiiiiiiiiiiiiiienns @'
FEV1 dropped >20%............evvvrennnnne 1
Participant requested to stop............ 2
Other ..o, 3

30) Did the participant require additional albuterol? ....................... ISP30
Y S e Y
NO e N -

If participant’s FEV1 dropped >20% from baseline and/or if a 2" dose of albuterol was required,
conduct a post-induction spirometry and record values here:

FEV:1

31) Trial #1 |[ISP31A
32) Trial #2 | |ISP36A
33) Trial #3 | [ISP33A

34) Note reason and time point obtained: [|[SP34
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SPIROMICS
OO INDUCED SPUTUM WORKSHEET
For post albuterol FEV1 >50% Predicted
_ FORM CODE: ISW Visit '
IDNUMBER: | [BLINDID VERSION: 20 612113 Number |VIS|IT SEQ#
Oa) Form Date: .......... / / ISWOA Ob) Initials........... ISWOB
0c) Date Collected.:.... / / ISWOC
od) Time Collected: ...|'SWOD AM/PM (circle one)|{|SWOD_AMPM|
Instructions: This form should be completed during the participant’s visit. Whenever numerical
responses are required, enter the number so that the last digit appears in the rightmost box.
ISWO1A ISWOlB
1) 10% fall from is - Continue at present concentration — do not increase
saline concentration (use best post albuterol FEV: to calculate)
ISWO2A ISW02B
2) 20% fall from . is : (use best post albuterol FEV1)
(Discontinue tests, give albuterol. Perform PFTs at 10 minutes post administration)
3) Was the participant given albuterol prior to sputum induction? ..............c.ccoeceeeeveevenn... ISW03
Y S i Y
NO L N
3a) Was this a re-dosing (e.g., >165 minutes after initial bronchodilator dose for PFTs)? ISWO3A
Y S i Y
NO L N
3b) How many puffs of albuterol was the participant given? ...........cccccvvvvviiimiiiiiiiiniiinnnes ISWO3B

FEV:1

4) | Baseline #1 a) [ISWO4A

5) | Baseline #2 a) [[SWO5A

6) | Baseline #3 a) [ISWO6A

7) | Baseline spirometry reviewed by: |Removed from Blinded Dataset|

8) | Spirometry ok to continue? []Yes []No|ISW08

Induced Sputum Worksheet, ISW
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If FEV1 <20% drop, continue

ID NUMBER: VE(I%FS{:\Q)SOZD(I)EB/I132‘;\1I3 NL\J/rEti::er SEQ#
10 min post albuterol | a)
9) trial #1
10) trial #2 | a)
11) trial #3 | a) |[ISW11A
12) | 2 min at 3% NaCl a)

13) | 7 min at 3% NacCl a) ISW13A
14) | First 7 minutes complete, continue | []Yes []No — [Go to Item 22 [[SW14

induction?

15)

If yes, % NacCl used:

NOTE: If FEV1 <10% drop, then
increase to 4% NaCl after sample
collected. If FEV1 =11-19% then
continue at 3% NaCL. If FEV,
>20% drop, then stop induction
procedure.

[ ] 3% NaCL [ ]4% NaCL (ISW15

16)

2 min at 4% NacCl
If FEV1 <20% drop, continue

o) [SWIGA]

17)

7 min at 4% NacCl

<) [SW7A]

18)

Second 7 minutes complete,
continue induction?

[JYes []No—|[Gotoltem 22[|SW18

19)

If yes, % NaCl used:

NOTE: If you did not increase %
NaCL in step 15, then continue at
3% unless FEV1 >20% drop.

If you did increase NaCL to 4%
and FEV: <10% drop, then
increase to 5%.

If FEV: =11-19% then continue at
4% NaCL.

If FEV1 >20% drop, then stop
induction procedure.

[]3% NaCL []4% NaCL [ ]5% NaCL

20)

2 min at 5% NacCl
If FEV, <20% drop, continue

) [5V720A]

21)

7 min at 5% NacCl

Induction complete.

o) [SWaiA|

Remind subject to rinse mouth and cheeks thoroughly, gargle - spit into sink.

Clear throat, scraping throat and roof of mouth - spit into sink. Blow nose — discard
Induced Sputum Worksheet, ISW
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FORM CODE: ISW
ID NUMBER: VERSION: 2.0 6/12/13

Deep cough from chest and spit into sputum sample cup.

Visit
Number

SEQ#

DO NOT HOCK OR SCRAPE when producing sample. Passively bring it past the throat into the cup!

22) Was the participant able to produce sputum? ...........cccccvvvvenns ISW22
Y S Y
NO e N
23) Was the induction terminated early? ...........cccovvvviiiiiiiieeeeiennnn, ISW23
Y S i Y
NO ot N -
24) Reason terminated €arlY ............cccovveeeverereeieseeseeeesesenenens ISW24
FEV1 dropped >20%...........cevvvvvnnnnne 1
Participant requested to stop............ 2
Other ..o, 3
Specify Other: ISW24A

25) Did the participant require additional albuterol? .......................

[sw2s]

NO oo N - [Go to End

If participant’s FEV1 dropped >20% from baseline and/or if a 2" dose of albuterol was required,

conduct a post-induction spirometry and record values here:

FEV:
26) Trial #1 ||[ISW26A
27) Trial #2 ||ISW27A
28) Trial #3 | |ISW28A

29) Note reason and time point obtained: [[g\\/2

©o
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L

SPIROMICS
«fﬁ;,ﬁ INDUCED SPUTUM WORKSHEET
For post albuterol FEV; >50% Predicted
. FORM CODE: ISW Visit '
ID NUMBER: VERSION: 1.0 10/26/10  Number |VI?IT SEQ#
0a) Form Date............ / / ISWOA|  ob) Initials........... ISW0B

Instructions: This form should be completed during the participant’s visit. Whenever numerical
responses are required, enter the number so that the last digit appears in the rightmost box.

ISWO1AM ISWO01B ' _ _
1) 10% fall from . is : - Continue at present concentration — do not increase

saline concentration (use best post albuterol FEV; to calculate)

ISWO02A
2) 20% fall from is IS\.NOZB (use best post albuterol FEV;)

(Discontinue tests, give albuterol. Perform PFTs at 10 minutes post administration)

3) Was the participant given albuterol prior to sputum induction?............c.ccceeveveveevereneane. ISWO03
YES Y
NO e N
3a) Was this a re-dosing (e.g., >165 minutes after initial bronchodilator dose for PFTs)? ISWO3A
YES Y
NO e N
3b) How many puffs of albuterol was the participant given? ...........ccccoeeeiei e, ISWO3B
FEV,
4) | Baseline #1 a) [SWO4A
5) | Baseline #2 a) |ISWO5A
6) | Baseline #3 a) |ISWO6A
7) | Baseline spirometry reviewed by: [Variable Removed
8) | Spirometry ok to continue? []Yes []No|ISWO08
10 min post albuterol | a) [[SW09A
9) trial #1
10) trial #2 | a) ||ISW10A
11) trial #3 | a) [ISW11A
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. FORM CODE: ISW Visit
ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#
12) | 2 min at 3% NacCl a) [ISW12A
If FEV, <20% drop, continue
13) | 7 min at 3% NacCl a) |ISW13A
14) | First 7 minutes complete, continue | []Yes []No —[Go to Item 20 ISW14]
induction? -
15) | If yes, % NaCl used: [ ]3% NaCL [ ]4% NaCL [ISwW15
NOTE: If FEV; <10% drop, then
increase to 4% NaCl after sample
collected. If FEV; =11-19% then
continue at 3% NaCL. If FEV;
>20% drop, then stop induction
procedure.
16) | 2 min at 4% NacCl a) |[ISW16A
If FEV; <20% drop, continue
17) | 7 min at 4% NacCl a) |ISW17A
18) | Second 7 minutes complete, [JYes []No—Go to Item 20{ISW18
continue induction?
19) | If yes, % NaCl used: [ ]3% NaCL [ ]4% NaCL [ ]5% NaCL
NOTE: If you did not increase % ISW19
NaCL in step 15, then continue at
3% unless FEV1 >20% drop.
If you did increase NaCL to 4%
and FEV; <10% drop, then
increase to 5%.
If FEV. =11-19% then continue at
4% NaCL.
If FEV, >20% drop, then stop
induction procedure.
20) | 2 min at 5% NaCl a) [ISW20A
If FEV; <20% drop, continue
21) | 7 min at 5% NacCl a) [ISW21A
Induction complete.

Remind subject to rinse mouth and cheeks thoroughly, gargle - spit into sink.
Clear throat, scraping throat and roof of mouth - spit into sink. Blow nose — discard
Deep cough from chest and spit into sputum sample cup.

DO NOT HOCK OR SCRAPE when producing sample. Passively bring it past the throat into the cup!
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FORM CODE: ISW Visit

ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#
22) Was the participant able to produce sputum? .............ccccce....... ISW22
YES i Y
NO e N
23) Was the induction terminated early? .........ccccceeveiiniinniinniinnnnns ISW23
YES e Y
NO vttt N -
24) Reason terminated arly ............cccoeveveeieeiieiie e, ISW24
FEV1 dropped >10%.......ccccccvvvee.eee. 1
Participant requested to stop............ 2
Other ..o 3
. ISW24A
Specify Other:
25) Did the participant require additional albuterol? ................cc...... ISW25
YES e Y
NO . eeeeeeeeeeee e eeeeeeeeeee e N

If participant’'s FEV1 dropped >20% from baseline and/or if a 2" dose of albuterol was required,
conduct a post-induction spirometry and record values here:

FEV,
26) Trial #1 | |ISW26A
27) Trial #2 | |ISW27A
28) Trial #3 | [ISW28A

29) Note reason and time point obtained: [|5\\/2

o
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SPROMICS MONTHLY CONTACT FORM

T LN T

. FORM CODE: MCF Visit —
IDNuMBER: | [BLINDID VERSION: 1.0 06/17/13 Number SEQ#

Oa) Form Date............ DD/DD/DDDD Ob) Initials........... DDD

Instructions: This form should be completed during the follow up phone conversations with study
participants. Read the form carefully to familiarize yourself with the script as well as questions and skip
patterns.

INTERVIEWER: Hello, my name is (interviewer name), and | am calling to follow up with (participant name)
about the Subpopulations and Intermediate Outcome Measures in COPD Study (SPIROMICS), a health study
in which s/he is currently enrolled. Is s/he available?

No ——» When would it be convenient to call back? .............. Thank you. I will call again.

Yes — Hello, (participant name), this is (interviewer name) with the SPIROMICS study. I'm calling to
see how you have been since your last (visit to our center or telephone contact). Do you have a few minutes
to speak on the phone?

No — When would it be convenient to call back?......... Thank you. | will call again.

Yes — We'd like to gather information about your general health and about specific medical
conditions that you may have had since your last (visit to our center or telephone
contact). | will ask you some questions about your health since your last (visit to our
center or telephone contact) on (date of contact).

INTERVIEWER: | want you to focus on what happened from (date of contact) until today.

1) (Do not ask participant) Participant status (choose one):
Contacted and alive 1[]-
Contacted and refused interview — 2[ | —
Not contacted, reported alive 31—
Not contacted, reported deceased 4[ | —
Unknown 5[ 1—

la) What was the date of death? ......................... / /

1b) What city, state, and country did the death occur?[Removed from Blinded Dataset |

1c) Do you know if (insert decedent’s name) was hospitalized or visited an emergency room for MCELlc
any reason since (date of last contact) and his/her death?
Yes 1 [ ]Record date and name of hospitalization in question 21a.
No O [_]Endinterview
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FORM CODE: MCF Visit SEQ #

ID NUMBER: VERSION: 1.0 06/17/13 Number

HOSPITALIZATIONS

2) Since your last (clinic visit or telephone contact) on (date), have you had a flare-up of

oLV et =TS A 1 Lo 10 o] 1= () TS

MCF2

(if ‘No’ go to item 20)

If Yes:

2a) How many episodes of chest trouble flare ups have you had since (date)?......................

g B

MCF2a

How was/were the episode(s) of breathing problem(s) treated? Please answer for each episode
(if more than one) by checking all relevant treatments given for each episode. Starting with
the first episode since (date):

3) For the first episode of breathing problems you had since (date):

3a) Did you take additional antibiotics after contacting your healthcare provider by telephone

Lo =T 0 0= 1L I ¢ N )

3b) Did you take additional oral steroids after contacting your healthcare provider by

[CS =T 0] g T a Lo T ol gt =T 4 = V1 Wl (4 N ) R

MCF3b

3c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ........

MCF3c

3d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).....

MCF3d

3e) Were you evaluated in a physician’s office or urgent care? (Y/N)....cccooeeevieeiiiiiiiiiiieeeeen,

JiiEgE

MCF3e

During that visit were you given (check all that apply):

3el) An additional antibiotiC ............cccvvviiiiiiiiiii e |:|
3e2) Additional Steroids ..........ccccceeeeiiiii |:|
3€3) DON'TKNOW ..o |:|
3e4) DON't reMEMDET .......ciiiiiiiiii e |:|

3f)  Were you evaluated in an Emergency Department? ........cccoooovviieiiiiiiie e
During that visit were you given (check all that apply):

3f1) AN additional ANHDIOHC ... [ JMCF3f1]
312) AGIONAI SEEIOIS ...vvvrrrcvvvcerrrrrrsssssveesrenessssssscesssness e []
3f3) DON'TKNOW ..o |:|
3f4) DoON't reMemMDET........ccooiiiiiiie |:|

:

MCF3f

3g) What was the date of this event? ........................ / / MCF3g

3h) What is the name of the medical facility? |Removed from Blinded Dataset

3i) What is the address of this medical facility? |Rem0ved from Blinded Dataset |
(Leave blank if unknown)

Monthly Contact Form, MCF
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, FORM CODE: MCF Visit
ID NUMBER: VERSION: 1.0 06/17/13 Number SEQ#

3j) For clarification of our records, under what name is this record?
3j1) First Name: |Removed from Blinded Dataset |

32) Second Name: |Rémoved from Blinded Dataset |

|[Removed from Blinded Dataset |

3j3) Last Name:

3i4) Maternal Last Name: |[Removed from Blinded Dataset |

3k) Were you admitted to the NOSPITAl? ...........oiiiiiiiiii s

If participant was admitted to hospital:

4a) What was the date of this event? ............. R 7 I MCF4a

4b) What is the name of the medical facility? |Rem0ved from Blinded Dataset

|[Removed from Blinded Dataset |

4c) What is the address of this medical facility?
(Leave blank if unknown)

4d) For clarification of our records, under what name is this record?
4d1) First Name: |Reémoved from Blinded Dataset |

4d2) Second Name: [Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

4d3) Last Name:

4d4) Maternal Last Name: |[Removed from Blinded Dataset |

5) (do not ask) Did the participant have a second episode? (if ‘NO’, g0 t0 20) ........evvverrrrnrinnrnnnnnnns

6) For the second episode of breathing problems you had since (date):

6a) Did you take additional antibiotics after contacting your healthcare provider by telephone

OF E€MAII? (Y/N) ittt e e e e e e e e e e e e e e e e s e e et e e e e e s e reeeeeas
6b) Did you take additional oral steroids after contacting your healthcare provider by

telephone or @MAII? (Y/N) ..ot e e e e e e e
6¢c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ........
6d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).....

6e) Were you evaluated in a physician’s office or urgent care? (Y/N)....ccccooveeevieiiiiiiiiiieeeeeeeiiinnnn,
During that visit were you given (check all that apply):

6e1) An additional antibiotiC ...........ccevveeiiieriie e |:| MCF6el
6e2) Additional Steroids ..........ccccceviiiiiiiiiiieee e |:| MCF6e2
6E3) DON't KNOW ...ttt [ ][MCF6e3

Monthly Contact Form, MCF
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FORM CODE: MCF Visit
VERSION: 1.0 06/17/13 Number

6€e4) DON't remMemMbDEr ... |:|

6f) Were you evaluated in an Emergency Department? ..........cccvvveeiieiiniiiiiiiieeeee e MCF6f
During that visit were you given (check all that apply):

6f1) An AddIONAl ANGDIOHC +...vvv.vveeeveeeeeeeeeseeeeeeeeeeeeeesse e eseeeeee [ ][MCFé6f1

62) AAAItIoNal SLEIOIAS ............oveeeoeeeeeeeeeeeee oo [ ]
B13) DONEKNOW ..o [ ] [MCF6f3
6f4) DON'T rEMEMDET ... |:|

6g) What was the date of this event?......................... / /

6h) What is the name of the medical facility? |Removed from Blinded Dataset |

ID NUMBER:

6i) What is the address of this medical facility? |Removed from Blinded Dataset |
(Leave blank if unknown)

6j) For clarification of our records, under what name is this record?
6i1) First Name: |Rémoved from Blinded Dataset |

6i2) Second Name: [Removed from Blinded Dataset |

63) Last Name: |Removed from Blinded Dataset|

6i4) Maternal Last Name: |[Removed from Blinded Dataset |

6k) Were you admitted t0 the NOSPItAI? .........c.ccveiueieeie ettt ||\/|CF6k|

If participant was admitted to hospital:
7a) What was the date of this event? ............c.cc.ccveuee... / / |MCF7a|

7b) What is the name of the medical facility? |Removed from Blinded Dataset |

7c) What is the address of this medical facility? |Removed from Blinded Dataset |

(Leave blank if unknown)

7d) For clarification of our records, under what nhame is this record?
7d1) First Name: |[Removed from Blinded Dataset |

7d2) Second Name: [Removed from Blinded Dataset |

7d3) Last Name: |Removed from Blinded Dataset|

7d4) Maternal Last Name: |[Removed from Blinded Dataset |

8) (do not ask) Did the participant have a third episode? (if ‘NO’, g0 t0 20) ........euvvuerrmmernnninnnnnnns MCF8

9) For the third episode of breathing problems you had since (date):
Monthly Contact Form, MCF Page 4 of 13
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FORM CODE: MCF Visit

ID NUMBER: VERSION: 1.0 06/17/13 Number SEQ#

9a) Did you take additional antibiotics after contacting your healthcare provider by telephone

MCF9a

Lo =T 0 0= 1L ¢ N )

9b) Did you take additional oral steroids after contacting your healthcare provider by

MCF9

[CS =T 0] g T aTe T 0T gt =T 4 = V1 W (4 N ) R

9c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ........

MCF9c

9d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).....

MCFOd

I B B

MCF9e

9e) Were you evaluated in a physician’s office or urgent care? (Y/N)....cccooeeveieiiiiiiiiiiiiieeeen,
During that visit were you given (check all that apply):

9el) An additional antibiotiC .............ccovviiieiiiiiie e |:|
9e2) Additional Steroids ..........ccccceeeeiiiii |:|
9€3) DON'TKNOW ..o |:|
9e4) DON't reMEMDET ... ..viiiiiiiiee i |:|

9f) Were you evaluated in an Emergency Department? ........cccooooiivieiiiiiii e e

MCFof

:

During that visit were you given (check all that apply):

9f1) AN AdItIONAl ANGDIOHC .......vvvvvvveveeeeeeeeeee oo [I[MCFof1]
Of2) AATItIONAI SEETOITS ...vvvvvrrrrrsssvvvceeeenrneesess e []
Of3) DON'T KNOW ... |:|
9f4) Don’t remember ..., |:|

9g) What was the date of this event? ......................... / / MCF9g

Removed from Blinded Dataset

9h) What is the name of the medical facility?

9) What is the address of this medical faciliy? |Xeémoved from Blinded Dataset |

(Leave blank if unknown)

9j) For clarification of our records, under what name is this record?
9i1) First Name: [Rémoved from Blinded Dataset |

9j2) Second Name: |[Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

9j3) Last Name:

9i4) Maternal Last Name: [Rémoved from Blinded Dataset |

9k) Were you admitted to the NOSPITAl? ..........ooeiiiiiiii s

If participant was admitted to hospital:

10a) What was the date of this event?.................c......... / / MCF10a

Monthly Contact Form, MCF
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FORM CODE: MCF Visit

ID NUMBER: VERSION: 1.0 06/17/13 Number SEQ#

10b) What is the name of the medical facility? |Removed from Blinded Dataset |

10c) What is the address of this medical facility? |Removed from Blinded Dataset |

(Leave blank if unknown)

10d) For clarification of our records, under what name is this record?
10d1) First Name: |[Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

10d2) Second Name:
|[Removed from Blinded Dataset |

10d3) Last Name:

10d4) Maternal Last Name: |[Removed from Blinded Dataset |

MCF11

11) (do not ask) Did the participant have a fourth episode? (if ‘No’, g0 t0 20) ....covvvvvveviiiviiiriieennen.

12) For the fourth episode of breathing problems you had since (date):

12a) Did you take additional antibiotics after contacting your healthcare provider by telephone

Lo T A= 4T T 2] ) P

MCF12a

12b) Did you take additional oral steroids after contacting your healthcare provider by

telephone OF €MAIT? (YN ... e e

MCF12b

12c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ........

12d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).....

MCF12d

12e) Were you evaluated in a physician’s office or urgent care? (Y/N) .........uuevvevvrevmvireirenmnnennennnne.

<
@)
L
H
N
o

MCF12e

During that visit were you given (check all that apply):

12e1) An additional antibiotic ...............ccccciii |:|
12e2) Additional Steroids ............ccooceeiiiiiiieiiiiiiee e |:|
12€3) DOMEKNOW ....ooiviiiiiiiciiicc e |:|
12e4) Don't reMemMbDEr.........cooiiiiiiiii i |:|

12f) Were you evaluated in an Emergency Department? ..........cccccvvuvrviririiiiimnninerieernrinnnnn.
During that visit were you given (check all that apply):

i
@)
L
|_\
™

12f1) An additional ANHDIOLC «.......v.eeeveeereereeeeeeeeeeseeseeereseeesseeeee [ ]|MCF12f1

12f2) AGItIONAl STEIOIUS ...vvvvvveveeeeeeeeeee e []
12f3) DONMTKNOW ..o |:|
12f4) Don't remember.........ccvviiiiiiii |:|

12g)What was the date of this event?.........c...ccccu...... / / MCF12g

12h)What is the name of the medical facility? [Removed from Blinded Dataset |

Monthly Contact Form, MCF
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FORM CODE: MCF Visit

ID NUMBER: VERSION: 1.0 06/17/13 Number

SEQ#

12i) What is the address of this medical facility? |Rem0ved from Blinded Dataset |

(Leave blank if unknown)

12)) For clarification of our records, under what name is this record?
12j1) First Name: [Removed from Blinded Dataset |

12i2) Second Name: |Removed from Blinded Dataset |

12j3) Last Name: |[Removed from Blinded Dataset |

12j4) Maternal Last Name: [Rémoved from Blinded Dataset |

12k) Were you admitted to the hOSPItal? ..........oooiiiiiiiiiiie e

If participant was admitted to hospital:

13a) What was the date of this event?.......................... / / MCF13a

13b) What is the name of the medical facility? |Rem0ved from Blinded Dataset |

13c) What is the address of this medical facility? [Removed from Blinded Dataset |

(Leave blank if unknown)

13d) For clarification of our records, under what name is this record?
13d1) First Name: |Removed from Blinded Dataset |

13d2) Second Name: [Rémoved from Blinded Dataset |

13d3) Last Name: |[Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

13d4) Maternal Last Name:

14) (do not ask) Did the participant have a fifth episode? (if ‘NO’, g0 t0 20).......cccovviiiiiiiiiiiiiernnnnnne

15) For the fifth episode of breathing problems you had since (date):

15a) Did you take additional antibiotics after contacting your healthcare provider by telephone
Lo =T 0 0= 1L ¢ N )
15b) Did you take additional oral steroids after contacting your healthcare provider by

[CS =T 0] g T a Lo T ol gt =T 4 =Vl Wl (4 N )
15c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ........
15d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).....

15e) Were you evaluated in a physician’s office or urgent care? (Y/N) .........uvvvveevvivvvinevvnninnnnnnnnnn.
During that visit were you given (check all that apply):

Monthly Contact Form, MCF
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) FORM CODE: MCF Visit
ID NUMBER: VERSION: 1.0 06/17/13 Number SEQ#
15e1) An additional @NtDIOC ..........c.oveveveeeeeceeeeeeeeeeeeee e [ JMCF15e1

15e2) Additional steroids
15e3) Don’'t know

15e4) Don’'t remember

................................................................ (] McFiseZ
............................................................................ [][MCF15e3]
..................................................................... [[][MCF15e4]

15f) Were you evaluated in an Emergency Department? ........ccccoooovviiiiiiiiii e IMI
During that visit were you given (check all that apply):
15f1) AN additional ANtDIOHC .............oooeooeeeoeooeooeoeoeoeoeooeoeeeeeeeeeeeee [ [MCF15f1 ]
15£2) AGIIONAl SEEIOIAS ......cceeeeeeeererrerreeeeseessseeseseeeseeeeeeeeeeeeeeeeee [ ][MCF15¢2]
15f3) DONMEKNOW ..o |:|
15f4) DONt r@MEMDET ... |:|
15g)What was the date of this event?........................ / /

15h)What is the name of the medical facility? [Removed from Blinded Dataset |

15i) What is the address of this medical facility? |Rem0ved from Blinded Dataset

(Leave blank if unknown)

15j) For clarification of our records, under what name is this record?
15i1) First Name: |[Removed from Blinded Dataset |

152) Second Name: |[Removed from Blinded Dataset |

15i3) Last Name: |[Removed from Blinded Dataset |

154) Maternal Last Name: |[Removed from Blinded Dataset |

15k) Were you admitted t0 the hOSPItAI? ..........c.ovoveeieeeeeeeeeeeeeeee e ee et [MCF15k]

If participant was admitted to hospital:

16a) What was the date of this event?.......................... / /

|I\/ICF16a |

16b) What is the name of the medical facility? |Removed from Blinded Dataset |

16¢) What is the address of this medical facility? |Removed from Blinded Dataset |
(Leave blank if unknown)

16d) For clarification of our records, under what name is this record?
16d1) First Name: |[Removed from Blinded Dataset |

16d2) Second Name: |Reémoved from Blinded Dataset |

|[Removed from Blinded Dataset |

16d3) Last Name:

16d4) Maternal Last Name:|R€Moved from Blinded Dataset |

Monthly Contact Form, MCF
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FORM CODE: MCF Visit

ID NUMBER: SEQ#

VERSION: 1.0 06/17/13 Number

17) (do not ask) Did the participant have a sixth episode? (if ‘N0O’, g0 t0 20) ......cevvvvvvvvviiviiieieeenee,

:

MCF17

18) For the sixth episode of breathing problems you had since (date):

18a) Did you take additional antibiotics after contacting your healthcare provider by telephone

MCF18a

OF E€MAII? (Y/N) ettt e e e e e e s e e e e e e e e s e e e e e e e e e s areeeeeas

18b) Did you take additional oral steroids after contacting your healthcare provider by

telephone Or @MAII? (Y/N) ..o e e e e e e e e

MCF18b

18c) Did you take additional antibiotics but without contacting a healthcare provider? (Y/N) ........

18d) Did you take additional oral steroids but without contacting a healthcare provider? (Y/N).....

MCF18d

18e) Were you evaluated in a physician’s office or urgent care? (Y/N).....cccoovvveeiiiieiiiiiiieee e,

<
O
T
=
e}
(@]

MCF18e

During that visit were you given (check all that apply):

18e1) An additional antibiotiC .............ccccveevereirevieieiie e [ JMCF18e1

18e2) Additional Steroids .......cccoceeiiieiiiiiiiiie e e |:|
18€3) DONM't KNOW ....oooviiiiiiiiciiiic i |:|
18e4) Don't remember..........oiii i |:|

18f) Were you evaluated in an Emergency Department? .........cccvvvvveiiiiiiiiiiiiiiieeee e

i
@)
T
=
KX

During that visit were you given (check all that apply):

18f1) AN additional ANHDIOC .......evereeeeeereeeeeerereseeeeeeesseeseeeeeeeesens [ JMCF18f1

1812) AGIIONAl SIEOIUS .vvvvvrrrrcssvrrroveceererrrrnerssssssssssmesessssrreneens [_I[MCF18f2]
18f3) DONTKNOW ..ot |:|
18f4) DON't reMEMDET ..o |:|

18g)What was the date of this event?........................ / / MCF18g

18h)What is the name of the medical facility? |Rem0ved from Blinded Dataset |
|[Removed from Blinded Dataset |

18i) What is the address of this medical facility?
(Leave blank if unknown)

18j) For clarification of our records, under what name is this record?
18{1) First Name: |Rémoved from Blinded Dataset |

18i2) Second Name: |[Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

18j3) Last Name:

18j4) Maternal Last Name: |[Removed from Blinded Dataset |

18k) Were you admitted t0 the NOSPILAI? .........cooiiiiiiiiiiiie e

Monthly Contact Form, MCF

Page 9 of 13



bmackay
Text Box
MCF17

bmackay
Text Box
MCF18a

bmackay
Text Box
MCF18b

bmackay
Text Box
MCF18c

bmackay
Text Box
MCF18d

bmackay
Text Box
MCF18e

bmackay
Text Box
MCF18e1

bmackay
Text Box
MCF18e2

bmackay
Text Box
MCF18e3

bmackay
Text Box
MCF18e4

bmackay
Text Box
MCF18f

bmackay
Text Box
MCF18f1

bmackay
Text Box
MCF18f2

bmackay
Text Box
MCF18f3

bmackay
Text Box
MCF18f4

bmackay
Text Box
MCF18g

bmackay
Text Box
MCF18k

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset

bmackay
Text Box
Removed from Blinded Dataset


FORM CODE: MCF Visit

ID NUMBER: VERSION: 1.0 06/17/13 Number

SEQ#

If participant was admitted to hospital:

19a) What was the date of this event?........................... / / MCF19a

19b) What is the name of the medical facility? [Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

19c) What is the address of this medical facility?
(Leave blank if unknown)

19d) For clarification of our records, under what name is this record?
19d1) First Name: |[Removed from Blinded Dataset |

19d2) Second Name: |[Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

19d3) Last Name:

|[Removed from Blinded Dataset |

19d4) Maternal Last Name:

20) Since your last (center visit or telephone contact) on (date), have you at any time been admitted to
a hospital for any reason other than a chest flare up)? [MCFE20
No o[]-

Yes 1]
Unsure  9[ ]—
20a) How many hospitalizations have you had since (date)?..........cccccoovereeveveunn, MCF20a

INTERVIEWER: The next few questions are about one event. If there were more than one we would
like to talk about each one separately. Let's start with the first event after your (visit or teleconference)
on (date).”

21a) What was the date of this event? .................... / / MCF2la
|[Removed from Blinded Dataset |

21b) What is the name of the medical facility?

|[Removed from Blinded Dataset |

21c) What is the address of this medical facility?
(Leave blank if unknown)

21d) For clarification of our records, under what name is this record?

21d1)First Name: |[Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

21d2) Second Name:
|[Removed from Blinded Dataset |

21d3) Last Name:

|[Removed from Blinded Dataset |

21d4) Maternal Last Name:

21e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0[_]>[Gotoitem 27 |[MCF21le
1]

Yes
Monthly Contact Form, MCF Page 10 of 13
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, FORM CODE: MCF Visit
ID NUMBER: VERSION: 1.0 06/17/13 Number SEQ#

22a) What was the date of this event? .................... / / MCF22a

|[Removed from Blinded Dataset |

22b) What is the name of the medical facility?

22c) What is the address of this medical facility? |Removed from Blinded Dataset |

(Leave blank if unknown)

22d) For clarification of our records, under what name is this record?
|[Removed from Blinded Dataset |

22d1)First Name:

22d2) Second Name: |[Removed from Blinded Dataset |

22d3) Last Name: Removed from Blinded Dataset

22d4) Maternal Last Name: [Removed from Blinded Dataset |

22e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0[ ] [Go to Item 27 ||V|CF22€|
Yes 1[ ]

23a) What was the date of this event? .................... / / MCF23a

[Removed from Blinded Dataset |

23b) What is the name of the medical facility?

23¢) What s the address of this medical facility> |xemoved from Blinded Dataset |
(Leave blank if unknown)

23d) For clarification of our records, under what name is this record?
|[Removed from Blinded Dataset |

23d1)First Name:

|[Removed from Blinded Dataset |

23d2) Second Name:
|[Removed from Blinded Dataset |

23d3) Last Name:

|[Removed from Blinded Dataset |

23d4) Maternal Last Name:

23e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0[ ]—[Go to Item 27 ||V|CF23e|
Yes 1[ ]

24a) What was the date of this event? .................... / / MCF24a

24b) What is the name of the medical facility? [Removed from Blinded Dataset |

24¢) What is the address of this medical faciliy? |[R€moved from Blinded Dataset
(Leave blank if unknown)

24d) For clarification of our records, under what name is this record?
Monthly Contact Form, MCF Page 11 of 13
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, FORM CODE: MCF Visit
ID NUMBER: VERSION: 1.0 06/17/13 Number SEQ#

24d1)First Name: [Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

24d2) Second Name:
[Removed from Blinded Dataset |

24d3) Last Name:

|[Removed from Blinded Dataset |

24d4) Maternal Last Name:

24e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0[ ]->[Goto ltem 27 [MCF24e]
Yes 1[ ]

25a) What was the date of this event? .................... / / MCF25a

|[Removed from Blinded Dataset |

25b) What is the name of the medical facility?

|[Removed from Blinded Dataset |

25c) What is the address of this medical facility?
(Leave blank if unknown)

25d) For clarification of our records, under what name is this record?

2501) First Name: [Removed from Blinded Dataset |

|[Removed from Blinded Dataset |

25d2) Second Name:
[Removed from Blinded Dataset |

25d3) Last Name:

2504) Maternal Last Name: |[Removed from Blinded Dataset |

25e) Were you admitted to a hospital at any other time since your last (center visit or telephone contact)?

No 0[ ] [Go to Item 27 ||\/|CF256|
Yes 1[ ]

26a) What was the date of this event? .................... / / MCF26a

26b) What is the name of the medical facility? |Removed from Blinded Dataset |
|[Removed from Blinded Dataset |

26c¢) What is the address of this medical facility?
(Leave blank if unknown)

26d) For clarification of our records, under what name is this record?

26d1)First Name: |[Removed from Blinded Dataset |

26d2) Second Name: |[Removed from Blinded Dataset |

26d3) Last Name: |[Removed from Blinded Dataset |

26d4) Maternal Last Name: |[Removed from Blinded Dataset |

Monthly Contact Form, MCF Page 12 of 13
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, FORM CODE: MCF Visit
ID NUMBER: VERSION: 1.0 06/17/13 Number SEQ#

INTERVIEWER: I'd now like to ask you some other questions about your health since your last (clinic
visit or telephone contact) on (date).

Since your last (clinic visit or telephone contact) on (date)

27) Did your doctor put YOU 0N OXYGEN? (Y/N) w..vvieeeeeiee e i eee et eee ettt esses e sreene e MCF27
28) Have you been listed for or received a lung transplant? (Y/N) ......ccccocooiiiiiiiiineinns MCF28

29) Are you currently smoking cigarettes? (Y/N)

............................................................................. MCF29
30) Since your last (clinic visit or telephone contact) on (date), have you been diagnosed

................................................................ MCF30

with other medical problems or been injured? (Y/ N)

If answered ‘Yes' to question 30

31) Were you diagnosed with:

31a)Lung cancer (Y/N)

31b)Other type of cancer (Y/N) ......cccccoviiiiiiiiiiiii e
If so, what type? [MCF31b1

31c)Diabetes (Y/N)

31d)Blood Clots (Y/N)

31€)OSteOPOrOSIS (Y/N)...uiiieieiiieeeiiiiitee et MCF33

31f) Broken Hip (Y/N) MCF34

31g)Heart attack or myocardial infarction (Y/N) MCF35

31h)Stroke (Y/N) MCF36

Z| 2 Z| =
ol [O ol |O
7| | 7| | T
w g w g
il =

31i) Coronary artery disease (atherosclerosis) (Y/N) MCF37

Monthly Contact Form, MCF Page 13 of 13


bmackay
Text Box
MCF27

bmackay
Text Box
MCF28

bmackay
Text Box
MCF29

bmackay
Text Box
MCF30

bmackay
Text Box
MCF32

bmackay
Text Box
MCF33

bmackay
Text Box
MCF34

bmackay
Text Box
MCF35

bmackay
Text Box
MCF36

bmackay
Text Box
MCF37

bmackay
Text Box
MCF31a

bmackay
Text Box
MCF31b

bmackay
Text Box
MCF31c

bmackay
Text Box
MCF31b1


el

SPIROM[CS
W QUESTIONNAIRE FOR EASE OF COUGH

- AND SPUTUM CLEARANCE

. FORM CODE: MCQ Visit '
IDNUMBER:  |[BLINDID VERSION: 10 102610 Numper VISIIT| SEQ #

Oa) Form Date: .......... / / MCOOA | 0b) Initials...........

Instructions: This form should be completed during the participant’s visit.

I'm now going to ask you a few questions about your coughing, sputum production, and chest
discomfort.

