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PROTOCOL =STEPIPF

STUDYBOOK=DATA_FORMS
STEP-IPF S RMSCREENING NODATA<XYES>

s..> Ung | IPFnet Screening/ Histgry

Autoenroll SUBJNO CTSITEPROC.RANDO_ENROLL.STUDYNO with ‘- |NVS|TE |N|T|
Subject Initials: ___ —

between 2nd and 31 char and between 5t and 6t where KIT_NUMBER='3’ Subled“} 02 = o e ™ e e
Note: INITFAL’S is nof""

Informed Consent

pages/panels. Not verified.

1 Date informed t si dCON§NTDT/
are informed consent signea: ___/_ /. _
i P BLDSAMPL<xYESNO>ICONSENT (TYPH 1)
2 Did subject grant permission to have his/her biclogical samples stored
in the biospecimen repository? s R RSN ) Tt e :0 No :] Yes —
If Yes: Date research sample consent signed: ——/—rm,— /——Wr—

If Yes: Answer all questions below (If not included in Consent, mark NA):

SPECZIKIPFYNA>

I Blood ond biologic specimens for future use by the approved investigators in studies
of pulmonary fibrosis? ... I %E’ i Yes MNA
ECZ ?PF\?N‘A
il Blood ond biologic specimens to be used for other approvedéesearﬁn ................. v L Yes |
ext'Page
' LD L. LE )
1 Dateofbirth: ___ / [/ = DEMOG (TYPE L)

. @ "oBDT "™
2 Sex: | |; Male |_|? Fermale

3  Ethnicity {check only one): []1 Hisp%&f?&%g’\l%?\lot Hispanic or Latino

4 Race (check off thot apply): || American Indian or Alaska Native D Native Haw || rlg her IE':ClH: Isﬁ:nder
Asian | White NATHWN<XYES>

Black or African American " Other (specify): WHITE<XYES>

AMERIND<XYF%
OTHRATCEXYES>

ASIAN<XYES>

2 A K X
Childbearing Potential (complete for female subjects only)

Female of childbearing potential?
|_|0 No = If No: Provide reason [check enly one: |_|, N‘ﬁ@ﬁfﬁ’@‘rq%l\i’t‘fﬁmﬁ”"m“"' {natural (e IIRATN) (TYPE 1

, Tubal ligation o5 Other (specify):

[, Yes CBPOT<XYESNO> NOCBSP<V:50>

Smoking History

1 Does the subject have any history of smoking? __|0$MOKF| NG Skipy B piDsection. SMKHIST (TYPEl)

[ ], Yes = If Yes: Answer questions below.

2 s tHeAshje@ (Hskd B I{;h Past smoker — Date subject last s
|—]‘2 Current smoker gsi\/ICS‘KIEﬂ/I N—IZH—> VWSMOK EY<I|:4>

3 How many total years has the subject smoked? SMKYERRS<F:9:3>

4 On average during that time, how many packs (or equivalents) per day of cigarettes did the subject smoke?

___ packs per day

SMOKPK<F:9.3>
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Note on CRF page 1:

Version 2 of the CRF changes the response set for Informed Consent,
guestion 2. The original response set must be maintained.
Screen should allow both sets of responses:

For CRF version 2.0 16NOV2007:
(Question 21, ii as on annotation page 1)

For CRF version 1.0 24JUL2007
(Question 2 a,b,c,d,e as below)

a. Blood and biologic specimens for future use in pulmonary fibrosis
studies SPEC2A<IPFYNA>

b. Blood and biologic specimens to be examined for inherited IPF
factors SPEC2B<IPFYNA>

c. Blood and biologic specimens for use in developing improved IPF
treatments SPEC2C<IPFYNA>

d. Blood and biologic specimens for use in research about other
health problems SPEC2D<IPFYNA>

e. Permission to use these biologic samples in research, even after
subject’s death SPEC2E<IPFYNA>

STEP_IPF VERSION 7.0 _17SEP2009



STEP-IPF NODATA<XYES>
IPFnet Screening/Histor

Subjedt ID: 02 - = Subject Initials: ___

sife # subject #

Disease History

IPFCT<XYESNO>
1 Did subject have a CT consistent with diagnosis of IPF prior to consent? DISHIST (TYPE 1)
[ ], No DCTDT
|_|l Yes = If Yes: Date (If multiple, provide earliest): _I_/__J_/____
ooy mainf o

2 Did subject have a surgical lung biopsy consistent with diagnosis of IPF prior to consent?

L, NePFBIOP<XYESNO>
|_|, Yes = If Yes: Date (If multiple, provide earliest): ____/_ DBIQPDT
year

day monih

Screening Spirometry

Date of assessment: _‘__/g:)thg e A SPIROMET (TYPE 4)
day monil yor
Pre bronchedilator: Post bronchedilater:
FEV1 <F:9:3> PSTFEV1 <F:9:3>
1 FEV;: Actual: _ . liters 4 FEVy: Actual: . liters
FEV6 <F:9:3> PSTFEV6 <F:9:3>
2 FEVg Actual . liters 5 FEVg Actual: . liters
3 FVC: Actual: _,_Fﬁzliéﬁ:g::b & FVC: Actual: __ .IZ)_S_TD/ﬁi:est:g:3>

Screening Echo

1 Date of assessment: _d_/__E‘Cl_|/O_D1__ ECHO (TYPE 1)
oy o yeor
EF<F9:3>
2 Ejection fraction: ___ %
RVSP<F9:3>
3 Right ventricular systolic pressure: _ . mmHg

4 Right ventricular enlargement? |_|o No |_|l Yes |_|..,,6 NA RVENLRG<IPFYNA>

5 Righiairiulenlurgemenf?: ZONo I, Yes | :.N NA RAENLRGL<IPFYNA>

Lung Volume

¢ . }_UNGVL DT

Date of assessment: — /_m“_mh_ —— LGVOLUME (TYPE 1)
1 Total lung capacity (TIC): ___ . liters TLC<F:9:3>

2 Functional residual capacity (FRC): __ . ___ ___ |iTeERC<F: 9:3>

3 Slow vital capacity (SYC): ___ . liters SVC<F:9:3>

Site Personnel’s Initials: ___

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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STEP-IPF

' IPFnet

Subjed ID: 02 -

NODATA<XYES>

Screening/ Hlstory

- Subject Initials: ___

Screening 6-Minute Walk Test gmwr)

Date of assessment: ___ / _ _ / _ WALKDT WALKTM
day month year (See page 10) WALK (TYPE 4)
1 Pre-walk modified Borg Dyspnea Scale rating: PREBORG<IPFBRG><V:3>
Olo [0ks [L1 Bl2 [Blz [44 Bls Ble [77 [Bls Ble 10J10 [, Not done
. , §E8T8P02<Fﬁ' 9:3>
2 RestingroomairSpO,; %
3 Was supplemental O, used during walk? un%PHEP%{ —é(lyﬁ§lg[g%mfy SIMP%<F9 3% SUPSPO2<F9:3>
SpQ,on Supplemental O, %
4 Waos walk performew%ﬁm<—>’<¥lr%§llt}leqzuson WLKNDSP<V:100>
[—|1 Yas
5 Woas a walking aid necessary to perform the 6MWT?
Do No WALKAID<XYESNO>
|_|] Yes = If Yes: Specify [check only one): ||:] Ccr]: TYPEAID<IPEAID><I:3>
2 Walker AIDSP<V:100>
l:qa Other (specify):
WALKTIME (TYPE 4)PS
WALSKAIYISS IpETMT><i:3>  MeartRate 5p9, ( )
0= Pre-walk ——___ bpm
15 | 1 minute __WLKHRg 3> — % WLKSPO2<F:9:3>
2= 2 minutes ___ bpm %
3 minutes _____ bpm %
= 4 minutes ——_ bpm %
N 5 minutes _____ bpm I, 4
6= & minutes ——_ bpm %
Three minutes of recovery after completion or stop of 6-Minute Walk Test
: 1 minute 1 Minute Post _____ bpm I
= 2 minutes 2 Minutes Post e bpm .
9= 3 minutes3Minutes |Post . bpm %
& Did subject desaturate (SpO, < 88%)? P%gﬂTURA<XY SNO> DESATMIN<I:3> DESATSEC<|: 33
Yes — If Yes: Walk duration at desaturation: min / sec
Walk distance at desaturation: _ meters DESATDIS<F:
o Did Subject Complete If Stopped Early: Specify Reason
Lowest SPO, Distance Walked 6-Minute Walk? {Cheek only one]
<F'O . .
Lowdpoz<r:g:3> 110 TANCESE9:00) WEKHIRG1:3> WLKSECH:S> o STOPREA<IPFREA><I:3>
I Y B __ meters Duration: ?“/—; [j2 Developed signs and symptoms requiring termination of test
COMRLWLK<XYESNOP s Other fspecit: STPOTHSP<V:100>
7 Post-walk modified Borg Dyspnea .Scu|e ratingiPOSTBORG<IPFBRG><V: 3>
Olo [oles 1711 bl2 [BI3 414 615 Ble 717 €18 Blo [1010 [9 Notdone

WHITE and YELLOW=Duke Clinical Research Institute e

IPFnet Step-IPF CRF V4.0_17 SEP 2008 2008 DCRI — Confidential
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Subject ID: 02 - - Subject Initials: __

3. Inconsistent with IPE (Previous chaoice)

NODATA<XYES>

Screening/History

Clinical Center
HRCTINT <IPFHRC><I:3>

4. Suggests alternative diagnosis (addition
to the code list)
1 Interpretation of HRCT (check only one):

[_], Definite IPF

E —
[ I, Consistent with TPF

|_| Suggests alternative diagnosis
i PULA

6 Reticular abnormality:

TDIA <F:9:3>
2 Pulmonary artery diameter: e cm
AORTADIA <F:9:3>
3 Aorta diameter: __+_____cm
LUNGDIST <IPFLNG><I:3>
|—]| Lower lung
4 Predominant craniocaudal distribution of abnormality D, MidHung
[check onfy one): |—]3 Upper |ung
D_, Diffuse AXDIST <IPFAXL><I|:3>
l:‘] Peripheral
5 Predominant axial distribution (check only one): DQ Central/peribronchovascular
L1, Diffuse RETICULR <IPFABP>

[, Absent [ ], PrdséNECOMB<IPFABP>

7 Honeycombing:

[Jo Absent [, r@RDGLASS <IPFABP>

8 Extensive ground glass abnormality {extent > reticular abnormality):

9 Profuse micronodules (present in upper, mid, and lower lung zones):

DO Absent l:‘] Ve RONDL <IPFABP>

|—]0 Absent |_|l presleSTS <|PEABP>

10 Discrete cysts (not in areas of honeycombing):

11 Mosaic attenuation:

12 Air trapping:

13 Consolidation:

MOSAIC<IPFABP>
|_]0 Absent |_|l Present

[ ], Absent [ ], presedt IRTRAP<IPFABP>

DO Absent D] P(r:e%mSOLID <IPEABP>

I:]o Absent D, Present
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f—~~y STEP-IPF NODATA<XYES>
>~ IPFnet Screening/Histor

Subjed¢ID: 02-___ - __ Subject Initials: ___
te # vbject #
Past Medical History/Physical Findings
Does the subject huve a known current or past history of: MEDHIST1 (TYPE 1)
1 Coronary artery disease CADHIST<XYESNOS o No [, Yes
2 Acute MI ACUTEMI<XYESNO> LJoNo [ Yes
3 Valvular heart disease |—:o No __|1 Yes —* If Yes: Specify:VALVUSP<V: 100>
VALVULAR<XYESNQO>
4 Heart failure (congestive heart failure or congestive [l Ne [J ¥
heart disease) HFAILURE<XYESNO>| —o™° L Te
5 Atrial fibrillation ATRIALFB<XYESNO> | [ J;No [ ], Yes
6 Intermittent CIGUdimﬁ%EILAUD|CA<XYESNO>|_ZD No J1 Yes
7 Cirrhosis or other serious, chronic liver disease |—4J Ne __|] Yas
) CHWVERDIS<XYESND=
8 Dlnbeies DIAB ETES<XYESNO> E‘D Mo :‘1 Yes
9 Llungconcer | GCANCER<XYESNO>| [ JoNo [, Yes
OTHCANSP<V:100>
10 Other cancer fexcfuding basal cell carcinoma) |—“J Mo __|] Yas —+ If Yes: Specify:
OTHCANIXYESNO>
11 Gastroesophageal reflux disorders (GERD) Eo No 31 Yes — If Yes:
GERD<XYESNO> Check all that apply:
[ Barrett's esophagus BARRETS<XYES>
|| Hiattal hernia HIATALHN<XYES>
] Gastroesophageal reflux " REELUX<XYES>]
How diagnosed (check ol that apply):
PHMONITR<XYES> [ 24 hr pH monitoring
ENDOSCOP<XYES> L Endoscopy
UPBARIUM<XYES> L] Upper Gl/barium swallow test
HTBURN<XYES> |_ Sympfoms of heartburn
ORL ] Unknown - GDIAUNK<XYES>
Non-pharmaceutical interventions {check of that opply):
ELEV<XYES> [ Sleeping with the head end of the bed elevated with
4" to 8" blocks on the floor
_RECL|N<XYES> [ Sleeping in a recliner
fFOOD<XYES> [ ] Limiting foods and beverages thet cause symploms
NOFLAT<XYES> [ ] Avoiding lying down flat for 3 hours cfter a meal
BEDSNK<XYES> [ Avoiding bedtime snacks
SMLMEAL<XYES> ] Eating small meals
_] Fundop|icclicn surgery FUNDSURG<XYES>
12 Sleep apnea (central or obstructive) [loNe [ Yes— If Yes: CPAP treatment (check only one:
[:o Nene
SLPAPNEA<XYESNO> [:1 Dai|$:PAP<IPFCPA>
Lﬁ Intermittent

Site Personnel’s Initials: ___
WHITE and YELLOW—Duke Clinical Research Institute e  PINK—retain at site
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STEP-IPF

& | IPFnet

Subjed ID: 02 -

NODATA<XYES>

Screening/ Hlstory

- Subject Initials: ___

Past Medical History/Physical Findings (continued)

Does the subject have a knewn current or past history of:

MEDHIST2 (TYPE 1)

13 Asthma [N [, Yes ASTHMA<XYESNO>

14 Evidence of pulmonary hypertension [ JoNo [ ], Yes= | If Yes: Source (check allhabapelvk TH< XY E
HYPERTEN<XYESNO> HYPRECHO<XYES> [ JEcho [ ] Cath

15 Emphysema or chronic bronchitis [[JoNo [, Yes EMPHYSEM<XYESNO>

16 Connective tissue features (thought clinically insignificant)

CNTISSUE<XYESNO>

|_| Mo |_| Yas —+
RAYNAUDS<XYES
POSANAS
POSRF<XYES>
MYALGIA<
SICCA<XYES>

If Yes: Check all that apply:
Raynaud's
JEPosmve AMA=— Titer: 10—

Positive RF = Level: IJ
%%§ FEVELJW&
|gn|f|cc:|nf crlhmlgla/myu ia

:‘ Sicca symploms
Ymp

DYSPHAGA<:)Q[I§§E}109-,G
DTHTIS<XYES> | [J Other®@Rb3}ISSP Vi 100>
17 Exposure to organic or inorganic antigens known to ] u
cause interstitial lung disease (thought clinically insignificant]| —° L L ANTIGENS<XYESNO>
18 Clubbing (JoNo [, Yes CLUBBING<XYESNO>
19 Bibasilar, inspiratory crackles [[JyNo [ Yes CRACKLES<XYESNO>
20 Jugular venous distension |_|u No |_|1 Yes JVD<XYESNO>
21 Increased P, [J,No [, Yes INCSEPPT<XYESNO>
22 Per':pherﬂl edemo |_|U Mo |_|.| Yes PEREDEMA<XYESNO>
23 Other significant condifiun,/finding |—]] Yes — | If Yes: Specify:
OTHC1<XYES> OTHC1SP <\/-100>

24 Other significant condition/finding D, Yes = | If Yes: Specify:

OTHC2<XYES> OTH2CSP <\/:100>

WHITE and YELLOW—Duke Clinical Research Institute o
2008 DCRI — Confidential

IPFnet Step-IPF CRF ¥4.0_17 SEF 2008

STEP_IPF VERSION 7.0 _17SEP2009
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(2l STEP-IPF NODATA<XYES>
\') 'PF"Et Screenmg/Hlstory

THIS IS A REPEATING PAGE  subjed ID: 02 - — Subject Initials: ___

Prior Medications

Record any non-study medications taken within 30 days of randomization, including over-the-counter and prescription drugs,

and herbal remedies, with the exception of medications taken to treat gastroesophageal disorders, including GERD and

Barrett's esophagus (record on GERD Prior Medication page). MEDLOG(TYPE 4)R
. Stop Date OR
Medication Name Start Date i Conlinuing Indication
MEDROWNOX<I: 3> MEDSTPDI
1 MEDICATN<V:100> e M%[)_STBBJ__ —d"}_—/—m—/—jm—— THERAPY<V:100>
i MEB €Kiy ES>
2 WHODRUG_B?2 |
WHONAME<V:80> CIR|_| Continving
WHOCODE<V:32>
3 CODETM<DATETIME®> / / / /
CODER<V 20> day month yeor day menth year
WORKFLOW<V:5> OR[_], Continuing
CONFLVL<V:2>
4 MATCHES<V:4> _— e |
day  monfl h eor iy nonth yoar
WHODRUG_ATC_B2 ORL], Confinuing
ATC_TERM<V:110>
5 ATC_CODE<V:40> |~/ /o e

CODETIM2<DATETIME>
CODER2<V:20>
WORKFLO2<V:5>

6 CONFLVL2<V:2> | o~ | o= —
MATCHES2<V:4> OR |_|l Continuing
THERAP2<V: 100>

- / i / /

day menth yeor daoy month year

OR |_|, Continuing

/ /
10 S S N R R ————

OR |_|l Continuing

Site Personnel’s Initials:
WHITE and YELLOW—Duke Clinical Research Institute e  PINK—retain at site
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STEP-IPF

FORM=PRERAND

\-) 'PFnet SEE ANNOTATION PAGE 3

Subjedt ID: 02 - -

NODATA<XYES>

Pre-Randomization

Walk 1

Subject Initials: ___

6-Minute Walk Test (smwr)

Date and time of assessment: ____ / _ _ /
d

o o | Twmems | WALKTM
1 Pre-walk modified Borg Dyspnea Scale rating:
Lo Uos [ U2 U3 U4 Os Ue U7z Us [Lle [l
Resting room air SpO.: %
Was supplemental O, used during walk? |_|u No |_|l Yes — If Yes: Specify: liters/min

SpQ,on Supplemental O, :

WALK (TYPE4

[ s, Not done

%

4 Was walk performed? ||, No — Provide reason:
[—|1 Yas
5 Woas a walking aid necessary to perform the 6MWT?
Do No
|_|] Yes = If Yes: Specify [check only one): r] Cane
[ ], Walker
i—va Other (specify):
6 Minutes Heart Rate spe, WALKTIME(TYPE4)PS
Pre-walk . bpm
1 minute o bpm %
2 minutes o bpm %
3 minutes _ ____ bpm —_—%
4 minutes o bpm %
5 minutes _ ____ bpm %
& minutes 0 bpm S 7.
Three minutes of recovery after completion or stop of 6-Minute Walk Test
1 minute _ ____ bpm —_—%
2 minutes o bpm %
3 minutes o bpm %

& Did subject desaturate (SpO, < 88%)? [_], No

[ ], Yes = If Yes: Walk duration at desaturation: min / sec

Walk distance at desaturation:

meters

Lowest SpO,

Distance Walked

meters

(11 [Je2

[]3

Did Subject Complete
6-Minvte Walk?

[], No = If Ne:
_

min sec

Duration:

[_|1 Yas

7 Post-walk modified Borg Dyspnea Scale rating:

[Jo [Jos

[14 [15 [Je&

[], spo, < 80%

|J o8 Other {specify):

If Stopped Early: Specify Reason
{Cheek only one]

[12 Developed signs and symptoms requiring termination of test

(17 [Js [Jo [J1w0

[ 147 Not done

IPFnet Step-PF CRE

v
ST

WHITE and YELLOW—Duke Clinical Research Institute o

4.0 17 SEP 200

2008 DERI — Confidential

Ep"IBE Y Ersion 7.0 _17SEA3008

Site Personnel’s Initials: ___ _ _

PINK—refAdbEsit=R EP = 1
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4.0 STEP-IPF FORM=PRERAND
™\ Page added
-
'PFnet SEE ANNOTATION PAGE 3
Subjedt ID: 02 - .

