RDCRN 6501: Longitudinal Study of Immune Mediated Disorders after Allogeneic HCT

RDCRN 6502: A Randomized Phase Il Study of Imatinib and Rituximab for Cutaneous
Sclerosis after Allogeneic Hematopoietic Cell Transplantation

RDCRN 6503: Targeted Therapy of Bronchiolitis Obliterans Syndrome
This file is a list of the forms for each U54 protocol organized by which time points they were
completed. See the schedule of events in the protocol for a detailed list of time points.

The name of the form is in blue, the title of the csv file containing the data is in black. See next
page for a guide to the forms that shows what’s unique and what’s duplicated among protocols.

Please refrain from printing these as they are large documents. Each pdf is bookmarked for
ease of searching forms.



Forms that are found in 6501, 6502, 6503:

Demographics

Baseline chart abstraction

Lab results

IMD medications

Comorbidities

Medication-steroids

IMD onset form

Primary tube collection

Specimen collection-aliquots sampling
Conclusion of study participation
Patient status

Protocol deviation

Serious adverse event

Pulmonary function testing (not 6502)

Forms that are found in 6502 and 6503:
Treatment start date

Concomitant meds

Serum/urine pregnancy test

Provider survey

Patient survey

Forms that are unique to 6501:
Transplant

Patient sociodemographics
Follow-up chart abstraction
Physician assessment
Sclerosis, fasciitis, BOS capture

Forms that are unique to 6502:
SHAQ

Specific lab results
Goniometer

Skin biopsy tracking
Coordinator collection

Study medications-rituximab
Treatment failure

Forms that are unique to 6503:
FEV1 absolute value

HRCT and pathology

PFT interpretation form

FAM meds

Six minute walk test




6501:

Enrollment:

Transplant: registration_revised.csv

Demographics: demographics_revised.csv

Patient sociodemographics: patient_sociodem_revised.csv
Baseline chart abstraction: blvisitchartabstrac_revised.csv and
p6501_ 17083 acutegvhd_revised.csv

Disease diagnosis:

IMD onset form: imd_onset_form_revised.csv

Control and IMD (case) followup:

Lab results: lab_results_revised.csv

IMD medications: imd_medications_revised.csv

Comorbidities: comorbities_revised.csv

Medication-steroids: imd_13174_medications_revised.csv

Primary tube collection: p6501_13994 researchs_revised.csv
Specimen collection-aliquots sampling: specimen6501_revised.csv and
specimen_collection_revised.csv and research_labs_revised.csv
Pulmonary function testing: pulm_function_test_revised.csv
Follow-up chart abstraction: fu_visit_chrtabstr_revised.csv

IMD (case) followup:

PRN:

Physician assessment: p6501_13176_physician_revised.csv
Sclerosis, fasciitis, BOS capture: p6501_ 20282 sclerosis_revised.csv

Conclusion of study participation: conclstudypartic_revised.csv
Patient status: imd_17919 patientstat_revised.csv

Protocol deviation: imd14013_protdev_revised.csv

Adverse event: adverse_event_revised.csv



6502

Enrollment:
Treatment start date (crossover from same): treatmenttable_revised.csv and
p6502_16984 crossover_revised (duplicate)
Demographics: demographics_revised.csv
Baseline chart abstraction: blvisitchartabstrac_revised.csv
IMD onset form: imd_onset_form_revised.csv
Serum/urine pregnancy test: pregnancy_test_revised.csv

Followup:
Lab results: lab_results_revised.csv
IMD medications: imd_medications_revised.csv
Comorbidities: comorbidities_revised.csv
Medication-steroids: imd_13174_medications_revised.csv
Primary tube collection: imd_14879 researchsam_revised.csv
Specimen collection-aliquots sampling: research_labs_revised.csv and
specimen6502_revised.csv
Concomitant meds: concomitant_meds_revised.csv
Provider survey: provider_survey_revised.csv
Patient survey: patient_survey_revised.csv
SHAQ: p6502_15613 shaqg_revised.csv
Specific lab results: p6502_15612_specificl_revised.csv
Goniometer: p6502_17061_goniomete_revised.csv
Skin biopsy tracking: p6502_15618 skinbiops_revised.csv
Coordinator collection: research_labs_revised.csv and specimen6502_revised.csv
Study medications-rituximab: p6502_15623 studymedi_revised.csv

PRN:
Treatment failure: p6502_15619 treatment_revised.csv
Conclusion of study participation: conclstudypartic_revised.csv
Patient status: imd_17919 patientstat_revised.csv
Protocol deviation: imd14013_protdev_revised.csv
Adverse event: adverse_event_revised.csv and ae_mro_review_revised.csv

Snomed_6502_revised.csv is the coding for meds used on the IMD and con meds forms.



6503:

Enrollment:
Treatment start date: treatmenttable_revised.csv
Demographics: demographics_revised.csv
Baseline chart abstraction: blvisitchartabstrac_revised.csv
IMD onset form: imd_onset_form_revised.csv
Serum/urine pregnancy test: pregnancy_test_revised.csv
FEV1 absolute value: p6503_17918 fevlabsol_revised.csv
HRCT and pathology: pathology_revised.csv

Followup:
Lab results: lab_results_revised.csv
IMD medications: imd_medications_revised.csv
Comorbidities: comorbidities_revised.csv
Medication-steroids: imd_13174_medications_revised.csv
Primary tube collection: imd_14879 researchsam_revised.csv
Specimen collection-aliquots sampling: research_labs_revised.csv and
specimen6503_revised.csv
Concomitant meds: concomitant_meds_revised.csv
Provider survey: provider_survey_revised.csv
Patient survey: patient_survey_revised.csv
Pulmonary function testing: pulm_function_test_revised.csv
PFT interpretation form: pft_interpretation_form_revised.csv
FAM meds: fam_medications_revised.csv
Six minute walk test: six_minute_walk_test_revised.csv

PRN:
Conclusion of study participation: conclstudypartic_revised.csv
Patient status: imd_17919 patientstat_revised.csv
Protocol deviation: imd14013_protdev_revised.csv
Adverse event: adverse_event_revised.csv and ae_mro_review_revised.csv

Snomed_6503_revised.csv is the coding for meds used on the IMD and con meds forms.



hitps://www rarediseasesnetwork,org/rdnwebapp/Forms/Common/Bas...

Protocol # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant 1D |108195 Date of|, | Mar 2011
Registration

Local ID|0101001 _Dateofi, .\ 2010
Baseline Exam

Status |Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Transplant Date mﬁf_%.%;kvﬂ e Sedd
| * These fields are r‘équired in order to SAVE the form

! * These fields are required in order to COMPLETE the form:
|Date of Visit: * 11 Mar 2011 Date

I

Interviewer User ID: * 2970

Note: By updating the Transplant date, you will change all of the due date windows for the
follow-up visits. Please verify the participant's Transplant date before proceeding.

Date of Transplant: * 15 Dec 2010 Date Stavk At

Save - Print Close Window

1of2 77872014 4:30 PM
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https://rarediseasesnetwork.epi.usfedW/RDNWEBAPPDEMO/ Forms. ..

Protocol # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID|101106 Date of|, ¢ nov 2013
Registration

Local ID|0101100 _ Dateofl, ¢ Gep 2013
Baseline Exam

StatusEligible

Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Demographics .. vevise d

* These fields are required in order to SAVE the form

* These fields are required in order to COMPLETE the form

Date of Visit:* Date

Interviewer User ID:* User 1D is

required

your local institution’s IRB):

Date of Birth:

Age at registration:
2. Gender:*

3. Race (check all that apply): * ot

CGiCenabeciilor pacheislend

4, Ethnicity (select ong): *

DEMO .

1. Participant Age (either Date of Birth or Age is required, use Date of Birth unless disallowed by

Moﬁb\%’%%ﬁ««\
Job Aol Lowv e Ot
dsrest Love o bor
OR %
gk gt
© Male - Female %MM’“

0 Asfan
"% Black or African American ¥ ACL — lacke kanmh
i Native Hawaiian or Other Pacific Islander

! White
“EUnknown VAL _ A ipasuonns BN w%\r\o(,)wlv@
U Refused  yact veluse A

* Hispanic,Latino,or Spanish 9[!9_1“

~ Not Hispanic,lLatino or Spanish origin
‘ 'L_J_;!;nown or not reported
" Refused.

American Indian or Alaska Native vACE — Cman{fauniindian
(AR — AST o O Ao

Gt 2N E A

VIneA .~ o hHe

-

i C»z(]r\/j

_ Save - Print

Close Window

11/26/2013 5:54 PM



PatientSociodemographics hitps://rarediseasesnetwork.epi.usf.edW/RDNWEBAPPDEMO/Forms...

Protocol # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID{101106 Date ofl, ¢ Nov 2013
Registration

Local 1D|0101100 _ Dateof, ¢ cep 2013
Baseline Exam

Status |Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Patient Sociodemographics PM‘&N%» _ Sogfodena . v-w*sd

l * These fields are requ\red in order to SAVE the form
[ All questions should be filled out for eCRF to be "COMPLETE" in tracking system

Date of Visit:* Date

Interviewer User 1D:* User ID is required

Section 1:

1. Employment status {check all that apply)

“i Employed full-time i On medical leave from work

't Employed part-time i Disabled, unable to work

Y1 Homemaker 1 Unemployed, looking for work
-+ Student i Unemployed, not looking for work
Retired HE Unknown

5. Marital status Sk — waarted

Currently married B Wi%owed
— S ,
Separated =fiévér married
" Divorced + Unknown

g

3. Living with a spouse or partner? S 8\95\)5&

* Yes
No
Unknown

4, Highest level of school completed or the highest degree received Sh- ¢duoc

Didn't go to scheol - Coliege graduate or Baccalaureate Degree

DEMO

1 of 2

" Grade school
“:» Some high school {9-11 years)

High school diploma or GED

* Vocational or training school
“+ Some college or Associate Degree

- Some post-graduate or professional

* Master's Degree

: Doctoral Degree (Ph.D., M.D., 1.D,, etc)
Unknown

1172672013 5:54 PM



PatientSociodemographics

20f2

Section 2: Health and WeH Being
5. Karnofsky performance status SA - V/PS

- Normal, no difficulties with daily activities (100%)
Able to carry on normal activities, minor problems (90%)
© Normal activity with effort (80%)
* Able to care for self, but unable to carry on normal activity or active work (70%)
- Require occasional assistance, but able to care for most of needs (60%)
Require considerable assistance and frequent medical care (50%)
- Disabled, require special care and assistance (40%)
Severely disabled, hospitalized (30%)
* Very sick, hospitalized (<30%)
“ Unknown

6. Overall health S ¥ 21

Excellent - Very good © Good “* Fair " Poor “* Unknown

https://rarediseasesnetwork.epi usf.edu/RDNWEBAPPDEMO/Forms...

Save  Print - Close Window

1172672013 5:534 PM



BaselineVisitChart https://rarediseasesnetwork.epi.usf.edu/RDNWEBAPPDEMO/Forms...

Protocol # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID|101106 Date off, ¢ Nov 2013
Registration

Local ID|0101100 _Dateof|, ¢ cap 2013
Baseline Exam

Status |Eligible
Site ID|Fred Hutchinson Cancer Research Center (¢cGVHD)

Baseline Visit Chart Abstraction Bl STCI sk plo $ v i rentsed
Page: 1 of 2

L &) 1 [ (][ p1]

I * These fields are required in order to SAVE the form
| All questions should be filled out for eCRF to be "COMPLETE" in tracking system
Date of Visit:* Date
Interviewer User ID:* User ID is required
TRANSPLANT CHARACTERISTICS TY - DO
oT ™YY
1. Date of transplant: T T .
P T - vt
. i i O e LA
2 pre-transplant: «m HT- 7R ) Unknown P
) HT— e ond®
Weight o A
3. ore-transplant: kg T Pm - Unknown (1. Prﬂf’mu
- Wt Ve A .
4. , Disease Status Early Intermediate Advanced
DisL S%%Lms; AML - CR1 " CR2 " CR3+4, rel, ref, IF
Dis| s hbvsw ALL © CR1 CR2 CR3+, rel, ref, IF
_CML - CP AP BC or after BC
DS sks
CLL * CR, PR, CS Rel, ref, CI
MDS “ RA, RARS - RAEB, RAEBT : Rel, ref, IF
MPD All others Rel, ref, IF
NHL <" CR, PR, CS Rel, ref, CI
DEMO HD " CR, PR, CS * Rel, ref, CI
MM "+ CR, PR, CS " Rel, ref, CI
AA o Without ATG/TG  With ATG/TG
~ Early > Intermed © Adv,
Other
(non-malignant) (CR, PR) (Rel, ref, CI)

1of3 11/26/2013 5:55 PM



BaselineVisitChart https:/frarediseasesnetwork.epi.usf.edu/RDNWEBAPPDEMO/Forms...

5. Transplant Source " Peripheral Blood ' Bone Marrow ' Cord Blood S pware,

_ . “" Not myeloablative WEMX«‘H &

6. Transplant T :

splant Type Myeloablative (non-myeloablative or reduced intensity) F
Recipient CMVY .

7. Antigodies “Yes © No U Indeterminate ¢ Not tested ?’% — U/

8. . _ _ : -
Hepatitis BsAb | -+ Reactive Not performed = Nonreactive I+ C;F 8 .. SAR
Hepatitis B sAg - Reactive * Not performed - Nonreactive H@P % -~ SAG

¥
Hepatitis B cAb - Reactive " Not performed  Nonreactive H‘@ﬁ B CAB
B
Hepatitis C © Reactive " Not performed ~ Nonreactive H—&PC
‘ ]
Fuli tched at all tested loci
5. HLA: ully ma e HLA
- Mismatched at one or more loci
— A nd
A i Not tested " Antigen mm *° Aflele mm ¢ Matched LA LA
e "FH:?‘%%‘J:W‘&{ ............... . -
B "1 Not tested - Antigenmm - Allelemm - Matched LA @
------------ WL AC A
(o i\ Not tested Antigen mm  Allelemm  Matched HLAL G
e A DS |
DRB1 l Not tested - Antigen mm - Allele mm Matched 4L A D)
e A D R
DQ i Not tested © Antigenmm - Allelemm  Matched  {ALA D&
— rREAD s v
DP 1 Not tested © Antigen mm * Allele mm - Matched W A DFP
TRANSPLANT MEDICATIONS
10. Conditioning Regimen
‘ Code regimen _ ~ Modifier 1 Modifier2
THLODE | ‘ THomenit TRt 2t < opkeones
TYCoEL . TX. 00D (2 Tx acen7z wf Aadn
TY_. CopE > TR L3 A s 273
Add
11, T-cell Depletion? “ Yes * No -wg‘”’c@uk

12. GVHD prophylaxis (please complete the IMD medication form)

DONOR CHARACTERISTICS

2of3 1172672013 5:55 PM



BaselineVisitChart https://rarediseasesnetwork.epi.usf.edw/RDNWEBAPPDEMO/Forms...

onr. 4,‘3,2‘ o L Aty
13. Age of Donor D ”‘*‘8@’ years 1 Unknown
14, Donor Gender (choose 2 genders if © Male
double cord) “ Femal
. : Female
IDNY - ¥
%/W - Female/Female

* Male/Male

' Male/Female
15, Donor Match  HLA identical sibling

DI Pt T * HLA-matched other relative

-+ HLA-mismatched relative (single antigen or allele
mismatched)

* Haplo-identical relative (2 or more antigen or aliele
mismatched)

“ HLA-mismatched unrelated donor
-+ HLA-matched unrelated donor

16, Donor CMV Antibodies ' Yes

D Oy Mo

“ Indeterminate
Not tested

L JU )1 [ )= v

Save . Print . Close Window

Jof3 11/26/2013 5:55 PM



AcuteGVIHD https://rarediseasesnetwork.epi.usf.edu/RDNWEBAPPDEMO/Forms. ..