[Do not read]Cough Episodes: Frequency:

1) How frequently are you coughing todaY? ........ccoeeeiiiiiiiiiiiii e e e e eeanns MCQO1

None: Unaware of coughing .........ccccceeviveiiiiiiiinnnnnnn. 1

Rare: Cough now and then..........cccccovviiiiiiiiiiiinnnnn. 2

Occasional: Less than hourly..............ccccccciiiiinnnnn. 3

Frequent: one or more times an hour....................... 4

Almost constant: Never free of cough or

feeling free of the need to cough ....................ooos 5
2) How frequently were you coughing last NIGN? ..............c.c.eueeeeveeereeeeeeseeeeeeeee e, MCQO02

None: Unaware of coughing .........ccccceeeiveiniiiiiinnnnnnn. 1

Rare: Cough in the morning, but | don’'t waken

from SleepP.....ooeeeiii e 2

Occasional: Wake a few times but | fall back

asleep right away...........ccooviiiiiiiii e, 3

Frequent: Waken many times through the

night with fits of coughing ...........cccooooiiiiiiiin 4

Almost constant: up all night with coughing ............. 5

Rubin BK, Ramirez O, & Ohar JA. lodinated glycerol has no effect on sputum properties, pulmonary function, or symptom score in
patients with stable chronic bronchitis. Chest 1996;109;348-352
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. FORM CODE: MCQ Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

[Do not read]Cough Episodes: Severity on Arising and Throughout the Day

3) How severe were your cough episodes on a typical day during the past week?................. MCQO03
None: Unaware of coughing .........cccceeeeiieiniiiiininnnnnn. 1
Mild: Did not interfere with usual morning or
daily activity .......coovviiiii i 2
Moderate: Must stop activity during coughing
EPISOUC ... 3
Marked: Must stop activity during and for a
brief period after coughing episode..........cc.............. 4

Severe: Stops all activity for some time and is
exhausting; can be accompanied by
dizziness, headache or pain .............ccoevvvvvieeenn e, 5

[Do not read]Ease of Bringing Up Sputum During the Day

4) How easy is it to cough up sputum when you cough today?...........ccccvueevceeeiieeeieeesciee e,
None: Unaware of coughing atall.................c.cooe... 1
Easy: Sputum comes up without difficulty after
only one or two CoughsS..........ccvvieiiiieeiiiiicee e, 2
Somewhat difficult: Most of the sputum comes
up but only after several hard coughs...................... 3

Very difficult: Some sputum comes up after
hard coughing but there is the feeling that
most is still sticking down there..............cccccceeeei o 4

Impossible: There is sputum down there but
no matter how hard the coughing nothing
(07011 01T SR U | o PP 5

[Do not read]Chest Discomfort: Tightness and/or Congestion and Arising and Throughout the Day

5) How much chest tightness or discomfort do you have today?................eevvivviiiiiiiinnnnnns MCQO05

None: Unaware of any discomfort................cccoeveen. 1

Mild: Noticeable now-and-then but is not
bothersome and passes quickly; does not

Mt ACHIVITY ... 2
Moderate: Noticeable during light activity such
as walking one block or up one flight of stairs.......... 3
Marked: Noticeable while washing or dressing
INthe MOIMING.....coiiiii e 4
Severe: Almost constant and limits all activity;
present even while resting ..........cceevveeiiiiiiiiiiinneee, 5

Rubin BK, Ramirez O, & Ohar JA. lodinated glycerol has no effect on sputum properties, pulmonary function, or symptom score in
patients with stable chronic bronchitis. Chest 1996;109;348-352
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SPIROMICS

« L@ MEDICAL HISTORY FORM FOR FOLLOW-UP

IDNUMBER: |[BLINDID

FORM CODE: MHF Visit
VERSION: 1.0 9/21/11 Number

VISIT| SEQ#
|

0a) Form Date ........... / /

MHFOA| ob) Staff Code....

Instructions: Whenever numerical responses are required, enter the number so that the last digit appears in the
rightmost box. Enter leading zeroes where necessary to fill all boxes.

This questionnaire includes a number of questions about your medical history. This will help us
better understand how various medical conditions relate to COPD.

1) Did you get an influenza vaccination (flu shot) in the last 12 months? [MHF1

[ ]Yes
[ ] No

2) When was your most recent pneumonia vaccination? (Pneumovax) [MHF2

[ ] Never had
[] within past 5 years
[ ] More than 5 years ago

3) Have you been diagnosed with alpha-1 anti-trypsin deficiency? | MHF3

[ ]Yes
[ ] No

[ ] Don’t know

Have you ever seen a physician or other medical provider for any of the following kinds of problems

in the last 12 months?

Yes

4) Eyes, ears, nose, throat
a)  Vision problems []
b)  Hearing problems|MHF4B] []
c) Dizziness [MHF4C ]
d) Earsringing|MHF4D L]
e)  Sinusitis/rhinitis ]
f)y  Other []

5) Cardiovascular Yes
a)  High blood pressure [MHF5A
b)  Coronary artery disease |MHF5B

c) Angina (chest pain)MHF5C

d) Heart attack [MHF5D []

e)  Murmur []

Medical History Form for Follow-up, MHF

 I—

&

Explain

MHF4A1

MHF4B1
MHF4C1
MHF4D1
MHF4E1
MHF4F1

Explain

MHF5A1
MHF5B1
MHF5C1

MHF5D1 |

MHF5E1

ooy

OdoddeE
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ID NUMBER:

f)

g) Valve disease ]
h)  Congestive heart failure [MHF5H |
i)  Blood clots|MHF5I | L]
' Poor circulation
) (claudication) -
k) Other[MHF5K] []
6) Gastrointestinal Yes
a) Esophageal condition []
or disease IMHF6A
b)  Ulcers MHF6B]| []
)  Hepatitis or jaundice [MHF6C]]
d)  Crohn’s disease or colitis|MHF6D |
e) Gallstones|MHF6E | []
f)y  Cirrhosis []
9) GERD (heart burn)[MHF6G]|[]
h)  Hiatal hernia[MHF6H| []
i) Other []
7) Pulmonary/vascular Yes
a)  Intubation or respirator [MHF7A |
b Pneumothorax
) (collapsed lung) -
c) Tuberculosis ]
d)  Pulmonary fibrosis]MHF7D][]
e) Lung nodulesMHF7E|  []
f)  Pulmonary embolism
g) Other []
8) Oncology/hematology Yes
a Cancer (except basal
) cell skin(cancgr)
b) Anemia []

c)

Palpitations, irregular ]
heartbeat [ MHF5F

overfrec) D

9) Genitourinary and reproductive Yes

a)

b)

Menstrual symptoms []
(women) [MHF9A
Enlarged prostate or BPH [ ]

(mer) [\IHF9B)

Medical History Follow-up Form, MHF

FORM CODE: MHF Visit
VERSION: 1.0 9/21/11 Number
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ID NUMBER:

c)  Bladder or kidney [MHFOC| ]

problems/ kidney stones

d) Other ]
10) Endocrine Yes
a) Diabetes []
b)  Thyroid[MHF10B ] []
c) Other []
11) Neurology Yes
a) Stroke []
b) Headaches []
c) Seizure []
d)  Other []

12) Muscular/skeletal Yes

a) Rheumatoid arthritis [MHF12A

(2}

b) Gout ]
c) Osteoporosis []
d) Fractures []
e)  Joint pain[\HF12E | []
f)  Osteoarthritis [MHF12F | []
) Other []
13) Dermatology Yes

a) Rashes/hives/eczema| MHF13A |

b) Psoriasis |MHF13B |
c)  Shingles|MHF13C []
d) Other [MHF13D []

[

14) Infectious disease Yes
a)  Atypical mycobacteria []
(MAC, MAI)
b)  Fungal diseasem []
c)  Other [MHF14C []
15) Psychiatric Yes
a) Anxiety []
b) Depression [MHF15B | []
c)  Other[MHF15C] []

Medical History Follow-up Form, MHF

FORM CODE: MHF Visit

VERSION: 1.0 9/21/11
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|MHF9C1|

Number

SEQ #

Explain
MHF10A1

MHF10B1

MHF10C1

Explain

MHF11A1

MHF11B1

MHF11C1

MHF11D1

Explain

MHF12A1

MHF12B1

MHF12C1

MHF12D1

MHF12E1

MHF12F1

MHF12G1 |

Explain
MHF13A1

MHF13B1

MHF13C1

MHF13D1

Explain
IMHF14A1|

MHF14B1

MHF14C1

Explain
MHF15A1

MHF15B1

MHF15C1
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D NUBER: VERSION: 109211 Nymber e
16) Other significant problems Yes No
not reported in questions 2-18  [] a) MHF16A
b) [MHF16B
c) [MHF16C
d) MHF16D
e) IMHF16E |

These next questions refer to recent ilinesses or problems you may have had.

In the last two weeks have you had any of the following:

17) A fever, cold, flu, or sore throat? (Y/N) ... MHF17
18) A urinary tract infECtioN? (Y/N) ...u.cei i MHF18
19) Seasonal allergies? (Y/N).....ooouuiiiii i e e e e MHF19
20) A Sinus infection or SINUSIIS? (Y/N) .....cvvrreieieieeeeeeeeeeeeeseseseses e e eseeeeesnenenas MHF20
21) A 100N INFECHON? (Y/N) .o eeeeeee e eeeeeeeeeee e eeseee e es e e es s eeee e eeeesseeseeee MHF21
22) ATlare up OF GOUL? (Y/N)...uiuiiiiieiiieiieieeetieeeeeee ettt bnnennnnes MHF22
23) Aflare up of arthritiS? (Y/N) ..uue i e e e e e aeanns MHF23
D) ONEI? (Y/N) oo e e e e e e e e et e e e e s e ee e seeeens MHF24
25) Please explain: MHF25

26) Are you allergic to any medications, latex, food, or substances? (Y/N).......ccccccvveeeeeiiiiiivnneennnnn. D MHF26
If YES:

List substance: Reaction

a) IMHF26A MHF26A1

b) IMHF26B MHF26B1

c) |[MHF26C MHF26C1

d) |[MHF26D MHF26D1

e) [MHF26E MHF26E1

Medical History Follow-up Form, MHF Page 4 of 7
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FORM CODE: MHF Visit

ID NUMBER: VERSION: 1.0 9/21/11 Number SEQ#

27) In the past 12 months, how often have you consumed any alcohol containing beverage MHE27
(beer, wine, wine coolers, liquor, or mixed drinks such as margaritas, martinis, or
daiquiris)? (check only one)

EVEry DAY ....cocvveeeveereeeeieneeeerenan, []
410 6 days per week..........c.ccev..... []
2 to 3 days per week..........c.ccu...... []
ONce per Week........cooveveveeeeveveennn, []
1 to 3 times per month ..................... []
Less than once per month................ []

No alcohol in the past 12 months.....[] -|Go to 34

28) When you drink alcohol containing beverages, how many do you usually drink at one[\jHE23
sitting? (check only one)

L OF 2e oo, []
BON oo []
D OF B []
MOTe than 6....c.veeeeeeeeeeeeeeeeeeenaen, []

29) What kind of alcoholic beverages do you usually drink? (check all that apply)

BEET oo [[MHF29A]
WINE o [J[MHF29B]
Drinks containing liquor-.................... []

30) How often do you have eight or more drinks on one occasion? |MHF30

NEVET ..ot []
Less than monthly ...........cccvevveenn.... []
MONEAIY <., []
WEEKIY ..o, []
Daily or almost daily .............cco........ []

31) How often during the last year have you been unable to remember what happened [\yHE31
the night before because you had been drinking?

NEVET ...t []
Less than monthly ............c.cccceven.... []
MONEAIY ..o, []
WEEKIY ..o, []
Daily or almost daily ......................... []
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ID NUMBER:

FORM CODE: MHF
VERSION: 1.0 9/21/11

32) How often during the last year have you failed to do what was normally expected

of you because of your drinking?

33) Has a relative or friend, a doctor or other health worker been concerned about your |\HE33

drinking or suggested you cut down?

N« et []
Yes, but not in the last year.............. D
Yesinthe lastyear...........ccccooue.... []
If participant is MALE, skip to 46
If participant is FEMALE, continue
34) Have you reached MENOPAUSE? ........couviiiiii e e e e e et e e e e e e e e et e e e e e e e e e earraaaas
Y ES it Y
NO .o N —|Go to 36
I don't Know.....ccooevvviiiiiiin e, U —-|Go to 36
35) If you have reached menopause, at what age did that ocCur? ...........ccoovvviiiiiiienniiiiiinnnnnn.
36) Did you ever use oral contraceptive mediCatioNS? ..........ccvvviviiiiiiiiie e
YES Y
NO L N —(Go to 38
37) If you did use oral contraceptives, for how many Years?........ccoceeeeieeeriiieiiiiiiie e,
38) Did you ever use hormone replacement therapy? .....cccooeeviiiiiiiiiiii e,
Y S i Y
NO .. N —(Go to 40
39) If you did use hormone replacement therapy, for how many years? ..........ccccccvvvvvvvivvnnnnnnns
40) In the last 12-months have you been pregnant?......... ... eeeuieieeieiiiiiiiiiiieeeee
41) In the last 12-months did you ever breastfeed? ............ccccuiiiiiiiiiiiiiiiiieees
YES o Y
NO . N —|Go to 43
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FORM CODE: MHF Visit

ID NUMBER: VERSION: 1.092111  Number SEQ#
42) If you did breastfeed, for approximately how many total months did you breastfeed MHFE42
(total for @ll PreEgNANCIES)? . ...t e e e e e e e e e e e e e e e ar e e eaes months
43) In the last 12 months have you ever had an ovary removed? ..........cccccceeeiieeeriiciviiiieeeeeea, MHF43
YES o Y
NO .o N —|Go to 46
44) If you had an ovary removed, was one removed or both?...............cccccoiiiiiiiiiiiiiiis MHF44
ONE i @]
BOth ..o B
MHF45
45) At what age was your ovary Or ovaries remoVed? ..........oouuuiiieiieeeeiiieiiiiiee e e yrs old
46) Were YOU DO PreMALUME?.......ccoiiieiiiiee e e e e et s e e e e e e e e ettt e e e e e e e e eatata e aaeaes MHFA46
YES e Y
NO ...ttt N -/Go to 47]
DON't KNOW ..o D -[Go to 47
MHF46A
46a) If yes, how many weeks Were YoU Premature? ........cooovvvuriiuieiieeeeeeeeiiiiee e e e e e e e eerrrn e weeks
MHF47B
47) What was your birth Weight? ...........cccocoiiiiiii i MH?A pounds| || |ounces
48) Did you ever have breathing problems during the first two years of life?...........cccccceeeeee. MHF48
Y S i Y
NO .ottt N—-[Go to 49
DON't KNOW ... D-{Go to 49
48a) If yes, were you ever hospitalized for these problems? ............ccccceevevevevevereeeseeeeeeenns MHF48A
YES Y
NO L N
Don't KNOW ....coovviiiiiiiiiiiii e D
49) Were you ever hospitalized for pneumonia before 18 years of age? ..........cccvveeviiiieneeenn. MHF49
Y S i Y
NO L N
Don't KNOW ....coovviiiiiiiiiiiiii e, D

Medical History Follow-up Form, MHF
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5 SPIROMICS MYOCARDIAL INFARCTION

S o ABSTRACTION FORM (MIF)
_ L] FORM CODE: MIF Visit
ID NUMBER: SUBJID VERSION: A 211212015 Number SEQ#

Oa. Completion Date: DD/DD/DDDD Ob. Staff ID: DDD

Month/Day/Year

Oc.Event ID: I:“:”:”:”:“:”:”:”:I 0d. Event Date: I:”:‘/I:“:'/I:“:H:”:I

Instructions: Answers are derived from the medical records received. Do not complete this form until all records
are received or classified as unobtainable as indicated on the Medical Record Shipping Form.

A. GENERAL INFORMATION

1. Was the event (choose one): |:| MIF1

1= In hospital only 2= Emergency Dept. visit only(ED) 3= Both ED and in hospital
2. Date of arrival: (mm/dd/yyyy) / / MIF2
a. Date of admission / / MIF2A
3. Date of discharge:(mm/dd/yyyy) / / MIF3
4. What was the primary admitting diagnosis code? . MIF4
5. What was the primary discharge diagnosis code? . MIFS
Yes No/NR
6. Did an emergency medical service unit transport the patient to this hospital? ] ] |MIF6
7. Was the patient transferred to this hospital from another hospital? ] ] [MIF7
8. Was the patient’s code status ever “no-code” or “DNR” (do not resuscitate)? [] [] MIF8
9. Was the patient alive at discharge? (If Yes, skip to 10) [] [] [MIF9
a. Was the patient dead on arrival? Yes [ ] No [] [MIF9A
b. Did the patient die in the Emergency Department? Yes [ ] No [] [MIF9B
c. Was an autopsy performed? Yes [ ] No [] |[MIF9C
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. FORM CODE: MIF Contact
ID NUMBER: VERSION: A 211212015 Occasion SEQ#

B. PRESENTING SIGNS AND SYMPTOMS
Yes No NR

Not recorded
10. Did the onset of the acute episode occur prior to admission? MIF10 [] []
a. If Yes, estimate the time from onset of symptoms of acute condition to arrival at the hospital: |[\IF10A
<1hr [] >1-<3hrs ] >3-<6hrs [] Unsure []
>6-<12hrs [] >12-<24hrs [] >24 hrs []

Yes No NR

11. Was there mention of an acute CHD event with onset after arrival at the
== MIF11
hospital? [] []

[]

12. Was there an acute episode(s) of pain or discomfort (eg: tightness) anywhere
in the chest, arm, shoulder throat or jaw, either within 72 hours prior to arrival

to the hospital, or in conjunction with the in-hospital CHD event?
(If No or NR, skip to 13)

L]
CfiFE2A)
O8]
CfiFizc

0 WFs]
0 [

a. Did this pain or discomfort specifically involve the chest?
b. Did the pain get worse (crescendo) over time?

c. Was the pain or discomfort diagnosed as having a non-cardiac origin?
13. Was there nausea or vomiting associated with this event?

14. Was there diaphoresis associated with this event?

OO doogn
OO doogn

15. Was there fatigue or malaise associated with this event? []
16. Vital Signs at arrival (or event onset) and not during CPR
a. Blood pressure DDD/DDDmmHg MIF16A
b. Heart rate I:”:IDbpm MIF16B
C. MEDICAL HISTORY
17. Prior to this event was there history of any of the following: Yes No/NR
a. Myocardial infarction (If No or NR, skip to 17b) MIF17A|[] []
al. If history of MI, then MI within 4 weeks of this event? MIF17A1 D D
b. Angina MIFL7B] [] []
c. Percutaneous coronary intervention (PCI) MIF17C| [] []
d. CABG MIF17D|[ ] []
e. Coronary artery disease (CAD) MIF17E][] []
f. Heart failure MIF17F|[ ] []
g. Arrhythmia MIF17G|[ ] [l
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ID NUMBER:

If Yes, specify type of arrhythmia
g1 Arial Fibrillation/Flutter

FORM CODE: MIF
VERSION: A 2/12/2015

g2 Ventricular Fibrillation/Tachycardia

g3 Other arrhythmia

Contact

Occasion SEQ#

MIF17G1] ]
[MIF17G2| []

MIF17G3|[]

D. ACTIVE OR CURRENT MEDICAL PROBLEMS (DURING THIS HOSPITALIZATION)

18. Did a physician indicate any of these as being present during the hospitalization?

a. Angina

b. Acute myocardial Infarction

c. ST elevation > 1mm with pain that is not present on ECG without pain

d. Congestive heart failure exacerbation or pulmonary edema

e. Shock or cardiogenic shock

f. Ventricular fibrillation, cardiac arrest or asystole

g. Ventricular Tachycardia

h. Atrial fibrillation or atrial flutter

E. BIOMARKERS

19. Were cardiac enzymes reported within days 1-4 after arrival at the hospital or after the in-

hospital CHD event? (If No/NR skip to 32)

Biomarker Laboratory Standards:

*Units:  1=ng/mL 2 =Units/L 3 =pg/L
20. Normal Lab Value Ranges (this facility)

a. Total CK (CPK)

b. CK-MB

c. Troponin

c3. What type of Troponin was this?
1= Troponin, type not specified
2= Troponin |
3= Troponin T

MIF - MI_CAD Abstraction Form_v1.0 20150212

4=
5=

Yes

N I I Y B O

Yes
[]

Upper limit of normal Units*

NN

No

[1[MIF18A]

[1[mIF18B]

O[mIF18C]
[MIF18D]

(J[MIF18E]

C[MIF18F]
[1MIF18G]

O [MIF18H]

Z

o/NR

[][MIF19

a1 CJJIMIF20AL] 5 7]

o1, [ IME298L] ) ]
MIF20C1

o1, (I MIE20Ct] )

]

High Sensitivity Troponin (HS)
Unsure
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. FORM CODE: MIF Contact
ID NUMBER: VERSION: A 211212015 Occasion SEQ#

Daily Biomarkers Measurements:

Note: When a value is recorded using words rather than numerals, use the following codes to record the value:
absent/negative/normal = 1, trace/weak positive = 2, present/positive/abnormal = 3

Note: If more than two sets in one event day, pick the two with the highest Troponin values

-M|F21 Units* Words
21. Event Day 1/Set 1 Date: DD/DD/DD seopg3) Code*

a. Total CK/CPK UL ImiE21A0] — atlweeiadaz, [ J[MIF21A2]
b. CK-MB L) [MIE21B0l b1 [iezieibe. [ | [MIF21B2]

. Troponin < LLIC L miF2ico] et fwezicie2. [ [MIF21C2
c3. What type of Troponin was this? |:| MIF21C3

1= Troponin, type not specified 4= High Sensitivity Troponin (HS)
2= Troponin | 5= Unsure
3= Troponin T

MIF22 Units* Words

22. Event Day 1/Set 2 pate: [ L VLIV 5= (see pg. 3) Code*

a. Total CK/CPK LT ImiE2240] at.[wirzeaila2. [ ]
b. CK-MB L[ IMIF22B0] b1 [wezzsilb2. [ ]

c. Troponin < DDDD MIF22CO0 | c1.[miF22c1] c2. |:|
c3. What type of Troponin was this? |:|

1= Troponin, type not specified 4= High Sensitivity Troponin (HS)
2= Troponin | 5= Unsure
3= Troponin T
23. Event Day 2/Set 1 Date: DD/DD/DD (sl:: ;f.; \C/JV:JZ’S*
a. Total CK/CPK L [miF23A0] at. a2. [ ]
b. CK-MB L1 MiE23B0] bA.[mEzseil b2, [ ]
c. Troponin < DDD ct.lwrzscilc2. [ ]
c3. What type of Troponin was this? |:|
1= Troponin, type not specified 4= High Sensitivity Troponin (HS)
2= Troponin | 5= Unsure
3= Troponin T
24. Event Day 2/Set 2 Date: DD/DD/DD (sLeJQ ;Ltgs.'z) \évgggf
a. Total CK/CPK [ UL ImIF24A0] atlwiFasat] a2 [ ]
b. CK-MB [ L 1.[ IMIF24B0] b1[wrzaei]p2. [ ]
c. Troponin < DDD m24co c1 [wirzac c2. |:|
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. FORM CODE: MIF Contact
ID NUMBER: VERSION: A 211212015 Occasion SEQ#

c3. What type of Troponin was this? |:| MIF24C3

1= Troponin, type not specified 4= High Sensitivity Troponin (HS)
2= Troponin | 5= Unsure
3= Troponin T

25. Is there mention of the patient having had a trauma, a surgical procedure,
or rhabdomyolysis within one week prior to measurement of biomarkers?

(If No/NR, skip to 26) [JYes [INo/NR |[MIF25

If Yes, Indicate the type of procedure or trauma:
Yes No Date

a. Cardiac procedurelmirzsa] [ O L /OICOCICI0]

b. CPR or cardioversionmrzse] ][] [ VIO VCICICIL]

c. Other cardiac traumaluoacl 1 (1 L VCIC VI Ivezsced] 2. specify: [MIE25C2 |

d. Rhabdomyolysis O O O/OOOOdd] MIE2sbl

e. Intramuscular Injection[wirzse] [ TIC VOO VI

f. Non-cardiac procedure[Mirzsr[] [ [T Jweezsed] f2. Specify: MIF25F2

g. Non-cardiac trauma[wrzse| (] [0 I VCIC VO]

26. Enter the item number from the biomarkers section (items 21-24) of this form which corresponds to the first
biomarker measurement performed after the trauma, cardiac procedure or rhabdomyolysis: |:||:| MIF26

27. Is there evidence of hemolytic disease during the hospitalization? [ IYes [ INo/NR[MIF27
28. Did participant have active liver disease (cirrhosis, hepatitis, liver cancer, etc.)? [ ]Yes [ INo/NR[MIE28

F. Procedures and Diagnostics

Were any of the following special procedures or operations performed during this hospitalization?
(Mark all that apply)

Yes No
29. Were any 12 lead ECGs taken during this admission? ] ]
30. Transthoracic echocardiogram (TTE) performed? (If No/NR, skip to 31) ] ] [MIF30
a. LV Ejection fraction: DD%
31. Was a Nuclear Medicare Scan (MUGA, SPECT or ] ]

radionuclide ventriculogram (RVG)) performed? (If No/NR, skip to 32)

a. Ejection fraction: LV: |:||:|% b. RV: DD%

c. Stress test positive for ischemia ] ] [MIF31C

MIF - MI_CAD Abstraction Form_v1.0 20150212 Page 5 of 7


muznahk
Text Box
MIF25

muznahk
Text Box
MIF26

muznahk
Text Box
MIF27

muznahk
Text Box
MIF28

muznahk
Text Box
MIF29

muznahk
Text Box
MIF30

muznahk
Text Box
MIF31

muznahk
Text Box
MIF24C3

muznahk
Text Box
MIF25A

muznahk
Text Box
MIF25A1

muznahk
Text Box
MIF25B

muznahk
Text Box
MIF25B1

muznahk
Text Box
MIF25C

muznahk
Text Box
MIF25C1

muznahk
Text Box
MIF25C2

muznahk
Text Box
MIF25D

muznahk
Text Box
MIF25D1

muznahk
Text Box
MIF25E

muznahk
Text Box
MIF25E1

muznahk
Text Box
MIF25F

muznahk
Text Box
MIF25F1

muznahk
Text Box
MIF25F2

muznahk
Text Box
MIF25G

muznahk
Text Box
MIF25G1

muznahk
Text Box
MIF30A

muznahk
Text Box
MIF31A

muznahk
Text Box
MIF31B

muznahk
Text Box
MIF31C


. FORM CODE: MIF Contact
ID NUMBER: VERSION: A 21122015 Ogcasion SEQ#
32. Was any stress test (treadmill, pharmacologic, or [] (1 [MIF32

nuclear medicine) performed during this admission: (If No/NR, skip to 33)

a. Ejection fraction: LV: DD% MIF32A

b. Stress test positive for ischemia ] ]
c. Greater than or equal to 1mm ST depression or elevation [] []
d. Ischemic pain or equivalent occurred [] []
33. Was a coronary angiography performed? (If No/NR, skip to 34) ] ]
a. Date: (mm/ddryyyy) [ 1L VT VI ]
b. Ejection fraction: LV: DD% Yes No NR
c. 70% or greater obstruction of any coronary artery ] [] []
d. Were coronary bypass grafts present? ] [] []
d1. If yes, number of occluded grafts: |:||:|
G. Treatment Yes No/NR
34. X}/’a\z/ﬁ%r’osr;?ﬁ;eél%e):rfu3|on (CABG, PCI, thrombolysis) attempted? ] ]
a. If yes, what was the approximate time from event onset to reperfusion?
[ ]<2hours [ ]2 -<4 hours [ ]4 - <6 hours [ ]6-<12 hours
[ ]12-<24 hours [ ] 24+ hours [ ] not sure
35. Where any of the following treatments given during this hospitalization? Yes No
a. Coronary artery bypass graft surgery (CABG) ] L]
at. Ifyes, Date: || /I 1O T
b. Coronary atherectomy [] []
b1. If yes, Date: [ /L I ]I ]
c. Intra-arterial or intravenous thrombolytic L] L]
c1. Ifyes, Date: || VI O]
d. Coronary angioplasty without stent ] L]

d1. tfyes, Date: || V[ | 1[I 1]
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ID NUMBER:

FORM CODE: MIF
VERSION: A 2/12/2015

e. Coronary angioplasty with stent placement

et. If yes, Date: || V[ I 1[I

f. Valve surgery

g. Non-cardiac surgery

h. Aortic balloon pump

i. Pacemaker placement (temporary or permanent)

j. Cardioversion or defibrillation

1. 1fyes, Datel L[] (JCICIC]

j2. If cardioversion took place after arrival at the hospital, what rhythm(s) were present prior to
cardioversion?

Ventricular Fibrillation/Flutter (Yes/no) [IMIF35J2A

a.

-0 o0 0T

a. Nitroglycerin

b. Beta Blockers

d. ACE Inhibitor or ARB

—h

i. Statin

a. IV pressors

b. IV nitroglycerin

Ventricular Tachycardia (VT)
Asystole

Complete AV Block (3 HB)

Atrial Fibrillation/Flutter

Pulseless Electrical Activity (PEA)

Admission
Yes
[]
[]
c. Calcium Channel Blockers ]
[]
e. Scheduled aspirin (not PRN) ]
Heparin or Enoxaparin ]
g. Coumadin, warafin, dicumarol []
h. Anti-platelet agents (non-aspirin) L]
[]
37. During this hospitalization was this patient treated with:

Yes

[]

[]

c. lIb / Illa inhibitors or thrombin inhibitors []

MIF - MI_CAD Abstraction Form_v1.0 20150212

Contact
Occasion

SEQ #

]

OO 0ot

LIMIFSSE |

[[MIF35F]
[1[MIF35G]

[][MIF35H]
] [MIF351]
O MIF35J]

<
(]

S

No
| [MIF35J2B

[[MIF3532D |

MIF35J2F

L]

OOoOoood|

I-I

36. During the hospitalization or at discharge, did the participant receive any of the following medications?

Meds Discharge Meds

No/NR Yes No/NR
[MIF36A ][] ]
[IMIF36B 1] O
O O
[IMIF36DI[] ]
[IMIF36E]] O
[MIF36F][] O
[IMIF36G][ ]
[IMIFS6H 1] (]
O O

No/NR

O
O [MIF378]
O
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e

SP’R‘%M’C;S' MODIFIED MEDICAL RESEARCH COUNCIL
LA DYSPNEA SCALE

. FORM CODE: MRC Visit
IDNUMBER: ||BLINDID VERSION: 10 10126/10  Number E'S'T SEQ#

Oa) Form Date ........... / / Ob) Initials...........

Instructions: This form should be completed during the participant’s visit. Choose the one best
response.

Please choose the one best response to describe your shortness of breath.

Grade

0

“I only get breathless with strenuous exercise”

“I get short of breath when hurrying on the level or walking up a slight hill”

“I walk slower than people of the same age on the level because of breathlessness or have to
stop for breath when walking at my own pace on the level”

“| stop for breath after walking about 100 yards or after a few minutes on the level”

“l am too breathless to leave the house” or “| am breathless when dressing”

1. Grade c.uoeneeeieeee

Modified Medical Research Council Dyspnea Scale, MRC Page 1 of 1
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S'PIROM{?? PULMONARY FUNCTION ELIGIBILITY FORM
\,éﬁ-\f\\ﬁ &- —P{_W’-
| FORM CODE: PFT Visi LI SE
Numeer: |[BLINDID] VERSION-10 102610 Number VISIT |4 Q

Ob) Initials...........

Oa) Form Date............ / /

Instructions: This form should be completed prior to conducting pulmonary function testing.
Whenever numerical responses are required, enter the number so that the last digit appears in the
rightmost box. Enter leading zeroes where necessary to fill all boxes.

1) Have you eaten a large meal with the [ast 2 hours?.............oovvvviiiiiiiiiiiiiiiie
YES ittt Y-|If yes, wait a minimum of 15 minutes prior to PFTs|

2) Have you smoked within the [aSt hOUI? ..........coooiiiiiiii e
YES ittt Y-|If yes, wait a minimum of 15 minutes prior to PFTs]

PFTO2

3) Have you participated in any vigorous exercise in the past 30 miNULES? .........cceevvvvviiiieeneeenns.

[PFT03]
YES oottt Y| yes, wait a minimum of 15 minutes prior to PFTs|
NO..ooi N
4) Have you consumed any alcoholic beverages within the past 4 hours? .........ccccccceeeiiieenniinnn,
Y ES i Y-f yes, wait to perform eCO but must be before DLCO (if performed)|
NO..coi N

NO oo eeeseeeeeeeeeee e N —[6o to item 12

6) Have you used tiotropium (Spiriva) within in the past 48 hours? ........cccccovceeiiiiieriiceee e,

T
T
—
o
[6)]

U
M
—
o
(o))

N eeeeseeeseeeeee e N 5[Go o item 7

AM/PM (circle one)|PFTOﬁB_'A\'V'P'\/I |

PFTO6A / time [PET06B

6a) Date

7) Have you used theophylline (Theo 24, Uniphyl, Theochron) within past 48 hrs? ...................

NO - eeeseseeeeeeeee e N [0 to item g

7a) What is the most recent type of theophyline you have used?:..........cccooooovviiiiiiini e,

1) a once-a-day preparation (Theo 24, Uniphyl)

Pulmonary Function Eligibility Form, PTF

Page 1 of 3
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. FORM CODE: PFT Visit
ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#
2) an extended release preparation (Theochron, generic SR)
3) an immediate release preparation (Elixophyllin, Theolair)
7b) Date |[PFTO7B | / time [PFT07C AM/PM (circle one)[PFT07C_AMPM|
8) Have you used another once-a-day bronchodilator within in the past 48 hours? .................... PFTO8
YES e Y
NO e N S[Go to item 9
8a) Date |PFTO8A | / time |PFTO8B | AM/PM (circle one)|PFTO6B_AMPM
8b) Name: |PFT08B1
9) Have you used any long-acting (12-hour) beta agonist within in the past 24 hours? .............. PFTO09
YES e Y
N N —[Go to item1(]
9a) What is the most recent long acting beta agonist you have USed?:............cco..vweveverrreerercrnnens PFTO9A
1) Albuterol sustained release tab. (VoSpire ER):
2) Arformoterol (Brovana):
3) Formoterol (Dulera, Foradil, Perforomist, Symbicort):
4) Salmeterol (Advair Diskus, Advair HFA, Serevent Diskus)
5) Other 12 hour beta agonist: Name: [PFTO9A1
9b) Time |[PFT09B AM/PM (circle one)|PFTO09B_AMPM
10) Have you used ipratropium within the past 8 NOUIrS?........c.ooevivviiiiiii e PFT10
YES e Y
N N —[Go to item 11]

PFT10A |

10a) What is the most recent ipratropium or ipratropium/albuterol combination have you used?

1) Ipratropium (Atrovent, generic ipratropium nebulizer solution)
2) Ipratropium/albuterol combination (Combivent, Duoneb, generic nebulizer solution)

10b) Time |[PFT10B AM/PM (circle one)|PFT10C_AMPM

If <300 minutes since last ipratropium dose, see partial dosing instruction in the PFT MOP.

Pulmonary Function Eligibility Form, PTF Page 2 of 3
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ID NUMBER:

FORM CODE: PFT Visit
VERSION: 1.0 10/26/10  Number

11) Have you used any short-acting beta agonist within in the past 6 hours? ............cccccvvvvinenn.

11a) What is the most recent short-acting beta agonist have you used?.............ccccccvveeeneen.

............................................... N —[Go to item 12

SEQ #

1) Albuterol (ProAir HFA, Proventil HFA, Ventolin HFA, Acuneb, generic solution, non-sustained
release oral tablets)

2) Epinephrine (Epipen, Twinject, S2, generic)

3) Levalbuterol (Xopenex HFA, Xopenex solution, generic solution)

4) Metaproterenol (generic solution, syrup, non-sustained release tablets)
5) Pirbuterol (Maxair)

6) Terbutaline (generic tablets)

7) Other short-acting beta agonist: Name PFT11A7A
PFT11B AM/PM (circle one) [PFT11B_AMPM

11b) Time

|If <165 minutes since last short-acting beta agonist dose, see partial dosing instructions in PFT MOP.|

12) Have you had more then 18 oz. of coffee (or equivalent caffeine, 200 mg), in the past 6 hours?

200 mg= (roughly):18 oz of coffee, 4 shots of expresso, 40 oz of tea,
60 oz of a cola soft drink, 16 0z of energy drink

Pulmonary Function Eligibility Form, PTF
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SPIROMICS
g;”‘b PHYSICIAN QUESTIONNAIRE
T FORM CODE: PQE Visit
ID NUMBER: SUBJID VERSION: 1.0 01/21?2015 Numper ||S!T) seQ#

ADMINISTRATIVE INFORMATION
Oa. Completion Date: / / |PQEOA| Ob. Code: PQEOB

DETAILS OF DEATH

1. Are you familiar with the events surrounding the decedent's death? (Y/N) .........cccvvuennn. PQE1
2. Did YOU WItheSSs the GNP (Y/N) wv...vveeeeeeeeeeeeeesieseeseeesessesesssseeessssseessseseessessesessene PQE2

If you answered “Yes” to one or both of Items 1 and 2, please skip to Item 4.