NODATA<XYES>

Pre-Randomization

Walk 2

Subject Initials: ___

6-Minute Walk Test (smwr)

Date and time of assessment: ____/____ __ /
day month year 00:00 to 23:5%
1 Pre-walk modified Borg Dyspnea Scale rating:
Lo Mos [ U2 U3 4 s e [z Us [Jo [io
Resting room air SpO.: %
Was supplemental O, used during walk? |_|u No |_|l Yes — If Yes: Specify: liters/min

4 Was walk performed? ||, No — Provide reason:

SpQ,on Supplemental O, :

WALK (TYPE4

[ s, Not done

%

7 Post-walk modified Borg Dyspnea Scale rating:

[Jo [Jos [11v [J2 [z [J4 [s5 [1s

[—|1 Yas
5 Woas a walking aid necessary to perform the 6MWT?
Do No
|_|] Yes = If Yes: Specify [check only one): _] Cane
[ ], Walker
._93 Other (specify):
6 Minutes Heart Rate spo, WALKTIME(TYPE4)PS
Pre-walk ______bpm
1 minute ___ _bpm I
2 minutes ___ bpm - 4
3 minutes ____bpm —_——%
4 minutes ___ _bpm %
5 minutes ____bpm I 4
& minutes ——__bpm .
Three minutes of recovery after completion or stop of 6-Minute Walk Test
1 minute ___ _bpm %
2 minutes ___ bpm %
3 minutes ___ bpm %
& Did subject desaturate (SpO, < 88%)? [_], No
[ ], Yes = If Yes: Walk duration at desaturation: min / sec
Walk distance at desaturation: _ meters
. Did Subject Complete If Stopped Early: Specify Reason
Lowest $p0, |[Distance Walked G-Minute Walk? {Check only one)
[, No = If No: [, 5p0, < 80%
e %|____ __ meters Duration: W-/_sr D? Developed signs and symptoms requiring termination of test
|_|] Yes |_|93 Other {specify):

[17 [18 [19 []10 [ ], Notdone

Site Personnel’s Initials: ___

WHITE and YELLOW—Duke Clinical Research Institute o
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=~ STEP-IPF NODATA<XYES>
'PFnet FORM=ENROLLMENT Enrollment/WeekO

Subjed¢ID: 02-___ - __ Subject Initials: ___
sife # subject #
Viet date: — —/—— —/—___ MISITDT VISTDATE (TYPE 4)
o BEEE ADBITIONAL ANNOTATION AT BOTTOM OF PAGE

Eligibility
Did the subject meet all eligibility criteria? INCL1<I:3> INCL2<I:3> INCL3<I:3>

|_||:I No = If Ne: Inclusion criteria not met: # L # L #

Exclusion criteria present: #=XC| ¥<[:3> , # _ EXC| 2<|: 3> ELIGIBLE (TYPE 1)
[],Yes ELIGCRIT<XYESNO> EXCL3<I:3>

Randomization

Date of randomization: _____/ _ RANDT RANDOM (TYPE 1)

day month yoor

NYHA Functional Class

1= 2= 3= A=
Current NYHA heart failure classification (check onlyone): [ 11 [ [0 [ lm [ | NYHA (TYPE 4)
NYHACLAS<XKCLAS>

Vital Signs
1 Weight: Citb (kg WEIGHT <F:9:3>  WTUNITSSXWGTU> \/17a| S (TYPE 4)

HEHE$WT: <£:9:3> [ J,in [, emHTUNITS<XHGTU> (Height only on page 11)

BPSYS<I:3> BPDIA<I:3>
3 Bloodpressure: ___ _ /  mmHg

4 Heort rate: HRATE<I: G
SPO2<F9:3> ONLY ON PAGE 112

**VISTDATE PANEL
(FOR PAGE 47 and 86 ONLY) EARLYTER <XYES>
(FOR PAGE 112 ONLY) UNSCHREA<IPFUNS> AND UNSCHSP<V:100>

Site Personnel’s Initials: ___
WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site

IPFnet Step-IPF CRF V4.0_17 SEP 2008 2008 DCRI — Confidential
STEP_IPF VERSION 7.0 _17SEP2009
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. STEP-IPF NODATA<XYES>
~ | IPFnet Enrollment/WeekO

Subjed¢ID: 02-___ - __ Subject Initials: ___ —
e # byject #
Spirometry*
SPIRDT SPIROMET(TYPE 4
Date of assessment: ____/_—_ _ /
iy month yoar
1 FEVy:Actual: _ . liters FEV1 <F:9:3> SEE ANNOTATION P.2
NOTE: DO NOT ADD QUESTIONS
2 FEVy: Actual: . liters FEV6 <F:9:3> 45,6
3 FVC:Acual: __ . liters FVC<F:9:3>
Diffusing Capacity of the Lung for Carbon Monoxide (pico)*
DLCODT
Date of assessment: - /_Mr._ /__m___ DLCO(TYPE 4)

1 DLCO: Actual: DLCO<F 9 r;‘i?mln/mm Hg — Altitude<orrected DLCO (National Jewish onfy}‘ALTIDLCO<F 9m§ﬁn|n/mm Hg

2 VI (inspired volume): _V|.<F_:9£>|ilers

3 VA (aheolar volume): __ < i
Dote of ssessment: /-0 )20 1 ABG(TYPE 4)
1 Baromefric pressure: mm Hyg BARPRESS><I:3>

2 Clinic altitude (check only one): [ ], <4000 ft [ ],>4000f ALTITUDE<IPFALT><I:3>
3 FOoy___ % FlO2<I:3>
PH<F:9:3>
£ pH: v
PAO2<I|.3>
5 PaOy ___  _ mmHg
6 PaCO; _______ mmHg PACO2<I3>
7 SaOy; % SAO2<I:3>

*Sereening visit may be used if within 14 days of enrollment.

Site Personnel’s Initials:
WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
IPFnat Step-IPF CRF V4.0_17 SEF 2008 2008 DCRI — Confidential CRF, page 12
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(. STEP-IPF NODATA<XYES>
s..> 'PFnEt Enrollment/WeekO

Subjed¢ID: 02-___ - __ Subject Initials: ___ —
fe # vbject #
Self-administered Questionnaires
SELFQDT SELFREPT(TYPE 4)
Date administered: —~ /. &
1 EuroQol EURORPT<IPFSEF><I3> |_|, Attached |—|9? Mot done
2 SF-36 SF36RPT<IPFSEF><I3> [ ], Atached [l Not done
UCSDRPT<IPFSEF><I:3>
3 UCSD Shortness-of-Breath ... |_|l Attached u?? Not done
4 St George's Respiratory ... STGRGRPT<|PFSEF><I 3> D, Attached Dg, Net done
5 ICECAP ... CERPT<IPFSEF><I:3> . [, Attached [, Not done
ENDRPT<IPF EF><| > 7 96
& Gender Substudy Gueshonncnrg; S 3 s | :tAHached | %9, Not done | _|;, NA [(male}

Site Personnel’s Initials:

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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STEP-IPF NODATA<XYES>

8 IPFnet Enrollment/Week 0

Subjedt ID: 02 - Subject Initials: ___

EUI'OQOI Questionnaire £a-5p English version for the U.S.

By placing a checkmark in one box in each group below, please indicate which statements best
describe your own health state today. EUROQOL1 (TYPE
1 Mobility:

L, I have no problems in walking about

[ ], 1 have some problems in walking about
[ "], 1 am confined to bed

EQMOB<IPFEMO><]:3>

2 Self-care:
[ ], I have no problems with self-care
[1, I have some problems washing or dressing myself
L1, | am unable to wash or dress myself

EQSC<IPFESC><I:3>

3 Usual activities (e.g., work, study, housework, family, or leisure activities):
L], I have no problems with performing my usual activities
[], I have some problems with performing my usual activities EQUA<IPFEUA><:3>
[ 1,1 am unable to perform my usual activities

4 Pain/discomfort:
[ ], I have no pain or discomfort

[ 1, I have moderate pain or discomfort EQPAIN<IPFEPN><[:3>
L], I have extreme pain or discomfort

5 Anxiety/depression:
L], I am not anxious or depressed
[ ], | am moderately anxious or depressed ~ EQANX<IPFEAN><|:3>
[, | am exiremely anxious or depressed

STOP.
Please let your study coordinator know that
you are ready for the EuroQol Thermometer worksheet.

EuroQol Thermometer Response (Study staff use only)

Response to the EuroQol thermometer (0-100) __EERTHERNK' 13>

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site

IPFnet Step-IPF CRF V4.0_17 SEP 2008 2008 DCRI — Confidential CRF, page 14
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1l STEP-IPF NODATA<XYES>
\) 'PFnEt Enrollment/WeekO

Subjed ID: 02 -

Subject Initials: ___

EuroQol Questionnaire £a-5D (continued)

Because all replies are anonymous, it will help vs to understand your answers better if we
have a liftle background data from everyone, as covered in the following questions.
EUROQOL2 (TYPE
1 Have you experienced serious illness: in you yourself? [ No [, Yes EQILLYOU<XYESNO>
in your family? :—|0 No [ ] Yes EQILLFAM<XYESNO;
in caring for others? [ | No [ | Yes
EQILLOTH<XYESNO]
2 What is your age in years? EQAGE<F:9:3>
3 Are you (please check appropriate box): [ ], Male EQGENDR<XGENDR>
[ |, Female
4 Are you (please check only one): [ ], A current smoker
[, An ex-smoker EQSMK<IPFESM><I:3>
[_], A never smoker
5 Do you now, or did you ever, work in health or social services?
[, No EQWKHL<XYESNO>
L], Yes = If Yes: In what capacity? EQWKHLSP <V:100>
6 Which of the following best describes your main activity (please check only one)?
[, Employed (including self employment)
[, Retired )
7 Keoping house  EQACT<IPFEAC><1:3>
(], Student
[, Seeking work
[ ],s Other (please specify): EQACTSP<V:100>
7 What is the highest level of education you have completed (please check only one)?
[ ], Some high school or less
[ ], High school graduate or GED
LI, Vocational college or some college EQEDU<IPFEDU><I:3>
L, College degree
[ ], Professional or graduate degree
8 If you know your zip code, please write it here: __EQE15>_
WHITE and YELLOW—Duke Clinical Research Institute s PINK—retain at site
IPFnet StepIPF CRF V4.0_17 SEP 2008 2008 DCRI — Confidential CRF page 15
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(. STEP-IPF NODATA<XYES>
\') 'PFnEt Enrollment/WeekO

Subjed ID: 02 -

Subject Initials: ___

SF-36 Assessment
1 In general, would you say your health is: SF1<XCOND><I:3>
L], Excellent [, Very good [ ], Good [, Fair [, Poor
2 Compared to one year ago, how would you rate your health in general now?SF2<IPFHLT><|:3>
[ Much better than one year ago [ ], About the same as one year ago [ ], Much worse now
(], Somewhat better than one year ago [, Somewhat worse than one year ago than one year ago

Yes, Yes, No, Not
Limited Limited Limited

SF36_1(TYPE 4)

3 The following items are about activities you might do during a typical day.

Does your health now limit you in these activities? If so, how much? Alot Alittle At Al
a. Vigorous activities, such as running, lifting heavy objects, participating in —

SHTGNUOUS SPOFS ... e SEBASIPEACTZS 32 I
b. Moderate activities, sk a5 mowng a roble pushing a vacuum cleoner -

bowling, or playing golf ..o 2 SBSIPEACT><I3> = i .

. Lifting or carrying groceries .. §E3C<IPE69I><I:3> ............. ]

¢
d. Climbing several flights of stairs ........... SPSD=IPPACT =<3 . O

[
o

U] L]

U] L]

Ly O, O,

e. Climbing one flight of stairs ... SEBESIREACT 2132 v ], O, O,
f. Bending, kneeling or stooping ..o SESESIREACT 251320 ], O, O,
g. Walking more than a mile SF3G<IPFACT><|3> O, O, O,
h. Walking several blocks ... SE3HSIPEACT2sL3>. ... O, O, O
i. Walkingone block ... SE3IKIPEACT><3>. ... O, 0O, 0O,
i Bathing or dressing yourself .. SE3JSIPEACT25L3>.. e 0O 0O O

4 During the past 4 weeks, have you had any of the following Al Most Some AlLitfle None
problems with your work or other regular daily activities as o ofthe ofthe ofthe ofthe of the

result of your physical health? Time Time Time Time  Time

a. Cut dgwn on the amount of time you spend on work or other ] O, O 0O 0O
aclivities ... SEAA<IRETIM><|:3>

b. Accomplished less than you would like ... SEAB<IPETIM><TR> [0, O, O, O,

¢. Were limited in the kind of work or other activities SF4C<IPFTIM><['_]@1’> 0, O O, O,

d. Had difficulty performing the work or other activities (for example,

O, O, O O

it took extra effort] s SE4AD<IRETIM><1:3>
5 During the past 4 weeks, have you had any of the following .
problems with your work or other regular daily activities as a oiﬁ |!|I1e\ oh;l :hs: E;' m: ill II'I.lHee 5";1:
anxiog)%ux emotional problems (such as feeling depressed or Tme Time Time Time Time
a. Cut down on the amount of time you spend on work or other . . .
QCHVIKES v SF5A<|PFT|M>@> Lh L L L
b. Accomplished less rhcm you would like . SEBBSIPETIM>TB> O, [0, [, [

F5C<IPFTIM><[:3> -

c. Did work or other activities less carefully than usua

WHITE and YELLOW—Duke Clinical Research Institute e  PINK—retain ot site
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STEP-IPF NODATA<XYES>
'PFnEt Enrollment/Week 0

Subjed ID: 02 -

Subject Initials: ___

SF-36 Assessment (continued)

6 During the past 4 weeks, to what extent has your physical health or emotional problems
interfered with your normal social activities with family, friends, neighbors, or groups?

[ ], Notatall [],Slightty [], Moderately [ ], Quite a bit [ ], Extremel
SF6<IPFXTN><:?3>Y / ' ' / SF36 _2(TYPE 4)

7 How much bedily pain have you had during the past 4 weeks?
[ |,None [ ],Verymild [ ],Mild [ ], Moderate [ |, Severe [ ], Very seversF7<IPFBPN><|:3>

8 During the past 4 weeks, how much did pain interfere with your normal work (including both work
outside the home and housework)? SF8<IPFXTN<I:3>>
[ ], Notatall [],Slightly [ ], Moderately [ ], Quite a bit [ ], Extremely

9 These questions are about how you feel and how things have been with you during the past 4
weeks. For each question, please give the one answer that comes closest to the way you have
been feeling.

All Most  Some  Alitile None

How much of the time during the past 4 weeks... ofthe ofthe ofthe ofthe  ofthe
Time  Time  Time Time Time
SFOA<IPFTIM><I:3> —
o il il Todl fll SE 0l conmmmmmamommmmmsmasmmmann O, O, O, O, O,
b. Have you been very nervous? SE9BSIPETIM><IS> . O, 1, i O, [C;
. Have you felt so down in the dumps that nothing could cheer =i .
SN e SFOCSIPETINGE 32 . 0 G0 0O O G
d. Have you felt calm and peaceful? ..SEOR<IPETIM=<3> [ O, O, . s
e. Did you have a lot of energy? .....SEIESIPETIM><I:3> ], O, 1, ], .
f. Have you felt downhearted and depressed? ..SFQE<IRETIM><IB> [, 1, ], 1,
g. Did you feel worn out? ..........SE9GSIRETIM2sL32......... ], ], ], ], O,
h. Have you been happy? .......SE9HSIPETIM><I:3> . ], ], ], [, s
i. Did you feel tired? oS EANSIPETIM><ES> e 0O, O, O, O, ]

10 During the past 4 weeks, how much of the time has your physical health or emotional
problems interfered with your social activities (like visiting friends, relatives, etc.)?

[], All of the time [ ], Most of the fime [ |, Some of the time [ ], A little of the time [ ], None of the time
SF10<IPFTIM><l:3>

11 How True or False is gach of the following statements for  Definitely Mostly Don’t  Mostly  Definitely

you? SE11A<IPETRU><|-3lve ~ True:  Know  False  False
a. | seem to get sick a little easier than other people ... m* ], [, I, Il;
b. | am as healthy as anybody | know SFllB<|PFTRU><f_§'1> ], [, . s
c. | expect my health fo get worse —.............SE11CSIRETRU><[3> [, ], 1, O,
d. My health is excellent ... RELIRSIPETRU><3> - [T L], ], s

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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STEP-IPF NODATA<XYES>
'PFnet Enrollment/Week 0

Subjed ID: 02 -

f ﬁ:

Subject Initials: ___

UCSD Shortness-of-Breath Questionnaire ucsp soea

When I do, or if | were to do, the Kiiiia

following tasks, | would rate my At Al Severe UE&%?.JSOP

breathlessness ast|| -1~ <|pFUCS> _ Breathlessness

0= [ 1= 2= 3= 4= 5=
1 At rest uUCsD1 0 1 2 3 4 5
2 Walking on a level at your own pace 0 1 2 3 4 5
UCcSD2
3 Walking on a level with others your 0 . 9 3 4 5
age UCSD3

4 Walking up a hill 0 1 2 3 4 5
UcSD4

5 Walking up stairs 0 1 2 3 4 5
UCSD5

6 While eating 0 1 2 3 4 5
UCSD6

7 Standing up from a chairy; 0 1 2 3 4 5

8 Brushing teeth veshs 0 1 2 3 4 5
UCSD9 '

9 Shaving and/or brushing hair 0 1 2 3 4 5

10 Showering/bathing 0 1 2 3 4 5
UCSD10

11 Dressing UCSD11 0 1 2 3 4 5

CSD12
12 Picking up and struingening 0 1 2 3 4 5

© 1995 The Regents of the University of California. Used with permission.

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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f—~ STEP-IPF NODATA<XYES>
\') 'PFnet Enrollment/WeekO

When | do, or if | were to do, the Maximal/
None Unable To Do
following tasks, | would rate my Severe
At All Because of
breathlessness as: All <I:1> <IPFUCS> ) ) R ) Breg_thlessness
0= = 2= 3= 4= 5=
13 DOiI“Ig dishes UCSD13 0 1 2 3 4 5
14 sweeping/vacuuming 0 1 2 3 4 5
UCSD14
15 Making bed 0 1 2 3 4 5
UCSD15
16 Shopping UCSDI16 0 1 2 3 4 5
17 Doing laundryucsp17 0 1 2 3 4 5
18 Washing car | ;c5p13 0 1 2 3 4 5
19 Mowing lawn UCSD19 0 1 2 3 4 5
20 Watering lawn ;csp2p 0 1 2 3 4 5
21 Sexual activities vesbzl 0 1 2 3 4 5
How much do these limit you in your daily life?
22 Shortness of breath CSD22 0 1 2 3 4 5
23 Fear of “hurting mys.%ﬁ[')zs 0 1 2 3 4 5
SD24
24 Fear of shortness oLl!%reath 0 1 2 3 4 5

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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) STEP-IPF NODATA<XYES>
>~ IPFnet Enrollment/Week 0

Subjedt ID: 02 - e Subject Initials: ___

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 the most problems, rather than what the doctors and nurses
think your problems are.

Please read the instructions carefully and ask if you do not understand anything.
Do not spend too long deciding about your answers.

Before completing the questionnaire:

Please check one box to show how you describe your current health: 1] Very good
2] Good
CURHLTH<IPFCHL><I:3> & f4ir

Poor
("] Very poor

Ccpyrighf reserved. P.S. Jones, PhD FRCP, Professzor of Respiratory Medicine, St. George's University of london, Jenner Wing, Cramner
Terrace, London SW17 ORE, UK. USA/US English Version. Used with permission
WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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f=~k STEP-IPF NODATA<XYES>
\') 'PFnEt Enrollment/WeekO

Subjedt ID: 02 - Subject Initials: ___

St. George’s Respiratory Questionnaire part 1

Please describe how often your respiratory problems have affected you over

Several AFew  Only with

Days a Daysa Respiratory AI: ;“

Every Day Week Month  Infedions

— Almost
Please check /| one box for each question.
All are <XYES>

STG1A STG1B STG1C STG1D STGILE
1 Over the past 4 weeks, | have coughed: C] ] [] m 0

2 Over the past 4 weeks, | have brought u STG2A STG STG STG2D STG
hi e ; Sl P% ’-ZP %? L 2’-E
phlegm (sputum):
3 Over the past 4 weeks, | have had shortness ~ STG3A STG3B STG3C  STG3D - STG3E
of breath: O] ] 0 L] U
4 Over the past 4 weeks, | have had wheezing  STG4A STG4B  STG4AC  STG4AD  STGAE
attacks: [] [] [] = O

5 How many times during the past 4 weeks have you suffered from severe or very unpleasant
respiratory aftacks? Please check [/] one:
[ ] More than 3 times  STG5A<XYES>

[ 13 times STG5B<XYES>
[]12 times STG5C<XYES>
[ 171 time STG5D<XYES>

[ ] None of the time STGSE<XYES>

6 How long did the worst respiratory attack last? Please check [/] one:
(Go to question 7 if you did not have a severe aftack)

[ ] A week or more STGBA<XYES>
[ ] 3 or more days STG6B<XYES>
L] 1 or2days STG6C<XYES>
[] Less than a day STG6D<XYES>

7 Over the past 4 weeks, in a typical week, how many good days (with few respiratory
problems) have you had? Please check [/ one:

[ ] No good days STG7A<XYES>
[]1or2gooddays STG7B<XYES>
[]13 or 4 good days STG7C<XYES>

L] Nearly every day was good STG7D<XYES>
[]Every day was good  g157E<xyESS

8 If you wheeze, is it worse when you get up in the morning? Please check [] one:
[, No

O] Yes STG8<XYESNO>
1
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STEP-IPF NODATA<XYES>
'PFnEt Enrollment/Week 0

Subjed ID: 02 - E Subject Initials: __

St. George’s Respiratory Questionnaire rart 2
Section 1 STGRG3 (TYPE 4)

9 How would you describe your respiratory condition? Please check [v] one:
[ The most important problem | have  STG9A<XYES>
[ | Causes me quite a lot of problems STG9B<XYES>
[ Causes me a few problems STG9C<XYES>
[ Causes me no problems STGID<XYES>

10 If you have ever held a job (please check [¥] one}:
[ | My respiratory problems made me stop working altogether
[ | My respiratory problems interfere with my job or made me change my job  STG10B<XYES>
[ | My respiratory problems do not affect my job STG10C<XYES>

STG10A<XYES>

Section 2

These are questions about what activities usually make you feel short of breath these days.
For each statement, please check [/] the box that applies to you these days.

11 Sitting or lying still ... e DN GLIASIPETOR><L3> .. [, Trve [, False
STG11B<IPFTOF><I|:3>

Washing or dressing yourself

[ |, True [ ], False
STG11C<IPFTOF><I:3>
Walking around the house ... e e e R e [ 1, Trve [, False

Walking outside on a level ground ... [ 1, True [ ], False

STG11E<IPFTOF><|:3>

Walking up a flight of stairs [ |,True [ ], False

Walking up hills ..o Y CLIF<IPETOP><L:3> M Trye [ ], False

Playing sports or other physical activities .S C1ICSIPETOR><I3> . [ 1, True [ ], False

Section 3
12 These are more questions about your cough and shortness of breath these days.

For each statement, please check [/] the box that applies to you these days.

STG12A<IPFTOF><|:3> _
. e L, True [, False

STG12B<IPFTOF><I:3>

Coughing hurts ..o

Coughing makes me tired ... |, True [ ], False

STG12C<IPFTOF><I:3>

| o shed of breotlh swhen | ol s [ 1, Trve [, False
| am short of breath when | bend over ..o STGlZD<IPFTOF><I3T—1 True [ |, False

My coughing or breathing disturbs my sleep STGlZE<|PFTOF><|3>r] True

STG12F<IPFTOF><I:3>

[ ], False

| get exhausted easily ...

[, True [, False
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Subject Initials: ___

St. George’s Respiratory Questionnaire Part 2 (continued)

Section 4
13 These are questions about other effects that your respiratory problems may have on you these

days.

For each statement, please check /| the box that applies to you these days.