Protocol # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID|101106 Date of|, ¢ Nov 2013
Registration

Local ID|0101100 _ Dateof|, ¢ cep 2013
Baseline Exam

Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Acute GVHD o (020 {083 sckeqy hd rtnsed

| * Thesk fields are required in order to SAVE the’ form
f * These fields are required in order to COMPLETE the form
Date of data entry:* Date
Interviewer User ID:* User ID is required
Date of Acute GVHD Diagnosis i No Acute GVHD 71 Unknown
b/ —no wd ¥\ e
Maximum Acute GVHD Grade - »)
Overall 0 ot 2 3 4 ~ Not done Ot by oviel
o
Liver -0 1 2 3 4 ' Not done f/»@\\/l/\w[?\r
W)
Gl 0 1 2 -3 4 ~* Not done ‘ !
v GTL
| >
Skin ) i n2 3 4 * Not done 0\0\\”\ < Lo
i '

Save Print ; Close Window

I aguh ©T { aoych- DD
§ mégh«awww
= {/\ 0\}\{3’/\ e ; Y
DEMO

Iof2 11726/2013 6:00 PM



IMDOnset
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https://www.rarediscasesnetwaork org/rdnwebapp/Forms/6SCGVHIY...

Protocol # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

;. Date of
Participant ID|£29179 ) -~ 129 May 2014
pant Registration ay 20
Local TD|0101245 _ Dateof| o 1ar 2014
Baseline Exam

Status|Eligible

Site ID|Fred Hutchinson Cancer Research Center (¢GVHD)

IMD Onset Form {WM() _nset— Form _ covised

* These fields are required in order to SAVE the form

|

All questions should be filled out for eCRF to be "COMPLETE" in tracking system

Date of IMD Onset: * Date

Interviewer User ID:*

CHARACTERISTICS OF IMMUNE MEDIATE DISORDER (e.g., CHRONIC GVHD) AT ONSET

1.

10,

11.

12.

13.

Date of immune mediated disorder IMD .. 0. Dy
onset Date  jMp..O0-- MM
: . . LMD -0 YY

Name of immune medalated disorder “7 Late, recurrent or persistent acute GVHD

IMD...0 “* Chronic GVHD (classic chronic or overlap)

~ Other immune mediated disorder
If Other, specify: | M- O-dT T

Acute GVHD present the week before
immune mediated disorder diagnosis?

Weight /7. @ Kas W T O NTT 11 Unknown

“Yes " No " Unknown gpiset

Performance score |42 Ff -0 % Karnofsky K@s_L#3. & ) Unknown
Percent BSA 5954 .. 0 % it Unknown

Lichen-planus-iike changes of skin /_JCH 0 Yes © No  ** Unknown

Sclerotic changes of skin 5L . ( “Yes "No 7 Unknown
Bronchiolitis obliterans syndfonw\e ““Yes v No < Unknown
R0
Chronic diarrhea A_O “Yes <" No “ Unknown
Oral involvement K AL . O Yes ' No  Unknown
Total bilirubin 3 {1 "t Unknown  Jj
Platelet count  P}f_ () I Unknown  H]

T 0 _unk
Pt O pnk
B3A_O_unk

gi il.... 0.“. t'.)ﬂ{(\
. O unk

Save . Print = Close Window.

6/26/2014 10:56 AM



LabResults
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https://rarediseasesnetwork.epi,usf.edW/RDNWEBAPPDEMO/Forms. .

Protocol # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID|101106 Date of ¢ nov 2013
Registration
Local ID|0101100  Dateof 56 sep 2013
Baseline Exam
Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center {cGVHD)

|

Date of Visit:*

&terviewer User ID:*

DE

Metabolic Panel
Test Name
Creatinine* K
BUN
Glucose* /4 L]

BUN#*

CBC with Differential

Test Name

WBCH W
Neutrophils* Neid
Bands* (Zand s
Lymphocytes* L_ym
Eosinophils* [=oz5
Platelets* [ H“
Liver Function Tests

MO

Test Name
Total bilirubin* [3j i
Direct bilirubin* J3i |y
AST*  AST

A1 -nd

Hemoglobin (Hgb)* HGB

Hematocrit (Het)* & T

Lab Results Form  |_ah . Resul 5 _ conrSed
* These fields are required in order to SAVE the foﬁ
i All guestions should be filled out for eCRF to be "COMPLETE" in tracking system
Date
User ID is required
D
./ Not Done Date of Test I-n {%f :;; fl\/[M
el nd - Mem-Yy
Result Units
G -unit ' Not Done R - 1d}
BUN..vnit ‘1 Not Done  BUN - n¢
G- vnit ! Not Done (,i,léi _nd
““Not Done Date of Test ] ggé ‘?\;\DM
Resuit Units CREC- Y v
HGB. Uit " Not Done 4¢3 ... ned
HCT unit " Not Done H G5 .~ nd
WBL - iini t ' Not Done i/ B¢ ngd
New - unit - NotDone e - ndl
Bands.- dnit - Not Done - Baineks.{ nef
Ly - onit Hotoone Lym_cld
Eos- Unit +NotDone o5 N
PlE_ ani “iNot Done P - el
‘. Not Done Date of Test i:{:,:ﬂ ,gOM
LFT-nd LFTYY
Result Units
Bili - pnit ' Not Done #ili . ned
BiltD.. unit "I Not Done Bili D~ nd
AT onit ' Not Done A3 T 1]
A L'rmuni"f" "/ Not Done AL T_ 11

ALT= ALT

11726/2013 6:02 PM



L.abResults

2012

Alkaline Phosphatase* /11 LP
Albumnin* A LB

https.//rarediseasesnetwork.epi.usf.edu/RDNWEBAPPDEMO/Forms...

ALK vt “ NotDone ALK _pdf
ALB- uhi t ' NotDone ALB.-n

Save

Print  Close Window |

11/26/2013 6:02 PM



IMDMedication https://rarediseasesnetwork.epi.usf.edu/RDNWEBAPPDEMO/Forms..,

Protocol # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID|101106 Date of), ¢ Nov 2013
- o Registration e
Local ID{0101100 Dateof|, cep 2013
_Baseline Exam

Status|Eligible

Site ID |Fred Hutchinson Cancer Research Center (¢cGVHD)
IMD Medication Form WD . e i cadion s W"Suk
[ * These fields are required in order to SAVE the form

] All fields should be filled out for each Medication for eCRF to be "COMPLETE" in tracking system

|Date of Visit:* Date
f!nterviewer User ID:* User ID is required
Medication Indication f)t:tr: Currently If no,
Search term RxNorm Code \ MD”' (\’\f_a( - Sﬂ[W{’ Taking? g:;z
WD mediE 1D Med _-Codedt
Code CEHronic Ac?ute ?ré)phylaxis Uﬁknown Otzé‘ Y N | Pl
Add ‘L DM ed talce
Save Print Close Window LD _ Wed - SJCKJJ: DD #
A ) o/l M cadivn_ Chorbrdct MDD Med - Shrd Mt
| Naddt cadron - Aacdte H- IMD_ el — Staeb_ VY #
M At — Lxi& ¢ -
. I Caan .
WAcCation D - Ve SHTD _miyie
\ 4
M Caksa, — ot (FV\JD_MQA»—JR]Oﬁ\f‘/ﬁ
DEMO

lof2 [1/26/2013 6:01 PM



Comorbidities
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https://rarediscasesnetwork.epi.usf.edw/RDNWEBAPPDEMO/Forms. .

Protocol # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID/101106 Dateoft, ¢ Nov 2013
Registration

Local ID|0101100 Pateof|, 5 con 2013
Baseline Exam

Status|Eligible

Site 1D |Fred Hutchinson Cancer Research Center (cGVHD)

Comorbidities

CoMprbidihes  censed

]

* These fields are reguired in order to SAVE the form

All questions should be filled out for eCRF to be "COMPLETE™ in tracking system

Date of Visit:*

Date

Interviewer User ID:*

User ID is required

Jreflux AMB... LE

Comorbidity Definition Present

1. CARDIOVASCULAR
. Atrial fibriliation or flutter, sick sinus syndrome or
* ’ :

Arrhyithmia - ventricular arrhythmias N U

EMBLARR

Coronary artery disease (one or more vessel-
Coronary artery disease coronary artery stenosis requiring medical N U
. s treatment, stent, or bypass graft), angina
CMB.- CAD

History of MI History of myocardial infarction N U

EME-Mi
Heart valve disease Except asymptomatic mitral valve prolapse N U

EMB.. KYD
Hypertension N U

CNB.... HTH
Congestive heart failure | EF < 50% ‘N U

CMB CHE

Transient ischemic attack or history of
Cerebrovascular disease | cerebrovascular accident, or neurologic N U
. . impairment consequent to CVA

CMB.. EVD
Peripheral vascular N 5 U
disease  ,,. i, '

| (M3 VD
1’)1@}\/]-(__) ous thrombosis Confsrmed rgdsographrcal!y and requiring N U
l . . anticoagulation
MBI

2. GASTROINTESTINAL
Peptic ulcer/hernia Requiring treatment N U

11/26/2013 6:01 PM



Comorbidities
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https://rarediseasesnetwork.epi.usfedw/RONWEBAPPDEMO/Forms...

Mild hepatic .
(MB.. HEPM

Chronic hepatitis, bilirubin > ULN to 1.5 X ULN, or
AST/ALT > ULN to 2.5 X ULN

Moderate/severe hepatic

EMB.. HiEES

Liver cirrhosis, bilirubin > 1.5 times ULN or
AST/ALT > 2.5 ULN

Inflammatory bowel

disease . .
e MB .. 113D

Crohn’s disease or ulcerative colitis

3. PULMONARY

Moderate pulmonary
M B PULMM

DLCO and/or FEV-1 66%-80% or dyspnea on
slight activity

Severe pulmonary

B PULMS

Asthma

CMB-AST

DLCO and/or FEV-1 65% or lower or dyspnea at
rest or requiring oxygen

Asthma symptoms for which inhaled steroids or
other daily treatments are needed chronicaily to
prevent or manage attacks

4. ENDOCRINE

Requiring treatment with insulin or oral

Diabetes ; .
. hypoglycemic agents but not diet alone
CMB... DB
Hypothyroidism ‘ Including compensated hypothyroidism
CMB_ AT
Adrenal Insufficiency Including compensated adrenal insufficiency
cMB AL

5. NEUROPSYCHIATRIC

Psychiatric disturbance-
Depressionﬁ

WB .. DEP

Depression requiring psychiatric consult or
treatment

Psychiatric disturbance-

i8]

Anxiety or panic disorder requiring psychiatric
consult or treatment

Anxiety or panic disorder
OMBL AN

Neurologic disease
{peripheral neuropathy,
MS, Parkinson’s disease
or other chronic
neurelogic disegse

MBI

Symptomatic and requiring treatment to control
or manage symptoms/disease process

Visual impairment
secondary to cataracts,
glaucoma or macular

Unilateral or bilateral, and unrepaired

degeneration L
/'Mﬁ... VIS

Hearing impairment _
(MB.EAR

Very hard of hearing, even with hearing aids

6. BONE/JOINT

11/26/2013 6:01 PM



Comorbidities

https:/rarediseasesnctwork.epi.usf.edw/RDNWEBAPPDEMO/Forms...

Symptomatic and requiring treatment or with

Osteoarthritis osteoarthritic changes noted on radiographic TN U
" studies
EMB=0A
Degenerative disc . .
disease (spinai stenosis Symptomat]c and rgqumng treatr.nent‘or _ _
hronic back symptomatic and with degenerative disc disease N U
or .SE;V@re ¢ noted on radiographic studies
pain o
CMB... DisC.
Avascular necrosis Symptomatic with pain secondary to AVN or joint N U
i h R ” replacement
(/M b““’ A’v
Osteopenia/Osteoporosis Lif;oarebi:pz;ggﬁsL;c;emlnus 1.5 or on treatment N U
CMB... OP
. Lupus, mixed connective tissue disorder, N
Rheumatoioglg rheumatoid arthritis, polymyalgia rheumatica N U
OB RA
7. OTHER COMORBIDITIES
Infaction Requiring currgnt treatment with antimicrobial N U
1 ey (not prophylaxis)
CMB. INFX
Moderate/severe renal 1 Serum creatinine > 2 mg/dL, on diatysis, or prior N U
e renal transpiantation
CMB.. REN
Prior solid malignancy ;’reated at any_tame point in the pagtent s past N U
e istory, excluding nonmelanoma skin cancer
EMB. D

8. PHYSICAL EXAM - Anthropometry

3o0f3

HT. CMB.. e HY.CMB .. in HT_CMB -~ ag
Height cm o in ! Not Done
Wi CMB - kg WT-CMB... 1b W ¢MB-ad
Weight kg - Ibs "I Not Done
Save . Print = Close Window .

11/26/2013 6:01 PM
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https:/rarediscasesnetwork.epi.usf.edu/RDNWEBAPPDEMO/ Forms...