3. If you answered "No" to both Questions, are you aware of another physician

who could provide information regarding the death? ............cccooiii e, PQE3
N[ F N Please sign and date the bottom of this form
YES ..o Y

3a. Provide contact information. Please then sign and date the bottom of this form.

|[Removed from Blinded Dataset |

Name of physician:

Address:

Physician Questionnaire, PQE Page 1 of 4
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FORM CODE: PQE

Visit

D NUMBER: VERSION: 1.0 01/21/2015  Number SEQ#
CIRCUMSTANCES SURROUNDING DEATH
4. What do you believe to be the underlying cause of death?
Please select one of the following categories: Respiratory,
Cardiovascular, Cancer, Other Known, or Unknown.
(SEIECT ONIY ONE). ..ttt e e ettt e e e e e e e et e e e e e e e e e nnbe e eeas |PQE4 |
RESPIFALONY ..o 1> Gotoda
CardiovasCular ...........ccccvvvveeiiiiie e 2> Goto4b
(OF- 13 o1 SRR 3> Goto4c
Other, KNOWN ... 4 > Goto4d
UNKNOWN... .o e e e e e e e e e 5> Goto 4e
4a. Respiratory (SEleCt ONlY ONE)? .......e it PQEA4A
COPD Exacerbation with pneumonia....................... 1
COPD Exacerbation without pneumonia.................. 2
COPD without exacerbation...................oooiennie. 3
Other respiratory .........ccovveveiiiiiiiieeeeeeeeeeeeeee 4
Specify: PQE4Al
4b. Cardiovascular (SEIECt ONIY ONE)?.....coiiiiiiie e PQE4B
Myocardial infarction................coccoiiei i 1
Heartfailure..........coooi i 2
Stroke/aneurysSm........cccooiiiiiiii i 3
DVT/PE. .. e e e e 4
Other heart problem ...........cccccce 5
Specify: PQE4B1
4bl. Type of Cardiovascular death (select only 0Ne)?.......cccoovvviiviiiiiiiiiii e, PQE4B2
a. “Sudden Death,” defined as death that occurs within 24 hours of being
observed alive and without evidence of a deteriorating medical condition)...... 1
b. “Sudden Cardiac Death,” defined as death that occurs within 1 hour of being
observed alive and without evidence of a deteriorating medical condition....... 2
C. Neither of the aboVe........ooo i e, 3

Physician Questionnaire, PQE

Page 2 of 4
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. FORM CODE: PQE Visit
ID NUMBER: VERSION: 1.0 01/21/2015  Number SEQ#
4c. Cancer (SEleCt ONIY ONE)7? ..o PQEAC
LUNG e 1
Other CanCer ..o 2
Specify: PQE4C1

4d. Other, Known

Specify: PQE4D

4e. Reason for Unknown cause of death (select only one)?..........c.oo i, PQEAE
Information is iINadequUAate............ccvvvvvviiiiieiiiiiiies e e e 1
Indeterminate (information available but cause unclear)............... 2
5. Do you believe that a diagnosis of COPD contributed to the death of this individual?...... PQES
Y S i 1
NO (e 2
Comments:

|[Removed from Blinded Dataset |

6. Did you see the participant within one month of death? ..........cccccoiiiiii PQEG
NO .o, N Please skip to Question 8
YeS i Y

7. If yes, please fill out the following for the most recent visit:

7a. Date of visit: DD/ DD/ DI:“:“:'

Month day year

Physician Questionnaire, PQE Page 3 of 4
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. FORM CODE: PQE Visit
'D NUMBER: VERSION: 1.0 01/21/2015  Number SEQ#
7b. Chief Complaint: PQE7B
7c. Primary Diagnosis: PQE/C

PQE/D

7d. Changes in Medical Management:

8. Is there any other pertinent information that you think would help us determine the
circumstances and underlying conditions that may have contributed to this individual's death in
addition to determining the ultimate cause of death?

|[Removed from Blinded Dataset |

Form completed by: |[Removed from Blinded Dataset | Date: [PQELO

Physician Questionnaire, PQE Page 4 of 4
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P

SPIROMICS
LW PITTSBURGH SLEEP QUALITY INDEX

Visit | ———

FORM CODE: PSQ

0a) Form Date ........... / / PSQOA| 0b) Initials...........

Instructions: This form should be completed during the participant’s visit. Whenever numerical
responses are required, enter the number so that the last digit appears in the rightmost box. Answer all
guestions.

The following questions relate to your usual sleep habits during the past month only.
Your answers should indicate the most accurate reply for the majority of days and
nights in the past month. Please answer all questions.

1) During the past month, when have you usually gone to bed at night?

PSQO1|: AM / PM (circle one)|PSQ01_AMPM

2) During the past month, how long (in minutes) has it usually taken you to fall asleep each night?

minutes

3) During the past month, when have you usually gotten up in the morning?

PSQO3]: AM / PM (circle one)[PSQ03_AMPM |

4) During the past month, how many hours of actual sleep did you get at night? (This may be different than
the number of hours you spend in bed.)

hours

For each of the remaining questions, choose the one best response. Please answer
all questions.

5) During the past month, how often have you had trouble sleeping because you:

a) Cannot get to sleep within 30 MINULES ........uueiiiiiiiiieee e PSQO5A

Not during the past month ..., A
Less than once a WEEK ......cocvvvviiiiiiiiii e B
ONCe Or tWICE A WEEK .....ceeeiiieeiiiieeeeecee e, C
Three or more times a WEeK.......ccocvvvveieiiiiiiiieeeiee e, D

Buysse,D.J., Reynolds,C.F., Monk,T.H., Berman,S.R., & Kupfer,D.J. (1989). The Pittsburgh Sleep Quality Index (PSQI): A new
instrument for psychiatric research and practice. Psychiatry Research, 28(2), 193-213.

Pittsburgh Sleep Quality Index, PSQ Page 1 of 5
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D NUMBER: VERSION: A1 TH21 Namber SEQ#
b) Wake up in the middle of the night or early morning .........c...coovvvviiiiiiic e,
Not during the past month .............ccccooooiiiiiiiii e, A
Lessthan once a WeeK ..........ovvveeiiiieiiiiiiiiiiiie e, B
ONce or tWICe aWEEK.....cccevuii i, C
Three or more times a WeeK.......cocvvvveieeviiiii e, D
c) Have to get up to use the bathroom.............iiiiiiiii i
Not during the past month ..............cccooooiiiiiiii e, A
Less than once aWEEK ......ccevvvviiiiiiiiii e, B
ONce or tWICe aWEEK.....cccevuiieeiiiii e, C
Three or more times a WeEeK.......cocvvvviiiiiiiiii e, D
d) Cannot breathe comfortably............cooooiiiiiii
Not during the past month .............ccccooooiiiiiie A
Lessthan once a Week ..........oeveeiiiiiiiiiiiiiiiiiie e, B
ONCce Or tWICE A WEEK .....cceviiiieeieice e, C
Three or more times a WeEK.......ccocvvvviieiviviiieeeeiee e, D
L) IR Oo 10 e aIo T aE=] aTo] (=N (10 o | |25
Not during the past month .............ccccooooiiiiiie A
Lessthan once aWeek ..........ouveeiiiiiiiiiiiiiiiiiie e, B
ONCce Or tWICE @ WEEK .....ccevviiieeeeice e, C
Three or more times aWeeK......ccoevveeeiiiiiiiiiiiiieeeecceeeiin, D
f)  FEEITOO COI ... e e e e s e e e e e e e e e aa e e e e aaeeannnes
Not during the past month ..............cccoooiiiii A
Less than onCe aWEEK .......ccvvvviieiiiiiii e, B
ONce Or tWICE A WEEK .....cceevuieiiiiie e, C
Three or more times aWeeK......ccoevveeeiiiiiiiiiiiiieeeeceeeiin, D
Q) FEEIT00 NOL. ..o M
Not during the past Month ... A
Less than onCe aWEEK ......ccevvvviiiiiiiiiieeeee e, B
ONCce Or tWICE A WEEK ... .cccevviieiiiiie e, C
Three or more times a WeeK.........cccvviiiiviiin v, D
o) T F= 1o I o T= o o | == o 0 1
Not during the past month ...........ccccccviiiiiiii A
Less than onCe aWEEK ......coevvvviiiiiiiiiieeeee e, B
ONce or tWiCe aWEEK .....cccvvvi i C
Three or more times a WeeK.........ccvvviiiiiviiiii e, D

Buysse,D.J., Reynolds,C.F., Monk,T.H., Berman,S.R., & Kupfer,D.J. (1989). The Pittsburgh Sleep Quality Index (PSQI): A new
instrument for psychiatric research and practice. Psychiatry Research, 28(2), 193-213.

Pittsburgh Sleep Quality Index, PSQ Page 2 of 5
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D NUMBER: VERSION: A1 TH21 Namber SEQ#
T = = 1o 1 = 1 o
Not during the past month .............ccccooooiiiiiiiii e, A
Lessthan once a WeeK ..........ovvveeiiiieiiiiiiiiiiiie e, B
ONce or tWICe aWEEK.....cccevuii i, C
Three or more times a WeeK.......cocvvvveieeviiiii e, D

j) Other reason(s), please describe [PSQ05J1

How often during the past month have you had trouble sleeping because of this?.......
Not during the past Month ... A
Less than once aWEEK ......ccevvvviiiiiiiiii e, B
ONCce OF tWICE A WEEK ... .uiiiieeiiiiiicee e C
Three or more times a WeeK......ccoooevviiiviiiiiiiiie e, D
6) During the past month, how would you rate your sleep quality overall? ..............cccccvvvennnes
VEIY QOO......coo i A
Fairly gOO0d ........uuiiiiiiiiiiiiiiiiiiiieiiiiii e B
Fairly bad ... C
Very bad ... D

7) During the past month, how often have you take medicine (prescribed or over-the-

COUNLET) t0 NEIP YOU SIEEP? .ottt ettt ettt en e PSAQ7

Not during the past month ..............cccooooiiii A
Lessthan once a Week ..........ovvceeiiiiiiiiiiiiiiiiie e, B
ONce or tWICe aWEEK .....cceevuieiiiiie e, C
Three or more times a WeEK .......c.cceeieiiiiiiieeiiiiee e, D

8) During the past month, how often have you had trouble staying awake while driving,

eating meals, or engaging in SOCIAl ACHIVILY? ...........coveriiiiieieieeie e PSAQS8
Not during the past month ..............cccooooiiiiii A
Lessthan once a Week ..........ovveeiiiiiiiiiiiiiiccie e, B
ONCe OF tWICE A WEEK ....uuuii i et C
Three or more times a WEEK .......c.cuvevieiiiiiiieiiiiee e, D

Buysse,D.J., Reynolds,C.F., Monk,T.H., Berman,S.R., & Kupfer,D.J. (1989). The Pittsburgh Sleep Quality Index (PSQI): A new
instrument for psychiatric research and practice. Psychiatry Research, 28(2), 193-213.

Pittsburgh Sleep Quality Index, PSQ Page 3 of 5
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ID NUMBER:

9) During the past month, how much of a problem has it been for you to keep up

FORM CODE: PSQ
VERSION: 1.1 7/12/11

Visit
Number

SEQ#

enough enthusiasm to get things dONE? ..........oooviiiiiiiiiii
No problem at all ..........oooovvviiiiiiiii A
Only a very slight problem..............cccooiviiiiiieee, B
Somewhat of a problem ...........cccccciiiii i C
Avery big problem ... D
10) Do you have a bed partner or rOOMMALE? .........ccovviiiiiiiiiiiiiiiiiiii et
No bed partner or roOMMALe ..........ccovvvviiiiiiiiiiiiiiiiiiiieeeen, A —End
Partner/roommate in other room ............cccccvvvvvvevineiinnnnnnns B
Partner in same room, but not same bed......................... C
Partnerin same bed............ccovviiiiiii D

If you have a roommate or bed partner, ask him/her how often in the past month

you have had:

Q) LOUd SNOTING ..o
Not during the past month .............ccccooooiiiiiie A
Lessthan once a WeeK .........covveeiiiieiiiiiiiiiiiie e, B
ONCce Or tWICE @ WEEK .....ccevviiieeeeice e, C
Three or more times a WeEK.......ccocvvvveiiiiiiiiieeeeiee e, D

b) Long pauses between breaths while asleep

Not during the past month .............cccoooooiiii A
Lessthan once a Week ..........vveeiiiieiiiiiiiiciie e, B
ONce or tWICE aWEEK .....ccevvuieeiiice e, C
Three or more times a WeeK.......cocevvviieiiiiiiieciiee e, D

c) Legs twitching or jerking while you sleep

Not during the past month ..............cccooooiiiiii A
Less than onCe aWEEK ......cccvvvviiiiiiiiiieeeee e, B
ONce Or tWICE A WEEK .....cceevuieiiiiii e, C
Three or more times a WeeK.......cccccvvvieieiiiiiiiieiiiiee e, D

d) Episodes of disorientation of confusion during sleep

Not during the past month ..., A
Less than onNCe aWEEK ......ccevvvviieiiiiicieeeee e, B
ONCe Or tWICE A WEEK ... .ccivviieeieiceeeeeie e, C
Three or more times a WeeK.......ccocvveveieiiiiiiieeiiiieeeeeevne, D

PSQ10B

Buysse,D.J., Reynolds,C.F., Monk,T.H., Berman,S.R., & Kupfer,D.J. (1989). The Pittsburgh Sleep Quality Index (PSQI): A new

instrument for psychiatric research and practice. Psychiatry Research, 28(2), 193-213.
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_ FORM CODE: PSQ Visit
ID NUMBER: VERSION: 1.1 7/12/11 Number SEQ#

e) Other restlessness while you sleep; please describe: PSQI10E1

.......

Not during the past month .............ccccooooiiiiiiiii e, A
Lessthan once a WeeK ..........ovvveeiiiieiiiiiiiiiiie e, B
ONce or tWICe @ WEEK .....cceevviiiiiiie e, C
Three or more times a WeeK.......cccvvvviiieviiii e, D

Buysse,D.J., Reynolds,C.F., Monk,T.H., Berman,S.R., & Kupfer,D.J. (1989). The Pittsburgh Sleep Quality Index (PSQI): A new
instrument for psychiatric research and practice. Psychiatry Research, 28(2), 193-213.

Pittsburgh Sleep Quality Index, PSQ Page 5 of 5


bmackay
Text Box
PSQ10E

bmackay
Text Box
PSQ10E1


S

SPIROMICS
LG PITTSBURGH SLEEP QUALITY INDEX

. FORM CODE: PSQ Visit
D NumeR: |[BLINDID VERSION: 10 1012610 Number [i_le'S'T SEQ#

Oa) Form Date ........... / / Ob) Initials...........

Instructions: This form should be completed during the participant’s visit. Whenever numerical
responses are required, enter the number so that the last digit appears in the rightmost box. Answer all
guestions.

The following questions relate to your usual sleep habits during the past month only.
Your answers should indicate the most accurate reply for the majority of days and
nights in the past month. Please answer all questions.

1) During the past month, when have you usually gone to bed at night?

PSQO1 AM / PM (circle one)[PSQ0L_AMPM

2) During the past month, how long (in minutes) has it usually taken you to fall asleep each night?

minutes

3) During the past month, when have you usually gotten up in the morning?

PSQO3} AM / PM (circle one) [PSQ03_AMPM |

4) During the past month, how many hours of actual sleep did you get at night? (This may be different than
the number of hours you spend in bed.)

hours

For each of the remaining questions, choose the one best response. Please answer
all questions.

5) During the past month, how often have you had trouble sleeping because you:

a) Cannot get to sleep within 30 minutes PSQO5A

Not during the pastmonth .............ccccooooiiiiiiii, A
Lessthan once a Week .........coovvveeiiiieiiiiiiiiiiie e, B
ONce or tWICe @ WEEK.....cccvvui i C
Three or more times aWeekK.........ccccveviiviiiiiiviiineecei, D

Buysse,D.J., Reynolds,C.F., Monk,T.H., Berman,S.R., & Kupfer,D.J. (1989). The Pittsburgh Sleep Quality Index (PSQI): A new
instrument for psychiatric research and practice. Psychiatry Research, 28(2), 193-213.
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ID NUMBER: vggghcqhiol%lziol/jzséﬁo Nmer SEQ#
b) Wake up in the middle of the night or early morning .............cccooii
Not during the pastmonth .............cccoooooiiiiiiii e, A
Lessthan once a Week .........coovvviiiiieiiiiiiiiiiie e, B
ONce or tWICe @ WEEK.....cccvvuiiiiiiii e C
Three or more times aWeekK.........ccciiviiviiii i, D
c) Have to get up to use the bathroOm ............uuiiii i
Not during the pastmonth .............ccccooooiiiiiiii, A
Lessthan once a WEEK .......ccovvviiiiiiiii i B
ONce or tWICe @ WEEK.....cccvvuiieiiiii e C
Three or more times aWeekK.........ccoievivviiiiiiiiin e, D
d) Cannot breathe comfortably..............ooo e
Not during the pastmonth .............cccoooooiiiiiiii e, A
Lessthan once a WEEK .......ccovvviiiiiiiii e B
ONce or tWICe @ WEEK.....cccvvuii i C
Three or more times aWeekK.........cccveviiviiii i, D
€) COUGN OF SNOTE IOUAIY........vveeieeeeeceeeeeeeee ettt n e PSQOSE
Not during the pastmonth .............ccccooooiiiiiiii e, A
Lessthan once a WEEK .......ccvvvviiiiiiiii e B
ONce Or tWICEe @ WEEK.....cccvvei i e C
Three or more times a WeeK.......ccooveeevvveviiiiiiiieececiin, D
L =L 00 X oo ] o
Not during the pastmonth ..............cccooooiiiiiiii e, A
Lessthan once a WEEK .......ccovvviiiiiiiii i B
ONce or tWICe @ WEEK.....cccvvuiieiiiii e C
Three or more times a WeeK.......ccooveevvvveviiiiiiiieeeecii, D
Q) FEEITO0 NOL. ..o
Not during the past month ... A
Lessthan once a WeEK .......ccovvviiiiiiiii i B
ONce or tWICe @ WEEK.....cccvvuiieiiiii e C
Three or more times a WeeK.......ccooveeevvveviiiiiiii e, D
o) I = o I o T= o o | €<= o P
Not during the past month ............coovvvviiiiiiiiiiiiiiiiiies A
Lessthan once a WeeK .......ccovvviiiiiiiii e B
Once or tWice a WEEK........oeeeviiiiiiiiiii e, C
Three or more times a WeeK.......ccooveeevvveiiiiiiii e, D

Buysse,D.J., Reynolds,C.F., Monk,T.H., Berman,S.R., & Kupfer,D.J. (1989). The Pittsburgh Sleep Quality Index (PSQI): A new
instrument for psychiatric research and practice. Psychiatry Research, 28(2), 193-213.
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ID NUMBER: vggghcqhiol%lziol/jzséﬁo Nmer SEQ#
TR = = 1o 1 = 11 o R
Not during the pastmonth .............cccoooooiiiiiiii e, A
Lessthan once a Week .........coovvviiiiieiiiiiiiiiiie e, B
ONce or tWICe @ WEEK.....cccvvuiiiiiiii e C
Three or more times aWeekK.........ccciiviiviiii i, D

j) Other reason(s), please describe PSQO5J1

How often during the past month have you had trouble sleeping because of this?.......
Not during the past month ... A
Lessthan once a WeEK .......ccovvviiiiiiiii e B
Once or tWice a WEEK........ooeeviiiiiiiiiie e, C
Three or more times a WeeK...........couuveeiiieeiviiiiiiiiiie e, D
6) During the past month, how would you rate your sleep quality overall? ................coovvvennn..
VEIY QOOU. .. ..o A
Fairly gO0d ......cooiiieee e B
Fairly bad ... C
Verybad ... D

7) During the past month, how often have you take medicine (prescribed or over-the-

COUNEET) 10 NEIP YOU SIBEP? ... ee e, PSAQY

Not during the pastmonth .............ccccooooiiiiiiii e, A
Lessthan once a Week .........coouvviiiiieiiiiiiiiiiie e, B
ONce or tWICe @ WEEK.....cccvvui i e C
Three or more times aWeeK.........ccceveviiii i, D

8) During the past month, how often have you had trouble staying awake while driving,

eating meals, or engaging in SOCIAl ACHIVILY? ...........ccvriireeiieecie e eeeeee e e e e e ereeeeeeeas PSAQ8
Not during the pastmonth .............ccccooooiiiiiiii, A
Lessthan once a Week .........coovvveeiiiieiiiiiiiiiiie e, B
Once or tWice a WEEK........ooeeviiviiiiiiie e, C
Three or more times aWeeK.........cccevevviii i, D

Buysse,D.J., Reynolds,C.F., Monk,T.H., Berman,S.R., & Kupfer,D.J. (1989). The Pittsburgh Sleep Quality Index (PSQI): A new
instrument for psychiatric research and practice. Psychiatry Research, 28(2), 193-213.
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. FORM CODE: PSQ Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number

9) During the past month, how much of a problem has it been for you to keep up

enough enthusiasm to get things doONE? ..........oviiiiii i e,
No problem at all ...........ooovviiiiiiiiiiiiiie A
Only a very slight problem.............cccovvviiiiiiiee B
Somewhat of a problem ..........cccccoeeiii i, C
Avery big problem ... D
10) Do you have a bed partner or rOOMMALE? .......ccovvviiiiiiii e eeeeeaens
No bed partner or roomMmate ............ooevvvvvvvveieieeeeeeeeeeenenne. A —>[End
Partner/roommate in other room .............ccccvvvveieeiininnnnnnns B
Partner in same room, but not same bed.................c.n...... C
Partner in same bed............oooiiiii e, D

If you have a roommate of bed partner, as him/her how often in the past month
you have had:

=) 01U T IS o o] 1T [P
Not during the pastmonth .............ccccooooiiiiiiii e, A
Lessthan once a Week .........ccouvvveiiiieiiiiiiiiiiie e, B
ONnce or tWiCe a WEEK.....cccvvuiiiiiiii e, C
Three or more times aWeekK..........ccveviiviiiiiiiiin e, D
b) Long pauses between breaths while asleep...........cccoovvviiiiiiiiiiiice
Not during the pastmonth ..............cccooooiiiiiiii e, A
Lessthan once a Week .........coovvviiiiieiiiiiiiiiiii e, B
ONce or tWICe @ WEEK.....cccvvuiieiiiii e C
Three or more times aWeekK..........cocieviiviiiiviin e, D
c) Legs twitching or jerking while you SI€ep .......ccovi i,
Not during the pastmonth .............ccccooooiiiiiiii, A
Lessthan once a WEEK .......ccovvviiiiiiiii i B
ONce or tWiCe @ WEEK.....cccvvuii e e, C
Three or more times aWeekK.........ccoeviviiviiiicviiin e, D
d) Episodes of disorientation of confusion during sleep..........cccccvvvvviiiiiiiiiiiiiieennnn.
Not during the pastmonth ..............cccooooiiiiiiii, A
Lessthan once a WEEK .......ccovvviiiiiiiii e B
ONce or tWICe @ WEEK.....cccvvuii e C
Three or more times aWeekK.........cccveviiiiiii i, D

SEQ #

PSQ10

PSQ10B

Buysse,D.J., Reynolds,C.F., Monk,T.H., Berman,S.R., & Kupfer,D.J. (1989). The Pittsburgh Sleep Quality Index (PSQI): A new

instrument for psychiatric research and practice. Psychiatry Research, 28(2), 193-213.
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. FORM CODE: PSQ Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

e) Other restlessness while you sleep; please describe: PSQ10E1

Not during the pastmonth ..............cccooooiiiiiiii e, A
Lessthan once a Week .........coouvviiiiieiiiiiiiiiiie e, B
ONce or tWICe @ WEEK.....cccvvuiiiieeie e C
Three or more times aWeekK.........cccieviiviiii i, D

Buysse,D.J., Reynolds,C.F., Monk,T.H., Berman,S.R., & Kupfer,D.J. (1989). The Pittsburgh Sleep Quality Index (PSQI): A new
instrument for psychiatric research and practice. Psychiatry Research, 28(2), 193-213.
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P

SPIROMICS

AW RESPIRATORY DISEASE AND SMOKE
EXPOSURE QUESTIONNAIRE FOR FOLLOW-UP

_ ] FORM CODE: RDF Visit
IDNUMBER:  [BLINDID VERSION:1.0 9211 Number VISIT | SEQ#

Oa) Form Date .............. I:“:I/I:“:'/I:“:“:“:' Ob) Code............... I:”:“:I

Instructions: This form should be completed during the participant’s visit. Please answer all questions.

I would now like to ask you detailed questions about your experiences with
respiratory disease and smoke exposure.

The following questions relate to respiratory symptoms.

1

2)

3)

4)

5)

6)

Do you usually have a cough? (Exclude clearing of throat.) (Y/N) .........cccooverieeeieeeeeeeeeese e ee e I:' RDF1
1a) If yes (Y), do you usually cough as much as 4 times a day, 4 or more days out of the week?......... I:' RDF1A
Do you usually cough at all on getting up or first thing in the morning? (Y/N) ........ccoeceeeeeeeeeeeereeeennn. I:I RDF2
Do you usually cough at all during the rest of the day or Night? (Y/N) .......ccccveeiieriiiriieeceeee e I:' RDF3

If yes (Y) to any of the above (1, 2, 3), answer the following:

Do you usually bring up phlegm from your ChESE? (Y/N) ....c.eciiieeiiiiie et se e sts e stn v sreene s I:I RDF4

4a) If yes (), do you usually bring up phlegm like this as much as twice a day, 4 or more days

OUL OF the WEEK? (Y/N) ... s I:I RDF4A
Do you usually bring up phlegm from your chest on getting up, or first thing in the morning? (Y/N) ....... I:I RDF5

Do you usually bring up phlegm from your chest during the rest of the days or at night? (Y/N) .............. I:' RDF6
If yes (Y), to any of the about (4, 5, 6), answer the following:

6a) Do you bring up phlegm like this on most days for 3 consecutive months or more during the

YEAI? (YIN) oo |:| RDF6A
6b) For how many years have you had trouble with phlegm?...............cccoooiiiiii, I:“:‘ RDF6B

Respiratory Disease and Smoke Exposure Questionnaire for Follow-up, RDF Page 1 of 11
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_ FORM CODE: RDF Visit
ID NUMBER: VERSION: 1.0 09/21/11 Number SEQ#

7) Inthe past 12 months, have you had periods or episodes of cough with phlegm that lasted 1
week or more? (If you usually have cough and phlegm, please count only periods or episodes

of increased cough and PhIEGM). (Y/N) ....c.ooviiiiieieeeeeeeee e et ee st et e ettt et e st e et sseese st esesee e eteeaneas I:' RDF7

7a) If yes (Y), about how many such episodes have you had in the past 12 months?..........cccccvveevveennne I:“:‘ RDF7A

7b) If yes (Y), for how many years have you had at least one such episode per year? ......................... I:“:‘ RDF7B
8) Have you ever had wheezing or whistling in your chest? (Y/N) (If NO, g0 t0 11) ......cccocevvuevevceerrerennne. I:' RDF8

8a) If yes (Y), about how old were you when you first had wheezing or whistling in your chest? ........... I:“:‘ RDF8A

9) Have you ever had an attack of wheezing or whistling in your chest that made you feel short of

9c) Have you ever required medicine or treatment for such attacks? (Y/N) ......occocciniiiiiniiinniee e I:'
10) In the last 12 months, have you had wheezing or whistling in your chest at any time? (Y/N)................. I:I
10a) If yes (Y), in the last 12 months, does your chest ever sound wheezy or whistling...
When you have a cold? [] Yes [] No|RDF10A1
Occasionally apart from colds? [ ]| Yes [ ] No|RDF10A2
More than once a week? [] Yes [ ] No|RDF10A3
Most days or nights? L] Yes [ ] No|RDF10A4

11) In the last 12 months, have you been awakened from sleep by coughing, apart from a cough

associated with a cold or chest infection? (Y/N) ... I:' RDF11

12) In the last 12 months, have you been awakened from sleep by shortness of breath or a feeling

Of tIghtNESS IN YOUF CRESE? (Y/N) ..uiiiiiiiiiiiiiiiiiiiiit bbb et ee e tee st s eaeabsenesessnsssssnsnensnsnnnnnnnnnnnnns I:I RDF12

Questions 13-14 are about symptoms that occur when you do not have a cold or the flu.

13) In the past 12 months, have you had wheezing or whistling in your chest at any time? (Y/N)................. |:| RDF13

14) In the past 12 months, have you been bothered by watery, itchy, or burning eye when you did

not have a cold or the flu? (Y/N) .......ccooiiiiiii |:| RDF14

15) Are you unable to walk due to a condition other than shortness of breath? (Y/N) .....ccccoviiiiiiiinnnnn. I:' RDF15

Nature of condition: [ RO 1oA

Respiratory Disease and Smoke Exposure Questionnaire for Follow-up, RDF Page 2 of 11


bmackay
Text Box
RDF7

bmackay
Text Box
RDF7A

bmackay
Text Box
RDF7B

bmackay
Text Box
RDF8

bmackay
Text Box
RDF9

bmackay
Text Box
RDF9A

bmackay
Text Box
RDF9B

bmackay
Text Box
RDF9C

bmackay
Text Box
RDF10

bmackay
Text Box
RDF10A1

bmackay
Text Box
RDF10A2

bmackay
Text Box
RDF10A3

bmackay
Text Box
RDF10A4

bmackay
Text Box
RDF11

bmackay
Text Box
RDF12

bmackay
Text Box
RDF13

bmackay
Text Box
RDF14

bmackay
Text Box
RDF15

bmackay
Text Box
RDF15A

bmackay
Text Box
RDF8A


FORM CODE: RDF Visit

ID NUMBER: VERSION: 1.0 09/21/11 Number SEQ#

These next questions relate to respiratory conditions
16) In the past 12 months, have you been newly diagnosed by a doctor or other health professional

WL @STAMA?....c e e et r et e e e I:I

Y S s Y
N [ TR N —|Go to Item 17|
(0] 18 A 2 1o ) U —|Go to Item 17|

16a) In the past 12 months, have you received medical treatment, taken medications, or used

an inhaler for astNma? (Y/N) .......ooiii e I:I RDF16A

17) In the past 12 months, have you had any hay fever (allergy involving the nose and/or eyes)? ............... |:| RDF1/
Y S ittt Y
NO e reeeeee e eeeee e eeeee et esee e N —[Go to item 19
DON't KNOW.....oeiceei s U —-[Go to Item 18

17a) Was it diagnosed by a doctor or other health professional? (Y/N/U) .........coooeerverereseereseeesesseeneseens I:I RDF17A

17b) In the past 12 months, have you received medical treatment, taken medications, or used a

nasal spray for Nay fEVEI? (Y/N) ... et e e e e e e e e e e I:I RDF17B
18) In the past 12 months, have you had an attack of bronChitis?.............ccccooiiii e, I:I RDF13

Y S e Y

N YO N -[Go to Item 19

DON't KNOW.....eicee s U —-[Go to Item 19|
18a) Was it diagnosed by a doctor or other health professional? (Y/N/U) ......c.ccoeeeeeceeeeeeeeeeeeeeeeseeeeneeenn. I:I RDF18A
18b) How many times have you had bronchitis in the past 12 months?.............ccccooiiiii e, I:“:‘ RDF18B
19) In the past 12 months, have you had pneumonia or bronchopneumonia?...........cccovvveieiiiieee e, I:' RDF19

Y S e Y

NO oo eeeees e eeeee et N —[Go to tem 20

DOM't KNOW......oeiiic e U —[Go to Item 20|
19a) Was it diagnosed by a doctor or other health professional? (Y/N/U) .......cccccoiiiiiiiiiiiiiiieiee e, I:' RDF19A
19b) How many times have you had pneumonia or bronchopneumonia in the past 12 months? .................. I:“:‘ RDF19B

20) In the past 12 months, were you newly diagnosed by a doctor or other health professional with

CRFONIC BIONCRILIS? ... .o e I:'

YES i Y
NO oottt N —[Go to Item 21]
DOM't KNOW.....oeieicc e U -[Go to Item 21]

20a) In the past 12 months, have you received medical treatment, taken medications or used an

inhaler for chronic bronChitis? (Y/N) ..o s I:' RDF20A

Respiratory Disease and Smoke Exposure Questionnaire for Follow-up, RDF Page 3 of 11
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D NUMBER: FORM CODE: RDF Visit

21) In the past 12 months, have you been newly diagnosed by a doctor or other health professional

(V1L IN=T 1] 0] 1)) 1 = U SR
Y S it Y
N O i N —|Go to Item 22
DON't KNOW...ueeiiiiiiceeee ettt e e U —>|Go to Item 22

21a) In the past 12 months, have you received medical treatment, taken medications or used an

inhaler for @MPRYSEMA? (Y/N)....oooiiiiiie ittt e e st e e e st e e e e aabb e e e e sabreeeesnbneeeeane

22) In the past 12 months, have you been newly diagnosed by a doctor or other health professional

with COPD (chronic obstructive pulmonary diSEaSE)? ........c.c.uuueiieeiiiiiiiiieeie e crcreee e e
Y S Y
N eeeeeeeeeeeeseeee e eeeeseeeeeee e N 5/Go to Item 23
DONt KNOW.....vetieiiieieeieie ettt U —-|Go to Item 23
22a) In the past 12 months, have you received medical treatment, taken medications or used an
iNhaler fOr COPD? (Y/N) ...ttt ettt e bb e e s abn e e e s snnreee s
23) In the past 12 months, have you been newly diagnosed by a doctor or other health professional
WILN SIEEP @PNEAT ... e e s
Y S e Y
N eeeeeeeeeeeeseeee e eeeeseeeeeee e N —5/Go to Item 24
DONM't KNOW......oeiiiicee e U -[Go to Item 24
23a) In the past 12 months, have you received any treatment for sleep apnea? (Y/N)..........cccccceeeiene.
Y S e Y
N eeeeeeeeeeeeeee e eeeeeeeeeeee e N—[Go to item 24
23b) DO you USE & CPAP OF BIPAP? (Y/N) ..ottt ettt e e enneee s
Y S Y
N e N
23c) Did you have surgery for your sleep apnea? (Y/N) .....ooo i
Y S Y
N e N
23d) Did you have some other treatment for your sleep apnea? (Y/N).......ccccooviiiii
Y S e Y
N eeeeeeeeeeeeeeeeeee e eeeeseeseeeee e N—{Go to item 24

23e) Describe RDF23E

VERSION: 1.0 09/21/11 Number SEQ#
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..... [ ][RoF21]

] RoF2iA]

..... [_IRoF22]

(] [RoFzzA]

..... [][RDF23]

(] RoFzzA]

[ RoFzse]

] RoFzsc)

[ [RoFze0]
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_ FORM CODE: RDF Visit
ID NUMBER: VERSION: 1.0 09/21/11 Number SEQ#

24) In the past 12 months have you had:

24a) Any other Chest ilINESSES? (Y/N) ..uuiiiii ettt e e e s e s e e e e e e s s s anraaeraaeeesanrnraees I:I RDF24A
If Yes (Y), specify: RDF24A1

24b) Any chest OperationNS? (Y/N) .uuiiiiiiee e e e e e e s e e e e e e s e st eeeeeessanntaneraeeeesannnrnees I:I RDF24B
If Yes (Y), specify: RDF24B1

24C) ANY CheST INJUITES? (Y/N) ..ottt e et e ettt e e e st e e e e anbe e e e enbreeeeneee |:| RDF24C
If Yes (Y), specify: RDF24C1

| am now going to ask you about some common environmental exposures.
[Do not read] Cigarette Smoking

25) In the past 12 Months have YOU SMOKEA CIGATEIES? ........ov.vveviveeeeereeeeeeeeeeeeseeeeseseseeseeesesseeseseeeeseeeesenens I:I RDF25

Y S et Y
N YOS N -[Go to Item 30
26) Do you still smoke cigarettes as of one month ago? (Y/N)......uuueiiiiiriiiiii e I:' RDF26
Y S it Y
N YT N —[Go to Item 29

27) Cigarettes smoke in the past 24 hours: (check here |:| if does not apply)|RDF27
Approximately how many cigarettes have you smoked in the past

I:“:‘ 24 hours
I:“:‘ 2 hours
I:“:‘ Y2 hour

28) How many cigarettes do you SMOKE PEF day NOW? ..........c.c.vviveevereieeeeeeeseeeeeeseeeeseseeeeeeeseeeseesen s I:“:‘ RDF28

29) On average over the last 12 months, how many cigarettes did you smoke per day? .........ccccceevvvveeennnn I:“:‘ RDF29
30) Have you ever smoked menthol cigarettes? |[RDF30
YBS ittt Y
N O e N —)
RDF30A
30a) For how long have you or did you smoke menthol CIgaretteS? ........ooocuuiiiiiiiiiniiiieee e I:“:' years

31) What brands of cigarettes have you smoked?
a) _RDF31A

»)[RDF31B

¢[RDF31C

¢JRDF31D

¢)|RDF31E
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FORM CODE: RDF Visit

ID NUMBER: VERSION: 1.0 09/21/11 Number SEQ#

[Do not read] Pipe Smoking

32) In the past twelve months have you smoked a pipe regquIariy? ...........occciieeeeeei i e e I:I RDF32

Y S i Y
N eeeeeeeeeeeeeeee e eeeeseseeeeee e N 5/Go to Item 36
33) Do you smoke a pipe (as of one month ago)? (Y/N) ..eeeeeeiiiiiiiiiiiiie e e e e e st rae e e e e e e enes I:I RDF33
Y S Y
N eeeeeeeeeeeeeee e eeeseeeseee e N 5/Go to Item 36
RDF34
34) How much pipe tobacco do you SMOKe PEr day NOW? .......c.uuiieiiiiiieiiiiie ettt I:“:' 0z per day
RDF35
35) On average over the last 12 months, how many ounces of tobacco did you smoke per week?.............. I:“:‘ 0z per week

[Do not read] Cigar Smoking

36) In the past twelve months have you smoked cigars regularly? (YES means more than 1 cigar a

week for one year at any time iN YOUE IfE) .........cooviviiueeiie ettt s s en st en st eneaarenas |:| RDF36

Y S Y

N eeeeeeeeeseeeee e N 5/Go to Item 40
37) Do you now smoke cigars (as of one month ago)? (Y/N) .....coovvviiiiiiiiiiiee e, I:I RDF37

Y S e Y >

N eeeeeeeeeeeeeee e eeeeseeeeeee e N —5/Go to Item 39

RDF38
38) How many cigars SMOKE PEr JAY NOW? ....c..uuuiiiiiiiiee ittt ettt ettt ettt et e et e e s et e e s e bt e e e enbeeeeanene I:“:H:' per day
RDF39

39) On average over the last 12 months, how many cigars did you smoke per Week? ..........ccccccvevvvevenennnnn. I:“:‘ per week

I’d now like to ask you about your second-hand smoke exposures.