My cough or breathing is embarrassing in public ..,.,§IGl3A<..I.E,FTOF><I.E3>|_|1 True [ ], False

My respiratory problems are a nuisance to my family, friends
OF N@IGHBOIS ..o STGl3B<IPFTOF><Ii31>TrU9 [, False

| get afraid or panic when | cannot catch my breath .. .STGL13CSIPETOR><I3PTrye [, False

STG13D<IPFTOF><I:3>

| feel that | am not in control of my respiratory problems ... [ ], True [ ], False
STGI13E<IPFTOF><I:3>

| do not expect my respiratory problems to get any better ... [, True [, False
STGl3F<IPFTOF><I 3>
| have become frail or an invalid because of my respiratory problems ... [, True [, False
Exercise is not safe for me ... D L GLSGSIPETOR><ISPTrye [, False
Everything seems too much of an effort ... SLELSHSIPETOP><IBPrye - [, False
Section 5
14 These are questions about your respiratory treatment. If you are not receiving treatment, +go to
Section 6.

For each statement, please check /] the box that applies to you these days.
STG14A<IPFTOF><I:3>

My treatment does not help me very much ... v |y U@ [, False
STGl4B<|PFTOF><| 3>

| get embarrassed using my medication in public ... ~ L1, True [, False
STG14C<IPFTOF><I|:3>

| have unpleasant side effects from my medication .......... v [, True [ ], False

My treatment interferes with my life a lot .. e 2d GLADSIPETOR><I3PTrye [, False
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St. George’s Respiration Questionnaire Part 2 (continued)
Section 6 STGRGS5 (TYPE 4)

15 These are questions about how your activities might be affected by your respiratory problems.

For each statement, please check [v| the box that applies to you because of your respirafory problems.

| take a long time to get washed or dressed ..o GLIOASIPETOEZSI3F ] Tve [, False
| cannot take a bath or shower, or | take a long time to doliB15B<IPETOF>€113me [ ], False

| walk slower than other people my age, or | stop to rest> | C12CSIPETOF>RESR . 7 folse

STG15D<IPFTOF><]:

Jobs such as household chores take a long time, or | have to stop to rest True [, False
If | walk up one flight of stairs, | have to go slowly or stop STGISE<IPET F>§Jle3>|_| False

If | hurry or walk fast, | have to stop or slow down ... STGl5F<|PFT(PF[><| 3>|_| False

My breathing makes it difficult to do things such as walk up hills, carry

Alert on screen: Following question ! such as weeding, dance, bowl, or play
is not on pre-version 3 CRFs

STG15G<IPFTOF><I:3>]
|_|l True |_|o False

My breathing makes it difficult to do thlngs such as carry heavy |oads, STG15H<IPETOF><|:3>
dig in the garden or shovel snow, jog or walk briskly (5 miles per hour),
play tennis or swim ............... e s s e [ Trve [, False

STGI15I<IPFTOF><[:3>
|_|l True |_|o False

My breathing makes it difficult to do things such as very heavy manual
work, ride a bike, run, swim fast, or play competitive sports

Section 7
16 We would like to know how your respiratory problems usually affect your daily life.

For each statement, please check [/ the box that applies to you because of your respirafory problems.
STGlGA<IPFTOF><I 3>

| cannot play sports or do other physical activities ........ L Trve [, False

| cannot go out for entertainment or recreation ................ STGlGB<IPFTOF >F|}%> |_|U False
\ STG16C<IPFTOF><I:3>

| cannot go out of the house to do the shopping ... [ ], True  [], False

| cannot do household chores ... .STG16D<IRETOF>K 3Re [, False

| cannot move far from my bed or chair ... STCIOESIPPTIOP>Mizs [T, s
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St. George’s Respiratory Questionnaire (continued)

» VD /|

O
Here is a list of other activities that your respiratory problems may prevent you from doing. (You
do not have to check these; they are just to remind you of ways your shoriness of breath may affect

you.)
* Going for walks or walking the dog
* Doing activities or chores at home or in the garden
* Sexual intercourse
* Going to a place of worship, or a place of entertainment
* Going out in bad weather or into smoky rooms
* Visiting family or friends or playing with children

Please write in any other important activities that your respiratory problems may stop you from
doing:

STGLIST<V:200>

17 Now please check the box (one only) that you think best describes how your respiratory
problems affect you:

[ ]It does not stop me from doing anything | would like fo do STG17A<XYES>
[ ] It stops me from doing one or two things | would like to do  STG17B<XYES>
[ 11t stops me from doing most of the things | would like to do ~ STG17C<XYES>
(]It stops me from doing everything | would like fo do STG17D<XYES>

Before you finish, would you please make sure that you have answered all the questions.

Thank you for completing this questionnaire.
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NODATA<XYES>

Enrollment/Week 0

Subject Initials: ___

Subjed ID: 02 -

ICECAP Questionnaire

Love and Friendship

ICELOVE<IPFLUV><I:3>

By placing a check [V] in one box in each group below, please indicate which statement best
describes your quality of life at the moment.

ICECAP (TYPE 4)

[], I can have all of the love and friendship that | want
1,1 can have a lot of the love and friendship that | want
[, I can have a little of the love and friendship that | want

[ ], cannot have any of the love and friendship that | want

Thinking about the future

ICEFUTR<IPFFUT><I:3>

Doing things that make you feel
valued

ICEVALUE<IPFVAL><I:3>

[], I can think about the future without any concern
[ ], can think about the future with only a little concern
[ ], 1 can only think about the future with some concern

[],1 can only think about the future with a lot of concern

L], I am able to do all of the things that make me feel valued
[],1 am able to do many of the things that make me feel valued
[ 1,1 am able to do a few of the things that make me feel valued

[],1 am unable to do any of the things that make me feel valued

Enjoyment and pleasure

ICEENJOY<IPFJOY><I:3>

Independence

ICEINDEP<IPFIND><I:3>

[], I can have all of the enjoyment and pleasure that | want
[],1 can have a lot of of the enjoyment and pleasure that | want
[],1 can have a little of the enjoyment and pleasure that | want

[, I cannot have any of the enjoyment and pleasure that | want

L], I am able to be completely independent
[],1 am able to be independent in many things
["], 1 am able to be independent in a few things
[, 1 am unable to be at all independent
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& | IPFnet

Subjed ID: 02 -

NODATA<XYES>

Enrollment/Week 0

Subject Initials: ___

Gender Substudy Questionnaire

To be completed by fonullo participants only q ﬁ H Pn E' F‘s, §| Q—YPE 1

We want fo thank you in advance for answering several additional questions. Because the cause o
we are frying to learn more about who gets the disease. We know that in general, women are less likely to develop pulmonary
fibrosis. This may be related to estrogen, a hormone more commeon in women. Therefore we are asking that all female study
participants answer several questions related to estrogen exposure which may help us better understand the disease,

erstoo

1 At what age did you begin monthly menstruation (monthly
period)?

2 Have you reached menopause?

3 If you have reached menopause, at what age did that occur?

|_|0 No = If No, skip to question 4
| L Yes MENOPAUS<XYESNO

PERIOD<I:3>
years old

A

years old
MENOAGE<F:9:3>

4 Did you ever use oral contraceptive medications?

[ ], No = If No, skip fo question &
[], Yes  NOPREG<XYESNO>

5 If you did use oral contraceptives, for how many years?

6 Did you ever use hormone replacement therapy?

Do No — If No, skip to question 8

years
NOPREGYS<F:9:3>

[ ], Yes HRT<XYESNO>

7 If you did use hormone replacement therapy, for how many
years?

years
HRTYRS<F:9:3>

8 Have you ever been pregnant (include miscarriages, abortions)?

[ ], No = If No, skip to question 14
[], Yes PREGNANT<XYESNO>

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

10 How many times have you been pregnant?

L years old
PREGNAGE<F:9:3>

PREGNUMB<I:3>

11 What were the sex of your children, born and unborn?

(Check only one) BABYGEND<IPFBAB><I:3p

[ ], All male 99 = UNKNOWN]
[ 1, All female

(], Male and female

12 Did you ever breastfeed?

[ ], No = If No, skip to question 14
[, Yes BRESFEED<XYESNO>

13 If you did breastfeed, for approximately how many total months
did you breastfeed (total for all pregnancies)?

14 Have you ever had an ovary removed?

[ ], No = If No, end of questions

- menths
BRFEEDNO<F:9:3>

[ ], Yes OVREM<XYESNO>

15 If you had an ovary removed, was one removed or both?

16 At what age was your ovary or ovaries removed?

D2 Both

L), One 5\ /NUM<IPFOVR><1:33

?VAGE<F 9:3>
years old
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STEP-IPF NODATA<XYES>

- FORM=WEEK1

= | IPFnhet Week 1
Subjedt ID: 02 - ——— Subject Initials: ___

Visitdate: ___/______ /. SEE ANNOTATION P.11 VISTDATE (TYPE 4)

day month year
Vital Signs

1 Weight: _ [ b [k 3 Heartrate: _____ bpm \/|TALS (TYPE 4)
SEE ANNOTATION P.11
T optaic desteic  NOTE: EXCEPT NO HEIGHT or SPO2

GERD Substudy Review

Record all GERD related medications in the GERD Concomitant Medications log

2 Blood pressure:

1 Have there been any changes in the subject’s GERD status since last visit?
[, No = Skipfo questiond ~ GERDCHGS<XYESNO> GERDSUB(TYPE 4)

D, Yes = If Yes: Check only one:
|i|l Newly diagnosed — Record on Adverse Event Log

GERDSTAT<IPFGST><I:3> How diagnosed (checkpidhahempivs GUPGI<XYES>
GPHMON<XYES>[T] 24 i pH monitoring || Endoscopy || Upper Gl/barium swallow fest
GHBSYM<XYESS | Sympioms of heartburn OR [ ] Unknown GUNK<XYES>

2 Chcnges in non-phcrmcceuﬁcc| interventions

93 Other {including medications only] — Skip to question 3

2 If newly diagnosed GERD or changes in non-pharmaceutical interventions, answer all questions below:

Sleeping with the head end of the bed elevated with 6 to 87 blocks on the floor [, No  [_], Yes GELEV<XYESNO>

Eating small meals

3 Have there been any changes in the subject’s obstructive sleep apnea status since last visit?
[ ], No — Skip to Safety Review APNEACHG<XYESNO>
|_|, Yes —* If Yes: Check only one:

[ ], Newly diagnosed = Record on Adverse Event Log
|—].2 Chunges in CPAP treatment
Dva Other [including medications only} — Skip to Safety Review

NEWAPNEA<IPFACH><I:3>

4 If newly diagnosed sleep apnea or changes in CPAP treatment, specify current CPAP treatment:

|_|u Nene u1 Daily |_], Intermitent NEWCPAP<IPFCPA><|:3>

Safety Review

Has the subject experienced unexplained worsened dyspnea or cough since last visit, triggering unscheduled medical care
(e.g., clinic, study visif, hospitalization)?
|—|u No |_|1 Yes — If Yes: Please send support materials for acute exacerbation review. SAFETY (TYPE 4)
WORSDYSP<XYESNO>
Record any new Adverse Events on the Adverse Event Log page.
Record any new or chaunged medications on the Concomitant Medications Log page.

Site Personnel’s Initials: ___
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Sleeping in @ recliNBr .. |—-o Ne [—|1 Yes GRECLIN<XYESNO>
Limiting foods and beverages that cause symptoms ... ecrsenersenns [JoNo [, Yes GEOOD<XYESNd>
Avoiding lying down flat for 3 hours after a meal ... e |_JgNo [, Yes GNOFLAT<XYESho>
Avoiding bedtime snacks ..o, |_0 Ne u1 Yes GBEDSNK<XYESNO>

o LoNo [, Yes GSMLMEAL<XYHSNO:



STEP-IPF NODATA<XYES>

ad
- 'PF -t FORM=WEEK6

ne Week 6

Subjed¢ID: 02-___ - __ Subject Initials: ___
# subject #
R~ VISTDATE (TYPE 4)
SEE ANNOTATION P.11
Vital Signs
1 Weight: __ [ |b [ | kg
VITALS (TYPE 4)
2 Blood pressure: ____ /. _ _ mafEg ANNOTATION P.11
ol destelic . NOTE: EXCEPT NO HEIGHT or SPO2
3 Heartrate: _____ _ bpm
NYHA Functional Class
Current NYHA heart failure classification (check onlyone): [ 11 L0 [lm [ NYHA (TYPE 4)
SEE ANNOTATION P.11
Spirometry
Date of assessment: ____ /. /[
- e SPIROMET(TYPE 4)
JARSEERS vl slLS0 SEE ANNOTATION P.2

2 FEVgAdual: . liters NOTE: DO NOT ADD QUESTIONS
3 FVC Adual: __ . liters 4,5,6

Date of assessment: _duy_/_mh_/__ymr__ DLCO (TYPE 4)

1 DLCO: Actual: _

— ml/min/mm Hg —+ Altitude<orrected DLCO (National Jewish only): ___ ml/min/mm Hg

2 Vl(inspired volume): ___ . liters SEE ANNOTATION P.12
3 VA (alveolar volume]: ___

_ liters

Site Personnel’s Initials: ___
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~ 'PFnet SEE ANNOTATION P.3 Week 6
SUbiedlD: o2-__ _ - Sl.lbied Initials:

6-Minute Walk Test (smwr)

Date of assessment: ____/ _ _ /
day yoor

WALK (TYPE 4)

1 Pre-walk modified Borg Dyspnea Scale rating:
[Jo os [ 2 [z [4 [Js

Resting room air SpO.: _ %

[Jle [z [Js [Jo [0 [, Notdone

[ ], Yes = If Yes: Specify:
SpQ,on Supplemental O, :

liters/min

Was supplemental O, used during walk? |_|u No

%

4 Was walk performed? ||, No — Provide reason:
[—|1 Yas
5 Woas a walking aid necessary to perform the 6MWT?
Do No
|_|] Yes = If Yes: Specify [check only one): r] Cane
i—-i Walker
i—va Other (specify): _—\MA-I:K—-LLM-EMM)
6 Minvies Heart Rate Spo,
Pre-walk . bpm
1 minute o bpm %
2 minutes o bpm %
3 minutes _ ____ bpm —_—%
4 minutes o bpm . %
5 minutes _ ____ bpm %
& minutes 0 bpm S 7.
Three minutes of recovery after completion or stop of 6-Minute Walk Test
1 minute _ ____ bpm —_—%
2 minutes o bpm %
3 minutes o bpm %

& Did subject desaturate (SpO, < 88%)? [_], No

[ ], Yes = If Yes: Walk duration at desaturation: min / sec
Walk distance at desaturation: ___mefers
o Did Subject Complete If Stopped Early: Specify Reason
Lowest $p0, |Distance Walked &-Minvte Walk? {Cheek only one]
[ ], No = If Ne: [, 5pO, < 80%
e W meters Duration: E/—; [12 Developed signs and symptoms requiring termination of test
[_|1 Yes iJga Other {specify):
7 Post-walk modified Borg Dyspnea Scale rating:
[Jo [Jos [J1 [z [13 [Ja [15 [Je [J7 [1s8 [Jo []10 [, Notdone

Site Personnel’s Initials: ___
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73 7 Other (specify):

STEP-IPF NODATA<XYES>

<\ IPFnet Woek &

Subjed ID: 02 - & Subject Initials: ___

Outpatient Visits

Has the subject required any non-urgent outpatient visits since the last study visit {do not include protocol-specific study visits)?

-jo No D1 Yes — If Yes: Provide details below. OUTPATNT (TYPE 4)PS
NONURGN T<XYESNU>

Provider Type No. of Respiratory- No. of Non-respiratory-
PROVTYPE<IPFPRO><|:3> OUTPTSP<V: 100> related Visits related Visits
1 Pulmonologist RESVITNO<|:3> NONRESNO<I:3>

2 Cardiologist

3 Other specialist:

4 Primary care physician {or NP or PA)

5 OTorPT

& Mental health provider

Site Personnel’s Initials: ___
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STEP-IPF NODATA<XYES>

IPFnet Week 6

Subjedt ID: 02 - = Subject Initials: ___

Self-administered Questionnaires

Date administered: — /- /- SEE ANNOTATION P. 13 SELFREPT (TYPE 4)
No GENDRPT

1 EuroQel ettt e [—_1 Attached _597 Not dene

2 SF-38 e e s R b et e R R A8 e e e Rttt [_|1 Attached JW Not done

3 UCSD Shoriness-oFBreath ... ssssssssssissessssssnssscnnne |y Attached — [_lo, Not done

4 St George's Respiratory ... oo |y Attached [, Not done

5 |ICECAP ... oo )y Attached [, Not done

GERD Substudy Review

Record all GERD related medications in the GERD Concomitant Medications log

1 Have there been any changes in the subject’s GERD status since last visit?
[, No = Skip o question 3 SEE ANNOTATION P. 28 GERDSUB (TYPE 4)
[ ], Yes = If Yes: Check only one:
m, Newly diagnosed — Record on Adverse Event Log
How diagnosed (check all that apply):
"] 24 hr pH monitoring [ | Endoscopy || Upper Gl/barium swallow fest
:‘ Symptoms of heartburn OR |:| Unknown
Dz Changes in nen-pharmaceutical interventions

|—|?s Other (including medications only) — Skip to question 3

2 If newly diagnosed GERD or changes in non-pharmaceutical interventions, answer all questions below:
Sleeping with the head end of the bed elevated with 6” to 8” blocks on the floor |—_0 No [—|1 Yes

Sleeping in @ recliner ...t [JoNo [ ], Yes
Limiting foods and beverages that cause symptoms ..., |—_0 Ne [—|] Yes
Avoiding lying down flat for 3 hours after a meal ... [0 No |:|1 Yes
Avoiding BeatmeEnockE iR Lo Neo u1 Yes
Eating small Meals ... s sssossi e |_Jg No [} Yes

3 Have there been any changes in the subject’s obstructive sleep apnea status since last visit?
[ ], No = Skip to Safety Review
[ ], Yes = If Yes: Check only one:
D] Newly diagnosed — Record on Adverse Event Log
D'z Chunges in CPAP treatment
|—|va Other {including medications only} — Skip to Safety Review
4 If newly diagnosed sleep apnea or changes in CPAP treatment, specify current CPAP treatment:
[ J,None [ ], Daily [ 1, Intermittent

Has the subject experienced unexplained worsened dyspnea or cough since last visit, triggering unscheduled medical care
fe.g., clinic, study visif, huspifafizch'on}? SEE ANNOTATION P. 28 SAFETY (TYPE 4)
[ ]oNo [ ], Yes = If Yes: Please send support materials for acute exacerbation review.
Record any new Adverse Events on the Adverse Event Log page.
Record any new or changed medications on the Concomitant Medications Log page.

Site Personnel’s Initials: ___
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IPFnet Week 6

SEE ANNOTATION P. 14
Subjed ID: 02 - = = - Subject Initials: ___

EUI'OQOI Questionnaire £a-5p English version for the U.S.

By placing a checkmark in one box in each group below, please indicate which statements best
describe your own health state today.

1 Mobility:
L, I have no problems in walking about
[ ], I have some problems in walking about
1,1 am confined to bed

EUROQOL1(TYPE 4)

2 Self-care:
[ ], I have no problems with self-care
"1, | have some problems washing or dressing myself
", | am unable fo wash or dress myself

3 Usual activities (e.g., work, study, housework, family, or leisure activities):
L, I have no problems with performing my usual activities
1, I have some problems with performing my usual activities
1,1 am unable to perform my usual activities

4 Pain/discomfort:
[ ], I have no pain or discomfort
"1, I have moderate pain or discomfort
[ ], I have extreme pain or discomfort

5 Anxiety/depression:
L], I am not anxious or depressed
1, | am moderately anxious or depressed
1,1 am exiremely anxious or depressed

STOP.
Please let your study coordinator know that
you are ready for the EuroQol Thermometer worksheet.

EuroQol Thermometer Response (Study staff use only)

Response to the EuroQol thermometer (0-100): __
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SEE ANNOTATION P. 15
Subjed ID: 02 - = = - Subject Initials: ___

EuroQol Questionnaire £a-5D (continued)

Because all replies are anonymous, it will help vs to understand your answers better if we have a
little background data from everyone, as covered in the following questions.
EUROQOL2 (TYPE 4)
1 Have you experienced serious illness: in you yourself? [ | No [, Yes
in your family? L, No [, Yes
in caring for others? [ |, No [ |, Yes

2 What is your age in years?

3 Are you (please check appropriate box): [ ], Male
(|, Female

4 Are you (please check only one): [ ], A current smoker
1, An ex-smoker
L], A never smoker

5 Do you now, or did you ever, work in health or social services?

[ |, No
L, Yes = If Yes: In what capacity?

6 Which of the following best describes your main activity (please check only one)?
[, Employed (including self employment)
[, Retired
(], Keeping house
(], Student
[, Seeking work
[ ],s Other (please specify):

7 What is the highest level of education you have completed (please check only one)?
[ ], Some high school or less
[ ], High school graduate or GED
||, Vocational college or some college
L, College degree
[ ], Professional or graduate degree

8 If you know your zip code, please write it here:
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Subject Initials: ___

Week 6

SF-36 Assessment

1 In general, would you say your health is:
[ ], Excellent [ ], Very good [ ], Good [ ], Fair [_J, Poor
2 Compared to one year ago, how would you rate your health in general now?
[y Much better than one year ago
[, Somewhat better than one year ago

[, About the same as one year ago |
[ ], Somewhat worse than one year ago

3 The following items are about activities you might do during a typical day.
Does your health now limit you in these activities? If so, how much?
a. Vigorous activities, such as running, IiFIing heavy obiecrs pcrricipoﬁng in
sirenuous sports ...,
b. Moderate activities, sk a5 mowng a roble pu&hlng a vacuum c!eoner

bayling;, or playing: golfwmmwsmmmmmamnsnnmnsns

. Lifting or carrying groceries ..

¢
d. Climbing several flights of stairs ...........