Protocol # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID/101106 Dateof , ¢ Nov 2013
Registration

Local ID]0101100 _Dateofl, s cep 2013
Baseline Exam

Status|Eligible

Site ID|Fred Hutchinson Cancer Research Center (¢GVHD)

Medication-Steroids Form iyl _ i3i74- medications _vevised

|

* These fields are required in order to SAVE the form

All fields should be filled out for each Medication for eCRF to be "COMPLETE" in tracking system B

Date of Visit:* Date
Interviewer User ID:* User 1D is required
£ Patient is not on any steroids
Medication . Dose _ Units Frequency Route
Search term RxNorm Code SFet. Dosc# {mg,ml) ster-Freq#  (Po,1v)
3 : ks i ] e #w . .
l Stee Uniksa Ster. Rovkt
Add
Save . Print  Close Window
DEMO

1172672013 6:02 PM



RARE
CLINICAL ig““‘**"

Protocol Number: 6501

Specimen Collection -Aliquots Sampling Form

Site:

Person Completing Form:

Participant ID:

25May2012
Version 2.0
Page 10of3

*Which Visit Type?

ye SGMC/\/\ — \W\OS ~vewvi S 604

u d100 a IMD Onset N el et
u d180 a 3 mo post onset e (VD PSEVE S\J‘—Mfﬁ
Q d365 a 6 mo post onset
Adcawnode = site
Specimen Name | Barcode Box Insufficient | Volume | Cell Location Comments
Number Number | Volume Count in Box
PBMC aliquots — 6
Tube 1 Q ml x10
PBMC aliquots — 5
Tube 2 a mL x10
PBMC aliquots — .
Tube 3 Q mL x10
PBMC aliquots — 6
Tube 4 a mL x10
PBMC aliquots — 6
Tube 5 a mL x10
PBMC aliquots — 6
Tube 6 a mlL x10
PBMC aliquots — 6
Tube 7 Qa mL x10
PBMC aliquots — 6
Tube 8§ a mL x10
. , ' + Co mnrant S
(i g v)c__éng‘g% (i ok oy thsol crent G- Couet  oor-loc "
b gw code Vol Volume Shadus = Aulee ovs lken

Aeha %@9 S

Y 5L (‘EM



o RARE
Crt NICALY

et Nationad fnstitites of Health

25May2012
Version 2.0
Page 20f3

Specimen Collection —-Aliquots Sampling Form

Protocol Number: 6501 Participant ID:

Site:

Person Completing Form:

Heparin Plasma 6
aliquots — Tube 1 a mL x10
Heparin Plasma 6
aliquots — Tube 2 Q mL x10
Heparin Plasma 6
aliquots — Tube 3 Q mL x10
Heparin Plasma 6
aliquots — Tube 4 a mL x10
Heparin Plasma | 6
aliquots — Tube § a mL x10
Heparin Plasma 6
aliquots — Tube 6 Qa mL x10
Heparin Plasma 6
aliquots — Tube 7 Q mL x10
Heparin Plasma 6
aliquots — Tube 8 Q mL x10
Heparin Plasma 6
aliquots — Tube 9 O mL x10
Heparin Plasma 6
aliquots — Tube 10 O mL x10
Heparin Plasma 5
aliquots — Tube 11 a mL x10
Heparin Plasma 6
aliquots — Tube 12 Q mL x10




RARE e ACEC
~n1 IISEASES
CLIN ]L'M‘R[S L H

NETWORK

seatnd it National Tnstifutes of Feairh

Protocol Number: 6501

Specimen Collection -Aliquots Sampling Form

Site:

Person Completing Form:

Participant ID:

25May2012
Version 2.0
Page 30f3

Serum aliquots — 6
Tube 1 a mL x10
Serum aliquots -

Tube 2 a mL x10°
Serum aliquots — 6
Tube 3 Q mL x10
Serum aliquots — 6
Tube 4 a mL x10
Urine aliquots — P
Tube 1 g mL x10
Urine aliquots — P
Tube 2 Q mL x10
Urine aliquots — p
Tube 3 a mL x10
Urine aliquots — 6
Tube 4 Q mL x10
Urine aliquots — p
Tube 5 0 mL x10
Urine aliquots —

Tube 6 a mL x10°
EDTA Plasma 6
aliquots — Tube 1 a mL x10
EDTA Plasma 6
aliquots — Tube 2 a mL x10




RARE [y 6 pacps
LN A DISEASES
CLINICALRE AR

NETWORK

et National fatitaies of Health

Protocol Number: 6501

Specimen Collection —Aliquots Sampling Form

Site:

Person Completing Form:

Participant ID:

25May2012
Version 2.0
Page 4 of 3

EDTA Plasma

aliquots — Tube 3 a mlL x10°
EDTA Plasma ¢
aliquots — Tube 4 a mL x10
Granulocytes 6
Q mL x10




6501-PulmonaryFunctionTesting

hitps:/rarediseasesnetwork.epi.usf.edw/RDNWEBAPPDEMO/Forms...

Protocol # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID[101106 Date ofl ¢ nov 2013
Registration
Local ID|0101100 _ Dateofl, g gon 2013
Baseline Exam
Status |Eligible
Site ID|Fred Hutchinson Cancer Research Center (¢cGVHD)

Pulmonary Function Testing (PFT) ?ul m.w.—gv\e{\-m“ Yest renSed

i

* These fields are |‘ecfuired in order to SAVE the form

| All questions should be filted out for eCRF to be "COMPLETE" in tracking system

lof2

Date of Visit:* Date
Interviewer User ID:* User 1D is required
Date of Test : PETL DT ;—w? . Db
PEr_mm
Participant Information PR VY
Height : w1 cm M. PFT-ubnit
Weight : WOT_PET Kgs LT - Uit
Participant Hb ¥ gm/di (. nd F Not Done
PRE-BRONCHODILATOR

Spirometry
FVC - PrC Liters FVC-pre- ~d " Not Done
FEV1. Ore, Liters Fevl pecind 11 Not Done
FEV1/FVC %  Fevl -Fvig R _ pre
FEF25-75% lsec  TEF. pre " NotDone FE¥_ PrE- o

Lung Volumes
TI.C _ (?(t Liters TLe M() e - £3 Not Done
RV _ ()(‘6 Liters KJ\/#() ot -7 Not Done

DEMO :(svC) /¢ g)(\e, Liters v . Wﬁ"’""‘j -1 Not Done

Diffusion
Raw DLCO Dwafﬁi mb/mmHg/min - OLEG O (av(m nd? Not Done
DLCO Adj DL (0 M‘t) w@”"u mL/mmHg/min D co g_glj - e nd 7 Not Done

1172672013 6:00 PM



6501-PulmonaryFunctionTesting https://rarediseasesnetwork.epi.usf.edu/RDNWEBAPPDEMO/Forms...

POST-BRONCHODILATOR ! Not Done

Spirometry
FVC igog b Liters PVQM(Q oSt d " Not Done
FEV1 mPongc Liters Pevi_post - nd = NotDone
FEVI/FVC FEVILTVC.. Post o Fevi-Fve. postid
FEF25-75  Ferong k- Lsee e poStoind L0 Not Done
Lung Volumes
TLC ,,{)Dﬁ\r Liters ’TLC,,FDS“»,,,N; ! Not Done
RV ?Dg\( Liters \Q\V[wfbs b _imed 0 Not Done
VC (SVC),. VL ,_‘ODSV Liters v —MFUS bod "t Not Done
Diffusion

Raw DLCO DuL(Co.. FDSV mL/mmHg/min mepo£k., red Not Done

DLCO Adj  PLLO A - fbé"“ mL/mmHg/min  DLCo <y _ FDS{M\J Not Done

Save - Print © . Close Window

Z20of2 £1/26/2013 6:00 PM



FollowupVisitChar(
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Protocol # 6501

https://rarediscasesnetwork.cpi.usf.edoe/RDNWEBAPPDEMO/Forms...

- Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID|101106 Date ofl ¢ nov 2013
Registration
Local ID|0101100 _Dateofly g cep 2013
Baseline Exam
Status|Eligible
Site ID{Fred Hutchinson Cancer Research Center {cGVHD)

Follow-up Visit Chart Abstraction /77 Viiss P ES07 7 %’5“3/9”” -

< z?’/?
1 * These fields are required in order to SAVE the form
i * These fields are required in order to COMPLETE the form wEariSed
Date of Visit:+ Date
Interviewer User ID:* User ID is required
1. Type of Follow-up Visit {check all that apply): " In person at site )
1 In person elsewhere (outsidef—| /%1 f'
medical records review)
LI Telephone visit
2.  Biopsy samples taken (for day 100 only) since transplant or _
(for all other follow-up visits) during interval between study “INone RK.-.nonc.
visits:
Area of Body  Date of Location Findings
. o Biopsy ¢ Joe
BK A rza # GK - Search term SNOMED Code
B DD EX.... Feoted # BK_ fandf... coaly #
At
7% - MM Outs:de
U % Ner conter  Code.
Bt Y5
Add
3. Was an immune mediated disorder diagnosed since last “No (If yes, complete
. . 7
report?  jMp .. Dx Yes IMD onset form)
If previous or current IMD, complete questions 4-10
How bothered has the participant been by the following problems in the past month?
4, SKIN:
[ - Medical Record U o
DEMO N XX
- Present | -
\
Abnormal - Not at :  Quite a % Absent r};"‘% =
skin color all Slightly Moderately  bit Extremely “ Not G o %
sy 4! Discussed ;?r‘a R
-1--@ |
* Not at “Quite a 1 Present &
Ras:ﬁef Slightly  Moderately Extremely
BXKE

11/26/2013 6:01 PM



FotlowupVisitChart

20of 5

https://rarediseasesnetwork.epi.usf.edw/RDNWEBAPPDEMO/Forms...

o
S
™ M
Absenthl L Vo
all bit 1 Not ”&*?\.’ ‘%4
e
Discussed 2 % el
- &+ E’\
Present‘} @
Thickened * Not at = ' Quite a % Absent N
skin all Slightly Moderately  bit Extremely 1 Not .
SKFH Discussed ¢
"} Present 9‘\ (¥ vy
Sores on  Not at ~ Quite a - Absent S
skin all Slightly Moderately  bit Extremely t Not \ | ?1
HX 7l Discussed V=
i LYY %
- Present 'i S o
. “ Notat - : “ Quite a * Absent T
Tehy skin all Slightly ~Moderately bt Extremely “i Not 2
SX5 Discussed =
BREATHING: 4
Medical Record
o Presen?’
Frequent “ Not at " Quite a 1 Absent ) | | |
cough all Slightly  Moderately  bit Extremely U Net
SKIZ. Discussed
! Present
Colored - Not at “ Quite a L5 Absent
sputum all Slightly Moderately  pit Extremely “1 Not o
SKES Discussed
Shortness - Presenfl
of breath " Notat - : - Quite a - Absent
with all Slightly Moderately  bit Extremely " Not J
exercise Discussed
IXF
1 Present
Shortness "~ Not at " Quite 1 Absent
of breath at ' ; ' o wlitea -Absent
rest all Slightly Moderately bit Extremely 1 Not
SKiF Discussed |

L

117262013 6:01 PM



FoliowupVisitChart

7.

3of5

https://rarediscasesnetwork.epi.usf.edu/RDNWEBAPPDEMO/forms...

oo ——

Presen U\ _
Need to use | " Not at : ~ Quite a ! Absent S (52' \>i\\
axygen all Slightly Moderately  bit Extremely T i it 1
S Dlscussed ! l !
SN
EYES AND MOUTH: * o
,,,,,,,,,,,,,,,,,,,,,,,,,, % 3w
Medical Record Li, I g
I
o Prese r;‘ﬁ‘\
: : &
* Not at “ Quite a ! Absent S
Dry eyes all Slightly Moderately  bit Extremely Bttt o
SKe Dlscussed
Present
Need to use “Not at : “Quite a “} Absent
eye drops , ' . e
frequently all Slightly  Moderately  bit Extremely i Not
i Di d
KT iscusse
Sifficul ~! Present
ifficu _
seein v *Neotat = e  Quite a i Absent |
9 I Slightly Moderately  bit Extremely . N
clearly a LENot
SXE Discussed
Need to e
avoid ! Present
certain " Not at -  Quite a - Absent
foods due all Slightly Moderately  bit Extremely i Not TR
to -mouth Discussed
pain 5;((,1?
-i Present
Ulcers in “ Notat - :  Quite a 71 Absent o]
mouth all Shightly Moderately bit Extremely  Not
SKIO Discussed
Receiving .
nutrition i Present
from an “Not at ' " Quite a 1 Absent
intravenous ) ' _ '
line or all Slightly Moderately it Extremely “1 Not
feeding Discussed
tube S X1}

EATING AND DIGESTION:

11/26/2013 6:01 PM



FollowupVisitChart

https:/rarediseasesnetwork.epi.usf.edw/RDNWEBAPPDEMO/Forms. ..

ppe———

Medical Record

4 of §

0O
"I Present | ?{. 3';‘; >
Difficulty . o A ¥
. ' Not at : * Quite a I Absent | | Vo
swallowing | Slightly ~Moderately b Extremel i BT
solic foods | @ antly awly  bit remely i Not LS PE-
X1 7 Discussed & Q’ %
£ Presenﬂ + o
Difficulty " Not at ' © Quite a ~7 Absent \
swallowing ' o \Hea - oabsent L :
liquids all Slightly Moderately  bit Extremely I Not
<X & Discussed_J
. Preser'ir
s " Notat : “Quitea - ! Absent
Vomiting all Slightly  Moderately  pit Extremely “I Not
X iq Discussed
“! Present |
. Not at T Quitea . Absent
Weight loss all Slightly Moderately it Extremely “ Not ...
SKZ0 Discussed
8. MUSCLES AND JOINTS:
Medical Record
g > Present
Joint an _ .
" Not at T Quitea - “ Absent
muscie ] Slight} Moderatel bit Extremel -
aches a ontly yoo Y " Not
SKE i Discussed
i Present
Limited joint |~ Notat Quite a - Absent 1
movement all Slightly Moderately bit Extremely 4 Not il
SKZZ. Discussed |
- Present _
Muscle “ Notat Y Quitea ! Absent
cramps all Slightly ~Moderately  bit Extremely  Not .
SXZS Discussed
“1 Present |
Weak “ Notat = % " Quitea -
muscles all Slightly Moderately  bit Extremely ~Absent bl
Sxz4

o e

11/26/2013 6:01 PM
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FollowupVisitChart

hitps://rarediseasesnetwork.epi.usf.edw/RDNWEBAPPDEMO/Forms

pren I GHON T HXE

TR
Not 3
Discussed ‘ ‘
9.  ENERGY: —
R > ss@
Medical Record §: ~
: +
L.i Present
Loss of “ Notat = * Quite a i Absent
energy all Slightly Moderately bit Extremely Not :
SKZE Discussed
Need to * Present
sleep * Not at : * Quite a S Absent | 11}
more/take all Slightly Moderately  bit Extremely
naps
SXZE Dlscussed
Prese
: Not at s * Quite a - Absent
Fevers all Slightly Moderately bit Extremely
SXZT Dlscussed
10. MENTAL AND EMOTIONAL:
Medical Record
i} Present ]
. “ Notat = "Quite a % Absent
Depression all Slightly Moderately  bit Extremely " Not e
55)( 25 Discussed
Preser;t\]
: * Not at “ Quite a w1 Absent
Anxiety all Slightly Moderately bit Extremely i Not g
A
SXZ ( Discussed
t PreséF
Difficulty “ Not at ; + Quite a L1 Absent
sleeping all Slightly Moderate!y bit Extremely : Not
IX3C Discussed

Save  Print

Close Window

[1726/2013 6:01 PM



Physician Assessment hitps://rarediseasesnetwork.epi.usf.ed/RDNWEBAPPDEMO/Fornmis...