40) Which of the following best describes your approach to tobacco smoking in your home when

YOU @€ IN ThE NOUSE? ...ttt e e oottt et e e e s e e ab bbbt e e e e e e e e s anbbeeeeeeeesaannnbeaeaaaaens I:'

Never allow smoking in home ..., 1
Smoking is allowed only in certain rooms.................... 2
Smoking is allowed in all rooms of your home.............. 3
REfUSEA ... R
DONt KNOW ... D

Respiratory Disease and Smoke Exposure Questionnaire for Follow-up, RDF Page 6 of 11
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FORM CODE: RDF Visit

ID NUMBER: VERSION: 1.0 09/21/11 Number SEQ#

41) In the last 12 months, have you lived in the same household with someone who smoked

100] o F= (T oo J o] (o To 11 X 137N UUPRPPPPRPN I:“:‘

Y S ittt 1

N O 0-{Go to Item 45

REfUSEA.....ooiiiiiiiic e R—|Go to Item 45

DOt KNOW...cciiiiiiiiiiieee e D—Go to Item 45

42) Do you currently live in the same household with someone who smokes tobacco products?................. |:| RDF42

YES .o Y

NO e N—|Go to Item 44

REFUSE....c.eciiiiee e R—{Go to Item 44

DONT KNOW ..o s D—|Go to Item 44

43) How many people in your household currently SMOKE? ...........uuuuuiiiuiiiiiiiiiiiiiiiiisinieieieiereinrereenn—.. I:“:‘ RDF43

44) In the last 12 months for how many months in total have you lived in the same household
with someone else who smoke tobacCo productS? ............cceeiiiiiiiiiiiii I:“:‘ months
REfUSE.....eiiiiiiie e R
DOt KNOW...ccoiiiiiiiiiiitece e D

I would now like to ask you about any smoke exposure that may have occurred in the past seven
days.

45) Has anyone smoked tobacco in your home during the past Seven days? ........ccccccceeiviieeiniiee e I:' RDF45
YBS ittt Y
NG e eeeees oo eesee e N-s[Go to Item 53
NO ANSWET ..cciiiiiiiiiiiiiie e U
46) During the past 7 days, how many hours in total were you exposed to someone else’s RDF46
tobacco SMoke at NOME? ... I:“:‘ hrs
47) During the past 7 days, did you enter a room in your home that was visibly SMoky? ............c...ccoevee.... I:' RDF47
YBS ittt Y
N O N
NO ANSWET ..oviiiiiiiiiiitieie e u
48) In the past 7 days, did you smell tobacco smoke in your home? (Y/N/U) ... I:' RDF48
49) During the past 7 days, did you experience red eyes or eye irritation? (Y/N/U).....cccoeveieiiiiiiiiiiiennnnnns I:' RDF49
50) During the past 7 days, did you experience runny nose or nose irritation? (Y/N/U) ........ccooviiiiiieeiennnnnnns I:' RDF50
51) During the past 7 days, did you experience coughing, wheezing or chest tightness? (Y/N/U) ................ I:' RDF51
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_ FORM CODE: RDF Visit
ID NUMBER: VERSION: 1.0 09/21/11 Number SEQ#

52) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

problems after exposure to tobacco smoke in your home? (Y/N/U) ....cccoooiiiiiiiiiiee e eiiveee e I:I RDF52
53) In the past 7 days, have you visited another person’s home where someone was smoking RDF53
tobacco Products INAOOIS? (Y/N/U) .....ccoiiuiiee ittt ettt e e st e e e e st e e e e st b e e e e sba e e e e sbbeeeesabbeeaeaas I—‘|If N or U skip to 71|
54) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco RDF54
SmMoke in another PErsoN’s NOME? ..o e I:“:' hrs

55) During the past 7 days, did you enter a room in another person’s home that was visibly

SIMOKY? (Y/NTU) .ottt e ettt e e e s e s e e e e e e s e et et e et eaeeesastabeeeeaaeessansateeeeeaeseaansaenneeaaesesnnns I:I

56) In the past 7 days, did you smell tobacco smoke in another person’s home? (Y/N/U) .......cccccevvivieennnnn I:' RDF56

57) In the past 7 days, have you traveled by car or other vehicle with someone else who was RDF57
smoking tobacCo ProdUCES? (Y/NJU) .....couuii ittt ettt et e e et e e e e s bt e e e st e e e e sbeee e e sbbeeaeans I_‘| [1f N or U skip to 73

58) In the past 7 days, how many hours did you spend traveling in a car while someone else was RDF58

SMOKING tODACCO? ...ttt bbb I:“:‘ hrs

[Do not read] IF NOT A WORKER SKIP TO 68

59) During the past 7 days, did anyone smoke tobacco inside your workplace, that is, while you RDF59
were WOrking iNA0OIS? (Y/INJU) ...coiuiieiiee ittt sttt ettt et e bt et e e st e e sabeesnte e e nbeeesnbeeesneeennee I_i| If N or U skip to 75

60) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco RDEGO
SMOKe iNSide YOUr WOTKPIACE? ..........coiiiiiiiiicce et I:“:' hrs

61) During the past 7 days, did you enter a room in your workplace that was visibly smoky? ...................... I:' RDF61

62) In the past 7 days, did you smell tobacco smoke in your WOrkplace? .........ccccevviieeiiiiiie i I:' RDF62

63) Is there an outdoor area at your workplace where cigarette smokers routinely gather or RDF63
CONGregate t0 SMOKE? (Y/N/U) .....ccciiiiieeeeieieisisist sttt sssssese sttt s bbb s s s s st ebete s s s s nsnnes [[I1f N or U skip to 66]

64) In the past 7 days, how many times did you walk through or past this area while others were

SMOKING? (Y/NIU) wrereseeseseseesesesesseseesessesesessesseses e ses oottt ]

65) During the past 7 days, how many hours in total did you spend in an outdoor smoking area while

people Were SMOKING? (Y/NJU) ....oiiieeee ettt s ettt b e e b et e bbb et e nenean |:| RDF65

66) While walking through or past this area, did you smell SMOKe? (Y/N/U).....c.ccccurieirineiinineirineeseseeseseeeeas I:' RDF66

67) In the past 7 days, how many hours did you spend near coworkers who were smoking tobacco

oW1 (o] =3O |:|

Respiratory Disease and Smoke Exposure Questionnaire for Follow-up, RDF Page 8 of 11
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_ FORM CODE: RDF Visit
ID NUMBER: VERSION: 1.0 092111 Number SEQ#
68) During the past 7 days, did you smell tobacco smoke while working outdoors?.............ccccvvneerenecencneenne I:I RDF68
69) In the past seven days, have you been at an outdoor location (besides work) where someone RDF69
was smoking tobacco Products OULSIAE? (Y/N/U) ......c.cueeeeeeeeeeeeeeeeeeetetetesee s sesesesss s sessesss s s s ssssssesesesesesens I_i| If N or U skip to 70|

70) Where was this location? RDF70

71) During the past 7 days, did you smell tobacco smoke in this outdoor location? (Y/N/U) .......cccceeeerreienennnne. |[If N or U skip to 72
72) Inthe past 7 days, how many hours in total were you exposed to someone else’s tobacco smoke RDF72
thiS OUIAOON IOCALIONT........oviiieee bbb s I:“:' hrs
73) Inthe past seven days or nights, were you in a bar, nightclub, cocktail lounge, sports arena, or RDF73
concert hall where someone else was smoking tobacco products? (Y/N/U) ......cccceveverinrienennienienieicneseees I_i| If N or U skip to 74
74) Inthe past 7 days, how many hours in total were you exposed to someone else’s tobacco smoke RDE74
in a bar or other place of eNEMAINMENT? ............cciiiiicc s I:“:' hrs

75) During the past 7 days, did you enter a room in a bar or other place of entertainment that was

ViISIDIY SMOKY? (Y/N/U) ...ttt ettt e e e e e st e e e e e e e e s anb b e e e e e e e e e e annbrneaeaaeas I:I

76) Inthe past 7 days, did you smell tobacco smoke in a bar or other place of entertainment? ............ccceeuenee. I:' RDF76

You answered that you were exposed to someone else’s tobacco smoke in a bar or other place of
entertainment. During the past 7 days, did you experience any of the following after this exposure

77) | have asked you about exposure to someone else’s tobacco some in your home, friend’s home,

work, outdoor locations, and bars or nightclubs. In the past 7 days, was there any other location RDF77
where you were exposed t0 tobacCo SMOKE? (Y/N/U) ......cvveveeveeereieereieteeeeeesesesessss e essesssss s s ssssssesesesesesens [1f N or U skip to 80

78) Where was thisS [0CAtIONT? (Y/N/U)......coiiiiiiiieierieet et b bbb nan |:| RDF78

79) Inthe past 7 days, how many hours in total were you exposed to someone else’s tobacco smoke

1 LIS TOCAHION? (Y/NIU) oo eeeee e eeeeses s eeese s seeeeesese e e s e ees e eee s s e e e eees e eees s aesseseessseseeseen D RDF79

| would now like to ask you about any smoke exposure that may have occurred as aresult of
marijuana use. Please remember that all information that you give us is confidential, and only
certified SPIROMICS personnel will have access to this information.

80) In the last 12 months have you smoked marijuana (cannabis, pot, or hashish)?.............c..ccooeeeiis RDF80
YES oot Y
NO oot N —{Go to 84

81) In the last 12 months have you smoked marijuana regularly (five times or more in a given year)? RDF81

Respiratory Disease and Smoke Exposure Questionnaire for Follow-up, RDF Page 9 of 11
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ID NUMBER:

FORM CODE: RDF
VERSION: 1.0 09/21/11

Visit
Number

82) On average, in the last 12 months about how many joints per week do (did)

VL0 T TE= 1 0] = PPN

83) On average, in the last 12 months about how many pipes per week do (did)

SEQ#

YOU SIMOKE? L.ttt e et e et et e et e e et e et e ea et e e e e e e e e e enns

84) How many hours per day do you spend outdoors?

a) Inspring................ hrs [RDF84A
b) Insummer............. hrs |RDF84B
c) Infall ..........oeenii. hrs [RDF84C
d) Inwinter................ hrs RDF34D
85) On average, how many hours per day do you spend in your hOme? .........ccoeeveeiieiieineennennn.
a) Do you have a central air CONAItIONEI? .......ceuiiiiiii e e
YES oo Y
NO oot N —/Go to ltem 85c
b) How many months out of the year do YOU USE it? ........ccuiiuiiiniiiiiiee e
c) Do you have a room air CONAItIONEr? .....c.iiieiiiiiie e e e e
YES oo Y
NO .o N —|Go to Item 85e
d) How many months out of the year do YOU USE it? .....cuiininiiiiiiiei e
e) What kind of range or stove dO YOU NaVE? ........cuiniiiiii e
GaS o G
ElIeCtriC....uveeiieiiiiiiiieee E
Other.. ..o 0]
Specify RDF85E1
f) Does your range or stove have ventilation to the outdoors? .........ccoeevviiiiiiiiiiiiiiiieeeenes
YES oo Y
NO Lo N
UNKNOWN ....coiiiiiiiiiiiiiieee s 0]

Respiratory Disease and Smoke Exposure Questionnaire for Follow-up, RDF

hrs
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RDF85C
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_ FORM CODE: RDF Visit
ID NUMBER: VERSION: 1.0 0922111 Number
g) What is the main type of heating you use in your hoUSE? ..........ccoeuuiiiiiiiiiiiiiiiiieeeeeien,

h) What is the main type of heating fuel used in your hOUSE? .......ccoeeevviiiiiiiiiiiie e,

i) How many months out of the year do you use the main type of heating in your house?.....

Radiator ...........coovviiiininiiiins 1 —>
Forced Air......cccoovviiiininiiins 2 —>
Wood stove........ccooveiiiiiinn, 3—)
Fireplace..........ccocooiiiiiiiiins 4—)
Other....cccoviiiiiiiiiin, 5—)

ElECtriC....coceiiiieiiieie e, 1
Natural Gas .........ccceeeevvveeeenninn. 2
Ol et 3
Coal e 4
WOOd ....ooviiiiiiieiiee e 5
Other.......coovveiviiiciicc e 6

specify |RDF85H1

i) Are there any other sources of heat? (check all that apply)

NONE ... 1
1-30 MINULES ...eeviiiiiiiee e 2
30-60 MINULES ....ceeiiiiieeiiiie e 3
More than 60 minutes (1 hour) ................... 4
More than 120 minutes (2 hours) ............... 5
a) How many days per week do you commute t0 WOIK? .......c.oeuieuiiniiiiiieiee e eieeaeenas

Radiator .........ccoovivevricirienes ]
Forced Air.......ccccoveveeeeriieienennn, L]
WO0Od StOVE.....oveeeeeeeeeeeeeeee, ]
Fireplace .......c.cocooveeeveeveeeeenene. ]
Other .o OJ

86) How much time per day do you spend commuting in traffic to work in total (i.e. both ways)?

Respiratory Disease and Smoke Exposure Questionnaire for Follow-up, RDF

SEQ#

RDF85G

RDF85H

[RDF86]
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A

SPIROMICS
L@ RESPIRATORY DISEASE AND SMOKE

EXPOSURE QUESTIONNAIRE

_ FORM CODE: RDS Visit
DNUMBER: [BLINDID VERSION: 30 8211 Numper [VISIT ] SEQ#

0a) Form Date .............. I:“:I/I:“:'/I:”:“:“:' Ob) Staff Code....... I:“:“:I [RDSOBNUM |

Instructions: This form should be completed during the participant’s visit. Please answer all questions.

I would now like to ask you detailed questions about your experiences with
respiratory disease and smoke exposure.

The following questions relate to respiratory symptoms.

1) Do you usually have a cough? (Exclude clearing of throat.) (Y/N) .....ccoooeiiiiiiii e, I:I RDS01
1a) If yes (Y), do you usually cough as much as 4 times a day, 4 or more days out of the week? ......... I:' RDSO1A

2) Do you usually cough at all on getting up or first thing in the morning? (Y/N).....cccccccvviviiiiiiee I:I RDS02
3) Do you usually cough at all during the rest of the day or night? (Y/N) ......cccoiiiiiiiii e I:' RDS03

If yes (Y) to any of the above (1, 2, 3), answer the following:
3a) Do you cough like this on most days, for 3 consecutive months or more during the year? (Y/N) ..... I:I RDSO03A

3b) For how many years have you had thisS COUGN?.............uuuiiiiiiiiiiiiii e I:“:‘ RDS03B
4) Do you usually bring up phlegm from YOUF ChESE? (Y/N) ...c.veeviveeeeeeeeeeeeeeseeeeeseseeeeee s e eseeeseeeenenens I:I RDS04

4a) If yes (), do you usually bring up phlegm like this as much as twice a day, 4 or more days

R 2L ]

5) Do you usually bring up phlegm from your chest on getting up, or first thing in the morning? (Y/N) ....... I:I RDS05

6) Do you usually bring up phlegm form you chest during the rest of the days or at night? (Y/N) ............... I:' RDS06
If yes (Y), to any of the about (4, 5, 6), answer the following:

6a) Do you bring up phlegm like this on most days for 3 consecutive months or more during the

1Lz L ) PP PPR |:| RDSO06A
6b) For how many years have you had trouble with phlegm? ... I:“:‘ RDS06B

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 1 of 12
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FORM CODE: RDS Visit

ID NUMBER: VERSION: 3.0 08/2/11 Number SEQ#

7) Inthe past 12 months, have you had periods or episodes of cough with phlegm that lasted 1
week or more? (If you usually have cough and phlegm, please count only periods or episodes

of increased cough and phlegm). (Y/N) ..ot et snbee e e e e I:I RDSO07

7a) If yes (Y), about how many such episodes have you had in the past 12 months?..............cocoo.o....... I:“:‘ RDSO7A
7b) If yes (Y), for how many years have you had at least one such episode per years? ..........cccceeeeneee I:“:‘ RDS07B

8) Have you ever had wheezing or whistling in your chest? (Y/N) (If NO, g0 t0 11) .....occcvveiiiiiniiniiieeen I:' RDS08
8a) If yes (Y), about how old were you when you first had wheezing or whistling in your chest? ........... I:' yrs

WHEEZINGAGE |

9) Have you ever had an attack of wheezing or whistling in your chest that made you feel short of

T AT £ 71 0) YT OO D RDS09
9a) If yes (Y), about how old were you when you had your first such attack?.............cccccooviiiininnn I:“:‘ RDS09A

9b) Have you ever had 2 or more SUCh atACKS? (Y/N) .....o.oiiiieieeeeeeeeeeeeeeeeeeeeee e esenenenens I:' RDS09B
9c) Have you ever required medicine or treatment for such attacks? (Y/N) ..o I:' RDS09C

10) In the last 12 months, have you had wheezing or whistling in your chest at any time? (Y/N)................. I:I
10a) If yes (Y), in the last 12 months, does your chest ever should wheezy or whistling...
When you have a cold? ] Yes [] No|RDS10AL
Occasionally apart from colds? [ ] Yes ] No|RDS10A2
More than once a week? L] Yes [] No|RDS10A3
Most days or nights? ] Yes ] No[RDS10A4

11) In the last 12 months, have you been awakened from sleep by coughing, apart from a cough

associated with a cold or chest iNnfection? (Y/N) .......ooi e I:' RDS11

12) In the last 12 months, have you been awakened from sleep by shortness of breath or a feeling
Of tIGhtNESS IN YOUF CRESE? (Y/IN) ...uiiuiiitiiitiiiiiiiiuieteietet et abe b aee et e st sesenea s enestssssssssnsnsnsnsnsnnnsnnnsnnns I:I RDS12

Questions 13-14 are about symptoms that occur when you do not have a cold of the flu.

13) In the past 12 months, have you had wheezing or whistling in your chest at any time? (Y/N)................. I:I RDS13

14) In the past 12 months, have you been bothered by watery, itchy, or burning eye when you did

NOW have & Cold OF the fIU? (Y/N).......ovueeueeeeeeeceeeeceeeeeseseeesee s ee e es s s I:I RDS14

15) Are you unable to walk due to a condition other than shortness of breath? (Y/N) ..o I:' RDS15
INATURECONDITION |

Nature of condition:

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 2 of 12
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FORM CODE: RDS Visit

ID NUMBER: VERSION: 3.0 08/2/11 Number SEQ#

These next questions relate to respiratory conditions

16) Have you ever had astima? ... I:I RDS16

R =T Y
o T TR N —{Go to Item 17,
(L0 18 A 2 1o ) U —={Go to Item 17|

16a) At about what age did it STAM?........ccoi i e e s s e e e e s e rareeee s I:“:‘
|:| As a child; age not known (Check is appropriate)

16b) Was it diagnosed by a doctor or other health professional? (Y/N/U)..........cccccoeiiniininiiiiicie I:'

16c) Do you still have it? (Y/NJU) .....cooiiiiii e |:|

16d) If you no longer have it, at what age did it StOP?..........cccooiiiiiiiiiii I:“:'

[_] As a child; age not known (Check is appropriate) |RDS16D1

16e) In the past 12 months, have you received medical treatment, take medications or used

AN INNAIET FOF ASTNMA? (Y/N) cv.eeeeeeeeeeeeeeeeee ettt et ee e ee ettt s e e et e ee e s e e eeeeen e I:I RDS16E

17) Have you ever had any hay fever (allergy involving the nose and/or eyes)? ........ccoocvveiiieieiiiieee s, I:' RDS17
YBS oottt Y
NO . eeeveeee e eeeeeeee oo N -[Go to Item 18]
DOM'E KNOW......oeiiisei e U -[Go to Item 18]

17a) Atabout what age did it Start?...........cccociiiiiiiiii I:“:‘

|:| As a child; age not known (Check is appropriate)
17b) Was it diagnosed by a doctor or other health professional? (Y/N/U) ........cccocceiiiiiiiiiiiineiiniiee e I:I
17¢) Do you Still NAVE It? (Y/NU) ...ttt e e et e e e e e s s aaebbeaeeaee s I:I
17d) If you no longer have it, at what age did it SLOP?........uuuiviiiiiiiiiiiiiieieieii e I:“:‘

[_] As a child; age not known (Check is appropriate)|[RDS17D1

17e) In the past 12 months, have you received medical treatment, take medications or used a

nasal spray for Nay FEVEI? (Y/N) ..ot |:| RDS17E
18) Have you ever had an attack of bronchitis?............ccccooiiiiii I:I RDS18

Y S e Y
NO L.ttt N -[Go to Item 19
DONt KNOW....cviiiviieiicieie et U —|Go to Item 19
18a) Was it diagnosed by a doctor or other health professional? (Y/N/U) .......ccccoceiviiiiiiiiiiiiniee e I:'

18b) At about what age did you first have bronchitiS? .............cccooiiiii I:“:' RDS18B
[_] As a child; age not known (Check is appropriate) [RDS18B1 RDS18C

18c) How many time have you had Bronchitis? .............cocoiiiiiii I:“:' times

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 3 of 12
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_ FORM CODE: RDS Visit
ID NUMBER: VERSION: 3.0 08/2/11 Number SEQ#
19) Have you ever had pneumonia or bronChOPNEUMONIA?.........cocuuriii ittt I:I RDS19
Y S Y
NO . eeeeveeee e eeeeeeee e eeeeeee e N -[Go to Item 20]
DOM't KNOW......eoeiiii e U —[Go to Item 20|
19a) Was it diagnosed by a doctor or other health professional? (Y/N/U) .....ccccceeiviiiiiiieee i, I:I RDS19A

19b) At about what age did you first have pneumonia or bronchopneumonia?..........cccccccceeeviiicivieennnnn. I:“:‘ RDS19B
|:| As a child; age not known (Check is appropriate) | RDS19B1
’ RDS19C

19c) How many time have you had pneumonia or bronchopneumonia?.........cccccccvecciiieeeeeevevccciieeeeeenn, I:“:‘ times

20) Have you ever had chronic BronChitis?............cccociiiiiiiiii e |:| RDS20

Y S Y
N eeeeereeeee e N 5[Go to item 21]
DOM'E KNOW......oeiicc e U -[Go to Item 21]
20a) Was it diagnosed by a doctor or other health professional? (Y/N/U).........cccoccvvvivininininininininininnnn. I:I RDS20A

20b) At about what age did it StArt?.............ccooviiiiiii i I:“:' RDS20B
20C) DO YOU SHll NAVE It (Y/NIU) ¢t e et e e D RDS20C

20d) In the past 12 months, have you received medical treatment, take medications or used a

inhaler for chronic bronchitis? (Y/N)........cccociiiiiiiiii |:| RDS20D
21) Have you ever had emMphySEMAa? .........cooviiiiiiiiii e I:I RDS21

Y S Y
NO ettt N —[Go to Item 22|
DOM't KNOW......oeieicc e U -[Go to Item 22]
21a) Was it diagnosed by a doctor or other health professional? (Y/N/U) ........ooveomreerereeerereeeeeeesenen, I:I RDS21A

21b) At about what age did it StAr?...........ccoiiiiiiiii s I:“:‘ RDS21B
21C) DO YOU SHll NAVE It? (Y/NIU) ..ot D RDS21C

21d) In the past 12 months, have you received medical treatment, take medications or used a

inhaler for emMpPhYSEMA? (Y/N) ....eiiiiiiiii e e b e e |:| RDS21D

22) Have you ever had COPD (chronic obstructive pulmonary diSEase)? ........cccceuriiiiiiiiiiieiiniiiiieeeee e I:' RDS22
Y S Y
NO eeveee s eeeees e eeeeee e eeeeee e eereee e eereee e N —[Go to item 23
DOM't KNOW......coeiiicee e U -[Go to Item 23]
22a) Was it diagnosed by a doctor or other health professional? (Y/N/U) ..o I:' RDS22A

22b) At about what age did it SLAM?...........oceiiiiii I:“:' RDS22B
22C) DO YOU SHll NAVE I? (Y/NIU) ..ottt ee et D RDS22C

22d) In the past 12 months, have you received medical treatment, take medications or used a

INNAIETr TOr COPD? (Y/N) ...ttt ittt ettt et et s et e s et e e e e e e I:'

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 4 of 12
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_ FORM CODE: RDS Visit
ID NUMBER: VERSION: 3.0 08/2/11 Number SEQ#
23) Have you ever had SIBEP @PNEAT ..........c.ceveveveeeceeeeeeieeeeeeeee et e ettt es s es et es s e ranae s I:I RDS23
Y S Y
NO ..ottt ettt N —[Go to Item 24
DOM't KNOW......eoeiiii e U —[Go to Item 24
23a) Was it diagnosed by a doctor or other health professional? (Y/N/U).......ccooccveveeiiiiiiiieenee e, I:I RDS23A

23b) At about what age did it STAM?..........cooiiiiii e I:“:‘ RDS23B
23C) DO YOU Stll NAVE it? (Y/N/U) ..o s eee e D RDS23C

23d) In the past 12 months, have you received any treatment for sleep apnea? (Y/N).......cccccovcvveennnnn |:| RDS23D

24) Have you ever had:

24a) Any other CheSE IlINESSES? (Y/N) ..uuuuuuiuiiiiiuiuiuieiuteieretereterererererarerererererererararererererererernrnrnrnrssnrnrnrnrnnns I:I RDS24A
If Yes (Y), specify: RDS24A1

P o) I N g\ VAo a1t A oT o=t o[0T T (N ) I:I RDS24B
If Yes (Y), specify: RDS24B1

24C) ANY ChESEINJUIES? (Y/N) ..uututuiutitiuutuiutututututuuuteretarareeereaerarerererereee e eeeessessssssssssssssnsssssnsnsnsnsnnnnnsnnnsnnns I:I RDS24C
If Yes (Y), specify: RDS24C1

I’d now like to ask you about your family history or respiratory disease.

25) Were either of you natural parents told by a doctor they had a chronic lung condition such as:

Father Mother
YES NO Don’t Know YES NO Don’t Know
Chronic bronchitis |:| |:| |:| |:| |:| |:|
Emphysema [] [] [J[RDS25A2] [ [] [1[RDS25B2]
COPD [] [] [] [] [] []
Asthma 0 O [ O 0O O
Lung Cancer [] [] [1[rRDS25A5]| ] L] []

26) Were either of your natural parents ever a cigarette smoker?

Father: [] Yes [ ] No [ ] Don't know |RDS26A
Mother: [ ] Yes [ 1No [] Don't know RDS26B

| am now going to ask you about some common environmental exposes.
[Do not read] Cigarette Smoking

27) Have you ever smoked cigarettes? (No means less than 20 packs of cigarettes of 12 oz. of

tobacco in a lifetime of less than 1 cigarette a day for one year at any time in your life) ........................ I:' RDS27
Y S Y
NO v eeeees e eeeeee e eeeees e eereee oo N —[Go to item 34

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 5 of 12
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FORM CODE: RDS Visit

ID NUMBER: VERSION: 3.0 08/2/11 Number SEQ#

28) How old were you when you first started regular cigarette Smoking? ...........cccoceviiiiiiiniiiiiniicine I:”:I RDS28

29) Do you smoke cigarettes (as of one month ago)? (Y/N).....ccccuririeeii i
YES eeeeeeeee e eeeeee et Y S5[Go to item 30]
NO . eeceveeeee e eeeeee e eeseeeee e N -[Go to Item 31]
30) How many cigarettes do you SMOKE PEr daY NOW? ........ccoiiuriiiiiiieeeaiiieeeeiiieeeestneeessrneeessnneee e
31) How old were you when you completely stopped SMOKING? .....coveeeiiiiiiiieiiiee e ciiieeee e
32) On average of the entire time you smoked, how many cigarettes did you smoke per day? .........

33) Cigarettes smoke in the past 24 hours: (check here [ ]if does not apply) RDS33

Approximately how many cigarettes have you smoked in the past

I:H:' in 24 hours

I:“:‘ in 2 hours
I:“:‘ in ¥2 hour

[Do not read] Pipe Smoking

34) Have you ever smoked a pipe regularly? (YES means more than 12 oz of tobacco in a lifetime)

Y S e Y

NO . eeeeveeee e eeeeee e eeeeee oo N -[Go to item 40
35) How old were you when you first started to smoke a pipe regularly?...........cccooveiieeieeeinicciennnn.
36) Do you smoke a pipe (as of one month ago)? (Y/N) ..o

YES oo eeeee e Y S5[Go to item 37]

NO v eeeeee e eeseeee e N —[Go to Item 38
37) How much pipe tobacco do you SMOKe Per day NOW? ..........coeiiiiiieiiiieieiiiieeeesiiee e sieee e sineee e
38) How old were you when you completely stopped Smoking a PIPe? .......uueeeeeeeiiiiiiiieeieeeeeeiiieeen

39) On average of the entire time you smoked a pipe, how many ounces of tobacco did you smoke

LS Y=Y Y PSR

Respiratory Disease and Smoke Exposure Questionnaire, RDS

........... mE=

___________ ([ress)

RDS31
........... rrRess

-RDS32
........... I:“:' per ! ay

___________ [ ][RoS34]

___________ (][ ~os3]
........... ]

RDS37
___________ R
........... HB

yrs old

-RDS39
........... I:“:' oz per week

Page 6 of 12
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_ FORM CODE: RDS Visit
ID NUMBER: VERSION: 3.0 08/2/11 Number SEQ#

[Do not read] Cigar Smoking

40) Have you ever smoked cigars regularly? (YES means more than 1 cigar a week for one year at

ANY tIME N YOUE [IF) ..ttt e e e e s e e r e e s e e nnneenareas I:I

Y S it Y —{Go to Item 43|
N O it N —={Go to Item 44

—RDS43
43) How many Cigars SMOKE PEI JAY NOW? .....uuuuueiereieierereuseernrsrsrsrerssssesnrsreeersrerersreernree———————. I:“:‘ per day

RDS44
44) How old were you when you completely stopped SmOKING CIgars?.........ccouiuueeeiniiieeiiiiie e I:“:‘ yrs old

RDS45
45) On average of the entire time you smoked cigars, how many cigars did you smoke per week?............. I:“:‘ per week

I’'d now like to ask you about your second-hand smoke exposures.

46) Which of the following best describes your approach to tobacco smoking in your home when

You are in the NOUSE? ... |:|

Never allow smoking in home ..........ccccceeiiiiiiiiciiciciennnn 1

Smoking is allowed only in certain rooms.................... 2

Smoking is allowed in all rooms of your home............. 3

S 10 7= o R

Do) 8 A 1o D

RDS47A

47) For how many years has this been your approach to smoking in you home?...........cccccvvvvvvvvivinivininininnn. I:“:‘ yrs

S 10 7= o R

RDS47B

DOt KNOW ..ot D
48) Do you currently live in the same household with someone who smokes tobacco products?................. I:' RDS48

YES oot ees e es ettt Y->[Go to Item 50

Y Ns[Go to Item 49

REFUSEA ... vevovereerees ettt R-/Go to Item 52

DONE KNOW ..ottt D-{Go to Item 52)
49) Since age 18, have you ever lived in the same household with someone who smoked RDS49

tODACCO PrOUUCES? ... e I:“:' yrs
Y S coveeeereese e eereeee e eeeeee e 1-5[Go to item 51]
N eeeereee et eeesee e eseeee e 05/Go to Item 52

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 7 of 12
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_ FORM CODE: RDS Visit

ID NUMBER: VERSION: 3.0 08/2/11 Number SEQ#
REAUSE e RolBo to item 57
DOM't KNOW......eoeiiii e D-[Go to Item 52

50) How many people in your household SMOKE? ..............coiiiiiiiiiiii e I:“:‘ RDS50

51) Since age 18, for haw many years in total have you lived in the same household with RDS51A
someone else who smoke tobacCo ProdUCES?...........ccoiiiiiiiiiii s I:“:‘ yrs
RETUSEA.....oiieiiiiiie e
DON't KNOW...cciiiiiiiiiiieece e D RDSSlB
52) Growing up until age 18, were there any adults in your household who smoked at home? .................... I:I RDS52
Y S e Y
Y N —[Go to Item 54
REFUSE ..ottt R -[Go to Item 54
DONT KNOW ..ottt D 5[Go to Item 54
53) Was this your father, your mother, or someone else? (check all that apply)
FANET ..o [1|IRDS53FATHERCBI]|
MOTNEE ... e e |:|—>Knswer Item 51[ RDS53MOTHERCBI |
ONET oo [1|RDS530THERCBI|
REFUSET .o [1|RDS53REFUSEDCBI|
DON't KNOW ...ttt [1[RDS53NOTKNOWCBI |
54) Did your mother smoke cigarettes when she was pregnant with you before you were born? ................. I:' RDS55
Y S Y
N e N
REFUSEA ....eeiiiiiii e R
DONt KNOW...cciiiiiiiiiiiiiee e D
55) Growing up until age 18, for how many years in total did you live in the same household with RDS55A
someone else who smoked tobacCo ProdUuCES?............cciiiiiiiiiiiiiici I:“:‘ yrs
REFUSEA ....eeiiiiiii e R
RDS55B
DON't KNOW ..ot D

I would now like to ask you about any smoke exposure that may have occurred in the past seven
days.