« Climbing:one flight:ofsfairs s ssmsmasasasasmmsmsissasss:

[1]

-+

. Bending, kneeling of SI0OPING ... s

g. Walking more than a mile

h. Walking several blocks ......

i Wlalkingrons block: ccmmmmmmmmmmmsmmmrm———————————"

i- Bathing or dressing yourself

4 During the past 4 weeks, have you had any of the following Al Most
problems with ¥| ur work or other regular daily activities gs @ of the  of the
result of your physical health? Time  Time
a. Cut down on the amount of time you spend on work or other ] ]
activities ... ! —
b. Accomplished less than you would like ... [ ],
¢. Were limited in the kind of work or other activities ... [, [,
d. Had difficulty performing the work or other activities (for example,
- o offor O O,
i ook exira elfforl]’ commmmmmrmmereresnsararar
5 During the past 4 weeks, have you had any of the following Al Most
problems with your work or other regular daily activities as a ofthe of the
result of any emotional problems (such as feeling depressed or Ti Ti
anxious)? ime ime
a. Cut down on the amount of time you spend on work or other 0 a
CVEIIVIBIES eususaneussunussunesooeiare ouseasssssonssasuss 10 o8s EObHoEbY SO O T S AT ! z
b. Accomplished less than you would like ..o O, O,
c. Did work or other activities less carefully than usual ... [, ],

SF36_1 (TYPE 4)

|, Much worse now
than one year ago
Yes, Yes, No, Not
Limited Limited Limited
Alot Alittle At All
:‘1 l:‘;» :3
-—|1 |_|2 _3
j—|'| |_|? _3
t L], ’
J] |_|3 .—:3
J] |_|; ;3
J] |_|; ;3
:‘1 l:‘g :3
-—|1 |_|2 _3
J] |_|} .—:3
Some Alittle None
of the ofthe of the
Time Time Time
O, O 0
|—i3 |_|-i _5
0, O O
Some Alittle None
of the ofthe of the
Time Time  Time
O, Oy [
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SEE ANNOTATION P. 17
Subjed ID: 02 - = = Subject Initials: ___

SF-36 Assessment (continued)

6 During the past 4 weeks, to what extent has your physical health or emotional problems

interfered with your normal social activities with family, friends, neighbors, or groups?

[ ], Notatall [, Slightly [], Moderately [ ], Quite abit [, E:'dnamelglz36 2 (TYPE 4)

7 How much bedily pain have you had during the past 4 weeks?
[ ], None [ ],Verymild [, Mild [ ], Moderate [ |, Severe [ ], Very severe

8 During the past 4 weeks, how much did pain interfere with your normal work (including both work
outside the home and housework}?

[ ], Notatall [],Slightly [ ], Moderately [ ], Quite a bit [ ], Extremely

9 These questions are about how you feel and how things have been with you during the past 4
weeks. For each question, please give the one answer that comes closest to the way you have
been feeling.

All Most  Some  Alitile None

How much of the time during the past 4 weeks... ofthe ofthe ofthe ofthe  ofthe
Time  Time  Time Time Time
o i il Todl foll SE 0l conmmmmmomommmmmmsmassmmmmann O, O, O, O, O,
b. Have you been very nervous? ..., O, 1, i O, [C;
e cem e priigell™= 0 O O O G
d. Have you felt calm and peaceful? ... O, ], ], O, [,
e. Did you have a lot of energy? ... ], [, O, 1, s
f. Have you felt downhearted and depressed? ... ], ], 1, ], 1,
g Didyou feel wom oul? ussswmmmamammmmssmsmsmms O, l, 1, 1, s
h. Have you been happy? oo [ L, L [, O,
i. Did you feel tired? SO — ], [, O, 1, O,

10 During the past 4 weeks, how much of the time has your physical health or emotional
problems interfered with your social activities (like visiting friends, relatives, etc.)?

[], All of the time [ ], Most of the time [ ], Some of the time [ ], A little of the time [ ], None of the time

11 How True or False is gach of the following statements for  Definitely Mostly Don’t  Mostly  Definitely

you? Tve  True  Know  False False
a. | seem to get sick a little easier than other people ... m* ], [, I, [
b. | am as healthy as anybody | know ..., Ik ], [, . L1
c. | expect my health to get worse ..o O, O, 1, 1, O,
d. My health is excellent ... ], ], L], ], ;s
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SEE ANNOTATION P. 18
Subjed ID: 02 - = Subject Initials: ___

UCSD Shortness-of-Breath Questionnaire ucsp soea
|

When | do, or if | were to do, the N Maximal
following tasks, | would rate my Ato Rﬁ Severe UEEECIIEU sT: ofo
breathlessness as: Breathlessness
1 At rest 0 1 2 3 4 5

2 Walking on a level at your own pace 0 1 2 3 4 5

3 Walking on a level with others your 0 1 2 3 4 5

age

4 Walking up a hill 0 1 2 3 4 5

5 Walking up stairs 0 1 2 3 4 5

6 While eating 0 1 2 3 4 5

7 Standing up from a chair 0 1 2 3 4 5

8 Brushing teeth 0 1 2 3 4 5

9 Shaving and/or brushing hair 0 1 2 3 4 5

10 Showering/bathing 0 1 2 3 4 5

11 Dressing 0 1 2 3 4 5

12 Picking up and straightening 0 1 2 3 4 5

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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SEE ANNOTATION P. 19
Subjed ID: 02 - = Subject Initials: ___

When | do, or if | were to do, the
following tasks, | would rate my
breathlessness as:

None 5 Unable To Do
At All BYRES Because of
Breathlessness

13 Doing dishes 0 1 2 3 4 5
14 sweeping/vacuuming 0 1 2 3 4 5
15 Making bed 0 1 2 3 4 5
16 Shopping 0 1 2 3 4 5
17 Doing laundry 0 1 2 3 4 5
18 Washing car 0 1 2 3 4 5
19 Mowing lawn 0 1 2 3 4 5
20 Watering lawn 0 1 2 3 4 5
21 Sexual activities 0 1 2 3 4 5

How much do these limit you in your daily life?

22 Shortness of breath 0 1 2 3 4 5
23 Fear of “hurting myself” 0 1 2 3 4 5
24 Fear of shortness of breath 0 1 2 3 4 5
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St. George’s Respiratory Questionnaire (SGRQ) (English for the United States)
STGRGL1 (TYPE 4)

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 the most problems, rather than what the doctors and nurses think your problems are.

Please read the instructions carefully and ask if you do not understand anything.
Do not spend too long deciding about your answers.

Before completing the questionnaire:

Please check one box to show how you describe your current health: | | Very good
L | Good
[ | Fair
[ Poor
[_|Very poor
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SEE ANNOTATION P. 21
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St. George’s Respiratory Questionnaire part 1

Please describe how often your respiratory problems have affected you over the past 4 weeks.

STGSG2(TYPE 4)
Please check (/| one box for each question. E:ol xo;:y sl;;:?:rsll . : ::::Ir y {.:?ﬁ?: AI:‘:“
1 Over the past 4 weeks, | have coughed: ] ] ] ] O
2 ;?IIZ; :Ts';?.li:: :,1 ;.:feeks, | have brought up - - = - »
3 vas: ;:': :pust 4 weeks, | have had shortness . o o - »
4 S;:: I::\e past 4 weeks, | have had wheezing - - o - -

5 How many times during the past 4 weeks have you suffered from severe or very unpleasant
respiratory aftacks? Please check [/] one:
[ ] More than 3 times
L 13 times
[]12 times
[ 11 time
[ ] None of the time

6 How long did the worst respiratory attack last? Please check [/] one:
(Go to question 7 if you did not have a severe aftack)
[ ] A week or more
[ ] 3 or more days
L1 1or2days
[] Less than a day

7 Over the past 4 weeks, in a typical week, how many good days (with few respiratory
problems) have you had? Please check [/ one:
[ I No good days
[ 11 or 2 good days
[]13 or 4 good days
[ | Nearly every day was good
(| Every day was good

8 If you wheeze, is it worse when you get up in the morning? Please check [] one:
[, No
[], Yes
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St. George’s Respiratory Questionnaire rart 2

Rasien') STGRG3 (TYPE 4)

9 How would you describe your respiratory condition? Please check || one:
[ ] The most important problem | have
[ | Causes me quite a lot of problems
|| Causes me a few problems
[ | Causes me no problems

10 If you have ever held a job (please check [] onej:
[ | My respiratory problems made me stop working altogether
[ | My respiratory problems interfere with my job or made me change my job
[ | My respiratory problems do not affect my job

Section 2

These are questions about what activities usually make you feel short of breath these days.

For each statement, please check [/] the box that applies to you these days.

11 Sitting or lying still ... v L True [, False
Washing or-dressing yourself .asssmsmmmmmsimmnmssmmmswmmasss |y 108 [, Folse
Walking around the house ... eesenessssieses [ 1, Trve [, False
Walking outside on a level ground ... [ 1, True [ ], False
Walking up a flight of stairs ... |, 10 [, False
Walking up hills .. e |, True  []; False
Playing sports or other physical activities ... [ 1, True [ ], False

Section 3

12 These are more questions about your cough and shortness of breath these days.

For each statement, please check [/] the box that applies to you these days.

Coughing hurts ..o e [, True [, False
Coughing makes me tired ... | 10 [, False
| o shed of breotlh swhen | ol somarmaramsmmmrsssrsam R [ 1, Trve [, False
| am short of breath when | bend over ..o [ |, True [ ], False
My coughing or breathing disturbs my sleep ... [, True [ False
| get exhausted easily ... | 0@ ||, False
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Subjed ID: 02 - —_—— T Subject Initials: ___
St. George’s Respiratory Questionnaire Part 2 (continued)
Section 4 STGRG4 (TYPE 4

13 These are questions about other effects that your respiratory problems may have on you these

days.

For each statement, please check || the box that applies to you these days.

My cough or breathing is embarrassing in public ... [ ],True [ ], False

My respiratory problems are a nuisance to my family, friends
OF NEIGIBOIS ..o s s s s s

[ |, True [ |, False

| get afraid or panic when | cannot catch my breath ... [ ], True [, False
| feel that | am not in control of my respiratory problems ... L], True [ ], False
| do not expect my respiratory problems to get any better ... [, True [, False
| have become frail or an invalid because of my respiratory problems ... [, True [, False
Exercise is not safe for me ... e ], True [ ], False
Everything seems too much of an effort ... |, True [, False
Section 5
14 These are questions about your respiratory treatment. If you are not receiving treatment, +go to
Section 6.

For each statement, please check /] the box that applies to you these days.

My treatment does not help me very much ..o | L IrUe [ False
| get embarrassed using my medication in public ... L, True [, False
| have unpleasant side effects from my medication ... [ |, True [, False
My treatment interferes with my life a lot .. v L), True [, False
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St. George’s Respiration Questionnaire Part 2 (continued)

| take a long time to get washed or dressed

| cannot take a bath or shower, or | take a long timeto do it ...
| walk slower than other people my age, or | stop to rest ..o
Jobs such as household chores take a long time, or | have to stop to rest
If | walk up one flight of stairs, | have to go slowly or stop

If | hurry or walk fast, | have to stop or slow down ...

My breathing makes it difficult to do things such as walk up hills, carry
shroo- oo -t ight gardening such as weeding, dance, bowl, or pla
My breathing makes it difficult to do things such as carry heavy loads,
dig in the garden or shovel snow, jog or walk briskly (5 miles per hour),
play tennis or swim ........... e s s e

My breathing makes it difficult to do things such as very heavy manual
work, ride a bike, run, swim fast, or play competitive sports

Section 6 STGRG5 (TYPE 4)

15 These are questions about how your activities might be affected by your respiratory problems.

For each statement, please check [v| the box that applies to you because of your respirafory problems.

[ ] Troe
|_|l True
[ ] Troe
|_|] True
[, True

|_|] True

|_|l True

ﬁE PA 24
) True o False

SEE PAGE 24

) True

[ ], False
|—|u False
[ ], False
|_|0 False
[, False

|_|0 False

|_|o False

|_|o False

Section 7

| 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 ...

I'cannot move far frem my‘bed or chair e

16 We would like to know how your respiratory problems usually affect your daily life.

For each statement, please check [/ the box that applies to you because of your respirafory problems.

|_|l True

|_|u False
[ ], False
|—|n False
Du False

|_|o False
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St. George’s Respiratory Questionnaire (continued)

STGRGG6 (TYPE 4)
Here is a list of other activities that your respiratory problems may prevent you from doing. (You

do not have to check these; they are just to remind you of ways your shoriness of breath may affect
you.)

* Going for walks or walking the dog

* Doing activities or chores at home or in the garden

* Sexual intercourse

* Going to a place of worship, or a place of entertainment
* Going out in bad weather or into smoky rooms

* Visiting family or friends or playing with children

Please write in any other important activities that your respiratory problems may stop you from
doing:

17 Now please check the box (one only) that you think best describes how your respiratory
problems affect you:

[ ]t does not stop me from doing anything | would like to do
[ ]It stops me from doing one or two things | would like to do
[ ]It stops me from doing most of the things | would like to do
[_]1t stops me from doing everything | would like to do

Before you finish, would you please make sure that you have answered all the questions.

Thank you for completing this questionnaire.
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SEE ANNOTATION P. 26
Subjedt ID: 02 - = = Subject Initials: ___

ICECAP Questionnaire

Love and Friendship

By placing a check [V] in one box in each group below, please indicate which statement best

describes your quality of life at the moment. ICECAP (TYPE 4)

[], I can have all of the love and friendship that | want
1,1 can have a lot of the love and friendship that | want
[, I can have a little of the love and friendship that | want

[ ], cannot have any of the love and friendship that | want

Thinking about the future

Doing things that make you feel
valued

[], I can think about the future without any concern
[ ], can think about the future with only a little concern
[ ], 1 can only think about the future with some concern

[],1 can only think about the future with a lot of concern

L], I am able to do all of the things that make me feel valued
[],1 am able to do many of the things that make me feel valued
[ 1,1 am able to do a few of the things that make me feel valued

[],1 am unable to do any of the things that make me feel valued

Enjoyment and pleasure

Independence

[], I can have all of the enjoyment and pleasure that | want
[],1 can have a lot of of the enjoyment and pleasure that | want
[],1 can have a little of the enjoyment and pleasure that | want

[, I cannot have any of the enjoyment and pleasure that | want

L], I am able to be completely independent
[],1 am able to be independent in many things
[], 1 am able to be independent in a few things
[, 1 am unable to be at all independent
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Subjedt ID: 02 - ——— Subject Initials: ___
Visitdatet e Check if Early Termination vis'%'?\o}$lc"!%-gltze-ll?)ii§3(YES>

hase:
VISTBATE (TYPE 4)

day yoar

SEE ANNOTATION P.11
Vital Signs

1 Weight: ____| :] b | I kg VITALS (TYPE 4)
2 Blood pressure: ____ /. _ _ mafEg ANNOTATION P.11

ystolic destelic . NOTE: EXCEPT NO HEIGHT or SPO2
3 Heartrate: _____ _ bpm

NYHA Functional Class

Ll

Current NYHA heart failure classification (check only one): [ 11 LI [l

NYHA (TYPE 4)
SEE ANNOTATION P.11

Spirometry

Date of assessment:

—i—/— i /-SEEANNOTATION P.2

1 FEV:Acual: ___ . liters NOTE: DO NOT ADD QUESTIONS
2 FEVgAcual: __ . liters 4,56
3 FVC Aduak . liters SPIROMET (TYPE 4)

DLCO (TYPE 4)
— ml/min/mm Hg —+ Altitude<orrected DLCO (National Jewish only): ___

1 DLCO: Actual: _ . o ml/min/mm Hg

liters

2 VI (inspired volume): ___ .
3 VA (alveolar volume]: ___

_ liters

Arterial Blood Gas (ABG)

Date of assessment: — /_W_mh_/__mr — ABG (TYPE 4)
1 Barometric pressure: ______mmHg gEE ANNOTATION P.12

2 Clinic altitude (check oniy one): [ |, < 4000 f [ ], > 4000 #t

3 FO; __ %

4 pH: __ .

5 PaO,;: ____ mmHg

6 PaCO; __ _  mmHg

7 Sa0, %

D

Site Personnel’s Initials: ___
PINK—retain at site
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! SEE ANNOTATION PAGE 3
Subjed¢ID: 02-___ - __ Subject Initials: ___
e # ubject #
6-Minute Walk Test (smwr)
Date of assessment: —— /_ml_ /__mr_ — WALK (TYPE4
1 Pre-walk modified Borg Dyspnea Scale rating:
[Jo [Jos [y [z [z [Ja s [Je [J7 [Js [Jo [J1wo [, Notdone
Resting room air SpO.: %
Was supplemental O, used during walk? |_|c No |_|l Yes — If Yes: Specify: liters/min
SpQO,on Supplemental ©,: %
4 Was walk performed? ||, No — Provide reason:
[—|1 Yas
5 Woas a walking aid necessary to perform the 6MWT?
Do No
|_|] Yes = If Yes: Specify [check only one): r] Cane
[ ], Walker
i_qa Other (specify):
6 Minutes Heart Rate spe, WALKTIME(TYPE4)PS
Pre-walk . bpm
1 minute o bpm %
2 minutes o bpm %
3 minutes . bpm %
4 minutes o bpm %
5 minutes _ ____ bpm I, 4
& minutes 0 bpm S 7.
Three minutes of recovery after completion or stop of 6-Minute Walk Test
1 minute . bpm %
2 minutes o bpm %
3 minutes o bpm %

& Did subject desaturate (SpO, < 88%)? [_], No

[ ], Yes = If Yes: Walk duration at desaturation: min / sec
Walk distance at desaturation: _ meters
o Did Subject Complete If Stopped Early: Specify Reason
Lowest $p0, |Distance Walked &-Minvte Walk? {Cheek only one]
[ ], No = If Ne: [, 5pO, < 80%
e W meters Duration: E/—; [12 Developed signs and symptoms requiring termination of test
[_|1 Yes iJga Other {specify):
7 Post-walk modified Borg Dyspnea Scale rating:
[Jo [Jos [J1 [z [13 [Ja [15 [Je [J7 [1s8 [Jo []10 [, Notdone
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IPFnet Week 12

SEE ANNOTATION P. 32
Subjed ID: 02 - - Subject Initials: ___

Outpatient Visits

Has the subject required any non-urgent outpatient visits since the last study visit {do not include protocol-specific study visits)?

-jo No D1 Yes — If Yes: Provide details below. OUTPATNT (TYPE 4)PS
; No. of Respiratory- No. of Nen-respiratory-
Provider Type related Visits related Visits

1 Pulmonologist

2 Cardiologist

3 Other specialist:

4 Primary care physician {or NP or PA)

5 OTorPT

& Mental health provider

7 Other (specify):

Site Personnel’s Initials: ___
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IPFnet Week 12

Subjedt ID: 02 - = Subject Initials: ___

Self-administered Questionnaires

Date administered: - - / — / = SELFREPT (TYPE 4)
1 EuroQeol ... SEE ANNOTATION P.13 [—_1 Attached _597 Not dene
2 SF-36 NOGENDRPT [_|1 Attached JW Not done
3 UCSD Shoriness-oFBreath ... ssssssssissesssssnssscnnns |y Attached o, Not done
4 St George's Respiratory ... oo |y Attached [, Not done
5 |ICECAP ... oo )y Attached [, Not done

GERD Substudy Review

Record all GERD related medications in the GERD Concomitant Medications log

1 Have there been any changes in the subject’s GERD status since last visit?
|_|0 No — Skip to question 3 GERDSUB (TYPE 4)
[ ], Yes = If Yes: Check only one: SEE ANNOTATION P. 28
m, Newly diagnosed — Record on Adverse Event Log
How diagnosed (check all that apply):
"] 24 hr pH monitoring [ | Endoscopy || Upper Gl/barium swallow fest
:‘ Symptoms of heartburn OR |:| Unknown
Dz Changes in nen-pharmaceutical interventions

|—|?s Other (including medications only) — Skip to question 3

2 If newly diagnosed GERD or changes in non-pharmaceutical interventions, answer all questions below:
Sleeping with the head end of the bed elevated with 6” to 8” blocks on the floor |—_0 No [—|1 Yes

Sleeping in @ recliner ...t [JoNo [ ], Yes
Limiting foods and beverages that cause symptoms ..., |—_0 Ne [—|] Yes
Avoiding lying down flat for 3 hours after a meal ... [0 No |:|1 Yes
Avoiding BeatmeEnockE iR Lo Neo u1 Yes
Eating small Meals ... s sssossi e |_Jg No [} Yes

3 Have there been any changes in the subject’s obstructive sleep apnea status since last visit?
[ ], No = Skip to Safety Review
[ ], Yes = If Yes: Check only one:
D] Newly diagnosed — Record on Adverse Event Log
D'z Chunges in CPAP treatment
|—|va Other {including medications only} — Skip to Safety Review
4 If newly diagnosed sleep apnea or changes in CPAP treatment, specify current CPAP treatment:
[ J,None [ ], Daily [ 1, Intermittent

SEE ANNOTATION P. 28

Has the subject experienced unexplained worsened dyspnea or cough since last visit, triggering unscheduled medical care [e.g,

[ ]oNo [ ], Yes = If Yes: Please send support materials for acute exacerbation review. SAFETY (TYPE 4)
Record any new Adverse Events on the Adverse Event Log page.
Record any new or changed medications on the Concomitant Medications Log page.

clinic, studly visif, hospffuﬁzah'on}?

Site Personnel’s Initials: ___
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IPFnet Week 12

SEE ANNOTATION P. 14
Subjed ID: 02 - = . Subject Initials: ___

EUI‘OQO' Questionnaire ta.5p English version for the U.S.

By placing a checkmark in one box in each group below, please indicate which statements best
describe your own health state today.

1 Mobility:
L, I'have no problems in walking about
(1,1 have some problems in walking about
], I am confined to bed

EUROQOL1(TYPE 4)

2 Self-care:
[, I have no problems with self-care
1, | have some problems washing or dressing myself
L1, | am unable to wash or dress myself

3 Usual activities (e.g., work, study, housework, family, or leisure activities):
L, I have no problems with performing my usual activities
(1, I have some problems with performing my usual activities
(], I am unable to perform my usual activities

4 Pain/discomfort:
[, 'have no pain or discomfort
(1, I have moderate pain or discomfort
L1, I have exireme pain or discomfort

5 Anxiety/depression:
L, 'am not anxious or depressed
[ ], 1 am moderately anxious or depressed
(], | am extremely anxious or depressed

STOP.
Please let your study coordinator know that
you are ready for the EuroQol Thermometer worksheet.

EuroQol Thermometer Response (Study staff use only)

Response to the EuroQol thermometer (0-100): __

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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IPFnet Week 12

SEE ANNOTATION P.15  subjed ID: 02 - — _ Subject Initials:

EuroQol Questionnaire £a-5D (continued)

Because all replies are anonymous, it will help vs to understand your answers better if we have a
little background data from everyone, as covered in the following questions.

EUROQOL2(TYPE 4)
1 Have you experienced serious illness: in you yourself? [ | No [, Yes
in your family? [JoNo [ ], Yes

in caring for others? [ | ;No [ |, Yes
2 What is your age in years?