Protocol # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID| 101106 Date ofl ¢ nov 2013
Registration

Local ID|0101100 _Dateofl, . con 2013
Baseline Exam

Status |Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Physician Assessment - IMD Pé’,f’jé}i._ {3176 ...P!@/j'fii:tffi'd’l 3
Page: 1 of 2 s ech
L =) [ =) 1]
] * These fields are required in order to SAVE the form
]ﬁ * These fields are required in order to COMPLETE the form

Date of Visit:* Date
Interviewer User ID:* User ID is required
1. Weight kg " Not done
WM | W T MD-1ef
How was the following data obtained?+
MRR -MD
- Physician or midlevel provider completed form * Completed from medical record ,
M. compl.. D
Date form completed: MDD —compi- M
-~ MP..compl ~ YY
2

Skin Score -5/ sKi n

=56 :3_‘#"\!'(! gv’ 7 Not due to chronic GVHD
SC.sKindnd | 1 Not done

* No symptoms
<18% BSA with disease signs but NO sclerctic features

© 19-50% BSA OR involvement with superficial sclerctic
features 'not hidebound' {able to pinch)

© >50% BSA OR deep sclerctic features ‘hidebound' (unable
to pinch) OR impaired mobiity, ulceration or severe pruritus

Mouth Score S mouth

&Z‘»ﬁmﬁhgv . Net due to chronic GVHD
SC-tovih Lnd | Not done

No symptoms

Mild symptoms with disease signs but not limiting oral intake
significantly

DEMO m‘t'aki;‘ioderate symptoms with signs with partial limitation of oral

Severe symptoms with disease signs on examination with
major limitation of cral intake

GITract Score  <5(1 _ (4]

SC ﬁ% - cjv’ i Not due to chronic GYHD ~ No symptoms
. A

1 of 4 1172672013 6:02 PM



PhysictanAssessment htips://rarediseasesnctwork.epiusf.edu/RDNWEBAPPDEMO/Forms...

o ;

SC-gi- ,4
- ~+ Not done © Symptoms such as dysphagia, anorexia, nausea, vomiting,

abdominat pain or diarrhea without significant weight loss (<5%)

* Symptoms associated with mild to moderate weight foss
(5-15%)

© Symptoms associated with significant weight loss (>15%),
requires nutritional supplement for most calorie needs OR
esophageal dilation

EyeScore 5. 2 ye.

fﬁﬂ("w(f)/(i-a‘f« v 77 Not due to chronic GYHD ~* No symptoms

(‘j}cw(i}/(‘i - ﬂd i Not done Mild dry eye symptoms not affecting ADL (requiring eye
drops <3x per day) OR asymptomatic signs of kerato-
conjunctivitis sicca

Moderate dry eye symptoms partially affecting ADL
(requiring eye drops >3x per day or punctual plugs) WITHOUT
vision impairment

7 Severe dry eye symptoms significantly affecting ADL (special
eyewear to relieve pain) OR unable to work because of ocular
symptoms OR loss of vision causad by kerato-conjunctivitis sicca

Joints and Fascia Score -5 é“‘“\joi\ﬂ‘{'

5@ - !Oélnf.*'fj."/ ~% Not due to chronic GVHD " No symptoms

VAR
=" c A N .
e mJC)f”h« ﬂd i Mot done © Mild tightness of arms or legs, normal or mild decreased
range of motion (ROM) AND not affecting ADL

© Tightness of arms or legs OR joint contractures, erythema
thought due to fasciitis, moderate decrease ROM AND mild to
moderate Ymitation of ADL

Contracture WITH significant decrease of ROM AND
significant fimitation of ADL (unable to tie shoes, button shirts,
dress self etc,)

Genital Tract Score 57" .. (ac"n vkad
4

4t o~ ‘
56“&6}9&1”&]4\6{ i No GYN Exam Mo symptoms

© Symptomatic with mild distinct signs on exam AND no effect
on coitus and minimal discomfort with GYN exam

Symptomatic with distinct signs on exam AND with mild
dyspareunia or discomfort with GYN exam

Symptomatic WITH advanced signs (stricture, labia
aggiutination or severe ulceration) AND severe pain with coitus
or inability to insert vaginal spectrum

Lung Score  5/7 [Uﬂq

S {Ui’ffj -’ffj‘/ i Not due to chronic GVHD 7 No symptoms
jj(f... IUﬂ@-w n “! Not done "7 Mild symptoms (shortness of breath after climbing one flight
of steps)

Moderate symptoms (shortness of breath after walking on
flat ground)

2of4 11/26/2013 6:02 PM



PhysicianAssessment

https://rarediseasesnetwork.epi.usf.edu/RDNWEB

APPDEMO/Forms...

© Severe symptoms (shortness of breath at rest; requiring 02)
Performance Score 5 (. Per"{:-
KPS © Asymptomatic and fully active (ECOG 0; KPS or LPS 100%)
ECOG Symptomatic, fully ambulatory, restricted only in physical
ECO strenuous activity (ECOG 1, KPS or LPS 80-90%)
- LPS © Symptoematic, ambulatory, capable of self-care, >50% of
. waking hours out of bed (ECCG 2, KPS or LPS 60-70%)
ﬁé*’“ Pfr‘:“ n(‘i -+ Not done “ Symptomatic, #mited self-care, >50% of waking heurs in
bed (ECOG 3-4, KPS or LPS <60%)
3. | Clinical Skin Features
.. Maculopapular rash o Nail wolvement 11 Sclerosis-ClinicalSkin Featvres . sele (0315
Clinlcal3Kin Fratures.— Macviop: Clinieals gin Featies.. Nailinezive B i
. lei+ Lichen planus-like lesions®“f¥ ' Hair involvement = &7 Fasciitis -C{injcals iin Fea fires . Fasciihs
Cliniead 1] l;cc’{_f'lg,flféc‘]s.... beichenplana, cAtnicalskin Eaties .« Halr ivatvie
i Poikiloderma .
linical-siinFafyes ikiladeron
4. ] Please rate the severity of this person’s GVHD
/{'»40.-555\‘{4 s on this scale “ None {1}  Mild(2) © Moderate (3) 7 Severe (4)
CGVHD cGVHD
Symptems
Symptoms are most
. and on this scale are not at cevere
44D~' il 4 0 (select one) all severe (0) possible (10)
0 1 2 =3 -4 5 76 7 9 10
> Does this person currently have: CT ViHD corrent
7 Late acute GVHD (1)
* Overlap acute and chronic GVHD (2)
> Classic chronic GVHD (3)
© No GVHD (0)
6. . .
Infection Jw inf
* 0~ None
-+ 1 - Mild, topical or no therapy required
2 - Moderate, localized, requiring oral treatment _} ,_.in{r“., 10
© 3 - Severe, systemic infection requiring IV anti-infective, mold-active cral antifungal or
hospitalization
- 4 - Life-threatening infection

Jof4

11/26/2013 6:02 PM
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hups:/rarediseasesnetwork.epi.usf edw/RDNWEBAPPDEMO/Forms...

For 2-4: * Pending lab report (1)
+ Unidentified organism (2)
Identified organism (3)
If Identified organism{3), specify: j __mﬁ. 7‘5;2{’6
Clinical Manifestations or Severe Complications
1. Pleural lEffusion(ﬁS/)i “ Never Past, not now ' Mild " Moderate Severe
M
2. Bronchiolitis obgte ?ans “ Never - Past, notnow - Mild '~ Moderate - Severe
3. Bronchiolitis obliterans "N b ) “Mild - Mod .
organizing pneumopia ever ast, not now i oderate evere
Ch
4. Nephrotic syndrome - Never  Past, notnow - Mild = Moderate Severe
CM4
5. Malabsorption " Never Past, not now  Mild Moderate Severe
s
6. Esophageal stricture or
web phagea " Never 7 Past, notnow  Mild ~ Moderate ~ Severe
CML
7. Ascites (serositié) . - Never - Past, notnow - Mild — Moderate - Severe
8. Myasthenia Gr(axiﬁ “ Never 7 Past, notnhow < Mild - Moderate Severe
9. Peripheral Neuropathy Never : Past, not now “Mild  * Moderate - Severe
(g
10. Polymyositis “Never ' Past, notnow ~ Mid - Moderate - Severe
Mo
11. Pericardial Effusion “Never ~ Past, notnow - Mild - Moderate - Severe
eMy
12. Cardiomyopathy “Never  Past, notnow  Mild - Moderate Severe
GMIZ.
13. Cardiac conduction ‘ _
defects Cm " Never 7 Past, notnow = Mild ~ Moderate ' Severe
CAHIES
14. Coronary arte . :
. Y v *Never -+ Past, notnow  Mild — Moderate — Severe
involvement s 4_
A
15, Other, please specify : _ _
. “* Never ' Past, notnow = Mild  Moderate - Severe
CMiB-oth
5ot pec
)R8 DO

Save

Print Close Window

11/26/2013 6:02 PM
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https://www.rarediseasesnetwork.org/rdnwebapp/Forms/65CGVHDY/...

Protocol # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID|124250 Date off ) aug 2013
Registration

Local ID|0101200 _Dateof 5 may 2013
Baseline Exam

Status|Eligible

Site ID [Fred Hutchinson Cancer Research Center (¢cGVHD)

Sclerosis, Fasciitis, BOS Capture 050 . 70257 _

salerpsis

* These fields are required in order to SAVE

the form '(‘6/1'5661\

* These fields are required in order to COMPLETE

the form

Date of Visit: * Date

Interviewer User ID:*

1a. Was this person diagnosed with BOS on this study visit or anytime between this

No

study visit and the last study visit? Dmgnﬁﬁd«d Mth Bps Yes
. - N Bos PHDD
1b. If yes, what is the date of Bronchiolitis Obliterans Syndrome Diagnosis: 205D+ MM
] &
. A BOSDHYY
Please consider this person for participation in 6503. g
2a. Was this person diagnosed with cutaneous sclerosis on this study visit or
anytime between this study wsnt ?/nd the last study visit? Yes No
qWitnseleross S+ [AD
- 3C lerosis |
2k, If yes, what is the date of éutaneous Sclerosis Diagnosis: Seierosis D f,yy
Frosis
Please consider this person for participation in 6502. = / re D
3a. Was this person diagnosed with fasciitis on this study visit or anytime between
this study visit and the last study V:S|t? Yes No

h Fasciihs
sciitis Diaghosis:

D iaﬂ
d

3b. If yes, what is the date of” ﬁ"i’ ’ﬁ:ﬁ Df Do

i 5 DF
Please consider this person for participation rrf g%lf 1115 0

Foscir iz DE M

Save Print . Close Window J'

6/26/2014 10:56 AM
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Protocol # 6501 - Longitudinal Study of Immune Mediated Disorders afier Alloge...

Participant ID|101106 Date of| )¢ wov 2013
Registration

Local ID{0101100 _ Dateofl, ¢ gep 2013
Baseline Exam

Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

https://rarediseasesnetwork.epi.usfedw/RDNWERBAPPDEMO/Forms...

Participant Status Form il 1719 - pa hente lzdk - revised

* These fields are required in order to SAVE the form

|

* These fields are required in order to COMPLETE the form

DEMO

Date of Visit:* Date
Interviewer User ID:* User 1D is required
NOLL _ i
1. Date of last contact or most recent medical note gg LeE ligl
DUL .. YY

2. Select all events that have occurred to date:

“'i Patient was never transplanted =yt N&TX

+ Graftloss jZyent.. (;,(ULH“ gﬁgt :&;?4

oo Event. Did gﬁf&ﬁ)} YDLLMM’
"t Additional stem cell transplant =vent.. add - SCT /I*D(;gi:ézir“ pb

" Relapse Event .. Rel /Eﬁﬁ f?&% J;’A}’M

- desth Event Doceth Rel- DU, Rel- MM

Rel-Yy

Cause of Death £0){7

©i None of the above has occured. Eyenf.. None.

“* Patient is alive (confirmed within past 6 months) Efc’ﬂ‘f‘,,./“i 2

Save Print E CIose_Window f

11/26/2013 6:03 PM
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https://www.rarediseasesnetwork.01'g/1'dnwebapp/ Forms/Common/Tr...

Protocol # 6502 - A Randomized Phase 11 Study of Imatinib and Rituximab for Cu...

Participant ID{122600

Date of

- . 1
Registration 23 Jun 2014

Local 1010201020

Status, Eligible

Site ID|Fred Hutchinson Cancer Research Center (¢cGVHD)

Imatinib bose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment 2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Treatment Start Date | ¢ ek Fedihe, - venisest
| * These fields are required in order to SAVE the form
r ¥ These fields are required in order to COMPLETE the form
Date of Visit: * 25  Jun 2014 Date

Interviewer User ID:

* 4442

proceeding.

Note: By updating the treatment start date, you
for the follow-up visits. Please verify the patticipant's treatment start date before

will change all of the due date windows

Date treatment started:

* 26 Jun 2014 Date

At ot — Sterk _ ddde

~Save . . Print. . Close Window .

"\Wf_miﬂmmt Abnd = WV oo

e ﬁ':l"\)YMW“{D

7182014 4:40 PM



https://1'arediseasasnetwork.epi.usf edu/RDNWEBAPPDEMO/Forms...

Protoc?J—ﬂw6501 Longitudinal Study of Immune Mediated Disorders after Alloge...
| participant 1D|101106 Date ofl ¢ nov 2013
Registration
Local 1D|0101100 Date of |6 gop 2013
B D BaselineExam{ "
Status Eltgtble )
Site 1D |Fred Hutchmson Cancer Research Center (cGVHD)

Demographics ..

cevise d

* These fields are reaﬁed in order to SAVE the form

* These fields are required in order to COMPLETE the farm

Date of Visit:* Date

‘Intervnewer User ID H

User ID is requlred

your local institution’s IRB):

Date of Birth:

Age at registration:
2, Gender:*

3, Race (check all that apply): * O |

Vil oo I)A&i'(x”c N

4. Ethnicity (sefect one): *

DEMO

1. Participant Age (either Date of Birth or Age is required, use Date of Birth unless disallowed by

Aadc oot Ha MM\
oo Ao len e Dot
duare ok Vo, ugar
OR s
o;%b(k;& ra&ﬁ?%ffdfw“'
Mo Femde QA

© american Indian or Alaska

Native VA e Wﬁm%&( A,

vl R
“ Asian (/\CQ.M&’\.%‘{ W@c\{ \@sh
Black or African American ( MMUJV‘-

* Native Hawaiian or Other Pacific Islander
1 White
L Unknown YA . A MLasust W\’“’%YT’\OW%J
[t Refused il ,ﬂ\(‘tgjéﬂd\

' Hispanic,Latino,or Spanish origin
* Not Hispanic,ijgh origin
- Unknown or not reported

Save

1of2

Print

CINEA L A

=

i (/{%Mi

§
U

et

Close Window

11/26/2013 5:54 PM
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Sticky Note
This is for 6502 (duplicated form)


BRaselineVisitChart

Protocol 4 6502 - A Randomized Phase I1 Study of Imatinib and Rituximab for Cu...