56) Has anyone smoked tobacco in your home during the past seven days? ........cccccevviiieeiiiieee e I:' RDS56
Y S Y
Y N-[Go to Item 64
NO ANSWET ... U

57) During the past 7 days, how many hours in total were you exposed to someone else’s RD857

tobacCo SMOKE At NOME?......c.iiii s I:“:' hrs

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 8 of 12
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_ FORM CODE: RDS Visit
ID NUMBER: VERSION: 3.0 08/2/11 Number SEQ#
58) During the past 7 days, did you enter a room in your home that was visibly smoky? ..............ccccccceenn I:' RDS58
Y S Y
N O N
NO ANSWET ... U
59) In the past 7 days, did you smell tobacco smoke in your home? (Y/N/U) ....ccooeviiiiiiiieiieeeiiiiciiieeeeee e I:I RDS59
60) During the past 7 days, did you experience red eyes or eye irritation? (Y/N/U) ......ccccccveeeviiiiiininnreeenninnns I:I RDS60
61) During the past 7 days, did you experience runny nose or nose irritation? (Y/N/U)........cccoevcvveenreeenninns I:I RDS61
62) During the past 7 days, did you experience coughing, wheezing or chest tightness? (Y/N/U) ................ I:' RDS62
63) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung
problems after exposure to tobacco smoke in your home? (Y/N/U) ......ooviiiiiiiiiiiiieee e I:' RDS63
64) In the past 7 days, have you visited another person’s home where someone was smoking RDS64
tobacco products INAOOIS? (Y/N/U) ......eeiiiie ittt ettt ettt st et e e st e et e e enee e ebeeesneeeaneeas [If N or U skip to 66|
65) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco RDS65
smoke in another Person’s NOME? ............ccoiiiiiiiiiic s I:“:' hrs

66) During the past 7 days, did you enter a room in another person’s home that was visibly

SIMOKY? (Y/NJU) .ottt ettt e e ot e e e ea b et e e e aab bt e e e aabb e e e e aabb e e e e anbbeeeesnbbeeeeans

67) In the past 7 days, did you smell tobacco smoke in another person’s home? (Y/N/U) ........cccoovvveeennnnns

[Do not read] Skip to Question 72 |RD868-RDS71 removed 08/02/11|

72) In the past 7 days, have you traveled by car or other vehicle with someone else who was

SMoKing tobacCo ProdUCES? (Y/N/U) ..ottt et e e et e e e sbaeeeeans

73) In the past 7 days, how many hours did you spend traveling in a car while someone else was

SMOKING TODACCO? .v.vteeieis it I:“:' hrs

[Do not read] Skip to Question 78 |RDS74-RDS77 removed 08/02/11|

[Do not read] IF NOT A WORKER SKIP TO 102
78) During the past 7 days, did anyone smoke tobacco inside your workplace, that is, while you

were WOrKing INAOOIS? (Y/N/U) ....eiiiiiiiii ittt ettt ettt e e s et e e s nb et e e s nnbte e e e nnneeeas

79) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco

I—i| If N or U skip to 78|

[RDS73

[1f N or U skip to 80)

SMOKE iNSide YOUr WOTKPIBACE? ........cveiiiiiiiiiiciie s I:“:' hrs
80) During the past 7 days, did you enter a room in your workplace that was visibly Smoky?....................... I:' RDS80

Respiratory Disease and Smoke Exposure Questionnaire, RDS
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_ FORM CODE: RDS Visit
ID NUMBER: VERSION: 3.0 08”211 Number SEQ#
81) In the past 7 days, did you smell tobacco smoke in your WOrkplace? ............cccceeeeveeveveeeeeeeeeeeeenenns I:I RDS81

[Do not read] Skip to Question 86 |RD882-RD885 removed 08/02/11|

86) Is there an outdoor area at your workplace where cigarette smokers routinely gather or RDS86
CONGregate t0 SMOKE? (Y/N/U) .......cceuerereeeeeeeeee et et ses ettt sessses e s st tsse st et esessssssssssssssssasesessssasassssasssssssatesesesesens |[if N or U skip to 95|

87) In the past 7 days, how many times did you walk through or past this area while others were

LS o ST I 211 L ) P I:I

88) During the past 7 days, how many hours in total did you spend in an outdoor smoking area while

people were SMOKING? (Y/NIU) ...coiiiireeenieteereeees st n e nnns I:I RDS88

89) While walking through or past this area, did you smell SmOKe? (Y/N/U).....cc.ccveieeieiie i I:I RDS89

[Do not read] Skip to Question 95 |RDS90-RDS94 removed 08/02/11|

95) In the past 7 days, how many hours did you spend near coworkers who were smoking tobacco outdoors?. I:I RDS95

96) During the past 7 days, did you smell tobacco smoke while Working OUtOOTS?.............rveerreeermreeesnereesnnne. I:I RDS96

[Do not read] Skip to Question 101 [RDS97-RDS100 removed 08/02/11 |

101) In the past seven days, have you been at an outdoor location (besides work) where someone RDS101
was smoking tobacco products OULSIAE? (Y/N/U) .......ccueuririieeerieeeisisisisissssieie et ssssssssssssssesessssssssssenes |[1f N or U skip to 103

102) Where was this location? RDS102

103) During the past 7 days, did you smell tobacco smoke in this outdoor location? (Y/N/U) .......cccccveereevererennnne [1f N or U skip to 109
104) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco smoke RD S 104

this OULAOOT [OCALION?........c.ciiiiici bbb I:“:‘ hrs

[Do not read] Skip to Question 109 |RD8105-RD8108 removed 08/02/11 |

109) In the past seven days or nights, were you in a bar, nightclub, cocktail lounge, sports arena, or RDS109
concert hall where someone else was smoking tobacco products? (Y/N/U) ........cccveeeeereeeninesesscesiesenenens [[1f N or U skip to 111]
110) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco smoke RDS110
in a bar or other place of eNEMAINMENT? ..........cccviiiii s I:“:' hrs

111) During the past 7 days, did you enter a room in a bar or other place of entertainment that was

VISIDIY SMOKY? (Y/NTU) ...ttt ettt e ettt e e e e e s ab et e e e e e e e s anb b et e e e e e e e e annbbeeaaaaeas I:'

112) In the past 7 days, did you smell tobacco smoke in a bar or other place of entertainment? ............cccoceeeeeee I:' RDS112
[Do not read] Skip to Question 117 |RD8113-RD8116 removed 08/02/11 |

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 10 of 12
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FORM CODE: RDS Visit

ID NUMBER: VERSION: 3.0 08/2/11 Number SEQ#

You answered that you were exposed to someone else’s tobacco smoke in a bar or other place of
entertainment. During the past 7 days, did you experience any of the following after this exposure

117) I have asked you about exposure to someone else’s tobacco some in your home, friend’s home,

work, outdoor locations, and bars or nightclubs. In the past 7 days, was there any other location RDS117
where you were exposed t0 tobacCo SMOKE? (Y/N/U) ..o ssssssssnsnnas |[1f N or U skip to 124]

118) Where was this 10CatION? (Y/N/U).....ccocieieeieieieesesesese st s e esae st e et s e eseeaesse e saestesaeessessesesseseestessnssesnnenen I:I RDS118

119) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco smoke

i HHIS 10CAON? (Y/NIU)..oorseeoveeeseeeeeesseesseessesesseessssssseesssssesssessssssseessessssssesssssssssesssssssssessssessees oo [ ][RDS119

[Do not read] Skip to Question 124 [RDS120-RDS123 removed 08/02/11 |

| would now like to ask you about any smoke exposure that may have occurred as a result of
marijuana use. Please remember that all information that you give us is confidential, and only
certified SPIROMICS personnel will have access to this information.

124) Have you ever smoked marijuana (cannabis, pot, or hashish)? ..........ccooiiiiiiiiiiii e,
Y S it Y
NO oot N —[Go to END]

125) Have you ever smoked marijuana regularly (five times or more in a given year? ........cc.coeeuneen.
Y S i Y
NO .o s N

126) On average over the entire time that you smoke(d) about how many joints per week do (did)

YOU SIMOKE? .ttt et et et e e et e e et e ea e ea e e a e e a e e a e e e e e e e e e e e e enns RDS126

127) On average over the entire time that you smoke(d) about how many pipes per week do (did)

YOU SIMOKE? .ttt ettt et et et et et e e e e e e e e e e e a e e a e e e e e e e e e e e e e enns RDS127

128) How many years have you smoked pot/Marijuana? .........coceuieeiienieeieieeeee e e yrs RDS128

[Do not read] Skip to Question 130

130) When was the last time you smoked Marijuana? ...........c.oeuiiiiieiiiie e e e e RDS130

Inthe last week..........ccccoovei, 1
Inthe last month..........cccccvvvvevviiiiiiiiininn, 2
In the last six months ...........ccccvvivviinnnns 3
In the last 12 months...........cccvvvvvvvvivnnnne, 4
More than 12 months ago ........ccccceeeennee 5
DOoN’t KNOW......ouvviiiiriiiiiiiiiiiiiiiiiiivevnrninnnnns 6
Declines to anSWeTr ...........uuvvvvvvvvvvvevennnnnns 7
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ID NUMBER:
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VERSION: 3.0 08/2/11
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T

SPIROMICS

U@ RESPIRATORY DISEASE AND SMOKE
EXPOSURE QUESTIONNAIRE

. ] FORM CODE: RDS Visit -
ID NUMBER: |BL|INDIID VERSION- 2.0 1109710 Numper [/SIT | SEQ#

O0a) Form Date............... I:”:I/I:”:I/I:”:“:“:I Ob) Initials.............. I:”:“:“RDSOBNUM|

Instructions: This form should be completed during the participant’s visit. Please answer all questions.

I would now like to ask you detailed questions about your experiences with
respiratory disease and smoke exposure.

The following questions relate to respiratory symptoms.

1)

2)

3)

4)

5)

6)

Do you usually have a cough? (Exclude clearing of throat.) (Y/N) .......coooiiiiieiiiiee e I:I RDS01
1a) If yes (Y), do you usually cough as much as 4 times a day, 4 or more days out of the week?......... I:I RDSO1A

Do you usually cough at all on getting up or first thing in the morning? (Y/N).......cccovviieiiiiiee e I:I RDS02
Do you usually cough at all during the rest of the day or night? (Y/N) .....occoiiiiiiiiiii e I:I RDS03

If yes (Y) to any of the above (1, 2, 3), answer the following:
3a) Do you cough like this on most days, for 3 consecutive months or more during the year? (Y/N) ..... I:I RDS03A

3b) For how many years have you had this COUGN?...........evviiiiii e I:“:‘ RDS03B
Do you usually bring up phlegm from your Chest? (Y/N) .....cooiiiiiiiieeee e I:I RDS04

4a) If yes (), do you usually bring up phlegm like this as much as twice a day, 4 or more days

R 2L ]

Do you usually bring up phlegm from your chest on getting up, or first thing in the morning? (Y/N) ....... I:I RDS05

Do you usually bring up phlegm form you chest during the rest of the days or at night? (Y/N) ............... I:I RDS06
If yes (Y), to any of the about (4, 5, 6), answer the following:

6a) Do you bring up phlegm like this on most days for 3 consecutive months or more during the

V=T L L1 ) SRR I:I RDS06A
6b) For how many years have you had trouble with phlegm?.........cccoviii i, I:”:I RDS06B

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 1 of 13
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 2.0 11/09/10 Number SEQ#

7) Inthe past 12 months, have you had periods or episodes of cough with phlegm that lasted 1
week or more? (If you usually have cough and phlegm, please count only periods or episodes

of increased cough and phlegm). (Y/N) ... e I:' RDS07

7a) If yes (Y), about how many such episodes have you had in the past 12 months?................cccuvneeee. I:“:‘ RDSO07A
7b) If yes (Y), for how many years have you had at least one such episode per years? .............cccuvueee. I:”:I RDS07B

8) Have you ever had wheezing or whistling in your chest? (Y/N) (If NO, g0 10 11) ....ccoeveiiiiiiiiiiiieneeeeenins I:I RDS08
8a) If yes (Y), about how old were you when you first had wheezing or whistling in your chest? ........... I_”_I yrs

[WHEEZINGAGE |

9) Have you ever had an attack of wheezing or whistling in your chest that made you feel short of

BIEAINT? (Y/N)-veeveeeeeeeeeeeeeeeseeeeeeee e s eeseees e ee s e e ee e ee s e e s e eeseees e es e eeseees e eeeeeeseees e eeseees e ee s eseeeseeeseses e D RDS09
9a) If yes (Y), about how old were you when you had your first such attack?...........ccccceveeiieciiinennen, I:”:I RDS09A

9b) Have you ever had 2 or more such attaCks? (Y/N) .....uuviiiiieiiiiiiiiiie e e e e e I:I RDS09B
9c) Have you ever required medicine or treatment for such attacks? (Y/N) ....vvveeeeeiiiiiiiiieeeeee e, I:I RDS09C

10) In the last 12 months, have you had wheezing or whistling in your chest at any time? (Y/N).................. I:I
10a) If yes (), in the last 12 months, does your chest ever should wheezy or whistling...
When you have a cold? [] Yes [] No |RDS10A1
Occasionally apart from colds? [ | Yes [] No [RDS10AZ2
More than once a week? L] Yes [] No |RDS10A3
Most days or nights? ] Yes [] No |RDS10A4

11) In the last 12 months, have you been awakened from sleep by coughing, apart from a cough

associated with a cold or chest INfECION? (Y/N) ...ouviiiiiiiiie e I:I RDS11

12) In the last 12 months, have you been awakened from sleep by shortness of breath or a feeling

Of tiIghtNeSS IN YOUT CHESE? (Y/N) ...eiiiiiiiiie et I:' RDS12

Questions 13-14 are about symptoms that occur when you do not have a cold of the flu.

13) In the past 12 months, have you had wheezing or whistling in your chest at any time? (Y/N)................. I:' RDS13

14) In the past 12 months, have you been bothered by watery, itchy, or burning eye when you did

Now have a cold Or the FIU? (Y/N)......oooii e I:' RDS14

15) Are you unable to walk due to a condition other than shortness of breath? (Y/N) ........ccccocoviniiiiinnnn. I:I RDS15
INATURECONDITION |

Nature of condition:

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 2 of 13
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FORM CODE: RDS Visit

ID NUMBER: VERSION: 2.0 11/09/10 Number SEQ#

These next questions relate to respiratory conditions

16) Have you ever had asthma? ... I:' RDS16

R =SSR Y
N O et N —Go to Item 17|
DONT KNOW....euniiiite ettt e e U —>{Go to Item 17

16a) At about what age did it STAI?........oii e e e e e beeeaaaeeas I:”:I
|:| As a child; age not known (Check is appropriate)

16b) Was it diagnosed by a doctor or other health professional? (Y/N/U)........ccccooiiiiiiiiininniieiece I:I

16C) DO YOU Sl NAVE It2 (YINIU) oo oo oo [ ]

16d) If you no longer have it, at what age did it StOP?........c.ccceviiiiiiiiiii I:”:I

[_] As a child; age not known (Check is appropriate) [RDS16D1

16e) In the past 12 months, have you received medical treatment, take medications or used

an inhaler for aSthMa? (Y/N) ........ccoouruiiiiieeiieieie ettt I:I RDS16E

17) Have you ever had any hay fever (allergy involving the nose and/or €yes)? .......ccccccoevvvcvvieeeeeeeeevcccnnnnn, I:I RDS17
Y S Y
N eeeeveeee e eeeeeeee e eeeeee e N —>[Go to Item 18
DONM'E KNOW. ....eeiiicieie e U -[Go to Item 18]

17a) At about what age did it STArt?............ccooiiiiiiiii I:“:‘
|:| As a child; age not known (Check is appropriate)

17b) Was it diagnosed by a doctor or other health professional? (Y/N/U)......cccccooiiiiiiiiiiiiiiiiiiiiieeee. I:I

17) DO YOU SHll RAVE It (YINJU) ..o ]

17d) If you no longer have it, at what age did it STOP?..........ccveriiiiiiiei e I:“:‘

[_] As a child; age not known (Check is appropriate) [RDS17D1

17e) In the past 12 months, have you received medical treatment, take medications or used a

nasal spray for hay fEVEI? (Y/N) ...ttt e e e e e e b e e e e e e e anes I:I RDS17E
18) Have you ever had an attack of bronChitisS?............ccccocoiiiiiiii I:I RDS18

Y S Y
N eeeeveeee e eeeeeeee e eeseeee e N —>[Go to Item 19
DONM't KNOW......ovevireciceicieiee e U >Go to Item 19|
18a) Was it diagnosed by a doctor or other health professional? (Y/N/U)......ccccccovviiiiieieee e, I:I RDS18A

18b) At about what age did you first RAVE BIONCRIIS? ...............eeeeeseeeeeseeeseeeesesessesseeesseeesssesessseeeseeeee [ ][ ]IRDS18B
[ ] As a child; age not known (Check is appropriate) |RDSB1 RDS18C

18c) How many time have you had broncChitiS? ...........c.ueeiiiiiii e times

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 3 of 13
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 2.0 11/09/10  Number SEQ#
19) Have you ever had pneumonia or bronChoPNEUMONIAT?........ccceiiiiiiiiiieiiee e I:I RDS19
Y S Y
N eereeeoeeeeeeeeeeeeeeeeee e eeeeessreseee e N —[Go to item 20
DOM'E KNOW. ...t U -[Go to Item 20|
19a) Was it diagnosed by a doctor or other health professional? (Y/N/U).......cccoceiviiiiiiiiineinieee e I:I RDS19A

19b) At about what age did you first have pneumonia or bronchopneumonia?..........ccccccceevvvviciveeeennn. I:”:I RDS19B
|:| As a child; age not known (Check is appropriate) | RDS19B1
’ RDS19C

19c) How many time have you had pneumonia or bronchopneumonia?............cccoccevviiiiiiiciinince I:“:' times
20) Have you ever had chronic BronChitis?............cooiiiiii e I:I RDS20
YES oot Y
NO e eceeees e eeeeeee e eseee e eeseee oo N —[Go to item 21]
DONMEKNOW. ....cvviiieie e U -[Go to Item 21|
20a) Was it diagnosed by a doctor or other health professional? (Y/N/U).......ccccoeeeviiiiiiiieeiee e, I:I RDS20A

20b) At about what age did it SLAM?..........cociiii e e I:”:I RDS20B
20C) DO YOU Sl NAVE T2 (Y/NIU) «.veoeoeee oo eeee e e s e s e e es e seeeeseeeeeeeeeeeeeeeeee e D RDS20C

20d) In the past 12 months, have you received medical treatment, take medications or used a

inhaler for chronic Bronchitis? (Y/N).......oooiii s I:I RDS20D
21) Have you ever had EmMPRYSEMAT? ...ttt e e e e e s st e e e e e e s st e e e e e e e s snnnsreeeeeeesaannes I:I RDS21

Y S ettt Y
NO Lottt N —[Go to Item 22|
DOM'E KNOW. ...ttt U -[Go to Item 22|
21a) Was it diagnosed by a doctor or other health professional? (Y/N/U) ........ccocceiniiiiiiiineiiniiee e I:I

21b) At about what age did it STAI?.........ooiiiiiice e I:“:‘ RDS21B
21C) DO YOU St NAVE G2 (Y/NIU) ..o v s eeee e e s e se e eeeeeeeeeeesee s eerens D RDS21C

21d) In the past 12 months, have you received medical treatment, take medications or used a

inhaler for eMpPhySEMA? (Y/N) ...t e e e e e e e e e s st e e e e e e e s sanrbaaeeeaeesennnes I:I RDS21D

22) Have you ever had COPD (chronic obstructive pulmonary diSease)? .........ccccoevveieiniiieeiiniiee e I:I RDS22
Y S Y
N - eeeereeee e eeeeeeee e eeesseee e N —[Go to Item 23
DONM'E KNOW. ...ttt U -[Go to Item 23]
22a) Was it diagnosed by a doctor or other health professional? (Y/N/U).........ccooeiiiiiiiiiiiiiiiiiiiiiie I:I RDS22A

22b) At about what age did it STAM?...........ccoiiiiiiii i I:“:' RDS22B
22C) DO YOU Sl NAVE It? (Y/NIU) ...t ee e D RDS22C

22d) In the past 12 months, have you received medical treatment, take medications or used a

1] g E= U= g (o] A OL@ 1= 0 (4] N ) SRR I:I
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FORM CODE: RDS Visit

ID NUMBER: VERSION: 2.0 11/09/10 Number SEQ#

23) HaVe YOU EVEr NAA SIEEP APNEA? «.......eeeeeeeeeeeeeeeeeeeeeeeeeeeeeee e et ee e et ee e et s et es e ee e et e s eeeeeeees e eeseseeeseeeseeens I:I RDS23

YES it Y
N eereeeoeeeeeeeeeeeeeeeeee e eeeeessreseee e N —[Go to item 24
DOM'E KNOW. ...t U -[Go to Item 24
23a) Was it diagnosed by a doctor or other health professional? (Y/N/U)........cccccooiiiiiiiiiiiiniiieen, I:I RDS23A

23b) At about what age did it STAM?..........cooiiii e I:”:I RDS23B
23C) DO YOU Sl NAVE It? (Y/NIU) c.eeeee oo ee e eeee e ee s e ee e eeeeeeeesee e D RDS23C

23d) Inthe past 12 months, have you received any treatment for sleep apnea? (Y/N)......cccccccoevvnnnnnn. I:I RDS23D

24) Have you ever had:

24a) Any other ChestillNESSES? (Y/N) oo et I:' RDS24A
If Yes (Y), specify: RDS24A1

24b) Any chest OPEratioNS? (Y/N) ..ocoiuiiio ittt e st eenr e e e ennnes I:' RDS24B
If Yes (Y), specify: RDS24B1

24C) ANY CheStINJUIES? (Y/N) ..ot ei et e e e e e s e e e e e e e e e s e asae e e e e eeeeasasnteneeaeeeeannnrnnnees I:I RDS24C
If Yes (Y), specify: RDS24C1

I'd now like to ask you about your family history or respiratory disease.
25) Were either of you natural parents told by a doctor they had a chronic lung condition such as:
Father Mother

YES NO Don’'t Know YES NO Don’'t Know
Chronic bronchitis [] [] |:| [] [] |:|
Emphysema O O [JRDS25A2] [ O  [][RDS25B2]
COPD [] [] [] [] [] []
0 0O OFssM0 0O O
[] [] []

([RoS258] [

26) Were either of your natural parents ever a cigarette smoker?

Father: [ ] Yes [ No [] bon't know [RDS26A
Mother: []vYes [ ] No [ ] Don'tknow [RDS26B

I am now going to ask you about some common environmental exposes.
[Do not read] Cigarette Smoking

27) Have you ever smoked cigarettes? (No means less than 20 packs of cigarettes of 12 oz. of

Lung Cancer

O Roszo8s)

tobacco in a lifetime of less than 1 cigarette a day for one year at any time in your life) ......................... I:I RDS27
Y S ittt Y
N eveeeeeeeeeeeseeeeeeeeeee e eeeeeessseseeeee e N —[Go to item 34

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 5 of 13
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 2.0 11/09/10 Number SEQ#

28) How old were you when you first started regular cigarette SMOKING? ........cccveeiiiiiieiiiiine e I:”:I RDS28

Y S it s Y —{Go to Item 30
N O et N —Go to Item 31

30) How many cigarettes do you SMOKE PEI daY NOW? ..........ccveueereereereereeteeteeteeteseeseessesseseeseesessessesseseessesseseas I:”:I RDS30
RDS31
31) How old were you when you completely stopped SMOKING? .....coeveeiiiiiiiiriiiie e e e e e I:“:‘ YIS 0I0

RDS32
32) On average of the entire time you smoked, how many cigarettes did you smoke per day? .................... I:“:‘ per day

33) Cigarettes smoke in the past 24 hours: (check here |:| if does not apply) |IRDS33
Approximately how many cigarettes have you smoked in the past

I:”:I in 24 hours

I:”:I in 2 hours
I:H:I in ¥ hour

[Do not read] Pipe Smoking

34) Have you ever smoked a pipe regularly? (YES means more than 12 oz of tobacco in a lifetime)........... I:I RDS34
YBS oottt Y
N eeeeeeeeeeeseeeee e eeeeeeseseeeee e N —[Go to item 40

35) How old were you when you first started to smoke a pipe regularly?.............ccoccooiiiiiiiiiiicie I:“:‘ RDS35
36) Do you smoke a pipe (as of one month ago)? (Y/N) ..ccooeiiiiiiiii et I:I RDS36

Y eeeeeeeeee e eeeeeee e Y S5[Go to Item 37
N evveee s eeeeees e eeseees e eeseee e eseee s oo N —[Go to Item 39
RDS37
37) How much pipe tobacco do you SMoke Per day NOW? .........c.cuueeeiieeeiiiiiiiiiree e e e e e s srrrrer e e e e e e e s ssnnraeeeeeaeeeanns I:”:I 0z per day
RDS38
38) How old were you when you completely stopped SmMoKing @ PIPE? ....evvveieeieeeiiiiiiiiieee e e e e crvvreeee e e e e I:“:‘ yrs old
39) On average of the entire time you smoked a pipe, how many ounces of tobacco did you smoke RDS39
PEI WEEBK? ... bbb s I:I oz per week
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 2.0 11/09/10 Number SEQ#

[Do not read] Cigar Smoking

40) Have you ever smoked cigars regularly? (YES means more than 1 cigar a week for one year at

any time iN YOUT [ifE) ......oiiiiiiiii I:'

T N [Go to Item 44
41) How old were you when you first started to smoke cigars regularly?...........cccoooiiiiiiiiiiiiiee e I:“:‘ RDS41

Y oeoreeeeeeeeeeee e eseeee e Y 5[Go to Item 43
N e eeeeeeee e eeeeee e N —[Go to Item 44
RDS43
43) How many cigars SMOKE PEI TAY NMOW? .....ouuiiieiiiiiee ittt ettt ettt e et e e e s sbbe e e s et be e e e asbe e e e e anbreeeeaneeeeannnes I:“:' per day
RDS44
44) How old were you when you completely stopped SmMOKING CIgars?...........cceueaeiiiiiiiiiieaaeaeiiiiieeeea e e I:”:I yrs old
RDS45
45) On average of the entire time you smoked cigars, how many cigars did you smoke per week?............. I:“:‘ per week

I'd now like to ask you about your second-hand smoke exposures.

46) Which of the following best describes your approach to tobaccos smoking your home when you

ArE N TNE NOUSE? ...ttt e e et e e e st see e ere e e sneenne e I:I

Never allow smoking in home ..........cccccvvveeeeeevviciinneen, 1
Smoking is allowed only in certain rooms.................... 2
Smoking is allowed in all rooms of your home............. 3
RETUSEA ....oii i R
DONT KNOW ..ttt s D
RDS47A
47) For how many years has this been your approach to smoking in you home? ..........ccccccovviiiiiiiineennnnnns I:“:‘ yrs
REFUSEA ... .ccceeeieieee et R _RDS47B
DONT KNOW .. D -
48) Do you currently live in the same household with someone who smokes tobacco products?................. I:I RDS48
N T Y>[Go to Item 50
NO..eeeseee e e sees e e e e ers et ees e e N->[Go to Item 49
O N R-[Go to item 52
DOMT KNOW ..ottt D-{Go to Item 52)
49) Since age 18, have you ever lived in the same household with someone who smoked RDS49
tODACCO PrOUUCTES? ... e I:”:I yrs
Y ovrrrr e eeereeee e eeeeee e eee e 1-5/Go to Item 51
S 0-[Go to item 52
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. FORM CODE: RDS Visit

ID NUMBER: VERSION: 2.0 11/09/10  Number SEQ#
REFUSEA......veieiiiiieiicie e R-Go to Item 52
DOM'E KNOW. ..o D-Go to Item 52)

50) How many people in your household SMOKE? .............ccciuiiiiiiiiiiicii e I:“:' RDS50

51) Since age 18, for haw many years in total have you lived in the same household with RDS51A
someone else who smoke tobacCo ProdUCES?...........cccoeiiiiiiiiiiii I:“:‘ yrs
REfUSEA.....ooiiiiiiii
RDSSlB
DON'E KNOW....oiiiiiiieiit e D
52) Growing up until age 18, were there any adults in your household who smoked at home? .................... I:I RDS52
Y S et nar e e Y
NO.. e eeesees et e eresees e oo ers oo ere e ere e N —[Go to Item 54
REUSEL. . .ereeeeeseresees et sers e sers et ees e R —[Go to Item 54
DONMT KNOW ..ot D —Go to Item 54
53) Was this your father, your mother, or someone else? (check all that apply)
Father ... |:||RD853FATHERCBI|
e [J-fanswer item 54RDS53MOTHERCEI
(@1 1= PR RR ] RDS530THERCB
REFUSEU ... eee e e []|RDS53REFUSEDCBI|
DON't KNOW ... [ ]|RDS53NOTKNOWCBI |
54) Did your mother smoke cigarettes when she was pregnant with you before you were born? ................. I:I RDS55
Y S Y
N O N
REFUSEA ...eeiiiee e R
DON't KNOW......cviiiiiiiiiie i D
55) Growing up until age 18, for how many years in total did you live in the same household with RDS55A
someone else Who smoked tobacCO ProUCTES?........ueiiiiie i e e e e e e e e e e e e e e I:“:‘ yrs

[ (Y10 ET <o R
Don’'t Know D RDS55B

I would now like to ask you about any smoke exposure that may have occurred in the past seven
days.

56) Has anyone smoked tobacco in your home during the past seven days? .........ccccuveeeeiiieiiniiiiiieeeeeee e I:I RDS56
Y S Y
N YOS N
NO ANSWET ...t s U
57) During the past 7 days, how many hours in total were you exposed to someone else’s RDS57
tobaCcCO SMOKE At NOME? ...t s I:“:' hrs
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 2.0 11/09/10  Number SEQ#
58) During the past 7 days, did you enter a room in your home that was visibly Smoky?............cccccccceiiinis I:I RDS58
Y S Y
N O N
NO ANSWET .. s U
59) In the past 7 days, did you smell tobacco smoke in your home? (Y/N/U) .......ccccevvevevvereiieeireeseeeveenen, I:' RDS59
60) During the past 7 days, did you experience red eyes or eye irritation? (Y/N/U)......ooeveveeiiiiiiiiiennieeeininns I:I RDS60
61) During the past 7 days, did you experience runny nose or nose irritation? (Y/N/U)........cocooevvveereeennene. I:I RDS61
62) During the past 7 days, did you experience coughing, wheezing or chest tightness? (Y/N/U) ................ I:I RDS62

63) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung
problems after exposure to tobacco smoke in your NOME? (Y/N/U) ........cvvevereeeeeeeeeeeeeeeeeeeeeseeeeeseeeeen. I:I RDS637

64) In the past 7 days, have you visited another person’s home where someone was smoking RD864
tobacco products iINAOOIS? (Y/N/U)......ocuuiii ittt s e e st e e e st e e e s sab e e e s saba e e e s staeeessrbaeeeans I—‘|If N or U skip to 66|

65) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco RDS65
SMoke in another PErsON’S NOME? .......oo e I:“:‘ _

66) During the past 7 days, did you enter a room in another person’s home that was visibly

SMOKY? (YINJUY oo ]

67) In the past 7 days, did you smell tobacco smoke in another person’s home? (Y/N/U) ..........ccccooveueunne. I:I RDS67

You answered that you were exposed to someone else’s tobacco smoke in another person’s home.
During the past 7 days, did you experience any of the following after this exposure?

If No to Q64, Q66, and Q67, skip questions 68-71.:

68)Red eyes or eye irritatioNS? (Y/N/U) ....cooi i s s e e e e e s et e e e e e e snnrnreees I:I RDS68

69) Runny nose or NOSEe rMtatioN? (Y/N/U) ......cooiiiiiiiiiie et I:I RDS69
70) Coughing, wheezing, or chest tightneSS? (Y/N/U) .....ccoiiiiiiiiiiieeiiee et I:I RDS70

71) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

problems after exposure to tobacco smoke in another person’s home? (Y/N/U).......ccooocevieiiiiiiiiiienenenn. I:I RDS71
72) In the past 7 days, have you traveled by car or other vehicle with someone else who was RDS72
smoking tobacCo ProdUCES? (Y/N/U) ...ccouieeiiie ittt ettt e et ae e st e e tee e snbe e e stneennees I_‘I [1f N or U skip to 78]
73) In the past 7 days, how many hours did you spend traveling in a car while someone else was RDS73

SMOKING tODACCO? ...t I:”:I hrs
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 2.0 11/09/10 Number

SEQ #

You answered that you were exposed to someone else’s tobacco smoke while traveling by car.

During the pas 7 days, did you experience any of the following after this exposure?
If No to Q72, skip questions 74-77:

74) Red eyes or eye irfitationN? (Y/N/U) ....ooooo ittt e e e e s e s e e e e e s e s e e e e e s ennrnneees

75) Runny nose or NOSE irfitatioN? (Y/N/U)......uuueeiiire oot e e s e e e e e s e e e e e e e ennnnneees

76) Coughing, wheezing, or chest tightness? (Y/N/U).......uuuiiiiiiiiiiiiiieie e

77) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

problems after exposure to tobacco smoke in a car? (Y/N/U) ......eveieiiiiiiiiiiieecee s siraene e

[Do not read] IF NOT A WORKER SKIP TO 102
78) During the past 7 days, did anyone smoke tobacco inside your workplace, that is, while you

were WOrking INAOOIS? (Y/N/UY) ...ttt ettt e e e et et e e e e e e e s bbb e e e e e e e e anbnbeeeaaaeeas

79) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco

[1f N or U skip to 80|

SMoKe iNSIde YOUr WOTKPIACE? ........couiiiiii i e I:I hrs
80) During the past 7 days, did you enter a room in your workplace that was visibly smoky?....................... I:I RDS80
81) In the past 7 days, did you smell tobacco smoke in your WOrkplace? .............ccv.veveeeeveeeeseeseersrenrneees I:I RDS81

You answered that you were exposed to someone else’s tobacco smoke in your workplace. During

the past 7 days, did you experience any of the following after this exposure?
If No to Q78, Q80, and Q81, skip questions 82-85:

82) Red eyes or eye irritationN? (Y/N/U) ......cooi ittt e e e s s ea e e e e e s e et e e e e e s sanrnreees

83) Runny nose or NOSE irftatioN? (Y/N/U).......uuiiiiiie oot s e e e e e e s r e e e e e snnrereees

84) Coughing, wheezing, or chest tightness? (Y/N/U).......uuuuiiiiiiiiiiiiiie e

85) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

problems after exposure to tobacco smoke in your workplace? (Y/N/U)......eeeeveeiiiiiiiiiieeeee e cccciieeeeenn,

86) Is there an outdoor area at your workplace where cigarette smokers routinely gather or

congregate t0 SMOKE? (Y/N/U)....c.ii ettt ettt e e st e s e e st e s aaesaeesaeesaeesaeesrenseeeneesseesreenneenneas

87) In the past 7 days, how many times did you walk through or past this area while others were

LS (0L T T A 1N ) TS

88) During the past 7 days, how many hours in total did you spend in an outdoor smoking area while

people were SMOKING? (Y/NIU) .....ooui ettt s s s e s e e steesbe e saeesbeesteeste e teenteenteeseesseesteesteensensenns

Respiratory Disease and Smoke Exposure Questionnaire, RDS
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 2.0 11/09/10 Number SEQ#
89) While walking through or past this area, did you smell Smoke? (Y/N/U) ......ccccoveoririncieninenee s I:I RDS89

In the past 7 days, did you walking through or past this area result in your experiencing any of the
following:

If No to Q86, skip questions 90-93:

90) Red eyes or eye irfitatioN? (Y/N/U)......oouuiiiiiiiiee ettt st bbe e e I:I RDS90

91) Runny nose or NOSE IrMtatioN? (Y/N/U) ....coooiiiiiiiiiiie e st e e e I:I RDS91
92) Coughing, wheezing, or chest tightnesS? (Y/N/U) ......coiuiiiiiiiiiie et I:I RDS92

93) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

problems after walking through or past this area? (Y/N/U).........ccoeuruereeiiesenseseseieeesssseeesseseseeenas I:I RDS93

94) Do your job duties directly involve working outdoors one or more hours per Week? ..........ccoeovevveinnieniiennen. I:I RDS94

95) In the past 7 days, how many hours did you spend near coworkers who were smoking tobacco

(o101 (o [oT0] £ TSP S TP PRSPPI I:I

96) During the past 7 days, did you smell tobacco smoke while working OUtJOOIS? ..............oveeeereeeeresereerenenes I:I RDS96

You answered that you were exposed to your coworker’s tobacco smoke while working outdoors.
During the past 7 days, did you experience any of the following after this exposure?

If No to Q95 and Q96, skip questions 97-100:
97) Red eyes or eye irfitationN? (Y/N/U) ....ooooo ittt e e e e e e e s s et aee e e e e s ennenneees I:' RDS97

98) Runny nose or NOSE irftatioN? (Y/N/U) .......uuiiiiiie oot e e e e s e e e e e e s nnreaeees I:' RDS98
99) Coughing, wheezing, or chest tightness? (Y/N/U).......uvuiiiiiiiiiiiiiicee e e e I:I RDS99

100) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung
problems after exposure to tobacco smoke outside? (Y/N/U) ......c..oooiiiiiiiiiiiiieiieee e I:I RDS100

101) In the past seven days, have you been at an outdoor location (besides work) where someone RDS101
was smoking tobacco Products OULSIE? (Y/IN/U) ..........ccueueiririririsieieieeesesises e sesesese s ssssesesssesesesens [1f N or U skip to 103

102) Where was this location? RDS102

RDS103

103) During the past 7 days, did you smell tobacco smoke in this outdoor location? (Y/N/U) ........ccccccevvevveiennne I_‘I [1f N or U skip to 103
104) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco smoke RDS 104

thiS OUIAOON IOCALIONT ...ttt s I:”:I hrs

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 11 of 13
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FORM CODE: RDS Visit

ID NUMBER: VERSION: 2.0 11/09/10 Number SEQ#

During the past 7 days, did you experience any of the following after this outdoor exposure:
If No to Q101 and Q103, skip questions 105-108:

105) Red eyes or eye irfitation? (Y/N/U) ......ooiiiiiiie et I:' RDS105

106) Runny nose or NOSE irritatioN? (Y/N/U) ....uuiieiiee it e e e e e e e s s ee e e e e e e nnanaees I:I RDS106
107) Coughing, wheezing, or chest tightn@ss? (Y/N/U) .....ceevieiiiiiiiiieiee e e e I:I RDS107

108) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

problems after exposure to tobacco smoke in this outdoor location? (Y/N/U) .......cceveveeiiiiiiiieinneeenininns I:I RDS108
109) In the past seven days or nights, were you in a bar, nightclub, cocktail lounge, sports arena, or RDS109
concert hall where someone else was smoking tobacco products? (Y/N/U)......cccccvevveeereinieneeseene e [1f N or U skip to 111]
110) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco smoke RDS110
in a bar or other place of ENLEIAINMENT? ..o e I:“:‘ hrs

111) During the past 7 days, did you enter a room in a bar or other place of entertainment that was

ViISIDIY SIMOKY? (Y/NTU) ...ttt e e oottt e e e e e e s bbb be e e e e e e e e s nbabe e e e e e e e nnbbeeeaaaaeas I:I

112) In the past 7 days, did you smell tobacco smoke in a bar or other place of entertainment?.............cccocceeneene I:I RDS112

You answered that you were exposed to someone else’s tobacco smoke in a bar or other place of
entertainment. During the past 7 days, did you experience any of the following after this exposure
If No to Q109, Q111, and Q112. skip questions 113-116:

113) Red €YeS OF €Y iMTItAHON? (Y/N/U) ....veeeeeeeeeeeeeeeeeeeeeeeeeeeseeee s s eeeseseees s e ese s esesees s s eenneenenens I:I RDS113
114) Runny nose or NOSE irfitatioN? (Y/N/U) ....uuveeiiee ittt e e e e e s s e e e e e e s nnnenees I:I RDS114
115) Coughing, wheezing, or chest tightn@ss? (Y/N/U) .....ccvvie oo I:I RDS115

116) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

problems after exposure to tobacco smoke in a bar or other place of entertainment? (Y/N/U).............. I:I RDS116
117)1 have asked you about exposure to someone else’s tobacco some in your home, friend’s home,

work, outdoor locations, and bars or nightclubs. In the past 7 days, was there any other location RDS117

where you were exposed t0 tohacco SMOKE? (Y/N/U) ......c.ccucuieieeieieieteeeeeeeee et ee ettt en st saen s [1f N or U skip to end]|

..................................................................................................................... [ ][RDs118]

119) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco smoke

i EHIS TOCATON? (Y/N/U) w..ooovoeeeeeeseeeeeeeeee e seeesssseeee e ceesseeee e seesseseeeee s eeesseeeee e [ ][RDs119

During the past 7 days, did you experience any of the following after this outdoor exposure:

118) Where was this location? (Y/N/U)

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 12 of 13
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 2.0 11/09/10 Number SEQ#

120) Red eyes or eye irfitationN? (Y/N/U) ...ueeeiei ettt e e e e e e e e e e e e s s annbae e e e e e s snnrneeees I:I RDS120
121) Runny nose or NOSe irfitationN? (Y/N/U) ....cooiiiiieieee ettt e e e e e e e e e e ee e e e e s ennrnneees I:I RDS121
122) Coughing, wheezing, or chest tightness? (Y/N/U) ... e e I:I RDS122

123) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

problems after exposure to tobacco smoke in this 10cation? (Y/N/U) .........ceeirrererninneneeeeseensensennens I:I RDS123

I would now like to ask you about any smoke exposure that may have occurred as a result of
marijuana use. Please remember that all information that you give us is confidential, and only
certified SPIROMICS personnel will have access to this information.