3 Are you (please check appropriate box): [ ], Male
(|, Female

4 Are you (please check only one): [], A current smoker
[_], An ex-smoker
[_], A never smoker

5 Do you now, or did you ever, work in health or social services?

[ |, No
L, Yes = If Yes: In what capacity?

6 Which of the following best describes your main activity (please check only one)?
[, Employed (including self employment)
[, Retired
[ ], Keeping house
(], Student
[, Seeking work
[ ],s Other (please specify):

7 What is the highest level of education you have completed (please check only one)?
[ ], Some high school or less
[ ], High school graduate or GED
||, Vocational college or some college
L, College degree
[ ], Professional or graduate degree

8 If you know your zip code, please write it here:
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SEE ANNOTATION P. 16
Subjedt ID: 02 - = = - Subject Initials: ___

SF-36 Assessment

1 In general, would you say your health is:
[ ], Excellent [ ], Very good [ ], Good [ ], Fair [_J, Poor SF36_1 (TYPE 4)
2 Compared to one year ago, how would you rate your health in general now?
[y Much better than one year ago [ |, About the same as one year ago [ | Much worse now
[ ], Somewhat better than one year age [ ], Somewhat worse than one year ago than one year ago
3 The following items are about activities you might do during a typical day. l;::;d llLe;ed 'fl%lrﬂ
Does your health now limit you in these activities? If so, how much? Alot Alittle At All
a. Vigorous activities, such as running, IiFIing heavy obiecrs pcrricipoﬁng in ] 0 —
sirenuous sports ..., ! 2 —
b. Moderate activities, sk a5 mowng a roble pu&hlng a vacuum c!eoner .
bayling;, or playing: golfwmmwsmmmmmamnsnnmnsns O—— "
c. lifting or carrying groceries .. e m— 0, O [,
d. Climbing several flights of stairs ... e s L, [, X
e Climbing:one Highf-oFshairs sememsmunmmsmmarmmomsmsssasossmsmsasos: O O, [0
f. Bending, kneeling or SOOPING ... s s s O, O, 0O,
g. Walking more than:a mile: ..o S O, O, 0,
h. Walking several blocks ...... e e O 0O, 0
i Wlalkingrons block: ccmmmmmmmmmmmsmmmrm———————————" 1, O ],
i~ Bathing or dressing yourself ... e s e O, O, 0,
4 During the past 4 weeks, have you had any of the following Al Most Some Alittle None
problems with ¥| ur work or other regular daily activities gs g of the ofthe ofthe of the of the
result of your physical health? Time Time Time Time  Time
a. Cut dnwn on the amount of time you spend on work or other O 0O, 0O O 0
activilies ...
b. Accomplished less than you would like ... [ 0, O ], [,
¢. Were limited in the kind of work or other activities ... [, o, 0O, [, [,
d. Had difficulty performing the work or other activities (for example, -
i ook exira elfforl]’ commmmmmrmmereresnsararar Ch O, O C —s
5 During the past 4 weeks, have you had any of the following Al Most Some Alitle None
problems with your work or other regular daily activities as a fthe of th
result of any emotional problems (such as feeling depressed or ofthe ofthe ofthe ofthe of the
cmxir.wE)‘;Lx acep Time Time Time Time Time
a. Cut down on the amount of time you spend on work or other -
CVEIIVIBIES eususaneussunussunesooeiare ouseasssssonssasuss 10 o8s EObHoEbY SO O T S AT C s s C s
b. Accomplished less than you would like ..o O, O, O, 0O [
c. Did work or other activities less carefully than usual ... [, 0, 0O, [, ],
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IPFnet Week 12

SEE ANNOTATION P. 17
Subjed ID: 02 - = = Subject Initials: ___

SF-36 Assessment (continued)

6 During the past 4 weeks, to what extent has your physical health or emotional problems
interfered with your normal social activities with family, friends, neighbors, or groups?

[ ], Notatall [, Slightly [], Moderately [ ], Quite a bit [], Extremely

7 How much bedily pain have you had during the past 4 weeks? SF36_2 (TYPE 4)
[ ], None [ ],Verymild [, Mild [ ], Moderate [ |, Severe [ ], Very severe

8 During the past 4 weeks, how much did pain interfere with your normal work (including both work
outside the home and housework}?

[ ], Notatall [],Slightly [ ], Moderately [ ], Quite a bit [ ], Extremely

9 These questions are about how you feel and how things have been with you during the past 4
weeks. For each question, please give the one answer that comes closest to the way you have
been feeling.

All Most  Some  Alitile None

How much of the time during the past 4 weeks... ofthe ofthe ofthe ofthe  ofthe
Time  Time  Time Time Time
o i il Todl foll SE 0l conmmmmmomommmmmmsmassmmmmann O, O, O, O, O,
b. Have you been very nervous? ..., O, 1, i O, [C;
e cem e priigell™= 0 O O O G
d. Have you felt calm and peaceful? ... O, ], ], O, [,
e. Did you have a lot of energy? ... ], [, O, 1, s
f. Have you felt downhearted and depressed? ... ], ], 1, ], 1,
g Didyou feel wom oul? ussswmmmamammmmssmsmsmms O, l, 1, 1, s
h. Have you been happy? oo [ L, L [, O,
i. Did you feel tired? SO — ], [, O, 1, O,

10 During the past 4 weeks, how much of the time has your physical health or emotional
problems interfered with your social activities (like visiting friends, relatives, etc.)?

[], All of the time [ ], Most of the time [ ], Some of the time [ ], A little of the time [ ], None of the time

11 How True or False is gach of the following statements for  Definitely Mostly Don’t  Mostly  Definitely

you? Tve  True  Know  False False
a. | seem to get sick a little easier than other people ... m* ], [, I, [
b. | am as healthy as anybody | know ..., Ik ], [, . L1
c. | expect my health to get worse ..o O, O, 1, 1, O,
d. My health is excellent ... ], ], L], ], ;s
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SEE ANNOTATION P. 18
Subjed ID: 02 - = Subject Initials: ___

UCSD Shortness-of-Breath Questionnaire ucsp soea

When I do, or if | were to do, the N

following tasks, | would rate my A:) Rﬁ Severe UE::EJ: ofo
breathlessness as: Breathlessness
1 Atrest 0 1 2 3 4 5

2 Walking on a level at your own pace 0 1 2 3 4 5

3 Walking on a level with others your 0 1 2 3 4 5

age

4 Walking up a hill 0 1 2 3 4 5

5 Walking up stairs 0 1 2 3 4 5

6 While eating 0 1 2 3 4 5

7 Standing up from a chair 0 1 2 3 4 5

8 Brushing teeth 0 1 2 3 4 5

9 Shaving and/or brushing hair 0 1 2 3 4 5

10 Showering/bathing 0 1 2 3 4 5

11 Dressing 0 1 2 3 4 5

12 Picking up and straightening 0 1 2 3 4 5

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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SEE ANNOTATION P. 19
Subjed ID: 02 -

NODATA<XYES>

Week 12

When I do, or if | were to do, the Maximal/
s None Unable To Do
following tasks, | would rate my Severe
At All Because of
breathlessness as: Brasthleesioss
13 Doing dishes 0 1 2 3 4 5
14 sweeping/vacuuming 0 1 2 3 4 5
15 Making bed 0 1 2 3 4 5
16 Shopping 0 1 2 3 4 5
17 Doing laundry 0 1 2 3 4 5
18 Washing car 0 1 2 3 4 5
19 Mowing lawn 0 1 2 3 4 5
20 Watering lawn 0 1 2 3 4 5
21 Sexual activities 0 1 2 3 4 5
How much do these limit you in your daily life?
22 Shortness of breath 0 1 2 3 4 5
23 Fear of “hurting myself” 0 1 2 3 4 5
24 Fear of shortness of breath 0 1 2 3 4 5
WHITE and YELLOW—Duke Clinical Research Institute PINK—retain at site
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SEE ANNOTATION P. 20
Subjed ID: 02 - = - - Subject Initials: ___

St. George’s Respiratory Questionnaire (SGRQ) (English for the United States)

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 the most problems, rather than what the doctors and nurses think your problems are.
STGRGIL(TYPE 4)
Please read the instructions carefully and ask if you do not understand anything.
Do not spend too long deciding about your answers.

Before completing the questionnaire:

Please check one box to show how you describe your current health: | | Very good
L | Good
[ | Fair
[ Poor
[_|Very poor

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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SEE ANNOTATION P. 21
Subjed ID: 02 - = = - Subject Initials: ___

St. George’s Respiratory Questionnaire part 1

Please describe how often your respiratory problems have affected you over the past 4 weeks.

STGRG2(TYPE 4)
Please check (/| one box for each question. E:ol xo;:y sl;;:?:rsll . : ::::Ir y {.:?ﬁ?: AI:‘:“
1 Over the past 4 weeks, | have coughed: ] ] ] ] O
2 ;?IIZ; :Ts';?.li:: :,1 ;.:feeks, | have brought up - - = - »
3 vas: ;:': :pust 4 weeks, | have had shortness . o o - »
4 S;:: I::\e past 4 weeks, | have had wheezing - - o - -

5 How many times during the past 4 weeks have you suffered from severe or very unpleasant
respiratory aftacks? Please check [/] one:
[ ] More than 3 times
L 13 times
[]12 times
[ 11 time
[ ] None of the time

6 How long did the worst respiratory attack last? Please check [/] one:
(Go to question 7 if you did not have a severe aftack)
[ ] A week or more
[ ] 3 or more days
L1 1or2days
[] Less than a day

7 Over the past 4 weeks, in a typical week, how many good days (with few respiratory
problems) have you had? Please check [/ one:
[ I No good days
[ 11 or 2 good days
[]13 or 4 good days
[ | Nearly every day was good
(| Every day was good

8 If you wheeze, is it worse when you get up in the morning? Please check [] one:
[, No
[], Yes

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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SEE ANNOTATION P. 22
Subjed ID: 02 - =

St. George’s Respiratory Questionnaire rart 2

NODATA<XYES>

Week 12

Subject Initials: ___

Section 1
9 How would you describe your respiratory condition? Please check [v] one:
[ ] The most important problem | have
[ | Causes me quite a lot of problems
|| Causes me a few problems STGRG3(TYPE 4)
[ | Causes me no problems
10 If you have ever held a job (please check [¥] one}:
[ | My respiratory problems made me stop working altogether
[ | My respiratory problems interfere with my job or made me change my job
[ | My respiratory problems do not affect my job

Section 2

These are questions about what activities usually make you feel short of breath these days.

For each statement, please check [/] the box that applies to you these days.

11 Sitting or lying still ... L, True [, False
Washing or dressing yourself [ |, True [ ], False
Walking around the RouSe ... [, True [, False
Walking outside on a level ground ... [ 1, True [ ], False
Walking up a flight of stairs [ |,True [ ], False
Walking up hills ..o [ ], True [, False
Playing sports or other physical activities ... [ 1, True [ ], False

Section 3

12 These are more questions about your cough and shortness of breath these days.

For each statement, please check [/] the box that applies to you these days.

Coughing hurts ..o [, True [ ], False
Coughing makes me tired ... | 10 [, False
| am sheet of breolh when | bollke consmmmmmrmemmms s [, True [, False
| am short of breath when | bend over ..., [ |, True [ ], False
My coughing or breathing disturbs my sleep ... [, True [ False
| get exhausted easily ... | 0@ ||, False
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SEE ANNOTATION P. 23
Subjed ID: 02 - —_—— T Subject Initials: ___
St. George’s Respiratory Questionnaire Part 2 (continued)
Section 4 STGRGA(TYPE 4)

13 These are questions about other effects that your respiratory problems may have on you these

days.

For each statement, please check || the box that applies to you these days.

My cough or breathing is embarrassing in public ... [ ],True [ ], False

My respiratory problems are a nuisance to my family, friends
OF NEIGIBOIS ..o s s s s s

[ |, True [ |, False

| get afraid or panic when | cannot catch my breath ... [ ], True [, False
| feel that | am not in control of my respiratory problems ... L], True [ ], False
| do not expect my respiratory problems to get any better ... [, True [, False
| have become frail or an invalid because of my respiratory problems ... [, True [, False
Exercise is not safe for me ... e ], True [ ], False
Everything seems too much of an effort ... |, True [, False
Section 5
14 These are questions about your respiratory treatment. If you are not receiving treatment, +go to
Section 6.

For each statement, please check /] the box that applies to you these days.

My treatment does not help me very much ..o | L IrUe [ False
| get embarrassed using my medication in public ... L, True [, False
| have unpleasant side effects from my medication ... [ |, True [, False
My treatment interferes with my life a lot .. v L), True [, False
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SEE ANNOTATION P. 24
Subjed ID: 02 - =

NODATA<XYES>

Week 12

Subject Initials: ___

St. George’s Respiration Questionnaire Part 2 (continued)

| take a long time to get washed or dressed

| cannot take a bath or shower, or | take a long timeto do it ...
| walk slower than other people my age, or | stop to rest ..o
Jobs such as household chores take a long time, or | have to stop to rest
If | walk up one flight of stairs, | have to go slowly or stop

If | hurry or walk fast, | have to stop or slow down ...

My breathing makes it difficult to do things such as walk up hills, carry
shroo- oo -t ight gardening such as weeding, dance, bowl, or pla
My breathing makes it difficult to do things such as carry heavy loads,
dig in the garden or shovel snow, jog or walk briskly (5 miles per hour),
play tennis or swim ........... e s s e

My breathing makes it difficult to do things such as very heavy manual
work, ride a bike, run, swim fast, or play competitive sports

Section 6 STGRG5(TYPE 4)

15 These are questions about how your activities might be affected by your respiratory problems.

For each statement, please check [v| the box that applies to you because of your respirafory problems.

[ ], ree [ ], False
|_|l True |—|u False
[ ], ree [ ], False
|_|] True |_|0 False
[ ], Trve  [_], False

|_|] True |_|0 False

|_|l True |_|o False
iErE PA 24
) True o False

[SEEeAGE fite

Section 7

| 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 ...

I'cannot move far frem my‘bed or chair e

16 We would like to know how your respiratory problems usually affect your daily life.

For each statement, please check [/ the box that applies to you because of your respirafory problems.

|_|, True |_|u False
[ ], Tree [ ], False
|—|1 True |—|n False
D, True Du False

|_|l True |_|o False
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STEP-IPF NODATA<XYES>

IPFnet Week 12

SEE ANNOTATION P. 25
Subjed ID: 02 - = = - Subject Initials: ___

St. George’s Respiratory Questionnaire (continued)

Here is a list of other activities that your respiratory problems may prevent you from doing. (You
do not have to check these; they are just to remind you of ways your shoriness of breath may affect

you.)

* Going for walks or walking the dog STGRG6(TYPE 4)

* Doing activities or chores at home or in the garden

* Sexual intercourse

* Going to a place of worship, or a place of entertainment
* Going out in bad weather or into smoky rooms

* Visiting family or friends or playing with children

Please write in any other important activities that your respiratory problems may stop you from
doing:

17 Now please check the box (one only) that you think best describes how your respiratory
problems affect you:

[ ]t does not stop me from doing anything | would like to do
[ ]It stops me from doing one or two things | would like to do
[ 11t stops me from doing most of the things | would like to do
[_]1t stops me from doing everything | would like to do

Before you finish, would you please make sure that you have answered all the questions.

Thank you for completing this questionnaire.

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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STEP-IPF

IPFnet

NODATA<XYES>

Week 12
SEE ANNOTATION P. 26

Subjedt ID: 02 - = Subject Initials: ___

ICECAP Questionnaire

Love and Friendship

By placing a check [V] in one box in each group below, please indicate which statement best
describes your quality of life at the moment.

ICECAP(TYPE 4)

[], I can have all of the love and friendship that | want
1,1 can have a lot of the love and friendship that | want
[, I can have a little of the love and friendship that | want

[ ], cannot have any of the love and friendship that | want

Thinking about the future

Doing things that make you feel
valued

[], I can think about the future without any concern
[ ], can think about the future with only a little concern
[ ], 1 can only think about the future with some concern

[],1 can only think about the future with a lot of concern

L], I am able to do all of the things that make me feel valued
[],1 am able to do many of the things that make me feel valued
[ 1,1 am able to do a few of the things that make me feel valued

[],1 am unable to do any of the things that make me feel valued

Enjoyment and pleasure

Independence

[], I can have all of the enjoyment and pleasure that | want
[],1 can have a lot of of the enjoyment and pleasure that | want
[],1 can have a little of the enjoyment and pleasure that | want

[, I cannot have any of the enjoyment and pleasure that | want

L], I am able to be completely independent
[],1 am able to be independent in many things
[], 1 am able to be independent in a few things
[, 1 am unable to be at all independent

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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TE

NODATA<XYES>

(S STEP-IPF Study Completion/Termination
~  IPFnet _Double-Blind Phase (Weeks 0-12)

FORM=DB T

Subjedt ID: 02 - : = Subject Initials: ___

TERM ( TYPE 4)

|_|o No — If No: Is subject participating in the open-label phase? mo No — If No: Reason: NOCONTIN<V:100>

1 Did the subject terminate early from this phase? TERMINAT<XYESNO>

[, YecOPENLABL<XYESNO>

|_|| Yes = If Yes: Date of study termination: ___'7#~VIE L /0
RMREA<IPFTER><I:3> day month yaor

Reason (check primary reason):
[ ], Death = Complete Death Form and Expedited Event Form.
|—_2 Lung transplant

[ ], Subject withdrew consent
Ls MD decision

L, tostio follow-up TERMSP<V:100>  (one specify)
|—.93 Other (specify):

La Adverse event (specify): TERMSP<V:100> — Complete Adverse Events Form

2 Did the subject permanently discontinue study drug prior to Week 12 visit?
[ J,No DISCONTU<XYESNO>
|_|, Yes — If Yes: Date discontinued: ____/__ DIRCONDT _

day monthy yoor
Reason for discontinuation (check primary reason]:
DlSCREA<|PFD|S>l<_"§5b|ed withdrew consent for study drug
|_|? Adverse event (specify): ___
|_|3 MD decision
|_|93 Other

3 Was study drug unblinded?
[y No UNBLIND<XYESNO>

UNBLNDT
D, Yes = If Yes: Date unblinded: __ _ / /
dery month yrar
Reason unblinded: UNBLINDR<V:100>

AEVNTSP<\/100~ — Complete Adverse Events Form

INSIG<XYES>

Signoture of investigator

Investigator’s Signature

I have reviewed all of the data recorded on these CRF pages and certify that they are accurate and complete t&h%ﬂ_nu BOQ;XQE E4
Investigator: Date: —— /_INVSIGDT

Site Personnel’s Initials: ___
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=~ STEP-IPF NODATA<XYES>
= | IPFnet rorv-vees Week 13

Subjedt ID: 02 - = Subject Initials: ___

SEE ANNOTATION P. 11

N e VISTDATE (TYPE 4)
Vital Signs
1 Weight: [ lb [ kg 3 Heartrate: _______ bpm VITALS(TYPE 4)

i |_%EE ANNOTATION P. 11

2 Blood pressure:

syslolic dinshalic

GERD Substudy Review

Record all GERD related medications in the GERD Concomitant Medications log
1 Have there been any changes in the subject’s GERD status since last visit?
[ ], No = Skip to question 3 SEE ANNOTATION P. 28
D, Yes = If Yes: Check only one:
|_|l Newly diagnosed — Record on Adverse Event Log GERDSUB (TYPE 4)
How diagnosed (check all that apply):
(] 24 hr pH monitoring [ | Endoscopy [ Upper Gl/barium swallow test
] Symptoms of heartburn OR [ | Unknown

|_|2 Chcnges in non-phcrmcceuﬁcc| interventions

[ ]yq Other (including medications only) = Skip to question 3

2 If newly diagnosed GERD or changes in non-pharmaceutical interventions, answer all questions below:
Sleeping with the head end of the bed elevated with 6” to 8” blacks on the floor [, No [, Yes

Sleeping in @ recliNBr .. |—-o No [—|1 Yes
Limiting foods and beverages that cause symptoms ... ecrsenersenns [JoNo [, Yes
Avoiding lying down flat for 3 hours after a meal ... |—o No [—|] Yes

. Lo No u1 Yes

Avoiding bedtime snacks .. ..
Eating small Meals ... ssssssss s | g Mo L] Yes

3 Have there been any changes in the subject’s obstructive sleep apnea status since last visit?
[ ], No — Skip to Safety Review
[, Yes = If Yes: Check only one:
[ ], Newly diagnosed = Record on Adverse Event Log
|_|.2 Chunges in CPAP treatment
Dva Other (including medications only} — Skip to Safety Review
4 If newly diagnosed sleep apnea or changes in CPAP treatment, specify current CPAP treatment:
[ JoNeone [ ], Daily [ 1, Intermittent

Safety Review

SEE ANNOTATION P. 28

Has the subject experienced unexplained worsened dyspnea or cough since last visit, triggering unscheduled medical care (e.g,
clinic, study visit, hospitalization)?
Jo Neo J] Yes — If Yes: Please send support materials for acute exacerbation review.
SAFETY (TYPE 4)
Record any new Adverse Events on the Adverse Event Log page.
Record any new or chaunged medications on the Concomitant Medications Log page.