Date of

L 1
Registration 1 Mar 2013

Participant ID[121393

Local 100201011

Status |Eligible

Site ID |Fred Hutchinson Cancer Research Center {¢GVHD)

Treatment |Rituximab Dose: 375 mg/m2 IV weekly x 4

Treatment Assign Treatment Start

hitps://rarediseasesnetwork.epi.usf.edu/RDN WEBAPP/Forms/65C...

Date 11 Mar 2013 Date 20 Mar 2013 a
Baseline Visit Chart Abstraction . Ao
> 4 chart_ Abstraction
Page: 1 of 2 bg‘”’\/’ﬁr{ﬁ" cha 4
I a1 > b

1 * Thase fields are raguired in order to SAVE the form

|- All questions should be filled out for eCRF to be "COMPLETE" in tracking system

Bate of Visit:* 8 Mar 2013 Date
Interviewer User ID:* 2970
TRANSPLANT CHARACTERISTICS . DD
TX- MM
1. Dateof transplant: 22 Feb 2011 gx. YV
L AT HE e ek
g, Weight —— p3 g WTprE, W unit  unknown W/ T2 pre- onk
pre-transplant:
4. l Disease Status Early Intermediate Advanced
L5 stts s A A[- AML - CR1. CR2 CR3+, rel, ref, IF B
L5 A5 - /‘MLI ALL CR1 "~ CR2 CR3+, rel, ref, IF
12, /-‘;f)”_;;‘,’/:ﬁ/ﬂ;".» (L’ﬂ]if—r’L CML o CP AP - BC or after BC
Pi5.-5 Al 544; CLL ) © CR, PR, CS Rel, ref, CI
/i - siat. ,4//42’5 MDS * RA, RARS RAEB, RAEBT Rel, ref, IF
p;is.wﬁ'/é?ffi:? - 44;” MPD N - Al others Rel, ref, IF
Ui .- s ja il - /M/z_ NHL i © CR, PR, CS - Rel, ref, Cl
Dis.- st /)1/) HD ﬁ CR, PR, CS © Rel, ref, CI
Dis .5 fr ks - Mﬂ/ MM " CR, PR, CS Rel, ref, CI
5 for )5 4,!44 AA © Without ATG/TG ~ ~ With ATG/TG

1of3

4/2/2013 12:51 PM



BaselineVisitChart

https://rarediseasesnetwork.epi.usf.edu/ RDNWEBAPP/Forms/65C...

2of3

Di5- < i o other ~ Early Intermed Adv.
T P (non-malignant) (CR, PR) (Rel, ref, CI}
. Jri"tiﬁ’i’er, specify \ D55 ,@ by Cj-f'h S P e |
5. Trans'p_lantl Source ° Peripheral Blood Bone Marrow Cord Blood
SOURLE
_© Not myeloablative
6. Transplant Type Myeloablative : . .
. i non-myeloablative or reduced intensi
Tx— type ( y ty}
Recipient CMV
7. AntitF))o dies ~ Yes ¢ No - Indeterminate Not tested
. Pk CMY
Hepatitis B sAb - Reactive ° Not performed - Nonreactive H ¢ ]’) B_.3 AR
Hepatitis B sAg  Reactive ~ Not performed © Nonreactive |}z pB—- SAG
Hepatitis B cAb - Reactive  Not performed © Nonreactive g P 3. CAB
Hepatitis C ¢ Reactive Not performed ¢ Nonreactive Hf P &
9. HLA : ¢ Fully matched at all tested loci
H LA Mismatched at one or more loi
HLA_A A "1 Not tested Antigen mm  Allele mm © Matched
S -~ kb ad -
JHLA-HB B 1 Not tiitfgg,ﬂ y © Antigen mm  Allele mm * Matched
/—/L/Lé C 1 Not tij’fe/f{_ "y © Antigen mm - Allele mm © Matched
i 2,2; | DRBL | Nottested © Antigen mm Allele mm ¢ Matched
HIADRBI L - HLADEB]- ek
H A D Q DQ | f No‘E{ ﬁsg&i} i Antigen mm ~ Allele mm © Matched
- P 'DP i Not tested Anti Allel Matched
HL% Zanl Oﬁéai? nd ntigen mm lele mm atche
10. Date of Acute GVHD ﬁg]:;g - %/IDM + No Acute GVHD A VGt -no
Diagnosis: /%C’;? LYY i Unknown A4y~ Uitk
11. l Maximum Acute GVHD Grade
QOverall . »
Liv .
tver 0 1 2 3 4 Notdone /ngl/H... LV
G . : .
1 0 1 2 3 4 Notdone A’C‘{VHw_ftz{
Skin L .
0 1 \ 2 3 4 Notdone A VH :_5/(”\}
TRANSPLANT MEDICATIONS

4/2/201312:51 PM



BaselineVisitChart

30f3

12, Conditioning Regimen

—— Codereg| men

hitps:/frarediseasesnetwork.epi.usf.edw/RDONWEBAPP/Forms/65C...

_Modifierl  Modifier2

2L TN (ODE#

4T MopH T _Mob#

13. T-cell Depletion? Tcall

Add

Yes ® No

14. GVHD prophylaxis (please complete the IMD medication form)

DONOR CHARACTERISTICS

15, Age of Donor D 1 29 € 39

16. Donor Gender (choose
2 genders if double

cord) Dﬂf“mgfﬂ

17. Donor Match
Dnr. malch

18, Donor CMV Antibodies
Dar.. CMV

years

* Male

-~ Female

- Female/Female
Male/Male

- Male/Female

HEA identical sibling
- HLA-matched other relative
- HLA-mismatched relative (single antigen or allele mismatched)
" Haplo-identical relative (2 or more antigen or allele mismatched)
HLA-mismatched unrelated donor
@ HLA-matched unrelated donor

"~ Yes

» No

* Indeterminate
- Not tested

| Unknown D agc-on K

IL_J=a) 1 [ [ 1]

Save Print Close Window

4/2/2013 12:51 PM



IMDOnset https:/fwww.rarediseasesnetwork .org/rdnwebapp/Forms/65CGVHDY...

Protocol #rﬁéﬂi - Longitudinal Study of Immune Mediated Disorders after Alloge...
H/__J

Participant ID|129179 Date off g \ay 2014
Registration

Local ID|0101245 _ Dateof| . 2014
Baseline Exam

Status Eligibléw
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)
IMD Onset Form M) _ rtsct— Form . covsed

[ * These fields are required in order to SAVE the form
f All questions sheuld be filled out for eCRF to be "COMPLETE" in tracking system

Date of IMD Onset: * Date

Interviewer User ID:#

CHARACTERISTICS OF IMMUNE MEDIATE DISORDER (e.g., CHRONIC GVHD) AT ONSET

1. Date of immune mediated disorder IND_.0-- D%’i
onset bate  ymp..o.~ MM
_ . . iMD-0-YY
2. Name of immune med!ated disorder "I Late, recurrent or persistent acute GVHD
j MD.. J i+ Chronic GVHD (classic chronic or overlap)

~ Other immune mediated disorder

If Other, specify: .. 00T H

3.  Acute GVHD present the week before

immune mediated disorder diagnosis? v Yes = No ** Unknown ¢ ”5"—3#

4. Weight /7. Kgs W= O ARIT 2 Unknown AT 0 unk
5. Performance score |2 r‘f O % Karnofsky Kps_LE5-C  lunknown |fZck_O-unk
6. PercentBSA [30A.C % £ Unknown  |B5A O unks

7. Lichen-planus-like changes of skin [I(H (¥ Yes  No  +* Unknown

8. Sclerotic changes of skin 5¢C L. . & “Yes P No % Unknown
9.  Bronchiolitis obliterans syndﬂrom\e ““Yes “No * Unknown
R0
10. Chronic diarrhea DIk O “*Yes " No ' Unknown
11. Oral involvement () }{’/}L -0 “Yes  “No  “ Unknown
12. Totat bilirubin B li ¢ i Unknown B fi . O onle
13, Platelet count P[F_ () " Unknown il t. O 0K

Save  Print  Close Window

1 of 2 6/26/2014 10:56 AM
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L.abResults

[of2

hitps://rarediseasesnetwork.epi.usf.edw/RDNWEBAPPDEMO/Forms...

Protgr._oJ\# 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID|101106 Date ofl, ¢ wov 2013
Registration

Local ID|0101100 _Dateof|, ¢ con 2013
_ Baseline Exam

Status |Eligible
Site ID Fred Hutchinson Cancer Research Center (cGVHD)

Lab Results Form [ _ah . Results _ codSed

l— * These fields are required in order to SAVE the form
1 All questions should be filied out for eCRF to be *COMPLETE" in tracking system
Date of Visit:* Date
Interviewer User ID:* User ID is required
—;'letabolic Panel _- Not Done Date of Test j-* ' f :;.1 - 5/\04
elan.- ned Met -y y
Test Name Resuit Units
Creatinine* ¢ CR wenit " Not Done €K - ndf
BUN* (3N BUN-.vnit " Not Done BilN - ned
Glucose* /4 i Glu-unit "7 Not Done é%[éf -
CBC with Differential Not Done Date of Test \ »ggg": L,)\ADM
Test Name Bl '»nc\i Result Units ) cC-YY
Hemoglobin (Hgb)* +GB HGB. umiF ' Not Done  H¢q3... ned
Hematocrit (Hct)* (¢ T HCT- unif " Not Done M G153 — ndl
WBC* W B WRBC i F ** Not Done \W/g¢ . nf
Neutrophils* Ne ik Neu - unik ' Not Dore Neg - el
e ol Bands. anit hetoone Bands | nd
Lymphocytes* L_)/m Lym - un = “Not Done  Lym._. 1 d
Eosinophils* j=02 o Uﬂf'f’“ % Not Done E‘"@:;; e n:'/l
Platelets* 2]} P oni + “iNot Done P — il
! Liver Function Tests ! Not Done  Date of Test “ t E,I:: ,52 ';174
DEMO LET. nd _ TUF T YY
Test Name Result Units
Total bilirubin* i Bili _ Mm-}‘ I Not Done Bili - ﬂCi
Direct bilirubin* 3; | D Bilt D unif " Not Done B3ili )~ ndd
AST* AST A>T onit "I Not Done AST—r ‘u,,'[
ALT* ALT ALT _unit " Not Done AL T i
11/26/2013 6:02 PM


kchilson
Sticky Note
This is for 6502, duplicated form


LabResults

Alkaline Phosphatase* A | J?
Albumin* AR

hitps:/frarediseasesnetwork epl.usfedw/RDNWEBAPPDEMO/Forms. ..

A’LK Uit "7 Not Done ALK _p {
ALB- Uit i Not Done A LB N 1

Save

Print - Close Window ;

11726/2013 6:02 PM



IMDMedication https:/frarediseasesnetwork.epiusf.edu/RDNWEBAPPDEMO/Forms...

2

Protog=i246501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID|101106 Date ofl ¢ nov 2013
- Registration

Local 1D/ 0101100 _Dateof |, g cop 2013
Baseline Exam

 Status|Eligible

Site ID{Fred Hutchinson Cancer Research Center (cGVHD)
IMD Medication Form D e o cadions . o Sedk
] * These fields are required in order to SAVE the form

| All fields should be filled out for each Medicatior: for eCRF to be "COMPLETE" in tracking system

|Date of Visit:+ Date
Ilnterviewer User ID:* User ID is reguired
Medication Indication Start - rrently If no,
Date
Search term RxNorm Code | MD" Mfﬁ( - S‘{WJC Taking? g‘;‘;’;

YD Meddt . Med _ Codedt

Code, Chronic Acute Prophylaxis Unknown Otf Y N '1
had EL WD - M ed ~Tate et

Save Print Close Window T Wed - S‘E’é‘\f—k DD #
) ) O/t M adivn_ Clorbnict 1D Med - Sted _ MmaaH
-3 W cadion - acdke - D e - Stk VY #
Maicadin — PP - Ml - Skop- DD
MALCadion . vt Ol D - Vied - &HTD muluks
s CARNG A D‘HAM A {YV\/DWV\/\_M ,_Jﬂl’ﬁ?”\/ v 4

DEMO

fofl2 11/26/2013 6:01 PM


kchilson
Sticky Note
This is for 6502, duplicated form


Comorbidities

Comorbidity Definition Present

1. CARDIOVASCULAR
. Atrial fibrillation or flutter, sick sinus syndrome or -

Arrhthmla* o ventricular arrhythmias Y N U

M3 ARK

Coronary artery disease {one or more vessel-
Coronary artery disease coronary artery stenosis requiring medical Y N U
. treatment, stent, or bypass graft}, angina
LMEB- EAD ’

History of MI History of myocardial infarction Y N U

(B MY
Heart valve disease Except asymptomatic mitral valve prolapse Y N U

MB.RYD _
Hypertension Y N U

M. HTN
Congestive heart failure | EF £ 50% Y N U

| eMB L CHE
Transient ischemic attack or history of
Cerebrovascular disease | cerebrovascular accident, or neurologic Y N u
! e impairment consequent to CVA

CMB EVD
Peripheral vascular .
disezse LA U

| (M3~ PVD
])EM.('} ous thrombosis Coqflrmed rgdlographlcally and requiring v N U
an o anticoagulation
(E e VT

2. GASTROINTESTINAL
Peptic ulcer/hernia Requiring treatment Y °N ~U

1 of3

https://rarediscasesnetwork.epi.usf.edu/RDNWEBAPPDEMO/Forms...

diated Disorders after Alloge...

Protocol #2501 - Longitudinal Study of Immune Me
LV__J

Participant [D /101106 Date oft, o \ov 2013
Registration
Date of

Local ID|0101100 26 Sep 2013

Baseline Exam

Status |Eligible

Site ID|Fred Hutchinson Cancer Research Center {¢GVHD)

Comorbidities  JoMorbidihes _ et sed

* These fields are required in order to SAVE the form

All questions should be filled out for eCRF to be "COMPLETE" in tracking system

Date of Visit:*

Date

Interviewer User ID:*

User 1D is required

[reflux ANB Le

11/26/2013 6:01 PM


kchilson
Sticky Note
This is for 6502, duplicated form


Comorbidities

20l3

https://rarediseascsnetwork.epi.usf.edu/RDNWEBAPPDEMO/Forms...