124) Have you ever smoked marijuana (cannabis, pot, or hashish)? ..o, RDS124

N e N —[G0 to END)

125) Have you ever smoked marijuana regularly (five times or more in a given yean? ..................... RDS125
Y S Y
NO L. N

126) On average over the entire time that you smoke(d) about how many joints per week do (did)

VL0 LU= 0 1 0] 2= N RDS126

127) On average over the entire time that you smoke(d) about how many pipes per week do (did)

R 01U IR 1 1[0 2= PPN

128) How many years have you smoked pot/Marijuana?.........ccccueeeuieeuneenieineieeiieeeeee e eenneenneeneens yrs RDS128
129) Have you smoked marijuana in the last 12 MonthS?.........ccoi i RDS129

Y S Y

NO . N
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SPIROMICS

OO RESPIRATORY DISEASE AND SMOKE
EXPOSURE QUESTIONNAIRE

. [BLIND FORM CODE: RDS Visit =2
D NuvBER: |BLINDID VERSION: 1.0 1026110 Nymber 1> | SEQ#

O0a) Form Date.............. I:“:I/I:“:'/I:“:“:“:' Ob) Initials.............. |:||:||:||RDSOBNUM|

Instructions: This form should be completed during the participant’s visit. Please answer all questions.

I would now like to ask you detailed questions about your experiences with
respiratory disease and smoke exposure.

The following questions relate to respiratory symptoms.

1)

2)

3)

4)

5)

6)

Do you usually cough at all during the rest of the day or night? (Y/N) .....coccoieiiiiiiie e, I:' RDS03

If yes (Y) to any of the above (1, 2, 3), answer the following:
3a) Do you cough like this on most days, for 3 consecutive months or more during the year? (Y/N) ..... I:I RDS03A

3b) For how many years have you had thisS COUGN?..........cooiiiiiiiiiii e I:“:‘ RDS03B
Do you usually bring up phlegm from your chest? (Y/N) ...cc.ueiiiiiiiieee e I:I RDS04

4a) If yes (), do you usually bring up phlegm like this as much as twice a day, 4 or more days

OUL OF tNE WEEK? (Y/N) ... e I:I

Do you usually bring up phlegm from your chest on getting up, or first thing in the morning? (Y/N) ....... I:I RDS05

Do you usually bring up phlegm form you chest during the rest of the days or at night? (Y/N) ............... I:I RDS06

If yes (), to any of the about (4, 5, 6), answer the following:

6a) Do you bring up phlegm like this on most days for 3 consecutive months or more during the

D CL L N ) RSP EUPT I:' RDSO06A
6b) For how many years have you had trouble with phlegm?.............ooii e I:“:' RDS06B

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 1 of 13
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

7) Inthe past 12 months, have you had periods or episodes of cough with phlegm that lasted 1
week or more? (If you usually have cough and phlegm, please count only periods or episodes

of increased cough and phlegm). (Y/N) ...eeo e e e e e neee I:I RDSO07
7a) If yes (Y), about how many such episodes have you had in the past 12 months?............ccccocovvennnen. I:“:‘ RDSO7A
7b) If yes (Y), for how many years have you had at least one such episode per years? .............cc......... I:“:' RDS07B

8) Have you ever had wheezing or whistling in your chest? (Y/N) (If NO, o t0 11) .....cooviiiiiiiiiiiiiiienis |:| RDS08
8a) If yes (Y), about how old were you when you first had wheezing or whistling in your chest? ........... I:“:l yrs

9) Have you ever had an attack of wheezing or whistling in your chest that made you feel short of

o] C=T 11 1 (] N ) T PP I:I

9a) If yes (Y), about how old were you when you had your first such attack?..............ccccocoeiiiininnnn. I:“:'
9b) Have you ever had 2 or more such attacks? (Y/N) .....coocuiiiiiiiiiiiie e I:'

9c) Have you ever required medicine or treatment for such attacks? (Y/N) .......cccccociviiiiiiiiiiiiiincinn, I:'

10) In the last 12 months, have you had wheezing or whistling in your chest at any time? (Y/N)................. I:I
10a) If yes (Y), in the last 12 months, does your chest ever should wheezy or whistling...
When you have a cold? [ ] Yes [] No [RDS10A1
Occasionally apart from colds? [ ] Yes [] No [RDS10A2
More than once a week? |:| Yes |:| No |RDS10A3
Most days or nights? [ 1 Yes [] No |RDS10A4

11) In the last 12 months, have you been awakened from sleep by coughing, apart from a cough

associated with a cold or chest infection? (Y/N) ..o I:' RDS11

12) In the last 12 months, have you been awakened from sleep by shortness of breath or a feeling

Of tIghtNESS IN YOUT CHEST? (Y/N) .o e e e s e s e e e e e s e e a e e e e e e e s snnsrnnneeaens I:I RDS12

Questions 13-14 are about symptoms that occur when you do not have a cold of the flu.

13) In the past 12 months, have you had wheezing or whistling in your chest at any time? (Y/N)................. I:I RDS13

14) In the past 12 months, have you been bothered by watery, itchy, or burning eye when you did

NOW have a cold OF the fIU? (Y/N)....o et e e e e e e e snnaeeas I:I RDS14

15) Are you unable to walk due to a condition other than shortness of breath? (Y/N) ......cccoocoiiiiiiiiiinnnn. I:I RDS15
INATURECONDITION |

Nature of condition:

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 2 of 13
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FORM CODE: RDS Visit

ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

These next questions relate to respiratory conditions

16) Have you ever had asthMa? ..o e I:I RDS16

Y S it Y
N O e N —|Go to Item 17|
DONMt KNOW ... e U —Go to Item 17

16a) At about what age did it STAM?.......eeeeiiicee e e e e s s e e e e e e e e snnreaeeeees I:“:‘
|:| As a child; age not known (Check is appropriate)

16b) Was it diagnosed by a doctor or other health professional? (Y/N/U)..........cccoevviiiiiiiiiiiniicininnn, I:'

16C) DO YOU Sl NAVE It2 (YINIU) correoeeeee oo oo [ J[RDS16C]

16d) If you no longer have it, at what age did it STOP?.......cueeiiiiiiiieiiee e I:“:'

[_] As a child; age not known (Check is appropriate)|[RDS16D1

16e) In the past 12 months, have you received medical treatment, take medications or used

an inhaler for aSthMAa? (Y/N) .....c.ciiiiieieieiiit et I:' RDS16E

17) Have you ever had any hay fever (allergy involving the nose and/or eyes)? ........cccccvviiviieeieeeiniiiiinnenn. I:' RDS17
YES oottt Y
LY N —[Go to item 1
DOM'E KNOW. ... U -[Go to Item 1§

17a) At about what age did it STAr?.............cocoiiiiiiii I:“:‘

|:| As a child; age not known (Check is appropriate)
17b) Was it diagnosed by a doctor or other health professional? (Y/N/U)......cccccovvvvviiiveeee e I:I
17) DO YOU SHll RAVE It (YINIU) .o ]
17d) If you no longer have it, at what age did it STOP?......veeiieieiiiiir e I:“:‘

[_] As a child; age not known (Check is appropriate) [RDS17D1

17e) In the past 12 months, have you received medical treatment, take medications or used a

nasal spray for Nay fEVEI? (Y/N) ... ettt e e e e e e e e e e ennneeee I:' RDS1/7E
18) Have you ever had an attack of BIONCRIIS?..............ccuevuieceeieeee e I:I RDS18

Y S it Y
N O i N —|Go to Item 19
[ To] 1 A T 1 U —Go to Item 19

18a) Was it diagnosed by a doctor or other health professional? (Y/N/U)..........cccoccviviiiiiiiiiiicininnn, I:' RDS18A
18b) At about what age did you first have BronChiItIS? .............cco.eveueveeeieeceeieee e I:“:‘ RDS18B
|:| As a child; age not known (Check is appropriate) |RDSB1 -
' RDS18C

18c) How many time have you had bronchitiS? ... I:“:' times
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#
19) Have you ever had pneumonia or bronChOPNEUMONIAT?.............c.ovvieeeeeeeeeeerseeee e |:| RDS19
YES oot Y
NO ..ottt N -[Go to Item 20|
DOM'E KNOW. ... U -[Go to Item 20|
19a) Was it diagnosed by a doctor or other health professional? (Y/N/U) .........cccooueeereeeeeeeeeeeereeeen, I:I RDS19A

19b) At about what age did you first have pneumonia or bronchopneumonia?.............cococvceeeeecnnnan. I:“:‘ RDS19B
|:| As a child; age not known (Check is appropriate) [ RDS19B1
RDS19C

19¢) How many time have you had pneumonia or bronchopneumonia?........cccccccovvcvvviveeeeiiiciieeneeeenn I:“:‘ times

20) Have you ever had chronic bronChitiS?.............cccoiiiiiiiiii I:' RDS20

Y S i Y
NO ..ottt N -[Go to Item 21|
DOM'E KNOW. ...t U -[Go to Item 21]
20a) Was it diagnosed by a doctor or other health professional? (Y/N/U) .........cococueeereeeeeeeeeeereeeen, I:I RDS20A

20b) At @bout What 8ge it It STAM?.........cuureriececirieeeeis ettt I:“:' RDS20B
20C) DO YOU Still NAVE I (Y/N/U) ..ot D RDS20C

20d) Inthe past 12 months, have you received medical treatment, take medications or used a

inhaler for chronic BIONCHItIS? (Y/N) ........c.ovieeeeeeeeeeeeeeeeeeee ettt I:' RDS20D
21) Have you ever had EMPRYSEMAT? ....c.occiiiiiieie et e e e e s s s e e e e e e e e s ae e e e e e e s s snnteaeeeaeeeannnneees I:I RDS21

Y S i Y
LY N —[Go to item 22
DOM'E KNOW. ...t U -[Go to Item 22|

21la) Was it diagnosed by a doctor or other health professional? (Y/N/U)......ccccccvveeiiiiiiiieeee e, I:I RDS21A

21b) At about what age did it STAM?..........cccoiiiiii e I:“:‘ RDS21B
21C) DO YOU SHIl NAVE It? (Y/NIU) ..ottt e et e e s s e en e D RDS21C

21d) Inthe past 12 months, have you received medical treatment, take medications or used a

inhaler for emMpPhYSEMAaT (Y/N) ...ttt e e e et e e e e e e e e et e e e e e e e e e nnneeees I:' RDS21D

22) Have you ever had COPD (chronic obstructive pulmonary diSEase)? .......ccccccvevvuvveireieeeiisiiieeeeee e e s I:I RDS22
Y S ittt Y
NO ettt ettt N -[Go to Item 23]
DOM't KNOW......oeoeeceieec et U —[Go to Item 23
22a) Was it diagnosed by a doctor or other health professional? (Y/N/U) .........ccooceceeereeeeeeeeceeeeeeenn, I:I RDS22A

22b) At abOUt What BJE Qitl It STAM?.......ceueereearieeeseeseeeseeeeesees ettt I:“:‘ RDS22B
22C) DO YOU Stll NAVE I (Y/NJU) ¢.eooeocircereeeeseesseesesessse st D RDS22C

22d) Inthe past 12 months, have you received medical treatment, take medications or used a

INNAIE FOF COPD? (Y/N)....or oo |_|[RDS22D]
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#
23) Have you ever had SIEEP PNEAT ............ccccoviveveeieeeeseeeee e s s en s s sttt ettt eeeeens |:| RDS23
Y S Y
NO oottt s ettt N —[Go to Item 24
DOM'E KNOW. ... U -[Go to Item 24
23a) Was it diagnosed by a doctor or other health professional? (Y/N/U)......cccccceveeiiiiciiiiene e, I:I RDS23A

23b) At about what age did it STAM?..........ccciiiiii e I:“:‘ RDS23B
23C) DO YOU SHll NAVE T2 (Y/NJU) ¢t e et e st ee s eee e s es e D RDS23C

23d) In the past 12 months, have you received any treatment for sleep apnea? (Y/N)........cccocccueunne... I:' RDS23D

24) Have you ever had:

24a) Any Other ChESt IlNESSES? (Y/N) ....ocvcveveeeeeeeeeeeeeeeeeeeeeeeeeee e et esese ettt eesenensnss s nnenans I:' RDS24A
If Yes (Y), specify: RDS24A1

24D)  ANY ChESt OPEIAtIONS? (Y/N) ...eeeeeeeeeeeeeeeeeeeeeee e et e et ee e ee et s s e e e et en e ee s eeeeeseneneen, I:I RDS24B
If Yes (Y), specify: RDS24B1

286) ANY CRESLIMUIIES? (YIN)....ceoooosooosoo oo [ ][RDS24C]
If Yes (), specify: [x2524C1

I’d now like to ask you about your family history or respiratory disease.
25) Were either of you natural parents told by a doctor they had a chronic lung condition such as:
Father Mother

YES NO Don’t Know YES NO Don’'t Know
Chronic bronchitis [] [] |:| ] ] |:|
Emphysema [] ] [] (] [] ]
COPD ] ] [l [l ] ]
O O Ofssad O 2 Ofosed]
Lung Cancer |:| |:| |:| |:| |:| |:|

26) Were either of your natural parents ever a cigarette smoker?

Father: [ ] Yes [ 1No [ ] pon't know |RDS26A
Mother: [] Yes [ ] No [ ] Dontknow [RDS26B

| am now going to ask you about some common environmental exposes.
[Do not read] Cigarette Smoking

27) Have you ever smoked cigarettes? (No means less than 20 packs of cigarettes of 12 oz. of

tobacco in a lifetime of less than 1 cigarette a day for one year at any time in your life) .............c.c......... I:I RDS27
Y S ittt Y
N e eeeeee e esseeee e ereeee e N -[Go to item 34
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

28) How old were you when you first started regular cigarette sSmoking? ............ccccooviiiiiiiiiiii e I:“:' RDS28
29) Do you smoke cigarettes (as of one month ago)? (Y/N)...ooueeiiiiiiieiiii e I:I RDS29

D = TP Y —(Go to Item 30
N O i N —|Go to Item 31|

30) How many cigarettes do You SMOKE P day NOW? ............ccceeeuruieierrieesererisesesessesesesssssseeseseeesesesesesesens I:“:' RDS30

31) How old were you when you completely stopped SMOKING? .....ovvveiiiiiiiiiiiiie e I:“:‘ rs old
per day

32) On average of the entire time you smoked, how many cigarettes did you smoke per day? .................... I:“:‘

33) Cigarettes smoke in the past 24 hours: (check here [_] if does not apply) [RDS33
Approximately how many cigarettes have you smoked in the past

I:H:' in 24 hours

I:“:' in 2 hours
I:“:‘ in ¥2 hour

[Do not read] Pipe Smoking

34) Have you ever smoked a pipe regularly? (YES means more than 12 oz of tobacco in a lifetime)........... I:' RDS34
Y BS ittt Y
LY N —[Go to item 40

35) How old were you when you first started to smoke a pipe regularly?.........ccccooiiiiiiiii I:“:' RDS35
36) Do you smoke a pipe (as of one month ago)? (Y/N) ..ceeeeoiiiiiiiiieie e e e I:I RDS36

YES woooteeeeeeeeseree oot Y —[Go to item 37
N e eeeeee e esseeee e ereeee e N -[Go to item 38
RDS37
37) How much pipe tobacco do you Smoke per day NOW? ...........uuiiiiiiiiiiiiiiiee e et e e eee e e e e e I:“:' 0z per day
RDS38
38) How old were you when you completely stopped smoking @ PIPEe? ...ccuvvveiiieeeiiiiiieee e yrs old
39) On average of the entire time you smoked a pipe, how many ounces of tobacco did you smoke RDS39
DB WK ? .ttt oottt et oo oottt e e e e oo e et e bttt e e e e e e e e ah ettt et e e e e e e R E e Ao et eeeeeeanheeeeeeae et e aannbeeeeeeeeeaaaannrrnneaaaans 0z per week
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

[Do not read] Cigar Smoking

40) Have you ever smoked cigars regularly? (YES means more than 1 cigar a week for one year at

ANY HIME TN YOUE TIR) ..ottt ettt ettt e e e et e et et en e e et et e s e e enen e, I:I RDS40
N ettt et ee et e e et et e e et et e e e et et e e en et e et e N 5[Go to Item 46|

41) How old were you when you first started to smoke cigars regulary?.............oooveeeeeerersesseeereseenns I:“:' RDS41

Y S it Y —{Go to Item 43
N O et e N —|Go to Item 44

_RDS43
43) How many Cigars SMOKE PEI AAY NOW? ......uuiiiiieeeiiiiiiiieeee e e s sssiieee e e e e e e s sssstaeeeeaeeessassntaeeeeeeessanssnanneeeeeesanns I:“:‘ per day

RDS44
44) How old were you when you completely stopped SmMOKING CIgars?.........ccuueeieiaeiiiiiiiiiiieee e e e I:“:' yrs old

RDS45
45) On average of the entire time you smoked cigars, how many cigars did you smoke per week?............. I:“:‘ per wee

I'd now like to ask you about your second-hand smoke exposures.

46) Which of the following best describes your approach to tobaccos smoking your home when you

ArE N ThE NOUSE? ..ottt et e e et e e e st e e e s bt e e s nbn e e e e nbee e e e nnes I:'

Never allow smoking in home ...........cccccvvveveeeen i, 1
Smoking is allowed only in certain rooms.................... 2
Smoking is allowed in all rooms of your home............. 3
REfUSEA ... R
DON'T KNOW ...ttt evebebeeeeeees D
RDS47A
47) For how many years has this been your approach to smoking in you home?..........cccccccevviiiiiiienneee i, I:“:‘ yrs
REfUSEA ... R
RDS47B
DON't KNOW ....viiiiiiiiiiiiiieieeiee e D
48) Do you currently live in the same household with someone who smokes tobacco products?................. I:' RDS48
YES oottt ee e tee ettt Y-[Go to Item 50
Y N—->[Go to item 49
REMUSEU. ..ottt ettt R->[Go to item 52
DONT KNOW ..ottt ssssssssessseeees D-Go to Item 52)
49) Since age 18, have you ever lived in the same household with someone who smoked RDS49
tODACCO PrOOUCTS? ... et r e sre e sneesneesnee s I:“:‘ yrs
Y .ooeeer e eeeeee e eeeeee oot 1-5/Go to item 51]
LY 0-5[Go to item 52

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 7 of 13
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. FORM CODE: RDS Visit

ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#
REAUSEM. e RoiGo 1o Tiem 52
DOM'E KNOW......eeiiie e D-[Go to Item 52

50) How many people in your household SMOKE? ..........oouiiiiiiiiii e I:“:‘ RDS50

51) Since age 18, for haw many years in total have you lived in the same household with RDS51A
someone else who smoke tobacCo ProdUCTS?...........ccoiiiiiiiiii e I:“:‘ yrs
REFUSEA......oiiiiiiiii e
RDSSlB
DON'T KNOW......uuiiiiiiiiiiiiiiiiiiiiiiiainieieisiersiersesrsrsesrerennrarnne D
52) Growing up until age 18, were there any adults in your household who smoked at home? .................... I:I RDS52
Y S ittt Y
NO oot ees e sees et et ees et ees et et e sees et N —[Go to Item 54
REMUSEU. ..ottt ses ettt R -/Go to Item 54
DONT KNOW ..ottt ettt ssssssssssseees D —[Go to Item 54
53) Was this your father, your mother, or someone else? (check all that apply)
FANET ..ottt |:||RD853FATHERCB||
MOTNET ... [ ]-lanswer item 54 RDS53MOTHERCBI |
o S [1|[RDS530THERCEBI|
REFUSE ... [1|RDS53REFUSEDCBI|
DONT KNOW ... [1|[RDS53NOTKNOWCBI |
54) Did your mother smoke cigarettes when she was pregnant with you before you were born? ................. I:' RDS55
Y S i Y
N Ot N
REFUSEA ..o R
DONT KNOW......eviiiiiiiiiee e D
55) Growing up until age 18, for how many years in total did you live in the same household with RDS55A
someone else who smoked tohacCo ProdUCIS?.........eeevie i I:“:‘ yrs
REFUSEA ..o R
DON'T KNOW ... D RDS55B

I would now like to ask you about any smoke exposure that may have occurred in the past seven
days.

56) Has anyone smoked tobacco in your home during the past seven daysS? .........cccuveeeiieiiiiiiiiiiieeeee s I:' RDS56
Y S Y
LY N—->{Go to item 64
NO ANSWE ....ttiitiiiiiiiiiiitbebabebebebebebebabebebebebebebebeeereeerernee U
57) During the past 7 days, how many hours in total were you exposed to someone else’s RDSS?
tODACCO SMOKE AL NOME? ..o s I:“:‘ hrs
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#
58) During the past 7 days, did you enter a room in your home that was visibly Smoky? ............ccccccceeiinins |:| RDSS8
Y S Y
N O N
NO ANSWET ... U
59) In the past 7 days, did you smell tobacco smoke in your home? (Y/N/U) ....c.coovviiiiiiieiee i I:I RDS59
60) During the past 7 days, did you experience red eyes or eye irritation? (Y/N/U)......cccccveeiiiiiiinineeeeeeiiinnns I:I RDS60
61) During the past 7 days, did you experience runny nose or nose irritation? (Y/N/U)..........cccccvvevereeniinnnns I:I RDS61
62) During the past 7 days, did you experience coughing, wheezing or chest tightness? (Y/N/U) ................ |:| RDS62

63) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

......................................................... [[][RDS637]

problems after exposure to tobacco smoke in your home? (Y/N/U)

64) In the past 7 days, have you visited another person’s home where someone was smoking
tobacco products iINAOOIS? (Y/N/U) ......eiiuee ittt ettt ete et e e st e et e et e e snbe e e sabe e snreeenreas I—hlf N or U skip to 66|

65) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco
SMOKE iN anOther PErSON'S NOMIB? ... ... e ittt ettt e e e e e sttt e e e e e e e annbteeeeaeeeeannneeees hrs

66) During the past 7 days, did you enter a room in another person’s home that was visibly

S 0010 Yz ) L ) T PERP I:'

67) In the past 7 days, did you smell tobacco smoke in another person’s home? (Y/N/U) ........ccoceeiiiinnnnns I:' RDS67

You answered that you were exposed to someone else’s tobacco smoke in another person’s home.
During the past 7 days, did you experience any of the following after this exposure?

If No to Q64, Q66, and Q67, skip questions 68-71.:

o RDS68
68)Red eyes or eye irfitatioNS? (Y/N/U) ..cooi it e e e e e e e nnbeaee e e s I:'

69) Runny nose or NOSE IrfitatioN? (Y/N/U) ...t e e e e e e e e s I:' RDS69
70) Coughing, wheezing, or chest tightnesSS? (Y/N/U) .......uuiiiiiiiiiiiie et I:' RDS70

71) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

problems after exposure to tobacco smoke in another person’s home? (Y/N/U) I:' RDS71

72) In the past 7 days, have you traveled by car or other vehicle with someone else who was RDS72
smoking tobacCo ProdUCES? (Y/NJU) .....cciuiiieie ettt st e et e e sbe e saae e sareeeareas I_il If N or U skip to 7§
73) In the past 7 days, how many hours did you spend traveling in a car while someone else was RDS73

SMOKING TODACCO? ... s s e s ae e s sre e s I:“:‘ hrs

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 9 of 13
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number

SEQ #

You answered that you were exposed to someone else’s tobacco smoke while traveling by car.

During the pas 7 days, did you experience any of the following after this exposure?

If No to Q72, skip questions 74-77:

74) Red eyes or eye irfitatioN? (Y/N/U) ....ooo oottt e e e e e e e e e e e nnbaaeee e s

75) Runny nose or NOSE irritatioN? (Y/N/U) ...t a e eeeeas

76) Coughing, wheezing, or chest tightnesS? (Y/N/U) .......uuiiiiiiiiiiiiii et

77) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

problems after exposure to tobacco smoke in a car? (Y/N/U) ...

[Do not read] IF NOT A WORKER SKIP TO 102
78) During the past 7 days, did anyone smoke tobacco inside your workplace, that is, while you

were WOrking iNAOOIS? (Y/N/U) ....uuieeiiei ettt e e e e e e e e s s e e e e e e s s ssnn e e e eaaeeesnnnenneeaeaeenanns

79) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco

[[1f N or U skip to 80|

SMOKE INSIAE YOUI WOIKPIACE? ....eeeieee ettt ettt e s e e e e e e et e e e e e e e st e e e e e e s e snnsbaaeeeaeeeannnnnnees hrs
80) During the past 7 days, did you enter a room in your workplace that was visibly smoky?....................... I:I RDS80
81) In the past 7 days, did you smell tobacco Smoke in your WOrkplace? .............oc.ewuerreencmernceneeernnenens I:I RDS81

You answered that you were exposed to someone else’s tobacco smoke in your workplace. During

the past 7 days, did you experience any of the following after this exposure?
If No to Q78, Q80, and Q81, skip questions 82-85:

82) Red eyes or eye irfitatioN? (Y/N/U) ....ooo oottt e e e et e e e e e e e e nnbeaeeeaeas

83) Runny nose or NOSE IrfitatioN? (Y/N/U) ... et e e e e e e as

84) Coughing, wheezing, or chest tightnesS? (Y/N/U) .......uuiiiiiiiiiiiiii et

85) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

problems after exposure to tobacco smoke in your workplace? (Y/N/U).........ueeiiiiiiiiiiiiiiiaeeiiieeeee e

86) Is there an outdoor area at your workplace where cigarette smokers routinely gather or

coNgregate t0 SMOKE? (Y/N/U) ..ottt sttt et e et e be et b e aeese e e et e eeeseeebesaeene e e aneeneeseennas

87) In the past 7 days, how many times did you walk through or past this area while others were

LS o]l gL I N ) SRS

88) During the past 7 days, how many hours in total did you spend in an outdoor smoking area while

people were SMOKING? (Y/NIUY) ...ttt e et be et ese e e e e e seesbesbesaesbeeneenseneensessesneas

Respiratory Disease and Smoke Exposure Questionnaire, RDS

|—i| If N or U skip to 94|
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#
89) While walking through or past this area, did you Smell SMOKE? (Y/N/U)........ccervereeereeeeeeereserseseeseessesss s, I:' RDS89

In the past 7 days, did you walking through or past this area result in your experiencing any of the
following:

If No to Q86, skip questions 90-93:

90) Red eyes or eye irfitatioN? (Y/N/U) ....cooo oottt e e e et e e e e e e e e snnbeaeeeeeas |:| RDS90
91) Runny nose or NOSE IIMItAtioN? (Y/N/U) ......c.cvieoueieeieieeeeeeee ettt ettt a e ae e eaeeeene |:| RDS91
92) Coughing, wheezing, or chest tightnESS? (Y/N/U) .......ccoveieeeeeeeeeeeeeeeeeeeee e |:| RDS92

93) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

problems after walking through or past this area? (Y/N/U)........ccccoveiererierieieese e I:' RDS93

94) Do your job duties directly involve working outdoors one or more hours per Week? ..........ococveeeveeneneneneene. I:' RDS94

95) In the past 7 days, how many hours did you spend near coworkers who were smoking tobacco

(o101 (6 (0T (32 O U TROUSRR I:'

96) During the past 7 days, did you smell tobacco smoke while working outdoors?.............cccoeveerencienencenenene I:' RDS96

You answered that you were exposed to your coworker’s tobacco smoke while working outdoors.
During the past 7 days, did you experience any of the following after this exposure?

If No to Q95 and Q96, skip questions 97-100:

97) Red eyes or eye irfitatioN? (Y/N/U) ....ocice oottt e st e e e s s s e e e e e e s s nan e e e e e e e e snnrnaneeees I:I RDS97
98) Runny nose or NOSE MtAtioN? (Y/N/U).......ccovuiiiiimiiiiiiiiniiicieisinie et I:' RDS98

99) Coughing, wheezing, or chest tightness? (Y/N/U) .......uuuiiiieeiiiiiiiee e a e I:I RDS99

100) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

problems after exposure to tobacco SMOoKe OULSIAE? (Y/N/U) .....v.eevveeeeeeeeeeeeeeeeeeeeeeee s I:I RDS100

101) In the past seven days, have you been at an outdoor location (besides work) where someone RDS101
was smoking tobacco products OULSIAE? (Y/N/U) ........cucueeeveeeeeeeeeeeeeseee et eveseseses e s st tessssse s s s snssssnses I_il If N or U skip to 103]

102) Where was this location? RDS102

RDS103
L]

103) During the past 7 days, did you smell tobacco smoke in this outdoor location? (Y/N/U) ......ccccceeeiernninnnnnne If N or U skip to 103

104) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco smoke RDS104
LI Tws

L1a TSR0 10 (0 [o o) gl (o Tor=1 1 0] o 17T
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. FORM CODE: RDS Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

During the past 7 days, did you experience any of the following after this outdoor exposure:
If No to Q101 and Q103, skip questions 105-108:

105) Red eyes or eye irritation? (Y/N/U) ..ottt e s s e e e e e e st e e e e e e e s snnrnneeeee s I:I RDS105

106) Runny nose or NOSE irritationN? (Y/N/U) .....uueerieeiiiiiiiieiee et e e s s e e e e e s e e e e e e e snnrnaneeee s I:I RDS106
107) Coughing, wheezing, or chest tightness? (Y/N/U) ......cevieiiiiiiiiiieee e e e I:I RDS107

108) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung
problems after exposure to tobacco smoke in this outdoor location? (Y/N/U) ......cccevvviiiiiieineeeiiiicinieenn. I:I RDS108

109) In the past seven days or nights, were you in a bar, nightclub, cocktail lounge, sports arena, or RDS109
concert hall where someone else was smoking tobacco products? (Y/N/U) .......ccccevevevcvnenenieeieseese e I_il If N or U skip to 111]
110) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco smoke RDS110
in @ bar or other place of eNLErtaINMENT? ... I:I hrs

111) During the past 7 days, did you enter a room in a bar or other place of entertainment that was

VISIDIY SMOKY? (Y/NIU) ...ttt ettt et ekt e st e e st e e sabb et e e aabne e e s snneeeas I:'

112) In the past 7 days, did you smell tobacco smoke in a bar or other place of entertainment? .............ccccoeee. I:' RDS112

You answered that you were exposed to someone else’s tobacco smoke in a bar or other place of
entertainment. During the past 7 days, did you experience any of the following after this exposure
If No to Q109, Q111, and Q112. skip questions 113-116:

113) Red eyes or eye irritation? (Y/N/U) ..ot e e e s s e e e e e s s e e e e e e s snnrnaeeeee s I:I RDS113
114) Runny nose or NOSE irfitationN? (Y/N/U) .....uueeiieei i s e e e e e s s e e e e e e s snnrnaneeee s I:I RDS114
115) Coughing, wheezing, or chest tightnesS? (Y/N/U) ......coiiiiiiiiiiieiee e I:' RDS115

116) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

problems after exposure to tobacco smoke in a bar or other place of entertainment? (Y/N/U).............. I:' RDS116
117)1 have asked you about exposure to someone else’s tobacco some in your home, friend’s home,

work, outdoor locations, and bars or nightclubs. In the past 7 days, was there any other location RDS117

where you were exposed t0 tobacCo SMOKE? (Y/N/U) ......c.cceeeeeeeeeeeeeeeeeeeeseeesesesesess e sesesssssss s s ssssssnses I_il If N or U skip to end|

118) Where was this 10CatION? (Y/N/U).....c.cciiiieiiiiiececieeesesese st e aesees e stesee s e sseeseesesseseessessessessesnsessessessessessens I:I RDS118

119) In the past 7 days, how many hours in total were you exposed to someone else’s tobacco smoke

RN e s € 2L L) Y [ ][RDS119

During the past 7 days, did you experience any of the following after this outdoor exposure:

Respiratory Disease and Smoke Exposure Questionnaire, RDS Page 12 of 13
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ID NUMBER:

FORM CODE: RDS
VERSION: 1.0 10/26/10

120) Red eyes or eye irfitationN? (Y/NIUY) .....oooii ittt et e e e e e et e e e e e e e e snnbeaeeaaens

121) Runny nose or nose irritation? (Y/N/U)

122) Coughing, wheezing, or chest tightness? (Y/N/U)

123) In the past 7 days, did you take any extra handheld spray inhalers for breathing or lung

problems after exposure to tobacco smoke in this location? (Y/N/U)

Visit
Number

SEQ #

Respiratory Disease and Smoke Exposure Questionnaire, RDS

[)RosIz

JRGSTz]
[ JRosizZ]

(] [Rosiz3]

Page 13 of 13


bmackay
Text Box
RDS120

bmackay
Text Box
RDS121

bmackay
Text Box
RDS122

bmackay
Text Box
RDS123


e

SPIROMICS

{
e

W % 1: R {v
LM

RESPIRATORY MEDICATION

USE QUESTIONNAIRE

ID NUMBER: BLINDID

FORM CODE: RMU Visit ]
VERSION: 10 1026110 Number |L21 1] SEQ#

Oa) Form Date /

/

RMUOA| ob) Initials

Instructions: This form should be completed during the participant’s visit. Whenever numerical
responses are required, enter the number so that the last digit appears in the rightmost box.

The following questions ask what medications you currently take or have taken in the past.

1) Are you currently using theophylline (Uniphyl, Theo-24, Slo-Bid)? (Y/N) ..........

......................

2) Are you currently using oral corticosteroids (prednisone, Medrol, dexamethasone)? (Y/N)..... RMUO2
2a) How long have you been on this medication?...................... RMUO2AL| years |RMUO2A2| gays

3) Do you use supplemental oxygen (prescribed by your doctor) at home? |[RMUO3

Y S ettt r e er e, []
NO ettt ettt ettt ee et s et enntenees []
ONIY At NIGN ... []

3a) Approximately how many hours in a 24 hour period?................

hours per day

4) In the past 3 months, have you used inhaled steroids (not nasal steroids)? .............cccccvvennee RMUO4
Y S ettt Y
N e eeeeeeeeeese e e s ee e eeeeeees N 5{Go to Item 5

Respiratory Medication Use Questionnaire, RMU

U —|Go to Item 5

Page 1 of 6
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ID NUMBER:

FORM CODE: RMU

VERSION: 1.0 10/26/10

4a) Which inhaled steroid(s) have you used in the past 3 months?