Site Personnel’s Initials: ___
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—~~ STEP-IPF NODATA<XYES>
IPFnet rorv-weekas Week 18

Subjedt ID: 02 - = Subject Initials: ___

Visitdote: ——/ —— —/————  SEE ANNOTATION P.11 VISTDATE (TYPE 4)

Vital Signs

1 Weight: ____| h b | I kg
SEE ANNOTATION P.11 VITALS (TYPE 4)

—_‘,m—/—,,,.m— mm H9 NOTE: EXCEPT NO HEIGHT or SPO2
3 Heartrate: bpm

NYHA Functional Class

SEE ANNOTATION P.11
Current NYHA heart failure classification (check onlyone): L1 L0 1w [ NYHA (TYPE 4)

2 Blood pressure:

Spirometry
Date of assessment: _d_/__h_/____ SP|ROMET (TYPE 4)
ay monil yaar
1 FEV:Acual: __ . liters
SEE ANNOTATION P.2
2 FEVgAcual: . liters NOTE: DO NOT ADD QUESTIONS
. 4,5,6
3 FVC Actual: __ . liters

Diffusing Capacity of the Lung for Carbon Monoxide (pLco)

Date of assessment: ____/___ / _ _ _SFE ANNOTATION P.12
DLCO (TYPE 4)
1 DICO:Actual: _ . ml/min/mm Hg — Altitude<orrected DLCO (National Jewishonly): ___ . ml/min/mm Hg
2 Vi(inspired volume): ___ . liters
3 VA (alveclar volume): . liters

Site Personnel’s Initials: ___
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AR TEP-IPF NODATA<XYES>
= | IPFnet Week 18
! SEE ANNOTATION PAGE 3
Subjed¢ID: 02-___ - __ Subject Initials: ___
e # ubject #
6-Minute Walk Test (smwr)
Date of assessment: —— /_ml_ /__mr_ — WALK (TYPE4
1 Pre-walk modified Borg Dyspnea Scale rating:
[Jo [Jos [y [z [z [Ja s [Je [J7 [Js [Jo [J1wo [, Notdone
Resting room air SpO.: %
Was supplemental O, used during walk? |_|c No |_|l Yes — If Yes: Specify: liters/min
SpQO,on Supplemental ©,: %
4 Was walk performed? ||, No — Provide reason:
[—|1 Yas
5 Woas a walking aid necessary to perform the 6MWT?
Do No
|_|] Yes = If Yes: Specify [check only one): r] Cane
[ ], Walker
i—va Other (specify):
6 Minutes Heart Rate spe, WALKTIME(TYPE4)PS
Pre-walk . bpm
1 minute o bpm %
2 minutes o bpm %
3 minutes . bpm %
4 minutes o bpm %
5 minutes _ ____ bpm I, 4
& minutes 0 bpm S 7.
Three minutes of recovery after completion or stop of 6-Minute Walk Test
1 minute . bpm %
2 minutes o bpm %
3 minutes o bpm %

& Did subject desaturate (SpO, < 88%)? [_], No

[ ], Yes = If Yes: Walk duration at desaturation: min / sec
Walk distance at desaturation: _ meters
o Did Subject Complete If Stopped Early: Specify Reason
Lowest $p0, |Distance Walked &-Minvte Walk? {Cheek only one]
[ ], No = If Ne: [, 5pO, < 80%
e W meters Duration: E/—; [12 Developed signs and symptoms requiring termination of test
[_|1 Yes iJga Other {specify):
7 Post-walk modified Borg Dyspnea Scale rating:
[Jo [Jos [J1 [z [13 [Ja [15 [Je [J7 [1s8 [Jo []10 [, Notdone

Site Personnel’s Initials: ___
PINK—retain at site
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STEP-IPF NODATA<XYES>

IPFnet Week 18

SEE ANNOTATION P. 32

Subjedt ID: 02 - = Subject Initials: ___

Outpatient Visits

Has the subject required any non-urgent outpatient visits since the last study visit {do not include protocol-specific study visits)?

-jo No D1 Yes — If Yes: Provide details below. OUTPATNT (TYPE 4)R
; No. of Respiratory- No. of Nen-respiratory-
Provider Type related Visits related Visits

1 Pulmonologist

2 Cardiologist

3 Other specialist:

4 Primary care physician {or NP or PA)

5 OTorPT

& Mental health provider

7 Other (specify):

Site Personnel’s Initials: ___
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STEP-IPF NODATA<XYES>

IPFnet Week 18

Subjedt ID: 02 - = Subject Initials: ___

Self-administered Questionnaires

Date administered: /- /- SEE ANNOTATION P. 13 SELFREPT (TYPE 4)
No GENDRPT

1 EuroQel ... ettt e [—_1 Attached _597 Not dene

2 SF-38 e e s R b et e R R A8 e e e Rttt [_|1 Attached JW Not done

3 UCSD Shoriness-oFBreath ... ssssssssssissessssssnssscnnne |y Attached — [_lo, Not done

4 St George's Respiratory ... oo |y Attached [, Not done

5 |ICECAP ... oo )y Attached [, Not done

GERD Substudy Review

Record all GERD related medications in the GERD Concomitant Medications log

1 Have there been any changes in the subject’s GERD status since last visit?
|_|0 No — Skip to question 3 GERDSUB (TYPE 4)
[ ], Yes = If Yes: Check only one: SEE ANNOTATION P. 28
m, Newly diagnosed — Record on Adverse Event Log
How diagnosed (check all that apply):
"] 24 hr pH monitoring [ | Endoscopy || Upper Gl/barium swallow fest
:‘ Symptoms of heartburn OR |:| Unknown
Dz Changes in nen-pharmaceutical interventions

|—|?s Other (including medications only) — Skip to question 3

2 If newly diagnosed GERD or changes in non-pharmaceutical interventions, answer all questions below:
Sleeping with the head end of the bed elevated with 6” to 8” blocks on the floor |—_0 No [—|1 Yes

Sleeping in @ recliner ...t [JoNo [ ], Yes
Limiting foods and beverages that cause symptoms ..., |—_0 Ne [—|] Yes
Avoiding lying down flat for 3 hours after a meal ... [0 No |:|1 Yes
Avoiding BeatmeEnockE iR Lo Neo u1 Yes
Eating small Meals ... s sssossi e |_Jg No [} Yes

3 Have there been any changes in the subject’s obstructive sleep apnea status since last visit?
[ ], No = Skip to Safety Review
[ ], Yes = If Yes: Check only one:
D] Newly diagnosed — Record on Adverse Event Log
D'z Chunges in CPAP treatment
|—|va Other {including medications only} — Skip to Safety Review
4 If newly diagnosed sleep apnea or changes in CPAP treatment, specify current CPAP treatment:
[ J,None [ ], Daily [ 1, Intermittent

SEE ANNOTATION P. 28

Has the subject experienced unexplained worsened dyspnea or cough since last visit, triggering unscheduled medical care
fe.g., clinic, study visif, huspifafizch'on}? SAFETY (TYPE 4
[ ]oNo [ ], Yes = If Yes: Please send support materials for acute exacerbation review. ( )
Record any new Adverse Events on the Adverse Event Log page.
Record any new or changed medications on the Concomitant Medications Log page.

Site Personnel’s Initials: ___
WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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STEP-IPF NODATA<XYES>
'PFnet SEE ANNOTATION P. 14 Week 18

Subjedt ID: 02 - = Subject Initials: ___

EUI'OQOI Questionnaire £a-5p English version for the U.S.

EUROQOL1 (TYPE 4)

By placing a checkmark in one box in each group below, please indicate which statements best
describe your own health state today.

1 Mobility:
L, I have no problems in walking about
[ ], 1 have some problems in walking about
[ "], 1 am confined to bed

2 Self-care:
[ ], I have no problems with self-care
[1, I have some problems washing or dressing myself
L1, | am unable to wash or dress myself

3 Usual activities (e.g., work, study, housework, family, or leisure activities):
L], I have no problems with performing my usual activities
[, I have some problems with performing my usual activities
[ ], 1 am unable to perform my usual activities

4 Pain/discomfort:
[ ], I have no pain or discomfort
[ 1, I have moderate pain or discomfort
L], I have extreme pain or discomfort

5 Anxiety/depression:
L], I am not anxious or depressed
[, I am moderately anxious or depressed
[, | am exiremely anxious or depressed

STOP.
Please let your study coordinator know that
you are ready for the EuroQol Thermometer worksheet.

EuroQol Thermometer Response (Study staff use only)

Response to the EuroQol thermometer (0-100):

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site

IPFnet Step-IPF CRF V4.0_17 SEP 2008 2008 DCRI — Confidential CRF, page 73
STEP_IPF VERSION 7.0 _17SEP2009



STEP-IPF NODATA<XYES>
'PFnet SEE ANNOTATION P. 15 Week 18

Subjedt ID: 02 - : = Subject Initials: ___

EuroQol Questionnaire £a-5D (continued)

EUROQOLZ“(TYPE 4)

Because all replies are anonymous, it will help us to understand your answers better if we have a
little background data from everyone, as covered in the following questions.

1 Have you experienced serious illness: in you yourself? [ | No [, Yes
in your family? L, No [, Yes
in caring for others? [ |, No [ |, Yes

2 What is your age in years?

3 Are you (please check appropriate box): [ ], Male
(|, Female

4 Are you (please check only one): [ ], A current smoker
[], An ex-smoker
[_], A never smoker

5 Do you now, or did you ever, work in health or social services?

[ |, No
L, Yes = If Yes: In what capacity?

6 Which of the following best describes your main activity (please check only one)?
[, Employed (including self employment)
[, Retired
(], Keeping house
(], Student
[, Seeking work
[ ],s Other (please specify):

7 What is the highest level of education you have completed (please check only one)?
[ ], Some high school or less
[ ], High school graduate or GED
||, Vocational college or some college
L, College degree
[ ], Professional or graduate degree

8 If you know your zip code, please write it here:

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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- TR STEP-IPF NODATA<XYES>
\.)
'PFnet SEE ANNOTATION P. 16 Week 18

Subjedt ID: 02 - : = Subject Initials: ___

SF-36 Assessment

1 In general, would you say your health is:
L], Excellent [, Very good [ ], Good [ ], Fair [, Poor
2 Compared to one year ago, how would you rate your health in general now?
[y Much better than one year ago [ |, About the same as one year ago [ | Much worse now
[ ], Somewhat better than one year age [ ], Somewhat worse than one year ago than one year ago

Yes, Yes, No, Not
Limited Limited Limited

SF36_1 (TYPE 4)

3 The following items are about activities you might do during a typical day.

Does your health now limit you in these activities? If so, how much? Alot Alittle At All
a. Vigorous activities, such as running, IiFIing heavy obiecrs pcrricipoﬁng in ] 0 —
sirenuous sports ..., ! 2 —
b. Moderate activities, sk a5 mowng a roble pu&hlng a vacuum c!eoner .
bayling;, or playing: golfwmmwsmmmmmamnsnnmnsns O—— "
c. lifting or carrying groceries .. e m— 0, O [,
d. Climbing several flights of stairs ... e s L, [, X
e Climbing:one Highf-oFshairs sememsmunmmsmmarmmomsmsssasossmsmsasos: O O, [0
f. Bending, kneeling or SOOPING ... s s s O, O, 0O,
g YWl kig: micme thome miles cessemmsmmsmnmmwmmmmsemmmsmm——— O, O, 0,
h. Walking several blocks ...... e e O 0O, 0
i Wlalkingrons block: ccmmmmmmmmmmmsmmmrm———————————" 1, O ],
i~ Bathing or dressing yourself ... e s e O, O, 0,
4 During the past 4 weeks, have you had any of the following Al Most Some Alitfle None
problems with ¥| ur work or other regular daily activities as g ofthe ofthe ofthe of the of the
result of your physical health? Time Time Time Time  Time
a. Cut down on the amount of time you spend on work or other ] ] ] ] M
activities ! 5 e 4 ==
b. Accomplished less than you would like ... [ 0, O ], [,
¢. Were limited in the kind of work or other activities ... [, o, 0O, [, [,
d. Had difficulty performing the work or other activities (for example, -
i ook exira elfforl]’ commmmmmrmmereresnsararar Ch O, O C —s
5 During the past 4 weeks, have you had any of the following Al Most Some Alitle None

problems with your work or other regular daily activities as a

result of any emotional problems (such as feeling depressed or ofthe ofthe ofthe ofthe of the

Time Time Time Time Time

anxious)?

a. Cut down on the amount of time you spend on work or other -
OORVITIOS surisinscososinsrsisassisnssesvnsssissssss s 00 s OO Y VS S ISR C e O L —

b. Accomplished less than you would like ..., O O 0O O 0O

c. Did work or other activities less carefully than usual ... [, o, O, 0O 0O

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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STEP-IPF NODATA<XYES>
'PFnet SEE ANNOTATION P. 17 Week 18

Subjedt ID: 02 - : = Subject Initials: ___

SF-36 Assessment (continued)

6 During the past 4 weeks, to what extent has your physical health or emioNEadl &T%Feﬁs‘l)

interfered with your normal social activities with family, friends, neighbors, or groups?

[ ], Notatall [, Slightly [], Moderately [ ], Quite a bit [], Extremely

7 How much bedily pain have you had during the past 4 weeks?
[ ], None [ ],Verymild [, Mild [ ], Moderate [ |, Severe [ ], Very severe

8 During the past 4 weeks, how much did pain interfere with your normal work (including both work
outside the home and housework}?

[ ], Notatall [],Slightly [ ], Moderately [ ], Quite a bit [ ], Extremely

9 These questions are about how you feel and how things have been with you during the past 4
weeks. For each question, please give the one answer that comes closest to the way you have
been feeling.

All Most  Some  Alitile None

How much of the time during the past 4 weeks... ofthe ofthe ofthe ofthe  ofthe
Time  Time  Time Time Time
o i il Todl foll SE 0l conmmmmmomommmmmmsmassmmmmann O, O, O, O, O,
b. Have you been very nervous? ..., O, 1, i O, [C;
e cem e priigell™= 0 O O O G
d. Have you felt calm and peaceful? ... O, ], ], O, [,
e. Did you have a lot of energy? ... ], [, O, 1, s
f. Have you felt downhearted and depressed? ... ], ], 1, ], 1,
g Didyou feel wom oul? ussswmmmamammmmssmsmsmms O, l, 1, 1, s
h. Have you been happy? oo [ L, L [, O,
i. Did you feel tired? SO — ], [, O, 1, O,

10 During the past 4 weeks, how much of the time has your physical health or emotional
problems interfered with your social activities (like visiting friends, relatives, etc.)?

[], All of the time [ ], Most of the time [ ], Some of the time [ ], A little of the time [ ], None of the time

11 How True or False is gach of the following statements for  Definitely Mostly Don’t  Mostly  Definitely

you? Tve  True  Know  False False
a. | seem to get sick a little easier than other people ... m* ], [, I, [
b. | am as healthy as anybody | know ..., Ik ], [, . L1
c. | expect my health to get worse ..o O, O, 1, 1, O,
d. My health is excellent ... ], ], L], ], ;s
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Subjedt ID: 02 - = Subject Initials: ___

UCSD Shortness-of-Breath Questionnaire ucsp soea

When I do, or if | were to do, the N

following tasks, | would rate my A:) Rﬁ Severe UE::EJ: ofo
breathlessness as: Breathlessness
1 Atrest 0 1 2 3 4 5

2 Walking on a level at your own pace 0 1 2 3 4 5

3 Walking on a level with others your 0 1 2 3 4 5

age

4 Walking up a hill 0 1 2 3 4 5

5 Walking up stairs 0 1 2 3 4 5

6 While eating 0 1 2 3 4 5

7 Standing up from a chair 0 1 2 3 4 5

8 Brushing teeth 0 1 2 3 4 5

9 Shaving and/or brushing hair 0 1 2 3 4 5

10 Showering/bathing 0 1 2 3 4 5

11 Dressing 0 1 2 3 4 5

12 Picking up and straightening 0 1 2 3 4 5
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SEE ANNOTATION P. 19
Subjed ID: 02 -

NODATA<XYES>

Week 18

When I do, or if | were to do, the Maximal/
s None Unable To Do
following tasks, | would rate my Severe
At All Because of
breathlessness as: Brasthleesioss
13 Doing dishes 0 1 2 3 4 5
14 sweeping/vacuuming 0 1 2 3 4 5
15 Making bed 0 1 2 3 4 5
16 Shopping 0 1 2 3 4 5
17 Doing laundry 0 1 2 3 4 5
18 Washing car 0 1 2 3 4 5
19 Mowing lawn 0 1 2 3 4 5
20 Watering lawn 0 1 2 3 4 5
21 Sexual activities 0 1 2 3 4 5
How much do these limit you in your daily life?
22 Shortness of breath 0 1 2 3 4 5
23 Fear of “hurting myself” 0 1 2 3 4 5
24 Fear of shortness of breath 0 1 2 3 4 5
WHITE and YELLOW—Duke Clinical Research Institute ®  PINK—retfain at site
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St. George’s Respiratory Questionnaire (SGRQ) (English for the United States)
STGRGIL(TYPE 4)
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 the most problems, rather than what the doctors and nurses think your problems are.

Please read the instructions carefully and ask if you do not understand anything.
Do not spend too long deciding about your answers.

Before completing the questionnaire:

Please check one box to show how you describe your current health: | | Very good
L | Good
[ | Fair
[ Poor
[_|Very poor
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St. George’s Respiratory Questionnaire part 1

Please describe how often your respiratory problems have affected yol$a_\ﬁﬁm¥i webks.

— Almost Sovoral A Few Days Ouly with Not

Please check /| one box for each question. Every Day D\'::: I:l a Month I:nh:rcil::? AtAll
1 Over the past 4 weeks, | have coughed: ] ] ] ] (]
2 F?}.:ng:‘?;;ii:”i ;:veeks, | have brought up - - = - »
3 3vberr;:'::pust 4 weeks, | have had shortness . o o - »
4 S;::I('r;e past 4 weeks, | have had wheezing - - o - -

5 How many times during the past 4 weeks have you suffered from severe or very unpleasant
respiratory aftacks? Please check [/] one:
[ ] More than 3 times
L 13 times
[]12 times
[ 11 time
[ ] None of the time

6 How long did the worst respiratory attack last? Please check [/] one:
(Go to question 7 if you did not have a severe aftack)
[ ] A week or more
[ ] 3 or more days
L1 1or2days
[] Less than a day

7 Over the past 4 weeks, in a typical week, how many good days (with few respiratory
problems) have you had? Please check [/ one:
[ I No good days
[ 11 or 2 good days
[]13 or 4 good days
[ | Nearly every day was good
(| Every day was good

8 If you wheeze, is it worse when you get up in the morning? Please check [] one:
[, No
[], Yes
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Subjed ID: 02 - =

St. George’s Respiratory Questionnaire rart 2

NODATA<XYES>

Week 18

Subject Initials: ___

Section 1 STGRGS3 (TYPE 4)
9 How would you describe your respiratory condition? Please check [v] one:

[ ] The most important problem | have

[ | Causes me quite a lot of problems

|| Causes me a few problems

[ | Causes me no problems
10 If you have ever held a job (please check [¥] one}:

[ | My respiratory problems made me stop working altogether

[ | My respiratory problems interfere with my job or made me change my job

[ | My respiratory problems do not affect my job

Section 2

These are questions about what activities usually make you feel short of breath these days.

For each statement, please check [/] the box that applies to you these days.

11 Sitting or lying still ... L, True [, False
Washing or dressing yourself [ |, True [ ], False
Walking around the RouSe ... [, True [, False
Walking outside on a level ground ... [ 1, True [ ], False
Walking up a flight of stairs [ |,True [ ], False
Walking up hills ..o [ ], True [, False
Playing sports or other physical activities ... [ 1, True [ ], False

Section 3

12 These are more questions about your cough and shortness of breath these days.

For each statement, please check [/] the box that applies to you these days.

Coughing hurts ..o [, True [ ], False
Coughing makes me tired ... | 10 [, False
| am sheet of breolh when | bollke consmmmmmrmemmms s [, True [, False
| am short of breath when | bend over ..., [ |, True [ ], False
My coughing or breathing disturbs my sleep ... [, True [ False
| get exhausted easily ... | 0@ ||, False
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St. George’s Respiratory Questionnaire Part 2 (continued)
Section 4 STGRG4 (TYPE 4)

13 These are questions about other effects that your respiratory problems may have on you these

days.

For each statement, please check || the box that applies to you these days.

My cough or breathing is embarrassing in public ... [ ],True [ ], False

My respiratory problems are a nuisance to my family, friends
OF NEIGIBOIS ..o s s s s s

[ |, True [ |, False

| get afraid or panic when | cannot catch my breath ... [ ], True [, False
| feel that | am not in control of my respiratory problems ... L], True [ ], False
| do not expect my respiratory problems to get any better ... [, True [, False
| have become frail or an invalid because of my respiratory problems ... [, True [, False
Exercise is not safe for me ... e ], True [ ], False
Everything seems too much of an effort ... |, True [, False
Section 5
14 These are questions about your respiratory treatment. If you are not receiving treatment, +go to
Section 6.

For each statement, please check /] the box that applies to you these days.

My treatment does not help me very much ..o | L IrUe [ False
| get embarrassed using my medication in public ... L, True [, False
| have unpleasant side effects from my medication ... [ |, True [, False
My treatment interferes with my life a lot .. v L), True [, False
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Subjed ID: 02 - =

NODATA<XYES>

Week 18

Subject Initials: ___

St. George’s Respiration Questionnaire Part 2 (continued)
Section 6 STGRGS5 (TYPE 4)

15 These are questions about how your activities might be affected by your respiratory problems.

| take a long time to get washed or dressed

| cannot take a bath or shower, or | take a long timeto do it ...
| walk slower than other people my age, or | stop to rest ..o
Jobs such as household chores take a long time, or | have to stop to rest
If | walk up one flight of stairs, | have to go slowly or stop

If | hurry or walk fast, | have to stop or slow down ...

My breathing makes it difficult to do things such as walk up hills, carry

e - light gardening such as weeding, dance, bowl, or pla
SEE PAGE 24 g ? g g pay

sl

My breathing makes it difficult to do thlngs such as carry heavy |oads,
dig in the garden or shovel snow, jog or walk briskly (5 miles per hour),
play tennis or swim ........... e s s e

My breathing makes it difficult to do things such as very heavy manual
work, ride a bike, run, swim fast, or play competitive sports

For each statement, please check [v| the box that applies to you because of your respirafory problems.

|_|] True |_|0 False
|_|l True |—|u False
|_|] True |_|0 False
|_|] True |_|0 False
|_|l True |—|u False
|_|] True |_|0 False
|_|l True |_|o False

E PA 24

) True o False
SEE PAGE 24

1 True |_|o False

Section 7

| 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 ...

I'cannot move far frem my‘bed or chair e

16 We would like to know how your respiratory problems usually affect your daily life.

For each statement, please check [/ the box that applies to you because of your respirafory problems.

|_|l True

|_|u False
[ ], False
|—|n False
Du False

|_|o False
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Subjedt ID: 02 - : = Subject Initials: ___

St. George’s Respiratory Questionnaire (continued)

STGRGG6 (TYPE 4)
Here is a list of other activities that your respiratory problems may prevent you from doing. (You

do not have to check these; they are just to remind you of ways your shoriness of breath may affect
you.)

* Going for walks or walking the dog

* Doing activities or chores at home or in the garden

* Sexual intercourse

* Going to a place of worship, or a place of entertainment
* Going out in bad weather or into smoky rooms

* Visiting family or friends or playing with children

Please write in any other important activities that your respiratory problems may stop you from
doing:

17 Now please check the box (one only) that you think best describes how your respiratory
problems affect you:

[ ]t does not stop me from doing anything | would like to do
[ ]It stops me from doing one or two things | would like to do
[ ]It stops me from doing most of the things | would like to do
[_]1t stops me from doing everything | would like to do

Before you finish, would you please make sure that you have answered all the questions.