Mild hepatic
(M. HEPM

Chreonic hepatitis, bilirubin > ULN to 1.5 X ULN, or
AST/ALT > ULN to 2.5 X ULN

Moderate/severe hepatic
CMB. HEPS

Liver cirrhosis, bilirubin > 1.5 times ULN or
AST/ALT > 2.5 ULN

Inflammatory bowel
disease

M. JI3D

Crohn's disease or ulcerative colitis

3. PULMONARY

Moderate pulmonary

MG PULMM

DLCG and/or FEV-1 66%-80% or dyspnea on
slight activity

Severe pulmonary

o (MB PULMS

Asthma

CMB-AST

DLCG and/or FEV-1 65% or lower or dyspnea at
rest or requiring oxygen

Asthma symptoms for which inhaled steroids or
other daily treatments are needed chronically to
prevent or manage attacks

4. ENDOCRINE

Requiring treatment with insulin or oral

Diabetes ; .
5 ads hypoglycemic agents but not diet alone
CMB... DB
Hypothyroidism L Including compensated hypothyroidism
CMB . -1
Adrenal Insufficiency Including compensated adrenal insufficiency
B AL

5. NEUROPSYCHIATRIC

Psychiatric disturbance-
Depression —
MB. DEEP

Depression requiring psychiatric consult or
treatment

Psychiatric disturbance-
Anxiety or panic disorder
AMB . ANX

Anxiety or panic disorder requiring psychiatric
consult or treatment

Neurologic disease
{peripheral neuropathy,
MS, Parkinson’s disease
or other chronic
neurologic disefase

CMB.ND

Symptomatic and reguiring treatment to control
or manage symptoms/disease process

Visual impairment
secondary to cataracts,
glaucoma or macular

degeneration .
o PMB V1%

Unilateral or bilateral, and unrepaired

Hearing impairment

CMB AR

Very hard of hearing, even with hearing aids

6. BONE/JOINT

11/26/2013 6:01 PM



Comorbidities

httpsi/frarediscasesnetwork.epi.usT.edu/RDNWEBAPPDEMO/Forms...

Symptomatic and requiring treatment or with

3of3

Osteocarthritis ostecarthritic changes noted on radiographic N U
A [)A studies
Degenerative disc Svmptomatic and i treatment
. ; : ymptomatic and requiring treatment or
disease (Sp'{lnal §tet:105‘is symptormatic and with degenerative disc disease N U
or ‘seivere CATONRIC bac noted on radiographic studies
pain N
CMB-. DIsC
Avascular necrosis fgng}ct;nr:;:rt}:ltc with pain secondary to AVN or joint N U
(MB- AVN i
: . T Score < or equal to minus 1.5 or on treatment ‘
OSteOpeE’Eé%Ste%?gogs with a bisphosphonate N U
. Lupus, mixed connective tissue disorder, .
Rheumat;l;ﬁi; RA rheumatoid arthritis, pelymyalgia rheumatica N U
[ 1% w2
7. OTHER COMORBIDITIES
. Requiring current treatment with antimicrobial _
Infe .
n ctlor(llm g fNFX (not prophylaxis) N U
Serum creatinine > 2 mg/dL, on dialysis, or prior _
MOdera?ﬁ]\"%@regéa& renal transplantation N U
. . . Treated at any time point in the patient’s past .
Prior Sz%%a“ggi?gy history, excluding nonmelanoma skin cancer N U
8. PHYSICAL EXAM - Anthropometry
HT- CMB.. cm HT_eMB - in HT_CMB - tul
Height cm o in 3'} Not Done
W= CMB - kg W T-CMB- th Wi eMiB - ad
Weight kg - ths “* Not Done
Save  Print |  Close Window '

11/26/2013 6:01 PM



Medication-Steroids

hitps:/frarediseasesnetwork.epi.usf.edw/RDNWEBAPPDEMO/Forms...

Protocol # 6501 ~ Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID|101106 Date ofl ¢ nov 2013
Registration
Date of
local ID|0101100 . 26 Sep 2013
Baseline Exam
Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Medication-Steroids Form il _ i5i 74~ medications vevsed

* These fields are required in order to SAVE the form

All fields shoutd be filled out for each Medication for eCRF to be "COMPLETE" in tracking system

Date of Visit:*

Date

Interviewer User ID:*

User ID is required

Code
Add

: Patient is not on any steroids

Medication ) 7 -
RxNorm Code TCC- DOSCH  (mg mi)

Search term

1M Med &

Dose

D M ed . Cexle #

Units

Frequency
ster-freqg # (POIV)

Stee Unilse

Route

ster.. Rovkt.

¥

DEMO

lof 2

Save |

Print

Close Window

11/26/2013 6:02 PM
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Specimen Collection —-Aliquots Sampling Form Aohiaya01z
Page 1 o 3
O issariings
Protocol Number: 6502 Participant ID:
Site:
Person Completing Form: VeStoncian _\ oS v Sed
C%m/v\m ode = Sﬂ-c
Specimen Name | Barcode Box Insufficient | Volume | Cell Location | Comments
, Number Number | Volume Count in Box
NMDP PBMC 6
aliquots — Tube 1 a mL x10
NMDP PBMC 6
aliquots — Tube 2 Q mL x10
NMDP PBMC P
aliquots — Tube 3 | mL x10
NMDP PBMC 6
aliquots — Tube 4 a mlL x10
NMDP PBMC 6
aliquots — Tube 5 Q mL x10
NMDP PBMC 6
aliquots — Tube 6 Q mL x10
NMDP PBMC 6
aliquots — Tube 7 | mL x10
NMDP PBMC 6
aliquots — Tube 8 4 mL x10
NMDP Heparin
Plasma aliquots — O mL x10°
Tube |
NMDP Heparin
Plasma aliquots — D mL x10°
Tube 2
G Geuh A\/\V& ol @Db\ocwwa\ﬂ box  hsulbaent.  Volume box_loe  Cormvnark S
g vo L CLU - (o
Stzdus = Aloe lorvietn

Aed QD(/PWU CJZS%\/%)
Mﬁuﬂgﬁ@(
Lsvo Couh ok



RARE 15, ¢ g a crc

; WREDsEAsES
CLINICAL R pspaRCH
NETWORK

rentetinta National Tnstitudes of Heaith

Protocol Number: 6502

Specimen Collection —Aliquots Sampling Form

Site:

Person Completing Form:

Participant ID:

24May2012
Version 1.1
Page20of3

NMDP Heparin
Plasma aliquots —
Tube 3

mL

x10°

NMDP Heparin
Plasma aliquots —
Tube 4

mL

x10°

NMDP Heparin
Plasma aliquots —
Tube 5

mL

x10°

NMDP Heparin
Plasma aliquots —
Tube 6

mL

x10°

NMDP Heparin
Plasma aliquots —
Tube 7

mL

x10°

NMDP Heparin
Plasma aliquots —
Tube 8

mL

x10°

NMDP Heparin
Plasma aliquots —
Tube 9

mlL

x10°

NMDP Heparin
Plasma aliquots —
Tube 10

mL

x10°

NMDP Heparin
Plasma aliquots —
Tube 11

mlL

x10°

Miklos Heparin
Plasma aliquots —
Tube |

mL

x10°

UNC EDTA Plasma
aliquots — Tube 1

o/ oo 0000 0 0|00

mlL

x10°




Spiseass
ALRESEARCH
NETWORK

st e National fustitutes of Heaith

Protocol Number: 6502

. Ra
CLINIC

Specimen Collection —Aliquots Sampling Form

Site:

Person Completing Form:

Participant ID:

24May2012
Version 1.1
Page 3 of 3

UNC EDTA Plasma
aliquots —~ Tube 2

mL

x10°

UNC EDTA Plasma
aliquots — Tube 3

U

mL

x10°

UNC EDTA Plasma
aliquots — Tube 4

mL

x10°




Concomitant Medications https://www.rarediseasesnetwork.org/rdnwebapp/Forms/Common/Co...

Protocal # 6502 - A Randomized Phase 1 Study of Imatinit and Riteximab for Cu...

Date of
Registration

Participant ID{229841 23 Jun 2014

s
Status |Eligible
Site ID |Fred Hutchinson Cancer Research Center {cGVHD)

oce Hhan 3month S *

Treatment

Treétment Assign
Date

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

19 e ,
Treatment StartE% Jun 2014

23 Jun 2014 Date|

Concomitant Medications  {*51comitait Mecls

* These fields are required in order (o SAVE the form
* These fields are required in order to COMPLETE the form

!Date of Visit: Date
EInterviewer User ID:*
" Medication | ose | umits Frequency Route " Indication | start |
. . ) A . B
Search term/RxNornn Code ] {myg,mb) {BID,TIO) {PO,IV,etc.} Search term/SNOMED Code
i
(onosses Code | Con roudlg# Code |

Loncessesp N
Corassesp X b

. ConKimed # / f

{Contry:

prescribed

con continving W

/

»3 lContinuing 7
mont_h_s__ i
since

tonRewde #

lonSived® /|
Conseodet

Save Print Ciose Window

(on Stork DO#
ConStecktam T o )

Conunits#

I of2 6/26/2014 10:47 AM



ProviderSurvey

https://rarediseasesnetwork.epi.usf.edu/RDNWEBAPP/Forms/65C...

Protocol # 6502 - A Randomized Phase I1 Study of Imatinib and Rituximab for Cu...

Participant ID /121393 Regigfat;:; 11 Mar 2013
Local 1D(0201011
Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Treatment

Rituximab Dose: 375 mg/m2 IV weekly x 4

Treatment Assign
Date

11 Mar 2013

Treatment Start
Date

20 Mar 2013
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Enrollment
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Oravidec.. Survey

* These fields are required in order to SAVE the form

* These fields are required in order to COMPLETE the form

Date of Visit:*

Date

Interviewer User ID:*

User ID is required

mpl- VY

| of 9

Date completed: M D_compl ~ DD, MD .- compi - /f?/{-’f?{/ A0
SKIN
1.
Non-moveable
Check ONE area of the Erythematous Moveable subcutaneous
body as the sentinel lesion rash of any sort sclerosis sclerosis or
fasciitis

1. Head/neck/scalp . . - q% Lg% A%
1 Headfnec/Scalb k.1 Ekinl Mskin] " Fokinl”
2. Anterior torso . - Y% Ao IS
o SL1Z. skl MskinZ” Frkind”
3. Posterior torso . oL 0 -
ke 513 Eskin? Hskind Fskins”
4, Left upper extremity _. ' RV . _ %

eIt Uppet TR Eskind” Moskipd Esiand”
5. Right tremity ., .0 R - 9%

Nt upper XTeMYSi 151 \Eskun® HskinD sking”
6. Left lower extremity, % % %
(incl. L buttock) 5 9 ¢, Zsking Afskin Fskiné
7. Right lower extremity, % % %
(indl. R buttock) 57 7_7 Eskinl Askin? Fskin7

Hali L i ) 0 v L0

8. Genitalia Not examined E‘S kl’ 0 8/0 | A’ /f‘i kiﬂ@g E“‘) kin 3/0
SLIZ8 Gen - BIA
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Skin sclerotic
changes

Normal

Thickened with Thickened cver Thickened,

Hidebound,

pockets of majority of unable to anabie to pinch
\J ‘T)Ki i1 normal skin skin move
3.
r -
0 % 1 2 3
No symptoms < 18% BSA with 19-50% BSA CR >50% BSA OR deep
disease signs but NO involvement with sclerotic features
Skin Score scierotic features superficial sclerotic  “hidebound” (unable
. features “not to pinch) OR
c:j(f JEin hidebound” (able to  impaired mobility,
pinch) ulceration or severe
pruritus
Fascia Normal Tight with normal  Tight Tight, unable to
| Féﬁc-f& areas move
4,
- Clinical Skin Features
dlcer -

Aoy

“fUlcer  Location:  (/ Jacir. loe.

Largest dimension (cm):

ilc ..

5.

" Maculopapular rash _Z/Fatsh

" Keratosis pilaris

Kpil

" Lichen planus-like lesions L!éh

- Papulosquamaus lesions or icthyosis [c H?

" Poikiloderma

Foik

* Hair involvement  {_ 4~

Pruritus

Prut

* i Nail involvement NCM‘

' Other, specify: 0;‘%5 Kin , 0H’;:s'mw:>}2

SLZ

209

5.
Fraction of Grade 3 Fraction of Grade 3
% or 4 Areas with Yo or 4 Areas with
Region | Grade | Area of Erythema Region | Grade | Area of Erythama
Grade ({indicate up to what Grade (indicate up to what
fraction is involved) fraction is involved)
1. Head, 6. BTN
Neck and 0 Right 0
% %
Scalp Hand
Tx1-0 T556-0

4/2/2013 12:50 PM
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Sz 2

523

309

Tss 1

T3¢ . 3a
e T

0 v % % 1

Ta52.0

Ta5 7.1

2. Chest

B32-2
75573

324

Tas 7.3

f—"‘“"’”“'”"‘”_.l

0 W v 34 1

0 Y Ve 31 |

R

{33530

Ts53 1
3.

Abdomen
and

Genitals

13333

RWA

T334

[Fotal=100%

TE57.-Ha
S
"

8

T 5 2
Eﬁo l

0 Vs h 3% 14

LO Va 34 1 \1

5582

fTotel= | 100%

Ts54-0
4. Back

and
Buttocks

mda|

T25 3.4,
AN
s
-
I
e N
BN

E A

I . .
0 v 12 34 1

0 v V2 34 1
\,__ﬂ—-ww———«m—m“!