Yes
1) Azmacort (triamcinolone) ................ RMUO4AL|[ ]
2) Beclovent (beclomethasone)..........., RMUO4A2|[]
3) Vanceril (beclomethasone) ............ RMUO4A3|[T]
D Regular Strength _
RMUO4A3B
[ ] Double Strength RMUD4A3B
4) AeroBid (blunisolide) ..........coovv..... RMUO4A4| ]
Yes
5) Flovent (fluticasone).........c.cc.cccueuee.. RMUO4AS| ]
[] 44 Aerosol [RMUO4AGB
[ ] 110 Aerosol
[ ] 220 Aerosol
[ ] 100 Diskus
[ ] 250 Diskus
6) Pulmicort (budesonide).................. RMUO4AG|[]
[ 190 myUoaAss
[]180
7) Qvar (beclomethasone.................... RMUO4A7|[T]
140 mrGozaTs
[180
8) Advair (bluticasone/salmeterol)........ RMUO4A8|[]
[J 10050  [RMU04ABE
[] 250/50
[1 500/50
[ HFA 45/21
[ HFA 115/21
[ HFA 230/21
9)  SYMDICOM. ... RMUO4A9|[]
[180/45 [RMUO4AOB
[]1160/4.5
10) Other, SPECify:.........cccco.ourvrrirrernne. RMUO4A10 ]

[RMUO4A10B|

-

Respiratory Medication Use Questionnaire, RMU

Visit

[RMUO4A10A |

SEQ #

No

OO

[]

No
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ID NUMBER: VES§|’\(A)§:()1E.)0E:10$2'\2/U10 N:/ri:lijter SEQ#
5) Have you used inhaled bronchodilators in the past 3 monthS? ..........cccccoiiiiiiiiiiiis W
Y S ettt Y
NO oottt N —-/Go to Item 6|
DON'TKNOW «...iiei e U —Go to Item 6|
5a) Which bronchodilators have you used in the past 3 months?
Yes Puffs/day No
1) albuterol (Proventil, Ventolin, ProAir) [RMUOSATL] o RlA []
2) ipratropium bromide (Atrovent).......... D - []
3) ipratropium bromide/albuterol sulfate (Combivent)[ | — UA3A ]
4) terbutaline (Brethaire, Brethine, Bricanyl) ............. 1 - []
5) formoterol (Foradil)...............cccoev..... 1 - ]
6) tiotropium (SPIMva) ........cccoveveveveenenes (1 - UA6A ]
7) salmeterol (Serevent Diskus)............. 1 - A7A ]
8) pirbuterol (Maxair)...........cocoevevevevnnn RMUO5A8|] - ]
9) metaproterenol (Alupent, Metaprel). 1 - []
10) levalbuterol (Tomalate) .................. [RMUO5AL0]] — |R£U£A10A| []
11) bitolterol (Tornalate)...................... [] - [RMUO5ALIA| []
12) epinephrine (Primatene, Bronkaid)[RMUOSA12|[] - [RMUO5A12A| [ ]
13) fluticasone/salmeterol (Advair Discus) ................ (1 - |FWLEA13A| []
14) budesonide/formoterol (Symbicort) D - |RMUO5A14A| []
15) Other, SPECify........cccoevveeveeereenn. [RMUO5A15|[] - [RMUO5A15A| []
[RMUO5A15B}|

Respiratory Medication Use Questionnaire, RMU Page 3 of 6
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. FORM CODE: RMU Visit
ID NUMBER: VERSION: 1.0 1072610 Number SEQ#
6) Have you used nebulized bronchodilators in the past 3 months? ..........ccccoeiiiiiiiiiiii
R L T PP UPPPPTRTPPPIN Y
NO o eeeeee e N -[Go to Item 7]
DON'TKNOW «...iiei e U —Go to Item 7]
6a) Which nebulized bronchodilators have you used in the past 3 months?
Yes No
1) formoterol (Perforomist)..........cooveeeeveeeeeeresennns [] []IRMUOG6AL
2) arformoterol (BroVANA) ...........cocveeeeeveeeeereeesennns [] [ ]|RMUOGA2
3) albuterol and ipratropium bromide (DuoNeb)........ [] []|[RMUOBA3
4) albuterol (Proventil, Ventolin, ProAir)................... ] [ 1[RMUO06A4
5) ipratropium bromide (Atrovent) .............ccccoveeeeen.n. [] [ ] [RMUOBAS
7) Have you used a leukotriene antagonist (zafirlukast [Accolate], zileuton [Zyflo] or
montelukast [Singulair]) in the past 3 MONtNS? ...
Y S ettt Y
N O e N
DONTKNOW ... U
8) Have you used any statin medications in the past 3 MONtNS?..........covvvviiiiiiiiiiiiiiiiiiees
R L TP P TR UOPPRTRPPPIN Y
NO o eeeeee e N -[Go to Item 9
DON'TKNOW ...t U —Go to Item 9
8a) Which statin medications have you used in the past 3 months?
Yes No
1) Crestor (reSUVASLAtiN ...........ccveveeeereeeeeereeennns [] [JIRMUOBAL
2) Lescol (FIUVASEALNY ......cooveveeeeeeeeeeeeeee e [] [](RMUOBA2
3) Lipitor (Atorvastating ............ccccoveveeeeeveeeeeeeresnens [] [ ][RMUOBA3
4) Mevacor (I0VAStAtin ..........c.cveeeeveeeeeereeeeneeees [] [ ][RMUO8BA4
5) Pravachol (pravastatin.............ccoceeeeveeeeveveseeennns [] [][RMUO8AS
6) Vytorin (ezetimibe, simvastatin) ............................ [] [ ]|IRMUO8AG
7) ZOCOr (SIMVASEALNY .....vceeeeeeeeeeeeeeeeee e ] [ 1[RMUOBA7
8) Other, SPECIY ..o [] [ ] [RMUOBAS

Respiratory Medication Use Questionnaire, RMU
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ID NUMBER: vEg;’\cﬂ)ﬁ:OlE.)oEio?z'\g/%o Nf,/r',f}'fer SEQ#
9) Have you used any beta-blocker medications in the past 3 months?............ccccccciiiiiiiiinnnnns
R L T PP UPPPPTRTPPPIN Y
NO oottt N —-/Go to Item 10
DON'TKNOW «...iiei e U -Go to Item 10
9a) Which beta-blocker medications have you used in the past 3 months?
Yes No
1) Atenolol (tenormin, teNOretic).........ccveveveeeveeeeenn [] D
2) Metoprolol (lopressor, toprol)..........ccccveeeieeeeerinnnns ] []
3) Carvedilol (COreg) .......cvmmueorereeeeeeeeeeeeeeereeeens [] []
4) Labetalol (trandate, normodyne)..............c.cocveu..... [] [ ]|RMUQO9A4
5) Propranalol (Inderal, Inderide) ..............coceoveveeen.n. [] [ ]|RMUQ9A5
6) Sotalol (Betapace, SOMNE)..........ocoeeveeeeeeeesennn, [] []
7) timolol (Blocardren, timolide) .............ccococveveeenn.n [] []
8) bisoprolol (zebeta, ZIac)..........ccveveeveeeeeeereeennn [] []
9) PINAOIOl (VISKEN).......eevceieeeeeeeeeeeeeeeeee e, [] []
10) Other, SPECIY.....cveveveeeeeeeeeeeeeee oo [] []

[RMUO9A10B |

10) Have you used any oral anti-oxidant supplements in the past 3 months?..............ccocevvvvvnnnnn.. RMU10
R TSP UPPPPTRTSPPI Y
NO v eeveee e eeese e N —fGo to item 11]
DONMTKNOW 1.t U -Go to Item 11]
10a)Which antioxidant medications have you used in the past 3 months?
Yes No
1) Vitamin C (ascorbic acid)............ccccceevevevevererenennn. ] [JRMU10AL
2) Vitamin E (alpha-tocopherol) ..........c.cccevevevevennne. ] [JIRMU10A2
3) DEtA CATOtENE ... [] [ ]]RMU10A3
B) ZINCeovvvieieieieieeeeee et [] [ J]RMU10A4
B) COPPET vevveeeeeerreeeeeeeeeeseeteeeeeesneneseseeeeseneneeeeeeennas ] [ 1|RMU10AS5
B) fISN Ol 1...veveveeeeeeeeeee e ] [ ]|RMU10A6
7) OMEOA 3 e.vveieeeeeeeeeeeeeee s er e ] [ ]|[RMU10A7
8) Other, SPECITY ......cveveeeeeeeeeeeeeeeeeeeeeee e [] [ ][RMU10AS8
RMU10A8B
11) Are you currently using aspirin on a daily BasiS? .............cccoevevieeiveeieeeeeeeeeeeeeee e RMU11
R L T PP UPPPRTRUPPIN Y
N O e N

Respiratory Medication Use Questionnaire, RMU Page 5 of 6
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ID NUMBER:

12) Please list any other medications you have used in the past 3 months that are not

listed above:

12a)

FORM CODE: RMU
VERSION: 1.0 10/26/10

Visit
Number

20

29

120

12)

129

129

2

2

13) Please list any other supplements you have used in the past 3 months that are not

listed above:

13a) [RMU13A

13t FMUL3E]

130

130

13¢) [RMU13E

13y [RMUISF

13g) [RMU13G

131)

13

Respiratory Medication Use Questionnaire, RMU

SEQ #
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A

SPIROMI
LV C’::S' REVIEW TRACKING FORM
FORM CODE: RTF Visit
ID NUMBER: VERSION: 1.0 01/20/16  Number SEQ#

Oa. Form Completion Date.... DD/DD/DDD Ob. Staff Code ..... DDD
Oc. Event ID: DDDDDDDDD 0d. Event Date: DD/DD/DDD

PART A: Reviewer Assignment

1. Reviewer 1: DDD

2. Date Assigned: DD/DD/DDDD
3. Review Complete: YesD NO|:|

4. Reviewer 2: DDD
5. Date assigned: DD/DD/DDDD
6. Review Complete: YesD No |:|

PART B: Adjudication
7. Adjudication Required: YesD NOD
8. Reviewer 3: DDD

9. Date assigned: DD/DD/DDDD
10. Adjudication Complete: YesD No |:|

PART C: Special Review and Event Classification

11. Special Review was completed: YesD No |:| RTF11
12. Event Classification Complete: Yes |:| No |:| Pending |:| Not Required |:| RTF12

RTF v1.0 Page 1 of 1
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e

SPIROMICS
OO SPIROMETRY DATA FORM
R R e e [USIT] SE05
Oa) Form Date ........... / / SDFOA Ob) Initials...........

Instructions: This form should be completed during the participant’s visit. Whenever numerical responses
are required, enter the number so that the last digit appears in the rightmost box. DO NOT begin pulmonary
function testing prior to completing the Inclusion/Exclusion Criteria Form and the PFT Eligibility form.

1) Was exhaled carbon monoxide MeasUred?............ccceeweeeverereeeesseereeeeseeseessssesessesnenns SDF01
R L T PP UOPPRTRUPPIN Y
N e eeeee oo ee oo ee e N —[Go to item 2
SDFO1A
) MONItOr NUMBDET (L-15) ...t et e e e e e e e e aa e e e eeaes
SDFO01B
D) MEASUIEMENT L ... ppm
SDFO01C
C) MEASUIEIMENT 2 ...ttt ppm
2) Was pre-bronchodilator spirometry Mmeasured?.........ccooieerieeiienieniee e SDF02
R TSP UPPPPTRTSPPI Y
N e eeeee oo ee oo ee e N —[Go to item 4
a) Time slow vital capacity procedure began: ...........cccoceveveveeen.. SDF02A AM/PM (circle one)
ISDFO1A_AMPM |
3) Pre-bronchodilator spirometry values (reported/best):

a) INsSpiratory Capacity..........ccoovereerireeneenieeeeseeseeeeens

Spirometry Data Form, SDF

. L-BTPS

L-BTPS |[SDFO3B

. L-BTPS [SDFO3C

L-BTPS |SDF03D

Page 1 of 2
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. FORM CODE: SDF Visit
ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#
4) Was post-bronchodilator (ipratropium & albuterol) spirometry measured? ............cccceen.ee.. SDF04
Y S ettt e Y
N Lo PSP N —|Go to ltem 7
|SDF04A_AMPM |
a) Time first puff of bronchodilator (ipratropium) administered: . |SDFO4A| AM/PM (circle one)
|ISDF04B_AMPM |
b)Time slow vital capacity procedure began: ..............ccccccvveeeee SDF04B AM/PM (circle one)
5) Post-bronchodilator spirometry values:
a) Inspiratory CapacCity........ccccoeveveeeeiiee e . L-BTPS [SDFOSA

b) Expiratory SIow Vital CapaCity ...........oeveeeverrerrerrrrnees . L-BTPS |[SDFO5B

o) I =172 . L-BTPS |SDFO5C

) FVC s . L-BTPS [SDFO5D

6) Did the post-bronchodilator spirometry (FEV; and FVC) meet the ATS-ERS requirements for acceptability
AN 1EPEALADIIY? (Y/N) oottt seeesees s seessessee s e s s eseeseseeeseeseeeeee s sesseeseesesseeees SDFO06

................................................. [SDF07]

7) Were there any complications during spirometry? (Y/N)
a) If yes, please explain: SDFO07A

8) Other comments: SDF08

Spirometry Data Form, SDF Page 2 of 2
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SPIROMICS
) AW SF12v2 HEALTH SURVEY
orusess: [BUNGD

Oa) Form Date............ / / Ob) Initials...........

Instructions: This form should be completed during the participant’s visit. Please read the script
exactly as written.

The first question is about your health now.

Please try to answer as accurately as you can.

1) In general, would you say your health is (Choose one number).........cccccccvvvvvvnnnnnn.
(ot | =T o | 1
V2] Y2 ToTo Lo TSP 2
€70 Lo Lo PP 3
= | 4
P OO 5

Now I’'m going to read a list of activities that you might do during a typical day.

As | read each item, please tell me if your health now limits you a lot, limits you a little, or does not
l[imit you at all in these activities.

2a) ...moderate activities, such as moving a table, pushing a vacuum cleaner, bowling,
or playing golf. Does your health now limit you a lot, limit you a little, or not limit you at all?

[READ RESPONSE CHOICES]..... oottt ettt SFHO2A

[IF RESPONDENT SAYS S/HE DOES NOT DO ACTIVITY, PROBE: Is that because of your health?]
(Choose one number)

Yes, LIMIted @ Ot ..c.uieeieiieee e 1
Yes, LImited @ little ....oeeeeeeeee e 2
NO, Not at all IMIted. .....coeeeeeeee e 3
2b) ...climbing several flights of stairs. Does your health now limit you a lot, limit you a little, or not
limit you at all? [READ RESPONSE CHOICES]......cciiiiiiiiiiiiiiiieieeeeeiiieee e

[[F RESPONDENT SAYS S/HE DOES NOT DO ACTIVITY, PROBE: Is that because of your health?]
(Choose one number)

NI I 011 (=T = T [ ) AT 1
Yes, LIMIted @ lIttle . ...eeeeieeeeeee e 2
NO, Not at all HMIte. ......veniieeeeee e 3

SF-12v2™ Health Survey © 1994, 2002 by QualityMetric Incorporated and Medical Outcomes Trust. All Rights Reserved.
SF-12 ® aregistered trademark of Medical Outcomes Trust.
(SF12v2) Stamdard, US Version 2.0)
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FORM CODE: SFH Visit

ID NUMBER: VERSION: 2.0 7/18/11 Number SEQ#

The following two questions ask you about your physical health and your daily activities.

3a) During the past four weeks, how much of the time have you accomplished less than you would

like as a result of your physical health? [READ RESPONSE CHOICES] ...............
(Choose one number)

All Of the tIME ..o 1

MOSt Of the tIME ... 2

Some Of the tIME...oviiiii e 3

Alittle of the tiIMe ..o, 4

Or None of the tiMe......ccceuiiiii e 5

3b) During the past four weeks, how much of the time were you limited in the kind of work or other
regular daily activities you do as a result of your physical health?

[READ RESPONSE CHOICES] ..ottt ettt ettt en e ee e, SFHO3B

(Choose one number)

AllOf the tiIME ... e, 1
MOSt Of the tIME ...eeecce e, 2
Some Of thE tIME..coeviiii i 3
Alittle of the time ..., 4
Or None of the tiMe.......cooooeiii e, 5

The following two questions ask you about your emotions and your daily activities.

4a) During the past four weeks, how much of the time have you accomplished less than you would
like as aresult of any emotional problems, such as feeling depressed or anxious?

[READ RESPONSE CHOICES] ....veuiiviieteeeteeeeeee et en e
(Choose one number)

All Of the tIME c.veee e 1

MOSt Of the TIME ... e 2

Some Of the tIME....cove e, 3

Alittle of the tiMe ..o, 4

Or None of the tiMe......c.ouuuiiiiii e, 5

SF-12v2™ Health Survey © 1994, 2002 by QualityMetric Incorporated and Medical Outcomes Trust. All Rights Reserved.
SF-12 ® aregistered trademark of Medical Outcomes Trust.
(SF12v2) Stamdard, US Version 2.0)
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. FORM CODE: SFH Visit
ID NUMBER: VERSION: 2.0 7/18/11 Number SEQ#

4b) During the past four weeks, how much of the time were you limited in the kind of work or other
regular daily activities you do as a result of any emotional problems, such as feeling depressed or

ANXiOUS? [READ RESPONSE CHOICES] .ooooooooooooeeeoeeoeoeoeeeeoooeeeoeeoeoeoeeeeoeoeeeo
(Choose one number)

All Of the tiIMe ..., 1

MOSt Of the tIME ... e 2

Some Of the tIME..covviieii e 3

Alittle of the time ... 4

Or None of the tiMe......c.ceuii i 5

5) During the past 4 weeks, how much did pain interfere with your normal work
(including both work outside the home and housework)?

[READ RESPONSE CHOICES]......ouiueviceeeeeseieseeseesessessesessessesaeses s sesasss s sesae s SFHO5

(Choose one number)

N[0 = L= | PP 1
AdIttle DIt ..o 2
MOAEIAtEIY .....vvveii e 3
QUITE @ DIt ... 4
OF EXITEMEIY ... e 5

The next questions are about how you feel and how things have been with you
during the past 4 weeks.

As | read each statement, please give me the one answer that comes closest to the way you have
been feeling; is it all of the time, most of the time, some of the time, a little of the time, or none of the
time?

6a) How much of the time during the past four weeks...have you felt calm and peaceful? [READ

RESPONSE CHOICES ONLY IF NECESSARY] (Cho0Se 0ne NUMDET) ..........ovevveevereereereenne. SFHOGA
All Of the tIME c.veee e 1
MOSt Of the tiIME ...eeee e, 2
Some Of the tIME....cove e, 3
Alittle of the tiMe ..o, 4
Or None of the tiMe......ccooooeiiiie e, 5

6b) How much of the time during the past four weeks...did you have a lot of energy? [READ

RESPONSE CHOICES ONLY IF NECESSARY] (Choose one number) ..........cccooevivinnennn.
Al Of thE tIME e e 1
MOSt Of the tIME ..veeee e, 2
Some Of the tiIME ..o, 3
Alittle Of the tiIMe .....coovvii e, 4
Or None of the tiMe......ccoeuiiiii e 5

SF-12v2™ Health Survey © 1994, 2002 by QualityMetric Incorporated and Medical Outcomes Trust. All Rights Reserved.
SF-12 ® aregistered trademark of Medical Outcomes Trust.
(SF12v2) Stamdard, US Version 2.0)
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FORM CODE: SFH Visit

ID NUMBER: VERSION: 2.0 7/18/11 Number SEQ#

6¢) How much of the time during the past four weeks...have you felt downhearted and depressed?

[READ RESPONSE CHOICES ONLY IF NECESSARY] (Circle one number)..........cccveveveee.n. SFHO6C
All Of the tIME ..o 1
MOSt Of the tIME ... e 2
Some Of the tIME....c.ve e 3
Alittle of the tiIMe .....coeve e, 4
Or None of the tiMe......ccceuiiiii e 5

7) During the past 4 weeks, how much of the time has your physical health or emotional
problems interfered with your social activities (like visiting with friends, relatives, etc.)? [READ

RESPONSE CHOICES] (Ch0o0SE 0N& NUMDET) ......uuuiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiseesneeeennees
All Of the tiIME ..., 1
MOSt Of the tIME ... e, 2
Some Of thE tIME..coeviiii e 3
Alittle of the time ..., 4
Or None of the tiMe.......couviiiiii e 5

SF-12v2™ Health Survey © 1994, 2002 by QualityMetric Incorporated and Medical Outcomes Trust. All Rights Reserved.
SF-12 ® aregistered trademark of Medical Outcomes Trust.
(SF12v2) Stamdard, US Version 2.0)
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SPIROMICS
Y SF12v2 HEALTH SURVEY

. FORM CODE: SFH Visit |
IDNUMBER: |[BLINDID VERSION: 10 1026110 numper |V1SIT | SEQ#

0a) Form Date............ / / SFHOA| ob) Initials...........

Instructions: This form should be completed during the participant’s visit. Please read the script
exactly as written.

The first question is about your health now.

Please try to answer as accurately as you can.

1) In general, would you say your health is (Choose one number)...........ccccoevvennn... SFHO1
EXCEIIENT ... e 1
V2] 2K o[0T T RPN 2
0T Lo P 3
= | P 4
P OO .. 5

Now I'm going to read a list of activities that you might do during a typical day.

As | read each item, please tell me if your health now limits you a lot, limits you a little, or does not
limit you at all in these activities.

2a) ...moderate activities, such as moving atable, pushing a vacuum cleaner, bowling,
or playing golf. Does your health now limit you a lot, limit you a little, or not limit you at all?

[READ RESPONSE CHOICES]... ..ottt SFHO2A

[[F RESPONDENT SAYS S/HE DOES NOT DO ACTIVITY, PROBE: Is that because of your health?]
(Choose one number)

YES, LIMIEA @ 0t ..o 1
Yes, Limited @ ittle ....oeneeiee e 2
or No, Not at all imited. .......cooouiieiii e 3

2b) ...climbing several flights of stairs. Does your health now limit you a lot, limit you a little, or not

limit you at all? [READ RESPONSE CHOICES]......covveeeeeeeeeeeeeeeeeeeeeeeeeee e SFH02B
[IF RESPONDENT SAYS S/HE DOES NOT DO ACTIVITY, PROBE: Is that because of your health?]
(Choose one number)

YES, LIMIEA @ 0t ..o 1
Yes, LImited @ litHle......oovneieeieeeee e 2
Or No, Not at all Imited. ......ocouvveiieiiie e 3

SF-12v2™ Health Survey © 1994, 2002 by QualityMetric Incorporated and Medical Outcomes Trust. All Rights Reserved.
SF-12 ® a registered trademark of Medical Outcomes Trust.
(SF12v2) Stamdard, US Version 2.0)
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FORM CODE: SFH Visit

ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

The following two questions ask you about your physical health and your daily activities.

3a) During the past four weeks, how much of the time have you accomplished less than you would

like as a result of your physical health? [READ RESPONSE CHOICES] ............... SFHO3A
(Choose one number)

All Of the tIME e 1

MOSt Of the tIME ... 2

A good bitofthe time ..........ccoeiiiiiii e, 3

Some Of the tIME ..o 4

Alittle of the time ..., 5

Or None of the time..........oooviiiiiii e, 6

3b) During the past four weeks, how much of the time were you limited in the kind of work or other
regular daily activities you do as a result of your physical health?

[READ RESPONSE CHOICES] ....cuiiiiiiieeieeee ettt SFHO3B
(Choose one number)

All Of the tIMe ... e, 1

MOSt Of the tIME ... 2

A good bitofthe time .........ccceeviiiiii e, 3

Some Of the tIME...oovvieii e 4

Alittle of the time ..., 5

Or None of the tiMe.......cccuiiiiii e 6

The following two questions ask you about your emotions and your daily activities.

4a) During the past four weeks, how much of the time have you accomplished less than you would
like as aresult of any emotional problems, such as feeling depressed or anxious?

[READ RESPONSE CHOICES] -...oveoveeeeeeeseeeeeeeeseeeeeeeeeeeeseeeeeeeees e esees s eeeeeseees e SFHO4A

(Choose one number)

All Of the tiIMe ... e, 1
MOSt Of the tIME c..eeiee e 2
A good bitof the time ... 3
Some Of the tIME...covvieii e 4
Alittle of the time ..., 5
Or None of the tIMe.......cccui i 6

SF-12v2™ Health Survey © 1994, 2002 by QualityMetric Incorporated and Medical Outcomes Trust. All Rights Reserved.
SF-12 ® a registered trademark of Medical Outcomes Trust.
(SF12v2) Stamdard, US Version 2.0)
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FORM CODE: SFH Visit

ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

4b) During the past four weeks, how much of the time were you limited in the kind of work or other
regular daily activities you do as a result of any emotional problems, such as feeling depressed or

anxious? [READ RESPONSE CHOICES] ....vuoveeuieeeeeeeeeseeeereeeseeseeeeeesessesesssseeeeens SFHO4B

(Choose one number)

All Of the tIMe ... e, 1
MOSt Of the tIME ... 2
A good bitofthe time .........cceoiiiiiii e, 3
Some Of the tIME...covvieii e, 4
Alittle of the time ..., 5
Or None of the tIMe.......cccui i 6

5) During the past 4 weeks, how much did pain interfere with your normal work
(including both work outside the home and housework)?

[READ RESPONSE CHOICES]......ouiuiiiiiieieineieissiseissies et SFHO5

(Choose one number)

Notatall ......oooree 1
SN e e 2
1Y/ To o [T = = | 3
QUItE @ DIt .. e 4
OF EXIFEMEIY ... e e 5

The next questions are about how you feel and how things have been with you
during the past 4 weeks.

As | read each statement, please give me the one answer that comes closest to the way you have
been feeling; is it all of the time, most of the time, some of the time, a little of the time, or none of the
time?

6a) How much of the time during the past four weeks...have you felt calm and peaceful? [READ

RESPONSE CHOICES ONLY IF NECESSARY] (Choose one number) ..........cccoeeeeeeeeeeeeeeenn. M
All Of the tIME ... 1
MOSt Of the tIME ...eecee e 2
A good bitof the time ..........coii i 3
Some Of the tIME...oovvieii e, 4
Alittle of the time ..., 5
Or None of the tIMe.......cooi i e 6
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. FORM CODE: SFH Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

6b) How much of the time during the past four weeks...did you have a lot of energy? [READ

RESPONSE CHOICES ONLY IF NECESSARY] (Choose one number) ................ccccccoo SFHO6B
All Of the tIME ... 1
Most Of the tiMe ... 2
Agoodbitof the time ... 3
Some Of the tiIME...ccuve e 4
Alittle of the tiMe ..., 5
Or None of the tiIMe.......ueiieeieeee e 6

6¢) How much of the time during the past four weeks...have you felt downhearted and depressed?

[READ RESPONSE CHOICES ONLY IF NECESSARY] (Circle one number)..........c.cco........ [SFHO6C |
All Of the tIME v 1
MOSt Of the tIME ...eecce e 2
A good bitof the time ... 3
Some Of the tIME...ccuve e 4
Alittle of the time ... 5
Or None of the time..........coooiiiiici e, 6

7) During the past 4 weeks, how much of the time has your physical health or emotional
problems interfered with your social activities (like visiting with friends, relatives, etc.)? [READ

RESPONSE CHOICES] (Choose 0ne NUMDEN) ..........cccviiiiiiiiiiiciec i
All Of the tIME v 1
MOSt Of the tIME ... 2
Some Of the tIME....cuue e 3
Alittle of the tiMe ..., 4
Or None of the time..........coooiiiiiii e, 5

SF-12v2™ Health Survey © 1994, 2002 by QualityMetric Incorporated and Medical Outcomes Trust. All Rights Reserved.
SF-12 ® a registered trademark of Medical Outcomes Trust.
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A ST. GEORGE’S RESPIRATORY QUESTIONNAIRE

. FORM CODE: SGR Visit '
DNUMBER: |[BLINDID VERSION: 20 832011 Nureper [V/ISIT | SEQi#

0a) Form Date ........... / / SGROA|  0p) staff Code.....

Instructions: This form should be completed during the participant’s visit. Please read the script exactly as
written.

This questionnaire is designed to help us learn much more about how your breathing is troubling you
and how it affects your life. We are using it to find out which aspects of your illness cause you most
problems, rather than what the doctors and nurses think your problems are.

Please listen carefully and ask if you do not understand anything. Do not spend too long deciding
about your answers.

Oc) [Do not read] Before completing the rest of the questionnaire: SGRO
Please pick one response to show how you describe your current health:

Very good Good Fair Poor Very Poor
[] [ [] [] L]

I’'m going to read you a series of questions about your chest trouble. Please answer as it applies to

you.
PART 1
Questions about how much chest trouble you have.
most several a few only with not
days days days respiratory at
a week a week a month infections  all
1) Tcough: .o Il Ol Ol 1 [SGRO1
2) | bring up phlegm (SpUtum): ........ccccceereeiiiienennns ] ] ] J|SGR02
3) | have had shortness of breath: ........................ ] U] L [SGRO3
4) | have attacks of wheezing: ..........ccccooeeeeinnnenn. ] ] ] ] U SGRO2
5) How many attacks of chest trouble did you have during the last year? .............cccccvvvvnennnes SGRO5
30r More attaCks .....ooeieveiiieiiiie e A
10r2attacks .....oeeieiiiieeiiie e B
NONE L. C
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. FORM CODE: SGR Visit
ID NUMBER: VERSION: 2.0 8/3/11 Number SEQ#

6) How often do you have good days (with few respiratory problems)? ........ccccoeoeeeeiiiiiiinnnnnn. SGRO6
NO GO0 AAYS ....ceviiiiiiiiiiiiiieieeeeeeeee e A
A TeW OO dAYS ....oovvviiiiiiiiiiiiiieeeeeeeeeeeeee e B
Most days are good.........cccovveuiiiiiiiee e C
Every day isS go0d.........cooiiiiviiiiiei e D

7) If you have a wheeze, is it worse when you get up in the morning?.............ccccccvvvvvnninnnnns SGRO7
Y S e Y
NO N

PART 2

8) How would you describe your respiratory problemsS?............uuuuiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiineaenns SGRO8
Causes me a lot of problems or are
the most important physical problem | have ..................... A
Causes me afew problems............cccceevviieei e, B
Cause N0 ProbleMS .......coevvvviiiiiiiiiiie C

9) Questions about what activities usually make you feel breathless.
For each statement please tell me which applies to you these days.

Washing or dressing yourself
Walking around the house
Walking outside on the level ground

Walking up a flight of stairs

O0oog
Oo0od
0
®
Py,
!
@)

Walking up hills

10) Some more questions about your cough and breathlessness.
For each statement please tell me which applies to you these days.

False

[SGRI0A]
0[SGRI0E]
O[SGRIoC]

O[SGRI0D]
0 [SGRL0E

0 [SeRior]

Coughing hurts

Coughing makes me tired

| am short of breath when | talk

| am short of breath when | bend over
My cough or breathing disturbs my sleep

_|
ODOoOoOooos

| get exhausted easily
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FORM CODE: SGR Visit

ID NUMBER: VERSION: 2.0 8/3/11 Number SEQ#

11) Questions about other effects that your chest trouble may have on you.
For each statement please tell me which applies to you these days.

True False
My cough or breathing is embarrassing in public O] ]
My respiratory problems are a nuisance to my family,
friends or neighbors ] ]
| get afraid or panic when | cannot catch my breath ] ]
| feel that | am not in control of my respiratory problems L] L]
because of my respiratory problems 0 0
Exercise is not safe for me ] Ol
Everything seems too much of an effort O O

12) These are questions about how your activities might be affected by your respiratory problems.
For each statement please tell me which applies to you because of your breathing.

True False

| take a long time to get washed or dressed ] ] |SGR12A
| cannot take a bath or shower, or | take a long time to do it ] ISGR12B

L]
O [ [SGR12C
Jobs such as house chores take a long time, or
| have to stop to rest ] ] [SGR12D
L]
L]

I walk slower than other people, or | stop to rest

If | walk up one flight of stairs,
| have to go slowly or stop 1 [SGR12E
] |ISGR12F

If I hurry or walk fast, | have to stop or slow down

My breathing makes it difficult to do things such as
walk up hills, carrying things up stairs, light gardening

such as weeding, dance, bowl or play golf ] O ISGR12G
My breathing makes it difficult to do things such as
carry heavy loads, dig the garden or shovel snow,
jog or walk briskly (5 miles per hour), play tennis or swim ] O [SGR12H
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FORM CODE: SGR

ID NUMBER: VERSION: 2.0 8/3/11

Visit
Number

13) We would like to know how your chest usually affects your daily life.

For each statement please tell me which applies to you because of your breathing.

True

| cannot play sports or do other physical activities

| cannot go out for entertainment or recreation

| cannot go out of the house to do the shopping

| cannot do household chores

| cannot move far from my bed or chair

' ?
éélzallc;v; i(i(l)(ecs) %EL:H respiratory problems affect you~

They do not stop me doing anything | would like to do
They stop from me doing one or two things | would like to do
They stop from me doing most of the things | would like to do

They stop from me doing everything | would like to do
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False

([SGR13A]
O[SGR138]
O[SGR13C]

O[SGRED]
1 [SGRzE
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ST. GEORGE'S RESPIRATORY QUESTIONNAIRE

. FORM CODE: SGR Visit |
IDNUMBER: ||BLINDID VERSION: 10 1012610 Number [LOT | SEQ#

0a) Form Date............ / / SGROA| 0b) Initials...........

Instructions: This form should be completed during the participant’s visit. Please read the script exactly as
written.

This questionnaire is designed to help us learn much more about how your breathing is troubling you
and how it affects your life. We are using it to find out which aspects of your iliness cause you most
problems, rather than what the doctors and nurses think your problems are.

Please listen carefully and ask if you do not understand anything. Do not spend too long deciding
about your answers.

Oc) [Do not read] Before completing the rest of the questionnaire: SGRO
Please pick one response to show how you describe your current health:

Very good Good Fair Poor Very Poor
[] Ll [] [] L]

I'm going to read you a series of questions about your chest trouble. Please answer as it applies to

you.
PART 1
Questions about how much chest trouble you have.
most several afew only with not
days days days chest at

a week a week a month infections all

) T oo 10 To | USROS L] L] L] L] [1ISGRO1
2) | bring up phlegm (SPUtUM): .....ccccovveiieeieieeie e ] ] ] ] [1|SGR02
3) | have had shortness of breath: ...........ccccovveviiiieieiine, ] ] ] ] L1ISGR0O3
4) | have attacks of Wheezing: ........cccoceeieiiiieie e L] L] L] L] LIISGROZ
5) How many attacks of chest trouble did you have during the last year? ..............ccccovvvvvnnnn.. SGROS

more than 3 attacks........ccooviiiiiiiiiiii e, A

10r2attacks ...coooeeieiiiiii e B

NONE . e C
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. FORM CODE: SGR Visit
ID NUMBER: VERSION: 1.0 10/26/10  Number SEQ#

6) How often do you have good days (with little chest trouble)? ............... SGR06
NO GO0 AAYS .....oeiiiiiiiiiiiiiieiiieeeei et A
A TEeW go0d dAYS .....cevveeieiiiiiiiiiiiiiieeeeeeee e B
Most days are good..........ccevvvvviiiiiiiieeeeeeeee e C
Every day isS good.........coovvviiiiiiiii e D

7) If you have a wheeze, is it worse in the Morning?...........coovveviiiiii e SGRO7Y
Y S e Y
NO e N

PART 2

8) How would you describe you chest condition?..........ccooooviviiiiiiiiiie e SGRO08
Causes me quite a lot of problems or
is the most important problem | have.....................coooeen. A
Causes me afew problems............cccviiiii e, B
Causes No problem ... C

9) Questions about what activities usually make you feel breathless.
For each statement please tell me which applies to you these days.

True False
Getting washed or dressed L] L]
Walking around the home ] L]
Walking outside on the level ] L]
Walking up a flight of stairs ] ]
Walking up hills O [1 [SGRO9E
10) Some more questions about your cough and breathlessness.
For each statement please tell me which applies to you these days.
False

O[SGRI0A]
([SGR108]
[ [SGR10C]

01 [SGRI0D]
7 [SGRIE]

0 [SGR10F]

My cough hurts

My cough makes me tired

| am breathless when | talk

| am breathless when | bend over

My cough or breathing disturbs my sleep

_|
OoOoooooes

| get exhausted easily
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FORM CODE: SGR Visit

ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

11) Questions about other effects that your chest trouble may have on you.
For each statement please tell me which applies to you these days.

True False

My cough or breathing is embarrassing in public ] L[SGR11A

My chest trouble is a nuisance to my family,
friends or neighbors C[SGR11B
O (SGR11C
O|SGR11D

O[SGRILIE]
[SGR11F]
D[SGR11G]

| get afraid or panic when | cannot get my breath
| feel that | am not in control of my chest problem

| have become frail or an invalid
because of my chest

Exercise is not safe for me

OO0 Ogdod

Everything seems too much or an effort

12) These are questions about how your activities might be affected by your breathing.
For each statement please tell me which applies to you because of your breathing.

True False

| take a long time to get washed or dressed L] L1|ISGR12A

| cannot take a bath or shower, or | take a long time L] L1J|ISGR12B

I walk slower than other people, or | stop for rests ] L1[SGR12C
Jobs such as house work take a long time, or

| have to stop for rests O 01SGR12D
If | walk up one flight of stairs,

| have to go slowly or stop L] L] SGR12E

If I hurry or walk fast, | have to stop or slow down L] [1[SGRI12F
My breathing makes it difficult to do things such as
walk up hills, carrying things up stairs, light gardening

such as weeding, dance, play bowls or play golf L] [ [SGR12G
My breathing makes it difficult to do things such as
carry heavy loads, dig the garden or shovel snow,

jog or walk at 5 miles per hour, play tennis or swim L] ] |SGR12H
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FORM CODE: SGR Visit

ID NUMBER: VERSION: 1.0 10/26/10 Number

SEQ #

13) We would like to know how your chest usually affects your daily life.
For each statement please tell me which applies to you because of your breathing.

True

| cannot play sports or games

| cannot go out for entertainment or recreation

| cannot go out of the house to do the shopping

| cannot do housework

Oo0Oodno

| cannot move far from my bed or chair
14) How does your chest trouble effect you? |SGR14
Please pick ONE:
It does not stop me doing anything | would like to do
It stops me doing one or two things | would like to do

It stops me doing most of the things | would like to do

OO0

It stops me doing everything | would like to do
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([SGR13A]
O[SGR138]
[ [SGR13C]

0 [SGRLaD]
0 [SGRLGE]
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SIX MINUTE WALK TEST

IDNUMBER: |BLINDID

FORM CODE: SMW Visit
VERSION: 1.0 10/26/10 Number

VISIT | SEQ#

Oa) Form Date............

/ SMWOA | op) Initials...........

Instructions: Whenever numerical responses are required, enter the number so that the last
digit appears in the rightmost box. Enter leading zeroes where necessary to fill all boxes. Please
read the script exactly as written, including the encouragement prompts.