Thank you for completing this questionnaire.
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SubjedtID: 02-__ - Subjectinitials: _

ICECAP Questionnaire

Love and Friendship

By placing a check [V] in one box in each group below, please indicate whithGRRAENBEsA)

describes your quality of life at the moment.

[], I can have all of the love and friendship that | want
1,1 can have a lot of the love and friendship that | want
[, I can have a little of the love and friendship that | want

[ ], cannot have any of the love and friendship that | want

Thinking about the future

Doing things that make you feel
valued

[], I can think about the future without any concern
[ ], can think about the future with only a little concern
[ ], 1 can only think about the future with some concern

[],1 can only think about the future with a lot of concern

L], I am able to do all of the things that make me feel valued
[],1 am able to do many of the things that make me feel valued
[ 1,1 am able to do a few of the things that make me feel valued

[],1 am unable to do any of the things that make me feel valued

Enjoyment and pleasure

Independence

[], I can have all of the enjoyment and pleasure that | want
[],1 can have a lot of of the enjoyment and pleasure that | want
[],1 can have a little of the enjoyment and pleasure that | want

[, I cannot have any of the enjoyment and pleasure that | want

L], I am able to be completely independent
[],1 am able to be independent in many things
[], 1 am able to be independent in a few things
[, 1 am unable to be at all independent
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Visitdatet e Check if Early Term?n%%hzi-sr#;@r é%(uﬁg-%ﬁnd hase: Jl_é
G ok SEE ANNOTATION P.11 VISTDATE (TYPE 4)

Vital Signs

1 weight: _____Lhk Ll VITALS (TYPE 4)
2 Blood bressure: e H SEE ANNOTATION P.11

P D T gt 9 NOTE: EXCEPT NO HEIGHT or SPO2
3 Heartrate: _____ _ bpm

NYHA Functional Class

Ll

Current NYHA heart failure classification (check only one): [ 11 LI [l

SEE ANNOTATION P.11 NYHA (TYPE 4)

Spirometry

Date of | Y S
i of axssssment: ./ —— SPIROMET (TYPE 4)
1 FEV,:Acual: __ . liters
2 FEVgAcual: __ . liters SEE ANNOTATION P.2
NOTE: DO NOT ADD QUESTIONS
3 FVC Adual: __ . liters

45,6

—— DLCO (TYPE 4)

1 DICO:Actual: ______.___ _ ml/min/mm Hg — Altitude<corrected DLCO (Nafional Jewishonlyl: ___ . ___ ___ ml/min/mm Hg

liters

2 VI (inspired volume): ___ .
3 VA (alveolar volume]: ___

SEE ANNOTATION P.12

_ liters

Arterial Blood Gas (ABG)

Date of assessment: — /. /___SEE ANNOTATION P.12 ABG (TYPE 4)
1 Barometric pressure: ____ mmHg

2 Clinic altitude (check oniy one): [ |, < 4000 f [ ], > 4000 #t

3 FO; %

4 pH: __ .

5 PaO,;: ____ mmHg

6 PaCO; __ _  mmHg

7 SaO, %

D

Site Personnel’s Initials: ___
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Subjed¢ID: 02-___ - __ Subject Initials: ___
e # iDject #
6-Minute Walk Test (smwr)
Date of assessment: —— /_ml_ /__mr__ WALK (TYPE4
1 Pre-walk modified Borg Dyspnea Scale rating:
[Jo [Jos [y [z [z [Ja s [Je [J7 [Js [Jo [J1wo [, Notdone
Resting room air SpO.: %
Was supplemental O, used during walk? |_|u No |_|l Yes — If Yes: Specify: liters/min
SpQO,on Supplemental O,: __ %
4 Was walk performed? ||, No — Provide reason:
[—|1 Yas
5 Woas a walking aid necessary to perform the 6MWT?
Do No
|_|] Yes = If Yes: Specify [check only one): r] Cane
[ ], Walker
i—va Other (specify):
6 Minutes Heart Rate spe, WALKTIME(TYPE4)PS
Pre-walk . bpm
1 minute o bpm %
2 minutes o bpm %
3 minutes . bpm %
4 minutes o bpm %
5 minutes _ ____ bpm I, 4
& minutes 0 bpm S 7.
Three minutes of recovery after completion or stop of 6-Minute Walk Test
1 minute . bpm %
2 minutes o bpm %
3 minutes o bpm %
& Did subject desaturate (SpO, < 88%)? [_], No
[ ], Yes = If Yes: Walk duration at desaturation: min / sec
Walk distance at desaturation: _ meters
o Did Subject Complete If Stopped Early: Specify Reason
Lowest $p0, |Distance Walked &-Minvte Walk? {Cheek only one]
[ ], No = If Ne: [, 5pO, < 80%
I ] P ___ meters Duration: E/—; [12 Developed signs and symptoms requiring termination of test
[_|1 Yes iJga Other {specify):
7 Post-walk modified Borg Dyspnea Scale rating:
[Jo [Jos [J1 [z [13 [Ja [15 [Je [J7 [1s8 [Jo []10 [, Notdone

Site Personnel’s Initials: ___
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SEE ANNOTATION P. 32
Subjed ID: 02 - - Subject Initials: ___

Outpatient Visits

Has the subject required any non-urgent outpatient visits since the last study visit {do not include protocol-specific study visits)?

-jo No D1 Yes — If Yes: Provide details below. OUTPATNT (TYPE 4) R
; No. of Respiratory- No. of Nen-respiratory-
Provider Type related Visits related Visits

1 Pulmonologist

2 Cardiologist

3 Other specialist:

4 Primary care physician {or NP or PA)

5 OTorPT

& Mental health provider

7 Other (specify):

Site Personnel’s Initials: ___
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Subjedt ID: 02 - = Subject Initials: ___

Self-administered Questionnaires

Date administered: /- /- SEE ANNOTATION P. 13 SELFREPT (TYPE 4)
No GENDRPT

1 EuroQel ... ettt e [—_1 Attached _597 Not dene

2 SF-38 e e s R b et e R R A8 e e e Rttt [_|1 Attached JW Not done

3 UCSD Shoriness-oFBreath ... ssssssssssissessssssnssscnnne |y Attached — [_lo, Not done

4 St George's Respiratory ... oo |y Attached [, Not done

5 |ICECAP ... oo )y Attached [, Not done

GERD Substudy Review

Record all GERD related medications in the GERD Concomitant Medications log

1 Have there been any changes in the subject’s GERD status since last visit?
[, No = Skip to question 3 SEE ANNOTATION P. 28 GERDSUB (TYPE 4)
[ ], Yes = If Yes: Check only one:
m, Newly diagnosed — Record on Adverse Event Log
How diagnosed (check all that apply):
"] 24 hr pH monitoring [ | Endoscopy || Upper Gl/barium swallow fest
:‘ Symptoms of heartburn OR |:| Unknown
Dz Changes in nen-pharmaceutical interventions

|—|?s Other (including medications only) — Skip to question 3

2 If newly diagnosed GERD or changes in non-pharmaceutical interventions, answer all questions below:
Sleeping with the head end of the bed elevated with 6” to 8” blocks on the floor |—_0 No [—|1 Yes

Sleeping in @ recliner ...t [JoNo [ ], Yes
Limiting foods and beverages that cause symptoms ..., |—_0 Ne [—|] Yes
Avoiding lying down flat for 3 hours after a meal ... [0 No |:|1 Yes
Avoiding BeatmeEnockE iR Lo Neo u1 Yes
Eating small Meals ... s sssossi e |_Jg No [} Yes

3 Have there been any changes in the subject’s obstructive sleep apnea status since last visit?
[ ], No = Skip to Safety Review
[ ], Yes = If Yes: Check only one:
D] Newly diagnosed — Record on Adverse Event Log
D'z Chunges in CPAP treatment
|—|va Other {including medications only} — Skip to Safety Review
4 If newly diagnosed sleep apnea or changes in CPAP treatment, specify current CPAP treatment:
[ J,None [ ], Daily [ 1, Intermittent

SEE ANNOTATION P. 28

Has the subject experienced unexplained worsened dyspnea or cough since last visit, triggering unscheduled medical care
fe.g., clinic, study visif, huspifafizch'on}? SAFETY (TYPE 4
[ ]oNo [ ], Yes = If Yes: Please send support materials for acute exacerbation review. ( )
Record any new Adverse Events on the Adverse Event Log page.
Record any new or changed medications on the Concomitant Medications Log page.

Site Personnel’s Initials: ___
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SEE ANNOTATION P. 14
Subjed ID: 02 - = = - Subject Initials: ___

EUI'OQOI Questionnaire £a-5p English version for the U.S.

By placing a checkmark in one box in each group below, please indicate which statements best
describe your own health state today.

1 Mobility:
L, I have no problems in walking about
[ ], 1 have some problems in walking about
[ "], 1 am confined to bed

EUROQOL1 (TYPE 4)

2 Self-care:
[ ], I have no problems with self-care
[1, I have some problems washing or dressing myself
L1, | am unable to wash or dress myself

3 Usual activities (e.g., work, study, housework, family, or leisure activities):
L], I have no problems with performing my usual activities
[, I have some problems with performing my usual activities
[ ], 1 am unable to perform my usual activities

4 Pain/discomfort:
[ ], I have no pain or discomfort
[ 1, I have moderate pain or discomfort
L], I have extreme pain or discomfort

5 Anxiety/depression:
L], I am not anxious or depressed
[, I am moderately anxious or depressed
[, | am exiremely anxious or depressed

STOP.
Please let your study coordinator know that
you are ready for the EuroQol Thermometer worksheet.

EuroQol Thermometer Response (Study staff use only)

Response to the EuroQol thermometer (0-100):

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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SEE ANNOTATION P. 15
Subjed ID: 02 - = = - Subject Initials: ___

EuroQol Questionnaire £a-5D (continued)

EUROQOL2 (TYPE 4)

Because all replies are anonymous, it will help us to understand your answers betfer if we have a
little background data from everyone, as covered in the following questions.

1 Have you experienced serious illness: in you yourself? [ | No [, Yes
in your family? L, No [, Yes
in caring for others? [ |, No [ |, Yes

2 What is your age in years?

3 Are you (please check appropriate box): [ ], Male
(|, Female

4 Are you (please check only one): [ ], A current smoker
[], An ex-smoker
[_], A never smoker

5 Do you now, or did you ever, work in health or social services?

[ |, No
L, Yes = If Yes: In what capacity?

6 Which of the following best describes your main activity (please check only one)?
[, Employed (including self employment)
[, Retired
(], Keeping house
(], Student
[, Seeking work
[ ],s Other (please specify):

7 What is the highest level of education you have completed (please check only one)?
[ ], Some high school or less
[ ], High school graduate or GED
||, Vocational college or some college
L, College degree
[ ], Professional or graduate degree

8 If you know your zip code, please write it here:
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SEE ANNOTATION P. 16
Subjedt ID: 02 - = - - Subject Initials: ___

SF-36 Assessment

1 In general, would you say your health is:
], Excellent [],Very good [ ], Good [, Fair [, Poor SF36_1(TYPE 4)
2 Compared to one year ago, how would you rate your health in general now?
[y Much better than one year ago [ |, About the same as one year ago [ | Much worse now
[ ], Somewhat better than one year age [ ], Somewhat worse than one year ago than one year ago
3 The following items are about activities you might do during a typical day. l;::;d llLe;ed 'fl%lrﬂ
Does your health now limit you in these activities? If so, how much? Alot Alittle At All
a. Vigorous activities, such as running, IiFIing heavy obiecrs pcrricipoﬁng in ] 0 —
sirenuous sports ..., ! 2 —
b. Moderate activities, sk a5 mowng a roble pu&hlng a vacuum c!eoner .
baygling;, ar playing: golicmmmmsmmmsmmmmrmmmmmammemmssmrmm— "
c. lifting or carrying groceries .. e m— 0, O [,
d. Climbing several flights of stairs ... e s L, [, X
e Climbing:one Highf-oFshairs sememsmunmmsmmarmmomsmsssasossmsmsasos: O O, [0
f. Bending, kneeling or SOOPING ... s s s O, O, 0O,
g YWl kig: micme thome miles cessemmsmmsmnmmwmmmmsemmmsmm——— O, O, 0,
h. Walking several blocks ...... e e O 0O, 0
i Wlalkingrons block: ccmmmmmmmmmmmsmmmrm———————————" 1, O ],
i~ Bathing or dressing yourself ... e s e O, O, 0,
4 During the past 4 weeks, have you had any of the following Al Most Some Alittle None
problems with ¥| ur work or other regular daily activities gs g of the ofthe ofthe of the of the
result of your physical health? Time Time Time Time  Time
a. Cut down on the amount of time you spend on work or other M
activities ... s s
b. Accomplished less than you would like ... [ 0, O ], [,
¢. Were limited in the kind of work or other activities ... [, o, 0O, [, [,
d. Had difficulty performing the work or other activities (for example, -
i ook exira elfforl]’ commmmmmrmmereresnsararar Ch O, O C —s
5 During the past 4 weeks, have you had any of the following Al Most Some Alitle None
problems with your work or other regular daily activities as a ofthe ofthe ofthe ofthe of the
;e::ihos_:)%x emotional problems (such as feeling depressed or Time Time Time Time Time
a. Cut down on the amount of time you spend on work or other -
CVEIIVIBIES eususaneussunussunesooeiare ouseasssssonssasuss 10 o8s EObHoEbY SO O T S AT C s s C s
b. Accomplished less than you would like ..o O, O, O, 0O [
c. Did work or other activities less carefully than usual ... [, 0, 0O, [, ],
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SEE ANNOTATION P. 17
Subjed ID: 02 - = = Subject Initials: ___

SF-36 Assessment (continued)

6 During the past 4 weeks, to what extent has your physical health or emotional problems
interfered with your normal social activities with family, friends, neighbors, or groups?

[ ], Notatall [, Slightly [], Moderately [ ], Quite a bit [], Extremely

7 How much bedily pain have you had during the past 4 weeks? SF36_2(TYPE 4)
|:|l None :a Very mild Da Mild :4 Moderate js Severe Do Very severe

8 During the past 4 weeks, how much did pain interfere with your normal work (including both work
outside the home and housework}?

[ ], Notatall [],Slightly [ ], Moderately [ ], Quite a bit [ ], Extremely

9 These questions are about how you feel and how things have been with you during the past 4
weeks. For each question, please give the one answer that comes closest to the way you have
been feeling.

All Most  Some  Alitile None

How much of the time during the past 4 weeks... ofthe ofthe ofthe ofthe  ofthe
Time  Time  Time Time Time
o i il Todl foll SE 0l conmmmmmomommmmmmsmassmmmmann O, O, O, O, O,
b. Have you been very nervous? ..., O, 1, i O, [C;
e cem e priigell™= 0 O O O G
d. Have you felt calm and peaceful? ... O, ], ], O, [,
e. Did you have a lot of energy? ... ], [, O, 1, s
f. Have you felt downhearted and depressed? ... ], ], 1, ], 1,
g Didyou feel wom oul? ussswmmmamammmmssmsmsmms O, l, 1, 1, s
h. Have you been happy? oo [ L, L [, O,
i. Did you feel tired? SO — ], [, O, 1, O,

10 During the past 4 weeks, how much of the time has your physical health or emotional
problems interfered with your social activities (like visiting friends, relatives, etc.)?

[], All of the time [ ], Most of the time [ ], Some of the time [ ], A little of the time [ ], None of the time

11 How True or False is gach of the following statements for  Definitely Mostly Don’t  Mostly  Definitely

you? Tve  True  Know  False False
a. | seem to get sick a little easier than other people ... m* ], [, I, [
b. | am as healthy as anybody | know ..., Ik ], [, . L1
c. | expect my health to get worse ..o O, O, 1, 1, O,
d. My health is excellent ... ], ], L], ], ;s
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SEE ANNOTATION P. 18
Subjed ID: 02 - = Subject Initials: ___

UCSD Shortness-of-Breath Questionnaire ucsp soea

When I do, or if | were to do, the N

following tasks, | would rate my A:) Rﬁ Severe UE::EJ: ofo
breathlessness as: Breathlessness
1 Atrest 0 1 2 3 4 5

2 Walking on a level at your own pace 0 1 2 3 4 5

3 Walking on a level with others your 0 1 2 3 4 5

age

4 Walking up a hill 0 1 2 3 4 5

5 Walking up stairs 0 1 2 3 4 5

6 While eating 0 1 2 3 4 5

7 Standing up from a chair 0 1 2 3 4 5

8 Brushing teeth 0 1 2 3 4 5

9 Shaving and/or brushing hair 0 1 2 3 4 5

10 Showering/bathing 0 1 2 3 4 5

11 Dressing 0 1 2 3 4 5

12 Picking up and straightening 0 1 2 3 4 5
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SEE ANNOTATION P. 19
Subjed ID: 02 -

NODATA<XYES>

Week 24

When I do, or if | were to do, the Maximal/
s None Unable To Do
following tasks, | would rate my Severe
At All Because of
breathlessness as: Brasthleesioss
13 Doing dishes 0 1 2 3 4 5
14 sweeping/vacuuming 0 1 2 3 4 5
15 Making bed 0 1 2 3 4 5
16 Shopping 0 1 2 3 4 5
17 Doing laundry 0 1 2 3 4 5
18 Washing car 0 1 2 3 4 5
19 Mowing lawn 0 1 2 3 4 5
20 Watering lawn 0 1 2 3 4 5
21 Sexual activities 0 1 2 3 4 5
How much do these limit you in your daily life?
22 Shortness of breath 0 1 2 3 4 5
23 Fear of “hurting myself” 0 1 2 3 4 5
24 Fear of shortness of breath 0 1 2 3 4 5
WHITE and YELLOW—Duke Clinical Research Institute ®  PINK—retfain at site
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SEE ANNOTATION P. 20
Subjed ID: 02 - = = - Subject Initials: ___

St. George’s Respiratory Questionnaire (SGRQ) (English for the United States)

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 the most problems, rather than what the doctors and nurses think your problems are.
STGRGIL(TYPE 4)
Please read the instructions carefully and ask if you do not understand anything.
Do not spend too long deciding about your answers.

Before completing the questionnaire:

Please check one box to show how you describe your current health: | | Very good
L | Good
[ | Fair
[ Poor
[_|Very poor
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SEE ANNOTATION P. 21
Subjed ID: 02 - = = - Subject Initials: ___

St. George’s Respiratory Questionnaire part 1

Please describe how often your respiratory problems have affected you over the past 4 weeks.

STGRG2(TYPE 4)
Please check (/| one box for each question. E:ol xo;:y sl;;:?:rsll . : ::::Ir y {:ZY:E:"?: AI:‘:“
1 Over the past 4 weeks, | have coughed: ] ] ] ] (]
2 ;?IIZ; :Ts';?.li:: :,1 ;.:feeks, | have brought up - - = - »
3 vas: ;:': :pust 4 weeks, | have had shortness . o o - »
4 S;:: I::\e past 4 weeks, | have had wheezing - - o - -

5 How many times during the past 4 weeks have you suffered from severe or very unpleasant
respiratory aftacks? Please check [/] one:
[ ] More than 3 times
L 13 times
[]12 times
[ 11 time
[ ] None of the time

6 How long did the worst respiratory attack last? Please check [/] one:
(Go to question 7 if you did not have a severe aftack)
[ ] A week or more
[ ] 3 or more days
L1 1or2days
[] Less than a day

7 Over the past 4 weeks, in a typical week, how many good days (with few respiratory
problems) have you had? Please check [/ one:
[ I No good days
[ 11 or 2 good days
[]13 or 4 good days
[ | Nearly every day was good
(| Every day was good

8 If you wheeze, is it worse when you get up in the morning? Please check [] one:
[, No
[], Yes
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SEE ANNOTATION P. 22
Subjed ID: 02 - =

St. George’s Respiratory Questionnaire rart 2

NODATA<XYES>

Week 24

Subject Initials: ___

Section 1
9 How would you describe your respiratory condition? Please check [v] one:
[ ] The most important problem | have
[ | Causes me quite a lot of problems
|| Causes me a few problems STGRG3(TYPE 4)
[ | Causes me no problems
10 If you have ever held a job (please check [] onej:
[ | My respiratory problems made me stop working altogether
[ | My respiratory problems interfere with my job or made me change my job
[ | My respiratory problems do not affect my job

Section 2

These are questions about what activities usually make you feel short of breath these days.

For each statement, please check [/] the box that applies to you these days.

11 Sitting or lying still ... L, True [, False
Washing or dressing yourself [ |, True [ ], False
Walking around the RouSe ... [, True [, False
Walking outside on a level ground ... [ 1, True [ ], False
Walking up a flight of stairs [ |,True [ ], False
Walking up hills ..o [ ], True [, False
Playing sports or other physical activities ... [ 1, True [ ], False

Section 3

12 These are more questions about your cough and shortness of breath these days.

For each statement, please check [/] the box that applies to you these days.

Coughing hurts ..o [, True [ ], False
Coughing makes me tired ... | 10 [, False
| am sheet of breolh when | bollke consmmmmmrmemmms s [, True [, False
| am short of breath when | bend over ..., [ |, True [ ], False
My coughing or breathing disturbs my sleep ... [, True [ False
| get exhausted easily ... | 0@ ||, False
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SEE ANNOTATION P. 23
Subjed ID: 02 - —_—— T Subject Initials: ___
St. George’s Respiratory Questionnaire Part 2 (continued)
Section 4 STGRGA(TYPE 4)

13 These are questions about other effects that your respiratory problems may have on you these

days.

For each statement, please check || the box that applies to you these days.

My cough or breathing is embarrassing in public ... [ ],True [ ], False

My respiratory problems are a nuisance to my family, friends
OF NEIGIBOIS ..o s s s s s

[ |, True [ |, False

| get afraid or panic when | cannot catch my breath ... [ ], True [, False
| feel that | am not in control of my respiratory problems ... L], True [ ], False
| do not expect my respiratory problems to get any better ... [, True [, False
| have become frail or an invalid because of my respiratory problems ... [, True [, False
Exercise is not safe for me ... e ], True [ ], False
Everything seems too much of an effort ... |, True [, False
Section 5
14 These are questions about your respiratory treatment. If you are not receiving treatment, +go to
Section 6.

For each statement, please check /] the box that applies to you these days.