Yo Y2 34 1

2
559 - 44
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ProviderSurvey
[ 559 % 5
Yo
. ; - 4 4
Bj éIL E“‘Sk)q,.‘% _______________ % ]
[Totai=[ 100%
7 R &
e EXN i ny
35 0 - 7 0 e
T J 0 Y% h-a%;- T%\)lowk O [
b T S i D
k - .F..w 1 r .I B) j[)-w l 1 T
[ERe % %10, % lg
5. Right - - _ 2 Left B
s/ 7 Arm 2 o T555.. 2. ¢ leg 2 o 3510 Z
DL_ o R / ?__ r—' ] . I and /U 2 } :
& 0 Y% v2 3% 1 Foot 0 Y v w1
T:f"i fj -3 ¥ % b 3 %
_ L?[ 10 s w1 (E3 -3 0 % %2 % 1
\-jﬁj‘}w 4 i T i 4 4 .
5 % s g 5310 P Tsslo-4Hq
[Total=] 100% [Total=[ 100%
ROM & MOUTH
6. ROM
[ 1 [ 2 ! ‘‘‘‘‘ 3 1 4 I 5 6 1 7
Shoulder
_ Kot _she
Efbow
RoM.. elh
Wrist and Fingers ROM WN
N‘Foot Dorsiflexion K 0 M“ ’(3«0 O’f"
7.
| 0 1 2 3
Ne symptoms Mild symptoms Moderate Severe symptoms

40f9

Mouth Score

SE-. Mok

with disease signs
but not limiting
oral intake
significantly

symptoms with
signs with partial
limitation of cral
intake

with disease signs
on examination
with major
limitation of cral
intake

Mout

h Erythema

R _mosHh £

None

Mid erythema OR
Moderate

Moderate
(225%) OR

Severe erythema
(=25%)

4/2/2013 12:50 PM
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erythema Severe erythema
{<25%) (<25%)
Lichenoid None Hyperkeratotic Hyperkeratotic Hyperkeratotic
changes changes changes
. ) p . (<25%) {25-50%) {>50%)
R mouthi.. L.
Ulcers None None Ulcers inwvolving  Severe
(220%) uicerations
R imouHh.. 14 (>20%)
Mucoceles
(of lower
labia
and None 1-5 mucoceles 6-10 scattered Qver 10
soft palate mucoceles mucoceles

o R ot .. M

Mouth Pain No symptoms Food sensitivity Pain requiring Unable to eat
- narcotics
S oiuth
GASTROINTESTINAL
8.
0 1 2 3
No symptems Symptoms such as Symptoms Symptoms

GI Tract Score

STAEY

dysphagia,
anorexia, nausea,
vomiting,

associated with
mild to moderate
weight loss

abdominal pain or (5-15%;)

diarrhea without
significant weight
loss (<5%)

associated with
significant weight
loss >15%,
requires
nutritional
supplement for
most calorie needs
OR esophageal
diiation

Gastro-

intestinal

K- UGl

Esophagus No esophageal Occasional Intermittent Dysphagia or
symptoms dysphagia or dysphagia or odynophagia for
. odynophagia with odynophagia with almost all oral
Dysphagia solid food or pills  sotid food or pills  intake, on almost
OR during the past  (but not for every day of the
Odynophagia week liguids or soft past week
i foods) during the
KW E3> past week
Upper GI
Early satiety _ _
No symptems Mild, occasional  Moderate, More severe or

47212043 12:50 PM



ProviderSurvey

VN _exa

6of 9

https://rarediseasesnetwork.epi.usf.edw/RDNWERBA PP/Formis/65C...

]

SC- e

asymptomatic
signs of kerato-

conjunctivitis sicca

WITHOUT vision
impairment

OR symptoms with intermittent persistent
A ) littie reduction in  symptoms symptoms
nhorexia oral intake during throughout the throughout the
the past week day, with some  day, with marked
OR reduction in oral  reduction in orai
Nausea & intake, during the intake, on almost
vomiti past week every day of the
° ng past week
Mo loose or liquid Occasional loose  Intermittent lcose Voluminous
stools during the or liquid stocls,  or liguid stools diarrhea on
Lower GI past week on some days through-out the  almost every day
auring the past day, on almost of thg'past week
Diarrh week every day of the !'equmng.
larrnea past week intervention to
without requiring prevent or correct
intervention to volume depletion
R n L.C»i j prevent or correct
volume depletion
OTHER ORGANS
9,
0 1 2 3
No symptoms Mild dry eye Moderate dry eye Severe dry eye
symptoms not symptoms symptoms
affecting ADL partially affecting significantly
(requiring eye ADL (requiring eye affecting ADL
drops <3x per drops >3x per day (special eyewear
Eye Score day) OR or punctual plugs) to relieve pain) OR

unable to work
because of ocular
symptoms OR loss
of vision caused
by kerato-

conjunctivitis sicca

Joints and Fascia Score

SC .,,..J'om%

Mo symptoms

Mild tightness of
arms or iegs,
normal or mild
decreased range
of motion {ROM)
AND not affecting
ADL

Tightness of arms
or legs OR joint
contractures,
erythema thought
due to fasciitis,
moderate
decrease RQOM
AND miid to
moderate
limitation of ADL

Contracture WITH
significant
decrease of ROM
AND significant
limitation of ADL
(unable to tie
shoes, button
shirts, dress seif
etc.)

Genital Tract Score

No GYN Exam
SC-gen i tal

No symptoms

Symptomatic with
mild distinct signs

Symptomatic with
distinct signs on

Symptomatic
WITH advanced

4/2/2013 12:50 PM
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on exam AND no
effect on coitus

exam AND with
mild dyspareunia

signs (stricture,
labia agglutination

and minimal or discomfort with or severe
discomfort with GYN exam ulceration} AND
NB: score still required GYN exam severe pain with
coitus or inability
to insert vaginal
spectrum
No symptoms Mild symptoms Moderate Severe symptoms
L S (shortness of symptoms (shortness of
ung Score breath after (shortness of breath at rest;
climbing one flight breath after requiring 02)
C — ‘Uﬂq of steps) walking on flat

ground)

t
<
=

Other Organ Score,
specify:

Se-oth|-specl

No effect on ADL

Mild effect on ADL

ADL

Moderate effect on

Severe effect on
ADL

Other Organ Scote,

SpEF:Ify: » No effect on ADL  Mild effect on ADL Moderate effect on Severe effect on
Se-othl.specz | ADL ADL §
Add Other
OVERALL STATUS
10.
| Please rate the severity of this person’s GVHD AL S MAS
on this scale None(0) Mild(1) Moderate(2) Severe(3)
cGVHD
cGVHD Symptoms
Symptoms are most
MD-zevio :;eszgéfet severe
and on this scale possivle
(select one) ‘0t 2 °3 4 5 6 7 8 9 10

11.

Reasons for changing therapeutic regimen (check all that apply)

*1 Not applicable, no changes made [RxC. h(j na

L.} Adjust levels of medications Lxcth ~level

- Enroll on clinical trial Kxchq il

" Worsening of symptoms K)(Cf’ltjﬂ WOrsCe

% No improvement in symptoms RKCM NOVMPTOY

.+ Toxicity Rxc,hg

' New symptoms RA’CH(j - s X ‘
i Improvement in symptoms (}((_,héj - H PO
L Disease relapse RX(J’Ig

_tox

- rel

Stable Kxchg - stable

7 0f 9

4/2/2013 12:50 PM
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Sentinel Organ

Response in which organ system will guide your treatment decisions (If more than one, please
rank)

If ranked, please provide number

+skin HOK —~3Kin

= Joints SOK .. joint

" Fascia spKR .. fasclq

“ilung SOR . ton

" Urogenital SOK .._“ﬂdi’li tal

Cliver SOK . ver

" Mouth SOK - mooth

" Esophagus 50— €50

- Lower G 50R _ 1.Gl
Other 50K _ ot+h

If Other, specify: s0_ oths pec

13.

Does this person currently have:

4(/{.{0 aum:znf— - Late acute GVHD (1)

Overlap acute and chronic GVHD (2)
-+ Classic chronic GVHD (3)

“No GVHD (0)
14.
Infection | 0 1 2 3 a
J-inf
None Mild, topical or Moderate, Severe, Life-threatening
no therapy localized, gystemic infection
required requiring oral infection
treatment requiring iV

S A anti-infective,
\J”‘nfu" ’D mold-active orai
antifungaj or

hospitalization

For 2-4.
Pending lab Unidentified Identified
report (1) organism (2) organism {3}
Identified organism(3), specify: o i 1£,... SPEC

15.

gof 9 4/2/2013 12:50 PM
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Peripheral Edema? - None (0) “Tr (9) 1+ 2+ 3+ 4+

16.

Other indicators, clinical manifestations or severe complications related to chronic GVHD

Moderate

Never (0) (3)

not now

(1)

Mild (2) Severe (4)

1. Pleural Effusion(s) (;M(

2. Bronchiolitis obliterans C/MZ

3. Bronchiolitis obliterans organizing
pneumonia [%M-%

4, Nephrotic syndrome C//f"’/

5. Malabsorption / A ff‘l

6. Esophageal stricture or web % /1’/127

7. Ascites (serositis) N /7

8. Myasthenia Gravis .
4 VS OUE

9. Peripheral Neuropathy O

10. Polymyositis /! /ﬂ/ / &

11. Pericardial Effusion CW f; /

12. Cardiomyopathy / /d%/ 7
13. Cardiac conduction defectsd/%//jv

714. Coronary artery involvement(W /7/

15 Other, please spé::ify: o 7! _
A

CHI5 - o

16. Othﬁér, pleasévépecify: Y2 i W7 '25/04‘25 #

17. Other, please specify: L4775~ 0/%?‘5,6'6’6# _ _

Add Other

I |[»ED] | P

Save Print Close Window

Gof9 4212013 12:50 PM



OVERALL STATUS

14.

N Follow-uf vERrdleN

;N;;Si e —

ON LY

chan
Not Moderately. - Moderately
involved much better (3) ~| ~worse(7) | ~ much
0) better (2) , worse (8)
C%@ | Mouth o) o) o o o o) o o)
N Skin O O O O O O O O
u\/\6 S el
Cloiy —| B3¢ © o o o o o 0 o
elasy | Jointp O O O o O O O O
)M—-
_<__| Chronic
/ C/(ném GVHD{ O @) O O O O O O
Overall
What are your reasons for how you rated
“chronic GVHD overall"? (*JM) -vealon
Write in Wb
{For example, has an organ or symptom
improved or worsened?)
Infection ~ |O None O Mild, topical orno |O Moderate, O Severe, systemic  |O] Life-
- therapy required localized, requiring infection requiring threatening
oral treatment IV anti-infective, infection
mold-active oral
antifungal or
hospitalization
For 2-4: O Pending lab report |O Unidentified organism 2y O Identified organism, specify (3):
(1

7 None (0)

ST () SEr

- oy

13+
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant ID|129841 RegiSthatEg: 23 Jun 2014
Local ID|0201020
Status Eligible
Site ID |Fred Hutchinson Cancer Research Center (cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment 2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey _ .. . .
Enrollment Pa 'f’l(,"ﬂ"{",, 5(““/55
Page: 1 of 16
COCEE)  BIFEGD
| * These fields are required in order to SAVE the form
| * These fields are required in order to COMPLETE the form
Date of Visit: * Date Invalid Date of Visit

Interviewer User ID:*

User 1D is required

. ompi —ﬁfg}Date completed:

2k ompl-M

Ph-Coinpl VY]

lof2

Date not valid

Section 1: Your Chronic Graft vs. Host Disease (GVHD) Symptoms

Not

Present

As Bad As You
Can Imagine -

1 1. Your chronic GVHD

+ WORST?

PR G

symptoms overall? o o 1 w2 @3 @4 =5 26 27 ©8 w9 ©10
2. Your skin itching at its B -
WORST? 257 1 72 3 %4 5 76 7 ©8 9 <10
3. Your mouth dryness at its o,
4. Your mouth pain at its .
5. Your mouth sensitivity at - _

| 6. Your eye problem at its { o 3 ca 5 g o7 o8 t9 10

'+ 7. What is your main
complaint with regard to

your eyes? pﬁQ 7

6/26/2014 10:33 AM
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8, Vulvovaginal Symptoms (females only):

1 Do you have any burning, pain or discomfort in the area of your

vagina, vulva or labia? - OR - Do you have any discomfort or

 Yes
* No

medications?

PsR 10

| pain with sexual intercourse? P 5 R ¢ > Not applicable
“* None
19, Overall, how would you rate the severity of your chronic graft ~ Mild
| versus host disease? & Moderate
. “ Severe
173R9
10. Do you think your chronic GVHD symptoms are in good " No
enough control to decrease your immunosuppressive o Yeg

* Not applicable

COC =g) 1+ [ ]sd][»1]

‘Save - Print . Close Window

6/26/2014 10:33 AM



o Follows-uP VERSION ooy

Not Compl- Very Moder-  Alittle About Alitle  Moder- Very

involved etely much ately better the worse ately much
with gone better better same worse worse
GVHD
- GVHD sympto
P31, ove,a”ypms - 01 02 03 04 05 06 O7 O8
psR. 12, Mouth 0 o1 02 03 04 O5 06 O7 O8
PSR 13, Skin o0 o1 02 03 04 0O5 06 07 O©O8
psR 14. Eye 00 ©1 02 ©03 04 O0O5 06 ©O7 ©O8
PR 15. Joints 00 o1 02 03 04 O5 06 O7 O8

PS@ 16. What are your reasons for saying your chronic GVHD is better or worse overall? (Is there a symptom of particular concem
to you that has changed?