1) Any medications taken since the post-bronchodilator spirometry?.......
Y S e Y
NO oo N—Go to 2

a) Medication name: SMWO01A1

SMWO01A3_AMPM|

Dose:SMWO1AZ| Tjmeg|SMWOIAS| T T Am/PMm

ISMW01B3_AMPM|
b) Medication name: [SMWO1B1 Dose:ISMWOI1B2] 1jmg SMWO1B3| T T AM/PM
[SMW01C3_AMPM|
c) Medication name: ISMWO1C1 Dose:[SMWO1C2| 1jmeg|SMWOLC3| T T AM/PM
2) Was the blood pressure for this visit taken more than 4 hours prior to the 6MW? SMW02
Y Sttt Y
NO o N—Go to 3
Q) SYSTONC ..t mm Hg SMWO02A
D) DIASIONC ... mm Hg [SMWO02B
3) Supplemental Oxygen during test (see MOP for criteria) (Y/N) .............. SMW03
Y S ettt Y
NO e N—(Go to 4
Q) T YES, TlOW...eeeiiieeeie e L/min [SMWO3A
(o) T 1Y/ o1 RO SMWO03B
Continuous flow nasal canula............ccccceeeeieiiiiiiiiiieeeen 1
Pulsed delivery system (CONSEIVEN) ........ccceeiiiiiiuiiniieeeeeennnnns 2
4) Atrest prior to 6MW

Six Minute Walk Test, SMW

0% [SMWO4A

min’
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. FORM CODE: SMW Visit

ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#
5) Continuous oximetry recorded? (Y/N) .........cocrrereerrneeeineeeeneesesnneeenns SMWO05
6) Start time of 6-minute walk: SMWO06 AM/PM (circle one)|SMW06_AMP'\/| |

7) Immediately following 6MW

) SPOZ oot s et 0 [SMWO7A

D) PUISE ...ttt ettt ettt ettt mint|SMWO07B
C) BIEAINIESSNESS. ....eveeeeeeeeeeeeeeeeeeeee e e ee e e e et e e eeeeeeeeeeeeeee e, SMWO07C

o) ==L 1o SRR SMWO7D

8a) Type Of COUIrSE USEA.......uuuiiiiiiiieeiicee et e e e e eenns SMWO8BA
i) 30meters X 2 1engths .....ccooo oo 1
i) 100feetx 21engths ... 2
1) O 1 1= PP PP PP PPPPPP PP 3
Specify_[SMWOBA1L
8b) Number of full laps (2 lengths or legs): SMWO08B
8c) Distance walked final partial lap (in meters if 8a is meters, feet if 8a is in feet): SMWO08C
9) Stopped before 6 minutes? (Y/N) SMWO09
Y S e Y
NO e N—|Go to 10
SMWO09A1

a) Duration (minutes:seconds): ||| |.[[SMWO9A2

10)  Give primary reason for stopping or not walking faster: ...................

1. Desaturation to <80% |SMWO09B1

2. Foot, knee, hip or other orthopedic pain |SM\WO09B2
3. Muscle fatigue or pain [SMWO09B3

4. Breathlessness |SMW09B4
5. Adverse event |ISMWO09B5

If yes to adverse event, select all that apply (this does not replace completing the Adverse Event
Form):

a. Angina MWO9B5A

---------------------------------------------------------------------- SMWOQBSB

c. Intolerable dyspnea (required rescue inhaler) SMW09B5C

(o =T o I ol -1 1 ] 1< SMWO09B5D

................................................................................ SMWO9BSE

b. Lightheadedness

il

e. Staggering
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. FORM CODE: SMW Visit
ID NUMBER: VERSION: 1.0 10/26/10

SEQ#

Number
f. DIAPNOTESIS ... SMWO09BSF
g. Pale or ashen appearance..........ccccceeeeeei i, SMWO9B5G
h. Mental confusion or headache.................c.cccvevevieeeveveeeenenns [SMW09B5H]
. OTNET oot [SMWO09B5I]

please explain [SMWO09B5ISP |
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N

SPIROMICS
W AT SPUTUM PROCESSING WORKSHEET
L LA
. 1 FORM CODE: SPW Visit :
IDNUMBER: |BLINDID VERSION:30 612113 Numper [VIS/T) SEQ#
O0a) Form Date ........... / SPWOA Ob) Initials...........
Oc) Date Collected...........c.ccoevene..... / / [SPwoC]
0d) Processing Started..................... SPWOD AM/PM (circle one) [SPWOD_AMPM |
Oe) Processing Ended ...................... SPWOE AM/PM (circle one) [SPWOE_ANMPM |

all data in the space provided.

Instructions: Complete this form while processing the sputum sample. Carefully record

1) Weight of Entire Sample.............

grams [SPWOL

Color and Description of Sample:

2) Salivary Contamination:

|:| Minimal
(] mio[SPWoOZE

|:| Moderatelm
[] Excessive[SPW02D |

3) Consistency:
I:' Watery SPWO3A

[ ] Mucoid |SPWO3B
[ ] Purulent (puss) [SPW03C
4) Mucus “plugs”:

[ ] Numerous [SPWO04A
[ ] Moderate numberlSPWO4B |
[ ] sparse|SPWO04C

[ ] Large |SPWO04D
[] small [SPW04E
|:| Dense/flocculent [SPWO0A4F

|:| Diffuse opacity ([SPW04G

5) Color of plugs:

] clea
(] whic [SPWOSE]
[ ] Yellow/Tan|SPWO0O5C |

|:| Brown |[SPWO05D

[ ] Green[SPWO5E
Sputum Processing Worksheet, SPW
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_ FORM CODE: SPW Visit
ID NUMBER: VERSION: 3.0 6/12/13 Number SEQ#

6) General Notes/Comments:|SPWO06

6a) SPULUM ProcesSING MELNOM ........c.oveveeeeeeeeeeeee e e e e SPWO6A

Method 1 (remove three aliquots then process with EDTA)..... 1
Method 2 (Immediately process with EDTA).........cccoceveeviineenn. 2 -[Go to Item 10

7) Processing Whole Sample using the Mucin Method (Complete only for method 1)

Mucin Sample Weight (g)

Weighing tray | a) |[SPWO7A

Whole sputum | b) |SPWO07B

Guanidine vol. | ¢) [SPWO7C

*Sample size should be from 0.100-0.500g. If sample is 0.500g, 1mL of guanidine reduction buffer added. If
less than 0.500g, 0.5mL guanidine reduction buffer added. Sample transferred from weighing tray to
microcentrifuge tube. Sample should be stored in 4°C refrigerator.

8) Processing Microbiology sample (Complete only for method 1)

Micro Sample Weight ()

Microcentrifuge tube | a) [SPWOS8A

Whole sputum b) |ISPW08B

*Weigh an empty microcentrifuge tube. Zero the balance. Measure 0.250g of whole sputum sample. Record
the weight of sputum and store in -80°C. Ship sample on dry ice.

9) Processing Viscoelastic Sample (Complete only for method 1)

Viscoelastic Sample Weight (g)

Microcentrifuge tube a) |SPWO0O9A

Whole Sputum b) |SPW09B

*Weigh an empty microcentrifuge tube. Zero the balance. Pipet 100uL of sample, drawing up whatever can
be achieved. Transfer sample to microcentrifuge tube. Record the weight of sample and store in -80°C.
Sample can be transferred to -20°C prior to delivery.

10)Processing Whole Sample using EDTA:

Weight of Centrifuge tube a) ISPW10A

Weight of Sputum b) [SPW10B

Sputum Processing Worksheet, SPW Page 2 of 4
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0 NuvgER: VERSION 50 61215 Number seQ#
1% sputolysin volume C)
Volume EDTA added to make 0.1% sputolysin d)
Time of 15 minute tumble e)
Volume EDTA added after 15 minute tumble f)
Time of 5 minute tumble Q)

*Weigh a 50mL centrifuge tube. Zero the balance. Add remaining sample to centrifuge tube and record
weight in grams. Add 0.1% Sputolysin in mLs equal to 4X selected sample weight in grams (For example, 29
of sample would need 8mL of 0.1% sputolysin). Place sample on tumble for 15 minutes. Dilute sample with
EDTA. Use the same volume that was added above. Continue to tumble for an additional 5 minutes. After 5
minute tumble, sample is filtered through 53pm nylon mesh into new 50mL tube. Cells are spun down at
500Xg for 10 minutes.

11)Supernatants for Nucleotides and Cytokines

Supernatants Number of aliquots Volume stored
Nucleotides a) |ISPW11A b) |SPW11B
Cytokines c) |[SPW11C d) |SPW11D

*If sample volume is greater than 8mL, obtain 4 1 mL aliquots for nucleotides, 4 1 mL aliquots for cytokines.
When there is a limited volume, start by getting a nucleotide sample between 200-500uL, one cytokine
sample at 200uL. If there is sample leftover after that, then continue alternating between nucleotide and
cytokine aliquots (i.e. 200-500uL for nucleotides, 200uL for cytokines) until finished. Nucleotide and Cytokine

samples are stored in -80°C freezer.

Volume of Hanks added e) |ISPWI11E
12)Cell Counts
Cell Counts: # Dead #Live Total

a) Square 1 1) 2) 3)
b) Square 2 1) 2) 3)
c) Square 3 1) 2) 3)
d) Square 4 1) 2) 3)
e) Totals: 1) 2) 3)

*Count live (clear) and dead (blue) cells in each 4 corner grids. Count BEC’s, but exclude RBC’s and

squamous.

TCC= (sum 4 grids/4 X 2 X 10* X vol. sample

f) [SPWI2F]

=TCCl/weight of selected sample g) |ISPW12G
Viability = (live cells/total cells) X 100% h) |[SPW12H

Sputum Processing Worksheet, SPW
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ID NUMBER:

FORM CODE: SPW
VERSION: 3.0 6/12/13

13)Cytospins:

# slides stored

Hema 3 stained slides

e

Visit
Number

SEQ #

*Slides are made using 60uL of cell suspension (1X10%/mL). Spin 6 min. at 450rpm (program 6 on cytospin).
If possible, fix and stain 2 slides in Hema 3 stain (10 dips in each) and fix 2 slides in 95% ethanol. After air
drying, stained slides are fixed with cytoseal and a cover slip. All slides stored at room temperature.

14)Cells for RNA

Trizol cell pellet

SPW14

*Cells are spun down at 500Xg for 5 minutes, HBSS'’s is discarded and 1mL Trizol is added. Add 10uL of
GGD. The number of cells left in the Trizol pellet will be equal to the TCC (12f) minus the total number of
cells used to make slides in 13.
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P

i ’RS’%:’{Cf SPUTUM PROCESSING WORKSHEET
0o
D NUMBER: Terdon s ot et [VIST| sea#
O0a) Form Date ........... / / Ob) Initials...........

Instructions: Complete this form while processing the sputum sample. Carefully record
all data in the space provided.

1) Weight of Entire Sample............. . grams SPWO1

Color and Description of Sample:

2) Salivary Contamination:

|:| Minimal
(] mig[SPW025]

|:| Moderate
|:| Excessive

3) Consistency:
I:' Wa’[ery SPWO3A

] Mucoid [SPWO03B
[ ] Purulent (puss) |SPWO03C
4) Mucus “plugs”:

[ ] Numerous [SPWO04A

[ ] Moderate number |SPWO4B |
[ ] Sparse|SPW04C

[ ]Large |SPWO04D

[] small [SPWO4E]|

|:| Dense/flocculent SPW()4|:

|:| Diffuse opacity (g PWO4G

5) Color of plugs:

3 s [SPO5A]
) v [sPWo53]
[ ] Yellow/Tan

[_] Brown [SPWO05D
[] Green [SPWOSE

6) General Notes/Comments: [SPWO06

Sputum Processing Worksheet, SPW Page 1 of 4


bmackay
Text Box
BLINDID

bmackay
Text Box
VISIT

bmackay
Text Box
SPW0A

bmackay
Text Box
SPW01

bmackay
Text Box
SPW02A

bmackay
Text Box
SPW02B

bmackay
Text Box
SPW02C

bmackay
Text Box
SPW02D

bmackay
Text Box
SPW03A

bmackay
Text Box
SPW03B

bmackay
Text Box
SPW03C

bmackay
Text Box
SPW04A

bmackay
Text Box
SPW04B

bmackay
Text Box
SPW04C

bmackay
Text Box
SPW04E

bmackay
Text Box
SPW04D

bmackay
Text Box
SPW04F

bmackay
Text Box
SPW04G

bmackay
Text Box
SPW05A

bmackay
Text Box
SPW05B

bmackay
Text Box
SPW05C

bmackay
Text Box
SPW05D

bmackay
Text Box
SPW05E

bmackay
Text Box
SPW06


_ FORM CODE: SPW Visit
ID NUMBER: VERSION: 2.0 9/12/11 Number SEQ#

6a) SPUtUM ProcesSING MENOM ..........ccviiuiieeeeee e e e ee e e s e SPWO6A

Method 1 (remove three aliquots then process with EDTA)..... 1
Method 2 (Immediately process with EDTA).........cccoceeeviiinnenn. 2 -[Go to Item 10

7) Processing Whole Sample using the Mucin Method (Complete only for method 1)

Mucin Sample Weight ()

Weighing tray | a) |ISPWO7A

Whole sputum | b) [SPWO07B

Guanidine vol. | ¢) [SPWO7C

*Sample size should be from 0.100-0.500g. If sample is 0.500g, 1mL of guanidine reduction buffer added. If
less than 0.500g, 0.5mL guanidine reduction buffer added. Sample transferred from weighing tray to
microcentrifuge tube. Sample should be stored in 4°C refrigerator.

8) Processing Microbiology sample (Complete only for method 1)

Micro Sample Weight ()

Microcentrifuge tube | a) |SPWO8A

Whole sputum b) |ISPW08B

*Weigh an empty microcentrifuge tube. Zero the balance. Measure 0.250g of whole sputum sample. Record
the weight of sputum and store in -80°C. Ship sample on dry ice.

9) Processing Viscoelastic Sample (Complete only for method 1)

Viscoelastic Sample Weight (g)

Microcentrifuge tube | a) [SPWO9A

Whole Sputum b) [SPWO9B

*Weigh an empty microcentrifuge tube. Zero the balance. Pipet 100uL of sample, drawing up whatever can
be achieved. Transfer sample to microcentrifuge tube. Record the weight of sample and store in -80°C.
Sample can be transferred to -20°C prior to delivery.

10)Processing Whole Sample using EDTA:

Weight of Centrifuge tube a) [SPWI0A

Weight of Sputum b) |[SPW10B

1% sputolysin volume c) [SPW10C

Sputum Processing Worksheet, SPW Page 2 of 4
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_ FORM CODE: SPW Visit
ID NUMBER: VERSION: 2.0 91211 Number SEQ#
Volume EDTA added to make 0.1% sputolysin d) ISPW10D
Time of 15 minute tumble e) |[SPW10E

Volume EDTA added after 15 minute tumble

f
g) [SPW10G]

*Weigh a 50mL centrifuge tube. Zero the balance. Add remaining sample to centrifuge tube and record
weight in grams. Add 0.1% Sputolysin in mLs equal to 4X selected sample weight in grams (For example, 29
of sample would need 8mL of 0.1% sputolysin). Place sample on tumble for 15 minutes. Dilute sample with
EDTA. Use the same volume that was added above. Continue to tumble for an additional 5 minutes. After 5
minute tumble, sample is filtered through 53pm nylon mesh into new 50mL tube. Cells are spun down at
500Xg for 10 minutes.

11)Supernatants for Nucleotides and Cytokines

Time of 5 minute tumble

Supernatants Number of aliquots Volume stored
Nucleotides a) [SPW11A by [SPW11B
Cytokines c) |SPW11C d) SPW11D

*If sample volume is greater than 8mL, obtain 4 1 mL aliquots for nucleotides, 4 1 mL aliquots for cytokines.

When there is a limited volume, start by getting a nucleotide sample between 200-500uL, one cytokine
sample at 200uL. If there is sample leftover after that, then continue alternating between nucleotide and
cytokine aliquots (i.e. 200-500uL for nucleotides, 200uL for cytokines) until finished. Nucleotide and Cytokine

samples are stored in -80°C freezer.

Volume of Hanks added e) [SPWI11E
12)Cell Counts
Cell Counts: # Dead #Live Total

2) Square 1 D 2) SPW12A2 9 EPWizAd
b) Square 2 1) 2) 3)
c) Square 3 1) 2) 3)
o Square 4 D 2 )
e) Totals: 1) 2) 3)

*Count live (clear) and dead (blue) cells in each 4 corner grids. Count BEC'’s, but exclude RBC’s and

sgquamous.

TCC= (sum 4 grids/4 X 2 X 10" X vol. sample

) [SPWI2F]

=TCC/weight of selected sample

g) [SPW12G]

Viability = (live cells/total cells) X 100%

h) [SPW12H]

13)Cytospins:

# slides stored

Sputum Processing Worksheet, SPW

Page 3 of 4


bmackay
Text Box
SPW10D

bmackay
Text Box
SPW10E

bmackay
Text Box
SPW10F

bmackay
Text Box
SPW10G

bmackay
Text Box
SPW11A

bmackay
Text Box
SPW11C

bmackay
Text Box
SPW11D

bmackay
Text Box
SPW11B

bmackay
Text Box
SPW11E

bmackay
Text Box
SPW12A1

bmackay
Text Box
SPW12B1

bmackay
Text Box
SPW12C1

bmackay
Text Box
SPW12D1

bmackay
Text Box
SPW12E1

bmackay
Text Box
SPW12E2

bmackay
Text Box
SPW12D2

bmackay
Text Box
SPW12C2

bmackay
Text Box
SPW12B2

bmackay
Text Box
SPW12A2

bmackay
Text Box
SPW12A3

bmackay
Text Box
SPW12B3

bmackay
Text Box
SPW12C3

bmackay
Text Box
SPW12D3

bmackay
Text Box
SPW12E3

bmackay
Text Box
SPW12F

bmackay
Text Box
SPW12G

bmackay
Text Box
SPW12H


ID NUMBER:

FORM CODE: SPW
VERSION: 2.0 9/12/11

Hema 3 stained slides a) |[SPW13

Visit
Number

SEQ #

*Slides are made using 60uL of cell suspension (1X10%mL). Spin 6 min. at 450rpm (program 6 on cytospin).
If possible, fix and stain 2 slides in Hema 3 stain (10 dips in each) and fix 2 slides in 95% ethanol. After air
drying, stained slides are fixed with cytoseal and a cover slip. All slides stored at room temperature.

14)Cells for RNA

Trizol cell pellet

SPW14

*Cells are spun down at 500Xg for 5 minutes, HBSS'’s is discarded and 1mL Trizol is added. Add 10uL of
GGD. The number of cells left in the Trizol pellet will be equal to the TCC (12f) minus the total number of

cells used to make slides in 13.
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A

SP. ’R?{’v‘afc}f SPUTUM PROCESSING WORKSHEET
LR B
0 NUVBER: VERSON L0 1000 st [MISTT| SEQ#
Oa) Form Date ........... / / |SPWOA| 0b) Initials...........

Instructions: Complete this form while processing the sputum sample. Carefully record
all data in the space provided.

1) Weight of Entire Sample............. . grams SPWO01

Color and Description of Sample:

2) Salivary Contamination:

L] Minimal
(i

|:| Moderate Im
[] Excessive‘SPWOZDl

3) Consistency:
I:' Watery SPWO3A
[ Mucoid [SPWO03B

[ ] Purulent (puss) ISPWO03C
4) Mucus “plugs”: |

[ ] Numerous [SPWO04A
[ ] Moderate numberlSPWO4B |
[ ] sparse|SPWO04C

[ ]Large [SPWO04D
[] small [SPWO4E]
|:| Dense/flocculent |SPWO04F

|:| Diffuse opacity [Sp\W04G
5) Color of plugs:

I:' Clear |ISPWO5A

[ ] white [SPWO05B
[ ] Yellow/Tan [SPWO5C

(] sroun
) Green [SPWOSE|

6) General Notes/Comments: [SPWO06

Sputum Processing Worksheet, SPW Page 1 of 4
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. FORM CODE: SPW Visit
ID NUMBER: VERSION: 1.0 10/26/10 Number SEQ#

7) Processing Whole Sample using the Mucin Method

Mucin Sample Weight ()

Weighing tray | a) |SPWO7A

Whole sputum | b) |[SPWO07B

Guanidine vol. | ¢) [SPWO7C

*Sample size should be from 0.100-0.500g. If sample is 0.500g, 1mL of guanidine reduction buffer added. If
less than 0.500g, 0.5mL guanidine reduction buffer added. Sample transferred from weighing tray to
microcentrifuge tube. Sample should be stored in 4°C refrigerator.

8) Processing Microbiology sample

Micro Sample Weight ()

Microcentrifuge tube | a) |SPWO0SA

Whole sputum b) |ISPWO08B

*Weigh an empty microcentrifuge tube. Zero the balance. Measure 0.250g of whole sputum sample. Record
the weight of sputum and store in -80°C. Ship sample on dry ice.

9) Processing Viscoelastic Sample

Viscoelastic Sample Weight (g)

Microcentrifuge tube a) |ISPWO9A

Whole Sputum b) [SPWO09B

*Weigh an empty microcentrifuge tube. Zero the balance. Pipet 100uL of sample, drawing up whatever can
be achieved. Transfer sample to microcentrifuge tube. Record the weight of sample and store in -80°C.
Sample can be transferred to -20°C prior to delivery.

10)Processing Whole Sample using EDTA:

Weight of Centrifuge tube a) |SPW10A

Weight of Sputum b) |ISPW10B

1% sputolysin volume c) ISPW10C

Volume EDTA added to make 0.1% sputolysin d) [SPW10D

Time of 15 minute tumble e) |ISPW10E

Volume EDTA added after 15 minute tumble f) [SPW10F

Sputum Processing Worksheet, SPW Page 2 of 4
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FORM CODE: SPW
VERSION: 1.0 10/26/10

Visit

ID NUMBER:
Number

SEQ #

o) EPWIOG]

Time of 5 minute tumble

*Weigh a 50mL centrifuge tube. Zero the balance. Add remaining sample to centrifuge tube and record
weight in grams. Add 0.1% Sputolysin in mLs equal to 4X selected sample weight in grams (For example, 29
of sample would need 8mL of 0.1% sputolysin). Place sample on tumble for 15 minutes. Dilute sample with
EDTA. Use the same volume that was added above. Continue to tumble for an additional 5 minutes. After 5
minute tumble, sample is filtered through 53pum nylon mesh into new 50mL tube. Cells are spun down at
500Xg for 10 minutes.

11)Supernatants for Nucleotides and Cytokines

Supernatants Number of aliquots Volume stored
Nucleotides a)|[SPW11A by |SPW11B
Cytokines c) [SPW11C d) |SPW11D

*If sample volume is greater than 8mL, obtain 4 1 mL aliquots for nucleotides, 4 1 mL aliquots for cytokines.
When there is a limited volume, start by getting a nucleotide sample between 200-500uL, one cytokine
sample at 200uL. If there is sample leftover after that, then continue alternating between nucleotide and
cytokine aliquots (i.e. 200-500uL for nucleotides, 200uL for cytokines) until finished. Nucleotide and Cytokine
samples are stored in -80°C freezer.

Volume of Hanks added e) [SPW11E
12)Cell Counts
Cell Counts: # Dead #Live Total

a) Square 1 1) 2) 3)
b) Square 2 1) 2) 3)
c) Square 3 1) 2) 3)
d) Square 4 1) 2) 3)
e) Totals: 1) 2) 3)

*Count live (clear) and dead (blue) cells in each 4 corner grids. Count BEC's, but exclude RBC'’s and
squamous.

f) [SPW12F]

TCC= (sum 4 grids/4 X 2 X 10* X vol. sample

g) [SPW12G]

=TCC/weight of selected sample

v EPwizH]

Viability = (live cells/total cells) X 100%

13)Cytospins:

# slides stored

Hema 3 stained slides

)

*Slides are made using 60uL of cell suspension (1X10%mL). Spin 6 min. at 450rpm (program 6 on cytospin).
If possible, fix and stain 2 slides in Hema 3 stain (10 dips in each) and fix 2 slides in 95% ethanol. After air
drying, stained slides are fixed with cytoseal and a cover slip. All slides stored at room temperature.
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ID NUMBER:

14)Cells for RNA

FORM CODE: SPW
VERSION: 1.0 10/26/10

Visit
Number

SEQ #

Trizol cell pellet

SPW14

*Cells are spun down at 500Xg for 5 minutes, HBSS's is discarded and 1mL Trizol is added. Add 10uL of
GGD. The number of cells left in the Trizol pellet will be equal to the TCC (12f) minus the total number of

cells used to make slides in 13.

Sputum Processing Worksheet, SPW
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AP STROKE ABSTRACTION FORM
_ BT FORM CODE: STR -
ID NUMBER: SUlBJIE') VERSION: A 6/25/15 visit  |[VISIT|| SEQ#
Oa. Completion Date: / / STROA Ob. Staff ID:
Month Day Year
Oc. Event ID: 0d. Event Date:
STROC / /

Instructions: Answers are derived from the medical records received. Do not complete this form until all records are
received (or classified as unobtainable) as indicated on the Medical Records Shipping Cover Sheet

A. GENERAL INFORMATION

1. Was the event (ChO0SE ONE):......cuviviiiiiiiiciii e D STR1

ED, ED Observation or 23hr Observation................ 1
Hospitalization (with or without preceding ED visit) 2

2. Date of admission: (mm/dd/yyyy) /

3. Date of discharge/or death: (mm/dd/yyyy) /

4. What was the primary admitting diagnosis code?

5. What was the primary discharge diagnosis code?

B. MEDICAL HISTORY

STR3

STR4

—
[ m
N

STRS

6. Is there a history of previous stroke? Yes No/NR (Skip to 7) STR6
a. Date of most recent stroke: (mm/dd/yyyy) / / STR6A
b. Is the type of stroke recorded? Yes No/NR (Skip to 7) STR6B
(If Yes, mark all that apply)
1. Ischemic/Infarct No Yes STREB1
2. Intracranial hemorrhage No Yes STR6B2
3. Subarachnoid hemorrhage  No Yes STR6B3

STR — Stroke Abstraction Form

Page 1 of 6
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FORM CODE: STR

ID NUMBER: VERSION: A 6/25/15 Visit SEQ#
7. Is there a history of previous TIA? Yes NO/NR (skip to 8) [STR7
a. Date of most recent TIA: (mm/dd/yyyy) / / STR7A

8. History of myocardial infarction prior to this event? Yes No/NR

9. Does the patient have a history of diabetes? Yes No/NR

10. Are any of the following recent conditions documented as having been present within four weeks prior to
onset or during this hospitalization?

Yes No/NR
a. myocardial infarction STR10A
b. intracardiac thrombus or intracardiac tumor
c. atrial fibrillation
d. rheumatic heart disease lm
e. subacute bacterial endocarditis ’m‘
f. systemic embolus STR10F
g. hypercoagulative state Im
h. hemorrhagic abnormality Im
i. brain tumor Im
j.  major head trauma STR10J
k. seizure disorder STR10K
l.  migraine headaches STR10L
C. SIGNS AND SYMPTOMS
11. Were new neurological signs/symptoms present upon admission? Yes No/NR (Skip to 12)

STR11A

a. Length of time between onset of new neurological signs/symptoms and presentation:
1=<10min, 2 =10 -59 min, 3 =60 min.- 24 hrs, 4 = 24 hrs+, 5 = unknown

STR - Stroke Abstraction Form v1.0 20150625 Form Page 2 of 5
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ID NUMBER; FORM CODE: STR

VERSION: A 6/25/15 Visit SEQ #

12. Were any of the following present at onset prior to admission or during this hospitalization?

Yes No/NR

a. Headache IM
b. Vomiting M
c. Vertigo \M
d. Seizure STR12D

e. Altered level of consciousness STR1ZE
f. Aphasia STR12F
g. Anesthesia, dysesthesia or paresthesias of the face STR12G
h. Anesthesia, dysesthesia or paresthesias of the extremities STR12H
i. Visual field disturbance, diploplia STRI1Z]
j- Gait disturbance SR
k. Cranial nerve Il palsy STRIZK
TR12L
I.  Meningeal signs (ie: Brudinski's sign, Kernig'’s sign) S
13. Did new neurological symptoms develop during this hospitalization? Yes No/NR (Skip to 14))STR13
a. If yes, did the event occur in the setting of a procedure? Yes No/NR (Skip to 14)
b. If yes, what procedure? STR13A
Yes No/NR
1. Angiogram STR13B1
2. Cardiac surgery STR13B2
3. Carotid endarterectomy STR13B3
4. Other STR13B4
i. Specify STR13B4A
D. DIAGNOSTIC TESTS
14. Admission Blood pressure / mmHg STR14

STR - Stroke Abstraction Form v1.0 20150625 Form Page 3 of 5
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. FORM CODE: STR g
ID NUMBER: VERSION: A 6/25/15 Visit SEQ#

15. Was cerebrovascular imaging performed?

Yes No/NR (Skip to 19) STR15

16. Was cerebrovascular angiography performed?

Yes No/NR (skip to 17)| STR16

STR16A

a. Angiography Diagnosis

1 = normal, 2 = ruptured aneurysm, 3 = Occlusion or Stenosis, 4 = Dissection, 5 = Venous
Occlusion, 6 = Arteriovenous Malformation, 7 = Other

17. Was a CT scan of the head performed during this hospitalization?

Yes No/NR (Skip to 18)|STR17

a. CT Diagnosis STRI7A

1 = normal, 2 = normal, but done within 48 hrs of symptom onset, 3 = subarachnoid hemorrhage,

4 = intracerebral hematoma, 5 = ischemic infarction, with no evidence of hemorrhage,
6 = hemorrhagic infarction

18. Was magnetic resonance imaging (MRI) of the head performed?

Yes No/NR (Skip to 19)|STR18

a. MRI Diagnosis STR18A

1 = normal, 2 = normal, but done within 48 hrs of symptom onset, 3 = subarachnoid hemorrhage,

4 = intracerebral hematoma, 5 = ischemic infarction, with no evidence of hemorrhage,
6 = hemorrhagic infarction

19. Was carotid magnetic resonance angiography (MRA) performed? Yes No/NR (Skip to 20)|STR19
a. If Yes, what is the greatest degree of carotid stenosis demonstrated: |STR19A
1.0-49%
2.50 - 69%
3.70 - 99%
4. 100% (occlusion)
20. Was an echocardiography study performed? Yes NO/NR (skip to 21y |[STR20

a. If Yes, were the following present:

1. intracardiac thrombus Yes No |STR20A1
2. valvular heart disease Yes No [STR20A2

STR - Stroke Abstraction Form v1.0 20150625 Form
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ID NUMBER; FORM CODE: STR

3. dilated ventricle or poor ventricular
function

aortic arch atheroma

atrioseptal aneurysm

patent foramen ovale (PFO)

valve vegetations

© N o 0 &

artificial valve

E. TREATMENT

21. Did the patient receive thrombolytic treatment for stroke?

F. DISCHARGE

22. Was the patient alive at discharge?

VERSION: A 6/25/15

Yes
Yes
Yes
Yes
Yes

Yes

Visit

No
No
No
No
No
No

TR20A3
STR20A4
STR20A5
STR20A6
STR20A7
STR20A8

Yes

Yes

SEQ #

No/NR

STR21

No/NR (End form)

STR22

23. At the time of discharge, did the patient have deficits in completing everyday activities compared to status

prior to event? |STR23

24. Where was the patient discharged to: STR24

Yes

No/NR

1 = home, 2 = rehabilitation unit or facility, 3 = nursing home or other long term care facility

STR - Stroke Abstraction Form v1.0 20150625 Form
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S

SP’ROM’ff VETERANS SPECIFIC ACTIVITY
e QUESTIONNAIRE
; isi [
oot ven vt (L) e,
Oa) Form Date............. / / Ob) Initials...........

Instructions: Questionnaire should be completed during the study visit. Mark only one answer, and read
auestions exactlv as written.

The following is alist of activities that increase in difficulty as you read down the page. Think carefully, then
select the first activity that, if you performed it for a period of time, would typically cause fatigue, shortness of

breath, chest discomfort, or otherwise cause you to want to stop

. If you do not normally perform a particular

activity, try to imagine what it would be like if you did.

1) 1MET

2) 2 METs

3) 3 METs

4) 4 METs

5) 5METs

6) 6 METs

7) 7 METs

8) 8 METs

9) 9 METs

10) 10 METs
11) 11 METs
12) 12 METs

13) 13 METs

Eating, getting dressed, working at a desk

Taking a shower, shopping, cooking
Walking down 8 steps

Walking slowly on a flat surface for 1 or 2 blocks
A moderate amount of work around the house, such as vacuuming,
sweeping the floors, or carrying groceries

0 [VEA0]

alvEs
o [VSATs)

[ [vSAQg]

0 [VA07]

O [vsAos]
1 [VSA09]
O[VSA10]
O [vsALl]
O [vsA12]

Light yard work (ie, raking leaves, weeding, sweeping, or pushing a
power mower), painting, or light Carpentry..........cccccooeiii
Walking briskly

Social dancing, washing the car

Play 9 holes of golf carrying your own clubs. Heavy carpentry,
mow lawn with push mower

Carrying 60 pounds, perform heavy outdoor work (ie, digging, spading soil, etc)
WalKing UPNIIL......oeee e e e
Carrying groceries upstairs, move heavy furniture

Jog slowly on flat surface, climb stairs quickly

Bicycling at a moderate pace, sawing wood, jumping rope (slowly)

Brisk swimming, bicycle up a hill, jog 6 miles per hour

Carry a heavy load (ie, a child or firewood) up 2 flights of stairs

Running briskly, continuously (level ground, 8 min per mile) ............cccvvvviieeeneeen.
Any competitive activity, including those that involve intermittent sprinting
Running competitively, rowing competitively, bicycle riding

Myers J, Bader D, Madhavan R, et al. Validation of a specific activity questionnaire to estimate exercise tolerance in patients referred
for exercise testing. Am Heart J 2001; 142:1041-1046

Veterans Specific Activity Questionnaire, VSA
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Sé’f?‘?”’cs SPIROMICS VENOUS THROMBOEMBOLIC DISEASE

ABSTRACTION FORM (VTD)

I I [ ..
. FORM CODE: VTD Visit
ID NUMBER: SUBJID VERSION A 2/12/2015 Number |[VISIT| SEQ#

Oa. Completion Date: DD/DD/DDDD Ob. Staff ID: DDD VTDOB

Month/Day/Year

oc. vent 10: | L LI T T I T T2 oo, event oate: [ L VL L | [Vroo0]

Instructions: Answers are derived from the medical records received. Do not complete this form until all records
are received or classified as unobtainable as indicated on the Medical Record Shipping Form.

A. GENERAL INFORMATION

1. Was the event (choose one): I:' VTDh1

1= In hospital only 2= Emergency Dept. visit only (ED) 3= Both ED and in hospital

2. Date of admission: (mm/ddiyyyy) HRNENERRER
3. Date of discharge: (mm/ddiyyyy) HENAENERRR
4. What was the primary admitting diagnosis code? ||| | |l .. JL L I ]
5. What was the primary discharge diagnosis code? ||| || |l .l I | [ ] [vTD5

B. DEEP VEIN THROMBOSIS (DVT)

6. Was DVT confirmed? Yes [] No [ [skipto10] |VTD6
7. Diagnosis: (Mark the one that applies best) [VTD7

a. [_] Deep vein thrombosis of lower extremities not resulting from a procedure within 60 days
b. [ ] Deep vein thrombosis of lower extremities during or following a procedure within 60 days

8. Diagnosis of deep vein thrombosis is based on: (Mark all that apply)

a. [_] Hospital discharge summary with a diagnosis of deep vein thrombosis
b. [] Positive findings on a venogram

c. [] Positive findings using impedance plethysmography

d. [] Positive findings on Doppler duplex, ultrasound, sonogram or other non-invasive test
e. [_] Positive findings on isotope scan

VTD - Venous_Thromboembolic_Disease Abstraction Form_v1.0_20150212
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_ FORM CODE: VTD Visit
ID NUMBER: VERSION: A 271212015 Number SEQ#

9. Diagnosis of deep vein thrombosis reporting source (Mark the one category that applies best) [VTD9

a. [_] Hospital inpatient

b. [] Hospital outpatient facility or clinic

c. [] Radiology or imaging facility

d. [] Physician’s office / private medical practitioner
e. [_] Nursing/convalescent home/hospice

f. ] Autopsy only

g. L] Death Certificate only
h. [] Other, specify VTD9A

10. Was a work-up for pulmonary embolism performed? Yes[ ] No[_] (End Form) Unknown [_] (End Form)
VTD10

C. PULMONARY EMBOLISM (PE)

11. Diagnosis: (Mark the one that applies best) VTD11

a. [_] Pulmonary embolism not resulting from a procedure within 60 days
b. [_] Pulmonary embolism during or following a procedure within 60 days
c. L] No Pulmonary embolism diagnosed or diagnosis is not recorded

12. Diagnosis of pulmonary embolism is based on: (Mark all that apply)

VTD12A

a. [_] Hospital discharge summary with a diagnosis of pulmonary embolism

b. [_] High probability on ventilation-perfusion lung scan [VTD12B

c. L] Positive findings on pulmonary angiogram or spiral CT |[VTD12C

d. [_] Diagnosis of deep vein thrombosis (DVT) based on at least one DVT criteria on Q7 plus signs
and symptoms suggestive of PE (i.e. acute chest pain, dyspnea, tachypnea, hypoxemia,

tachycardia, or chest X-ray findings suggestive of PE) -_VTD12D
e. [_] Other, including autopsy [\VTD12E

13. Does patient have a history of: (Mark all that apply)

a. [_] Factor V Leiden deficiency |VTD13A

b. [] Polycythemia [VTD13B

c.[] Cancer |VTD13C

d. % Smoking [VTD13D

e. Obesity|VTD13E

f. [ Recent estrogen or birth control pill use |VTD13F

VTD - Venous_Thromboembolic_Disease Abstraction Form_v1.0 20150212 Page 2 of 2
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