My treatment does not help me very much ..o | L IrUe [ False
| get embarrassed using my medication in public ... L, True [, False
| have unpleasant side effects from my medication ... [ |, True [, False
My treatment interferes with my life a lot .. v L), True [, False
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SEE ANNOTATION P. 24

Subjed ID: 02 - =

NODATA<XYES>

Week 24

Subject Initials: ___

St. George’s Respiration Questionnaire Part 2 (continued)

| take a long time to get washed or dressed

| cannot take a bath or shower, or | take a long timeto do it ...
| walk slower than other people my age, or | stop to rest ..o
Jobs such as household chores take a long time, or | have to stop to rest
If | walk up one flight of stairs, | have to go slowly or stop

If | hurry or walk fast, | have to stop or slow down ...

My breathing makes it difficult to do things such as walk up hills, carry
shroo- oo -t ight gardening such as weeding, dance, bowl, or pla
My breathing makes it difficult to do things such as carry heavy loads,
dig in the garden or shovel snow, jog or walk briskly (5 miles per hour),
play tennis or swim ........... e s s e

My breathing makes it difficult to do things such as very heavy manual
work, ride a bike, run, swim fast, or play competitive sports

Section 6 STGRG5(TYPE 4)

15 These are questions about how your activities might be affected by your respiratory problems.

For each statement, please check [v| the box that applies to you because of your respirafory problems.

[ ] Troe
|_|l True
[ ] Troe
|_|] True
[, True

|_|] True

|_|l True

ﬁE PA 24
) True o False

SEE PAGE 24

) True

[ ], False
|—|u False
[ ], False
|_|0 False
[, False

|_|0 False

|_|o False

|_|o False

Section 7

| 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 ...

I'cannot move far frem my‘bed or chair e

16 We would like to know how your respiratory problems usually affect your daily life.

For each statement, please check [/ the box that applies to you because of your respirafory problems.

|_|l True

|_|u False
[ ], False
|—|n False
Du False

|_|o False
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SEE ANNOTATION P. 25
Subjed ID: 02 - = = - Subject Initials: ___

St. George’s Respiratory Questionnaire (continued)

Here is a list of other activities that your respiratory problems may prevent you from doing. (You
do not have to check these; they are just to remind you of ways your shoriness of breath may affect

you.)

* Going for walks or walking the dog STGRG6(TYPE 4)

* Doing activities or chores at home or in the garden

* Sexual intercourse

* Going to a place of worship, or a place of entertainment
* Going out in bad weather or into smoky rooms

* Visiting family or friends or playing with children

Please write in any other important activities that your respiratory problems may stop you from
doing:

17 Now please check the box (one only) that you think best describes how your respiratory
problems affect you:

[ ]t does not stop me from doing anything | would like to do
[ ]It stops me from doing one or two things | would like to do
[ ]It stops me from doing most of the things | would like to do
[_]1t stops me from doing everything | would like to do

Before you finish, would you please make sure that you have answered all the questions.

Thank you for completing this questionnaire.
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Week 24
SEE ANNOTATION P. 26

Subjedt ID: 02 - = Subject Initials: ___

ICECAP Questionnaire

Love and Friendship

By placing a check [V] in one box in each group below, please indicate which statement best
describes your quality of life at the moment.

ICECCAP(TYPE 4)

[], I can have all of the love and friendship that | want
1,1 can have a lot of the love and friendship that | want
[, I can have a little of the love and friendship that | want

[ ], cannot have any of the love and friendship that | want

Thinking about the future

Doing things that make you feel
valued

[], I can think about the future without any concern
[ ], can think about the future with only a little concern
[ ], 1 can only think about the future with some concern

[],1 can only think about the future with a lot of concern

L], I am able to do all of the things that make me feel valued
[],1 am able to do many of the things that make me feel valued
[ 1,1 am able to do a few of the things that make me feel valued

[],1 am unable to do any of the things that make me feel valued

Enjoyment and pleasure

Independence

[], I can have all of the enjoyment and pleasure that | want
[],1 can have a lot of of the enjoyment and pleasure that | want
[],1 can have a little of the enjoyment and pleasure that | want

[, I cannot have any of the enjoyment and pleasure that | want

L], I am able to be completely independent
[],1 am able to be independent in many things
[], 1 am able to be independent in a few things
[, 1 am unable to be at all independent
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—~.o STEP-IPF Study Completion/Termination
=~ IPFnet Open-Label Phase (Weeks 12-24)

FORM=0OL TERM subjea 1p: 02 - Subject Initials: __

Study Completion/Termination—Open-Label Phase

TERM (TYPE 4)

1 Did the subject terminate early from this phase?
|_|U Mo

|_|l Yes = If Yes: Date of study termination: ____/___ _ /

Reason (check primary reason):
__|1 Death — Complete Death Form and Expedited Event Form.

._li Lung transplant SEE ANNOTATION P. 66
__|3 Adverse event [specify): EXCEPT EXCLUDE: — Complete Adverse Events Form
Jn Subject withdrew consent OPENLABL
[], MD decision NOCOUNTIN
Jé Lost to follow-up UNBLIND
[,q Other (specify): UNBLINDT
UNBLINDR
2 Did the subject permanently discontinue study drug prior to Week 24 visit?
|_|o Mo
[ ], Yes = If Yes: Date discontinued: L S S —

Reason for discontinuation (check primary reason):
|_|] Subiecf withdrew consent for study drug
[ ], Adverse event (specify): — Complete Adverse Events Form

Da MD decision
[los Other (specify):

Investigator’s Signature

NATUR (TYPE 4
| have reviewed all of the data recorded on these CRF pages and certify that they are accurate and complete to &z best of my kngwlef )

Y

Investigator: Date: _
Signature of investigator dary month yaor

Site Personnel’s Initials:
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g

IPFnet Follow-up Day 28

FORM:FU DAY28 Subjedt ID: 02 - —_——— Subject Initials: ___

Follow-up Day 28

FOLLOWUP (TYPE 1
1 Was the Follow-up Day 28 visit made? FUPVISIT<XYESNO> ( )
|_|o No — If No: Specify reason: NOFOLLOW<V:100>
|_|l Yes = If Yes: Date of visit: _i_/___F/O_LLO_W_DT
doy -

month ywar

If Yes: Check only one: L1 Telephone

LI, In person

FUCOMMUM<IPFCOM><I:3>

2 Were any adverse events reported?

[y No AEEVENTS<XYESNO>

[ ], Yes = If Yes: Complete Adverse Event form

Site Personnel’s Initials: ___
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'PF"Et FORM=DEATHPAGE Death Form

Subjedt ID: 02 - = Subject Initials: ___

Death Form

£
5
2
Bt

B DEATH (TYPE 1)
1 Check only one: |—|] Inpatient ||, Qutpatient DEATHLOC<IPFLOC><I:3>

DEA/THDT

day month yoor
3 Cause of death (check only one):
|_|] Pulmonary death — Check only one: |_|] Progression of IPF

DEATHCAU<IPECAU<I: 3> % Embolism PULDEATH<IPFPUL><I:3>
5 lung infection
|_|4 Lung cancer
|—|93 Other (specify): DEATHSP <V:100>
D2 Non pulmonary death — Specify: NONPULSP<V:100>

DW Unknown

Investigator’s Signature

SIGNATUR (TYPE 4)

I have reviewed all of the data recorded on these CRF pages and certify that they are accurate and complete fo the best of my knowledge.
Investigator: SAME AS P.64 Date: ____ / _ _ /_

Signature of investigator day

Site Personnel’s Initials: ___
WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
IPFnet Stap-IPF CRF V4.0_17 SEP 2008 2008 DCRI — Confidential CRF, paga 107
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f ﬁ:

STEP-IPF

IPFnet

FORM=CONMEDS

SEE ANNOTATION P.8

Concomitant Medications

NODATA<XYES>

Concomitant Medications Log

Subjed ID: 02 - =

subject #

Subject Initials: ___

Record any new non-study medications taken during the course of the study, including over-the-counter and prescription drugs,
and herbal remedies, with the exception of medications taken to treat gastrointestinal disorders, including GERD and Barrett’s
esophagus (record on GERD Concomitant Medications Log). MEDLOG (TYPE 4)
Medication Name Start Date Sl_op ols O.R Indication
V] if Continving
/ /
1 day nontf / o day ' manth / year
OR |_|l Continuing
/ /
2 day menth 4 yeor day ' menth i year
OR |_|, Continuing
/ / /
3 = |
OR |_|] Continving
/ / /
4 Ty b we | _Hﬁ_/_ Tper
OR D, Continuing
/ /
5 g — | e —
OR |_|l Continuing
/ / /
6 day menth / yeor day menfh ’ year
OR |_|, Continuing
/
7 B
OR |_|l Continuing
/ /
8 day menth / yoo daoy month / year
OR |_|l Continuing
9 _day_/_m_w_ /_:e'__ _day_/_m_/_ Ty
OR D, Continving
/ / /
10 = =
OR D, Continuing

WHITE and YELLOW—Duke Clinical Research Institute o

IPFnet Step-IPF CRF V4.0_17 SEP 2008
STEP_IPF VERSION 7.0 _17SEP2009

2008 DCRI — Confidential

Site Personnel’s Initials: ___
PINK—retain at site
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STEP-IPF NODATA<XYES>
'PF"Et FORM=MISSED VISIT Missed Visit Form

THIS IS A REPEATIRBEBREE " — a5 — gy  Svbiectiniials —

Instructions: Complete this form only if the subject missed an entire study visit but is continuing in the trial.

Complete one form per missed visit.

Do not send the CRF pages for this missed visit. MVISITEM (TYPE 4)

Missed visit (check only onejz ], Week 1
|_|2 Week &
[, Week 12
|_|4 Week 13
|—|s Week 18
D,s Week 24

MISVIS<IPFMIS><I:3>

Study Coordinator: Submit the original of each form to the DCRI with the next batch of CRF pages.
Maintain a copy in the subject’s CRF binder in place of the scheduled visit pages.

Site Personnel’s Initials: ___

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
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STEP-IPF NODATA<XYES>
IPFnet  Forv=UNSCHEDULED  ynocheduled Visit

THIS IS A REPEATING PAGE  subjed ID: 02 - = Subject Initials: ___

<—|~ \

£
5
2
Bt

Unscheduled Visit
SEE ANNOTATION P. 11

Visitdate: ____/__ /.
s = P _ VISTDATE (TYPE 4)
Reason for unscheduled visit (check alf that apply): 1= | Acute exacerbation follow-up
UNSCHREA<IPFUNS> B Other (specity): UNSCHSP<V:100>
Vital Signs
1 Weight: ___ _ [ b [ |kg
2 Bloodpressure: ____ __/ mm Hg
systohic diosfolic
3 Heartrate: _ bpm VITALS (TYPE 4)
SEE ANNOTATION P.11
4 SpO,;: %
EXCEPT NO HEIGHT

Spirometry

Date of assessment: ____/ r_/__ — SPIROMET (TYPE 4)
iy monih yaor
1 FEV,:Acual: __ . liters
2 FEVgAdual: . liters SEE ANNOTATION P.2
NOTE: DO NOT ADD QUESTIONS
3 FVCAcual: . liters 456

Investigator’s Signature

‘

1 have reviewed all of the deta recorded on these CRF pages and certify that they are accurate and comg!lgel}lo'?f\;rbgs? QQL)YkEowléd%e.
Investigator: SEE ANNOTATION P.64 Date: _m_/__:._/____
Signature of investigator i mant yaor

Site Personnel’s Initials: ___
WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site
IPFnet Stap-IPF CRF V4.0_17 SEP 2008 2008 DCRI — Confidential CRF, page 112,
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(& STEP-IPF FORM=EXACERBATION HODATA=XYES”
= | IPFnet Acute Exacerbation Identification Report

THIS IS A REPEATING PAGE ~ Sbied1P: 02- - —;UQQCE"QTS"E#?BE—A')—
1 Event description: EXACRBTN<V:100>
2 Date of event: ____ iAER_B})_T___
day month oo i
3 Location of medical care (check only one): |_]1 Local physician/clinic |_|2 Local ER = If local, specify fucilif;_:OCAL<V' 100>
EXACRLOC<IPFEXA><|:3> |_]3 IPFnet clinic |—|4 IPFnet ER
BLOODOBT<XYESNO> BLOODDT
& Research blood obtained? [_|0 No |_|1 Yes— IfYes:Date: ____/ _ _ /
BLAOBT<XYESNO> s el e
5 Research BAL obtained? |—_0 Ne [—|1 Yes = If If Yes: Date: _J_BA_LD_TB_ oo
iy mon, yor
& Outcome (check only one): E], Treated as outpatient j, Hospitalized, not mechanically ventilatedD UTCOME<IPFWHF><1: 3
[_], Hospitalized and mechanically ventilated
7 During this episode of acute worsening, did the subject have (answer alf quesﬁons}:a” have <XYNUNK>
Cco JGHPraducﬁve cough? |—]° Mo i—_1 Yes m” Unknown CONGE%JrHesﬁon? [_]o Mo _—T1 Yes [—|” Unknown
FEYER Fever? Do No E] Yes Dw Unknown ACHlNEﬁcﬁiness? Do No :] Yes Dw Unknown
HAICHEHeadache? [JoNo [ Yes [ |, Unknown SOREBe@®@throat? [ | No [ |, Y&SC%?OWYPE ek
Performed ) ’
Performed But
8 Reports collected: Not Performed and Report Date Performed
REPORTS<IPFTSX><I:3> Unavailable | gt iiod
TESTDT
1= CTscanls): LlTESTPER MIPFRERS )~ —M—F—m—/——w——
2= Chest x-ray*: Prior to event jo D, DQ—' -—
dary month yoor
P .
3= TS perievent mh O, O~ | o/ __
dery manth oo
A= Echocardiogram :_]0 |_|l u,—' Y A S
dary month yeor
5= Pulmonary function tests :JO |_|l [_|2 —+ -
- day moilh yoor
6= Pulse oximetry and vital signs :]0 D, [],—’ _d_/__l'_/____
iy moid yaor
7= Arterial blood gases s » O,= S A
day monh yoor
8= Respiratory cultures: Sputum -—]o |_|, [—|2—' Y Sy A
dery month yirow
9=Respiratory cultures  Endotracheal aspirate L], L], [],— _a_/__r_/____
iry maointh yoor
10=Respiratory cultures Lavage L, Ly L~ -
dery month yoror
11=Bronchoscopy: Report JO |_|l [_|,—“ S S,
dary month yeor
12= Bronchoscopy coll courit O, 0O, 0,- Y A
13: day manih yoor
Bronchoscopy  Differential . ], [],— Y AR S
day ool yeor
14=Blood cultures Jo |_|, [_|3—' _f
day month yoor
15:C|inic/huspi1a| records related to the event JO |_|l [_|2—' N S S
| diay month yeor
9 Date this form and supporting materials sent to DCC for adjudication: _d_/S_EMIDT____
ey montl yaor

Site Personnel’s Initials: ___

WHITE and YELLOW—Duke Clinical Research Institute e  PINK—retain at site

IPFnet Step-PF CRF V4.0_17 SEP 2008 2008 DCRI — Confidental Acute Exacerbation Identification Report, page 1 13._
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STEP-IPF NODATA<XYES>

" Ing FORM=LOCAL LAB
I 'PFnet Local Lab
THIS IS A REPEATING PAGE ~ Sbiee!P: 02- - — _LOCEAB'(EYRPE4)PS
LABVST<IPELVT><V:3> Complete this form only if the Central Lab was not used for this visit.
Check visit: FL—,'T Screening |2—|2 Enrollment/Week O ﬁ—-a Week 1 '_—4—14 Week 6
e Week 12 6, Week 13 7|, Week 18 |8], Week 24
B |y Week 6], Week (7], Week 18 [8], Week
Date of assessment: w5 — % — LABDT
Assessment Not Done Valve Units LLN ULN
d .
LABAJSESSIPFLAB><1:3> LABVAL<F:9:3>| ) LABLLN<F:9:3> | LABULN<F:9:3>
1=1 1 ALT/SGPT: 1
/ s [ ] un
LABND<XYES> LABUNT <IPFLUT>
L], un
=1 2 AST/SGOT: !
2 / Ly [l un
= e e |_| mg/dL
3 3 Total bilirubin: Dg? |_|i -
_ - L]; mg/dL
4=| & Creat 2
reatinine L1, O, L -
[y g/dL
5= 5 Hemoglobin (Hgb): - - Lot -
D? mmol/L
[ ], 10°/LOR
6=1 6 wec: 0, 10%/mm? -
|_|9 /mm.'l
7=| 7 BNP: o Lo pa/ml -
DW |_|n ng/L

Site Personnel’s Initials: ___

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site

IPFnat Step-PF CRF V4.0_17 SEP 2008 2008 DCRI — Confidential CRF, page 1 14.____
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(L. STEP-IPF NODATA<XYES>
.ﬁ_ \ FORM=EXACERBATION ADJ
>~ IPFnet Acute Exacerbation Adjudication Report

Subjedt ID: 02 - e e Subject Initials: ___
THIS IS A REPEATING PAGE ste # “E A CEXAD.J (TYPE 4)

Acute Exacerbation Adjudication

Complete one form for each episode of acute worsening.

EXACRBAJ<V:100>

1 Event description:

2 Dateofevent: ____/ _ _ / _ _ _ EXADJIDT
day month yoor
The following three criteria will define acute exacerbation {AEx) in subjects Met Not [nsBr'?i‘;enf
with acute worsening of their respiratory condition: Met | 4o Judge
3 Clinical (ofl of the following must be met)s CLINA<IPEXAJ><|:3>
A Unexplained worsening of dyspnea or cough within 30 days, triggering unscheduled [] 0 0
medical care (e.g., clinic, study visit, hospitalization): CLINB<IPFXAJ><I:3> 1 2 3
B No clinical suspicious or overt evidence of cardiac event, pulmonary embolism, or deep — I I
venous thrombosis to explain acute worsening of dyspnea: = 2 3
€ No pneumothorax: CLINC<IPFXAJ><I:3> L, L, L,

4 Radiolegic/Physieclogic (only one of the following must be met)s
A Radiographic change including new ground glass opacity or consolidation on chest X-ray "
or CT scan: RADLGA<IPFXAJ><I:3> | Lh | Lh | Lk
B Decline of > 5% in resting room air SpQO, from last recorded level OR decline !
of =8 mm Hg in resting room air PaQ, from last recorded levelRADLGB<IPFXAJ><[:3> "

5 Microbiologic (all of the following must be met)s

MICROA<IPFXAJ><I:3>
A No clinical evidence for infection (i.e., absence of grossly purulent sputum, fever > 39°C orally): :|1 D? |:|3

B Lack of positive microbiological results from lower respiratory tract defined as
(1) clinically significant bacterial growth on sputum or endotracheal aspirate cultures;
(2) quantitative culture by protected brush specimen >10° chgmL or BAL > 104 ¢fu/mlL;
OB<IPFXAJ><|: 3> ]
1

(3) the presence of specific pathogens on stains of any QNLIE above:

€ Lack of positive pathogen in blood cultures: _—|]
MICROC<IPFXAJ><I|:3>

6 Final diagnesis (check only one): | |, Definite acute exacerbation (all criteria mef; no alfernative etiology)
[, Unclassifiable acute worsening {Insufficient data to evaluate afl criteria; no alternative efiology)
EXFNLDIG<IPFAJD><I:3> [ |, Not acute exacerbation (alfernative etiology identified that explains acute worsening)

(specify): FNDIGSP<V:100>
D4 Other (specify):
7 Date of final adjudication: _d_/__h_/_ _— ENLADJDT
oy el yeor

All<l:1><XYES>

in review {check all who apply):

Adjudication Con&nglee Members invo v&d

KAN Eﬁ Robert Kaner _]‘J-lfa/?\&ll-\)urd Mt'rvin Schwarz CO[Wolby || David Lynch || Joao de Andrade éNK%\InRA(RsMom
AJ OTHR:%&Eé» ADJMBRSP<V:100> LYNCH ANDRADE
| have reviewed all of the data recorded on this CRF page and certify that they are accurate and complete to the best of my knowledge.
o . EXADJSIG XCADJDT
Adjudication Committee member: Btes — e o

day monlh yoar

Signature of adjudication committee member

Site Personnel’s Initials: ___

WHITE and YELLOW—Duke Clinical Research Institute o  PINK—retain at site

IPFnat Step-PF CRF V4.0_17 SEP 2008 2008 DCRI — Confidential CRF page 115,
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11=

12=

14=

15=

16=

17=
18=

STEP-IPF

NODATA<XYES>

FORM=BIOLOGICAL SAMPLES
\') 'PFnet Biological Sample Collection

THIS IS A REPEATING PAGE

ect Initials:

= BIOSAMP [TYPE 2 PS

Subjed ID: 02 -

Biological Sample Collections

Complete this form for each visit biological sample collection is expected or an Acute Exacerbation, and submit it with the next
batch of CRFs. Keep copy in subject file.
1 Check visit: [ ], Enroliment [ Wobkd TTRRRATE [, Week 18 [, Week 24 [, Acute Exacerbation [, Other
2 Were any biological samples collected during this visit?
T Ve tves ot st ol PIOCPLDT YESNO
Attach form label here: BIOLABEL<V:15%
Sanple Was sample drawn and
appropriately lubeled and stored?
001 {0.5mlServm} g 1osAMP <IPFBSM> [oNo [yYes  gloSMDON<XYESNO>
002 (0.5 ml Serum) [loNe [ ves
003 (0.5 ml Serum) [JoNo [, Yes
004 (0.5 ml Serum) LlgNo [, Yes
005 (4.0 ml Serum) [JoNe [ ] Yes
006 (2.0 ml Serum) DO No l:] Yes
007 (0.5 ml Plasma) DO No I:] Yes
008 (0.5 ml Plasma) [,No [, Yes
009 (0.5 ml Plasma) [ JoNo [ ] Yes
010 (0.5 ml Plasma) [JyNe [ Yes
011 (4.0 ml Plasmal) [JoNo [ Yes
012 (2.0 ml Plosma) DO No E] Yes
013 {%lg S\?I%mkDEtll?gllmem/Acute Exacerbation only) [JoNo [, Yes
014 (8.5 1 DRA Erdliment/Acute Exacerbation only) [, No [, Yes
015 (5.0 ml Urine) [JgNe [ Yes
016 (5.0 ml Urine) [ loNo [ ] Yes
017 (5.0 ml Urine) LlgNo [ Yes
018 (5.0 ml Urine) [JyNo [, Yes

DCRI Forms Management: Make copy for CDI; put original in subject folder

IPFnet Step-PF CRF V4.0_17 SEP 2008 2008 DCRI — Confidential CRF. page 116.
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