(Write in)

Free text
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant ID|129841 Dateof) 5 5un 2014
Registration

Local ID{0201020
Status |Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Imatinib Dose; 200 mg PO daily (Age > 19} or 130 mg/m2 PO daily (Age

Treatment 2-16)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enrollment
Page: 2 of 16
<[« i[+a) 2 [» ][») »1]
i * These fields are required in order to SAVE the form
I ) * These fields are required in order to COMPLETE the form
Date of Visit: * Date
Interviewer User ID:*
i Section 2:
By circling one (1) number per ling, please indicate how much you have been bothered by the following
| problems in the past month:
SKIN: 1 Not at all Slightly | Moderately . Qul;?:a | Extremeiy%
1. Abnormal skin color . 0 1 o2 3 4
B DX
2. Rashes r 0 | ) 3 C4
oKZ
3. Thickened skin . S0 S| ] 3 4
SKA3 _
4, Sores on skin . 20 | o2 3 o4
¥
5. Itchy skin =0 | 29 w3 g
i SK5 - |
- Quitea :
EYES AND MOUTH: i Notatall | Slightly | Moderately bit | Extremely
6. Dry eyes . 0 1 2 3 4
SXG
1 7. Need to use eye drops frequent] el o S} i3 4
5K
8. Difficulty seeing clearl ‘ot O =0 wiq 5 o3 “ 4
ty g y S ¥ E

1of2 6/26/2014 10:35 AM
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9. Need to avoid certain foods due to .
mouth pain e 0 1 2 3 4
o) i
10. Ulcers in mouth v ) @y ) ©03 w4
2XI0
11, Receiving nutrition from an 0 ) f o 3 4
intravenous line or feeding tubejx ”
BREATHING: Notatall | Slightly |Moderately Q“;:f 2 | Extremety
12, Frequent cough ‘ ) o ) i3 o4
- SXZ.
13. Colored sputum i 0 1 2 3 4
SX13
14. Shortness of breath with exercis v 0 1 w2 3 4
K|
15. Shortness of breath at rest Ci 0 i q ) S i 4
4 ()
16. Need to use oxygen o =0 g i) 3 4
X

L ) 2 [ e ][ »1]

Save  Print = Close Window

20f2 6/26/2014 10:35 AM
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Date of

Participant ID{129841 Registration 23 Jun 2014
Local ID{0201020
Status|Eligible
B Site ID!Fred Hutchinson Cancer Research Center (cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment 2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enroliment
Page: 3 of 16

< (< g3 [ =) ]

r * These fields are required in order to SAVE the form
I * These fields are required in order to COMPLETE the form
E)ate of Visit: # Date
Interviewer User 1D:*
i Section 2: (cont.)
| f \ Quitea f
EATING AND DIGESTION: | Notatall - Slightly | Moderately bit ; Extremely ;
17. Difficulty swallowing sold foods, Q) G i) a3 w4
L “Ki =
| 18. Difficulty swallowing liquids _. . . 20 o1 ) 03 4
K18
i 19, Vomiting . S i ) 403 g
SA1d -
20. Weight loss P S 50 i ) @3 g
e SKI0 - )
. . : . Quitea :
MUSCLES AND JOINTS: i Notatall Slightly | Moderately bit ; Extremely |
191, Joint and muscle aches ., ., 4 50 s ) 3 4
SKZI
122, Limited joint movement ., . o0 v q ) 73 5 4
o KZZ.
23. Muscle cramps sy 2 Y i) 53 o4
. OKLS
24. Weak muscles — Q) €1 ) 53 4
sxzd | oy o
ENERGY: | Notatall | Slightly | Moderately [ Qut;:;aa "_ Extremely

iof?2

6/26/2014 10:38 AM
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25. Loss of energy "0 1 2 w3 4
DAZH
26, Need to sleep more/ takeg@ps ) 10 ] ] 3 4
). ¢l
27. Fevers S 20 iy ) “0 3 5 g
IX2F
MENTAL AND EMOTIONAL: I N | i Quitea
: ot at all | Slightly | Moderately bit | Extremely -
28. Depression S s o .
29. Anxiety S 0 1 9 “: 3 o4
5X29
30. Difficulty sleeping e o0 1 2 3 i 4
- SXL
U =8] 3 [ > |[+u)[»1]
Save - Print | Close_Windqw_'

6/26/2014 10:38 AM



PatientSurvey

1 nf?

hitps://www.rarediseasesnetwork.org/ rdnwebapp/Forms/63CGVHDY...

Protocol # 6502 - A Randomized Phase 1T Study of Imatinib and Rituximab for Cu...

Participant ID|129841 Date ofl 53 3un 2014
, Registration
Local ID|0201020
Status |Eligible
Site ID!Fred Hutchinson Cancer Research Center (cGVHD)
Treatment Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age
2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enrollment
Page: 4 of 16
!H 15-»4|> *Sézlﬁ]bil
I * These fields are required in order to SAVE the form
[ * These fields are required in order to COMPLETE the form
Date of Visit: * Date
Interviewer User ID:*
1 Section 3:
Have you experienced any of the & All of the Most of Half of Some of None of '
| following during the last week? time the time | thefime | thetime | the time @
1. Eyes that are sensitive to light?, 4 o3 2 1 0
oDl
2. Eyes that feel gritty? o 4 3 o2 1 0
D7
3. Painful or sore eyes? e T4 3 w2 1 0
oS
4, Blurred vision? 4 3 w2 1 )
o4
5. Poor vision? T - 4 “ 3 2 1 0
oD
Have probiems with your eyes All of | Most of | Half of Some | None of Not
limited you in performing any of the the the the of the the anplicable
following during the last week? time time time time time PP
6. Reading? i/ o4 03 2 1 ) 5 NJA
] Y
7. Driving at night? 007 i 4 3 ) i 0 NJA
8. Working with a computer or bank .
machine (ATM)? ODE 4 3 2 1 0 - N/A

6/26/2014 10:38 AM
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9. Watching Tv? _ 4 93 ) st 0 ©NJA
o004 | .
Have your eyes felt uncomfortable Allof | Mostof | Halfof | Some | None of : Not
in any of the following situations the the the ofthe | the applicable :
during the last week? : time time time time time PP
10. Windy conditions? ‘ | ©3 i) i ) 5 NJA
A0
. Pla eas with low humidi . .
11 ces?or areas with low hu ‘ Idlty 4 g 5 ) 0 A
(very dry)s O Di ‘
| 12. Areas that are air conditi%nﬁ?? 4 3 o2 1 g “ N/A
{

Ll l=a] 4 [» ][]

Save

20f2

Print . Close Window. |

6/26/2014 10:38 AM
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...
Date of
Registration
Local ID|0201020 |
Status|Eligible J
site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age
2-19)

Participant 1D{129841 23 Jun 2014

Treatment

Treatment Assign
Date

23 Jun 2014 26 Jun 2014

Date

\ Treatment Start

Patient Survey
Enroliment

Page: 5 of 16

{ * These fields are required in order to SAVE the form
r * These fields are required in order to COMPLETE the form

1Date of Visit: * Date

ﬁntewiewer User ID:*

rsmection 4: Quality of Your Life After Your Transplant

| PHYSICAL WELL-BEING: | Notatall | Alittle bit S\:‘ﬁ;’ Q“;ff a ;ﬁ:’[’
1 1.1 have a lack of energy F I £ 0 | #9 73 o4
12.1 have nausea - 0 SO | S ) 3 4
FZ k
3. Because of my physical condition, I -
have trouble meeting the needs of my | 0 g ) w3 4
family F &
4. I have pain FLJ‘ i 1 ) o3 ' 4
5.1 am bothered by side effects of . .
treatment F5 ' 0 w1 2 3 4
6. I feel ill o 50 | 7 o3 o g
L Fé
| 7. 1 am forced to spend time in beﬁ 7 LI o1 2 3 4
SOCIAL/FAMILY WELL-BEING: E(Nut at all 'F little bit | ot :( Quitea | e
(8. I feel close to my friends F_ £ 50 S | ) 23 4

1 ~f" 6/26/2014 10:38 AM
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9. I get emotional support from my

family r:,q L 2 o3 4
10. I get support from my friends_ . 1 2 3 4
Fio
11. My family has accepted my i[!ﬂeﬁss 1 2 3 4
- £l
12. T am satisfied with family 5 3 4
communication about my illness FiZ ! '
13. I feel close to my partner (or the 1 5 3 4

person who is my main support) 1%

Regardiess of your current level of sexual activity, please answer the following question.

If you prefer not to answer it, please check this box and go to the next section. N F{ 4 S ki P

14, T am satisfied with my sex life ‘:—'_g 0

1 ©2 -3 4

LGl =g 5 [ » (=] »1]

Save

Close Window
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant ID|129841 Date oft )5 yun 2014
Registration

l.ocal ID|0201020
Status|Eligible
site ID |Fred Hutchinson Cancer Research Center (¢cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment 2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enroliment
Page: 6 of 16
O« Je=a) s (> =)l »1]

} * These fields are required in order to SAVE the form
( * These fields are required in order to COMPLETE the form
Date of Visit: * Date
Interviewer User ID:*
[ Section 4: Quality of Your Life After Your Transplant (cont.)
| EMOTIONAL WELL-BEING: | Notatall | A little bit Sﬁ:’; Q“,;ff a I:ﬁm

15. 1 feel sad - o0 SN 2 3 4

FI5

16. I am satisfied with how I am 0 1 - 3 4

coping with my illness Ei, '

17. I am losing hope in the fight

against my iliness F |7 0 1 2 3 4

18. I feel nervous o 0 S | 2 23 w4

FIE

1191 worry about dying qu 0 oq i) o3 )

20. T worry that my condition will get 0 i “y 3 4

worse F Z ",
| FUNCTIONAL WELL-BEING: Not at all ‘;ifme l fv‘;l':f l Si‘:'tea \ ::f::h
121, T am able to work (include work at 0 1 o 3 4

home) F7 i )

22, My work (include work at home) is 0 i o 3 4

fulfilling FZZ ’

1 0f?2 6/26/2014 10038 AM
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L4 “.:>

23. I am able to enjoy life F73 0 S| o2 3 4

24. T have accepted my illness Ffzzi} 0 1 v 2 3 4

25, 1 am sleeping well PR 50 | ) 3 v 4

] F 25

26. I am enjoying the things I usually ) N y _ 5
- 0 S| v 2 i3 4

do for fun F 26

27. 1 am content with the quality of - - . _ -

my life right now lT227 0 -1 2 3 4

ADDITIONAL CONCERNS: Not at all ‘;‘i?“'e Some- Quite @ very

28. 1 am concerned about keeping my - - o - 4

job (include work at home) ,::7;:5 ' ' ' '

29. 1 feel distant from other people 20 | 2 53 o4
E24

30. I worry that the transplant will not 0 - g 3 Y4

work F 570 ' ' ' .

31. The effects of treatment are worse q <1 5 3 o4

than I had imagined ';:5; ' '

32. I have a good appetite FZZ. g i | 2 o3 4

33. 1 like the appearance of my body ) ! 22 o3 04
£33

34. I am able to get around by"mzfself [N | » 2 3 4

' F 34

35. I get tired easily R 1) 3 ) =3 “ 4
35

36. I am interested in sex F 2 o0 2 ) 13 g

37. 1 have confidence in my nurse‘(ys)7 ) iy ) 3 24

O<Ea s [ =A)e1]

Save

Print - Close Window
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant ID|129841 Date ofl 5 3n 2014
Registration
Local ID{0201020
B Status|Eligible
Site 1D |Ered Hutchinson Cancer Research Center (cGVHD)
Treatment Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age
2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
B Date Date
Patient Survey
Enroliment
Page: 7 of 16
OO ]ea) 7 [ J=u) 1]
| * These fields are required in order to SAVE the form
1 * These fields are required in order to COMPLETE the form
Date of Visit: * Dat

Interviewer User ID:*

l Section 5: Your Health and Well-Being

1. Which statement describes how you feel most of the time? (please check one) KP: S [

. Normal, no difficulties with daily activities
. Able to carry on normal activities, minor problems
. Normal activity with effort

. Able to care for self, but unable to carry on normal activity or active work

. Require considerable assistance and frequent medical care
. Disabled, require special care and assistance

1
2
3
4
* 5, Require occasional assistance, but able to care for most of needs
6
7
8. Severely disabled, hospitalized
9

. Very sick, hospitalized

2. In general, would you say your health is =5 FZ_,

[ Excellent |

3. Compared to one year ago, how would you rate your health in general now? 5'}’-‘5

Very good ] Good :l Fair [ Poor

Somewhat worse
now as one year
ago

About the same
now as one year :
ago :

Somewhat better—
now than cne year
ago

Much worse now |

as one year ago .

Much better now
than one year ago

6/26/2014 10:38 AM
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Protocol # 6502 - A Randomized Phase [T Study of Imatinib and Rituximab for Cu...

Participant ID{129841 Dateof|, 5 51n 2014
Registration
Local ID{0201020
Status|Eligible
Site 1D |Fred Hutchinson Cancer Research Center (¢GVHD)
Treatment Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age
2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enrollment
Page: 8 of 16

=g s [ ]l »1]

I * These fields are required in order to SAVE the form
17 * These fields are required in order to COMPLETE the form
Date of Visit: * Date
iInterviewer User ID:*
rSedion 5: Your Health and Well-Being (cont.)
The following questions are about activities you might do quring a typical day. Does your health how limit you in
| these activities? If so, how much?
Yes, limited | Yes, limited No, not
alot a little limited at all .
4. Vigorous activities, such as running, lifting heavy 1 o 3
objects, participating in strenuous sports ] F"/'
5. Moderate activities, such as moving a table, L o9 3
pushing a vacuum cleaner, bowling, or playing golfj-(; b
(e,
: 6. Lifting or carrying groceries 5 [ % 1 2 3
7. Climbing several flights of stairs 57 ] 2 3
8, Climbing one flight of stairs Ly 1 2 3
- . “ 57
9. Bending, kneeling, or stopping = F‘? 1 2 3
10, Walking more than a mile e 1 2 3
SEIG
11, Walking several hundred yards -""MF l [ 1 2 3 B
12. Walking one hundred yards g 1 2 3
’ Y SFI2
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13, Bathing or dressing yourself - ’ o | ) 73
SF13
1 During the past 4 weeks, how much of the time have you had ahy of the following problems with your work or
1 other reguiar qally activities as a restft of your physical hicalth?
Allofthe | Mostof | Someof | Alittleof | Noneof
time the time the time | the time the time |
14. Cut down on the amount of time ‘ .
you spent on work or other activities n# 1 -2 o3 4 5
15. Accomplished less than you would . . .
ke P Y e 1 ’2 <3 v 4 5
SF5
16. Were limited in the kind of work or . i
other activities P 1 2 3 -4 5
| DFlte
17. Had difficulty performing the work
or other activities (for example, it took | | 2 73 e 5
extra effort) S ’7

Ul )=a) s [ » )=l »1]

Save  Print | Close Window
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...
Participant ID|129841 Date ofl, 3 3n 2014
Registration
Local ID]0201020
Status |Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)
Treatment Izr_nlagu)mb Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enrollment
Page: 9 of 16
O =a) o (> =[]
I * These fields are required in order to SAVE the forrﬁ
l * These fields are required in order to COMPLETE the form
Date of Visit: * Date

Interviewer User ID:

®

(Section 5: Your Health and Well-Being (cont.)

i During the past 4 weeks,

other regular daily activities as a result of any emotional problems (such as feeling depressed or anxious)?

how much of the time have you had any of the following problems with your work or

Allofthe | Mostof | Someof | Alittleof | Noneof
time the time | thetime | thetime | thetime
1 18. Cut down on the amount of time
you spent on work or other activities o | £ 2 23 T4 g
as a result of any emotional problemg.. j-y
Y PPk e
19. Accomplished less than you would
like as a resuit of any emotional | L2 » 3 4 "5
problems = |~ ,cil
20, Did work or other activities lass N ) . . N
carefully than usual <20 o1 2 '3 -4 "5

21. During the past 4 weeks, to what extent has your physical heaith or emotional problems
interfered with your normal social activities with family, friends, neighbors, or groups? =5 ,"::"Z” }

i

| Notatall

Slightly | Moderately | Quitea bit | Extremely

| 22. How much bodily pain have you had during the past 4 weeks? 3F, 77,

| None

| Very Mild |

Mild | Moderate I Severe 1 Very Severe

6/26/2014 10:39 AM
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23. During the past 4 weeks, how much did pain interfere with your normal work (including both
work outside the home and housework)? -5 F275

| Notatall r A little bit 17 Moderately [ Quite a bit 1r Extremely

OO+ [ =]

Save  Print | Close Window |
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Protocol # 6502 - A Randomized Phase Il Study of Imatinib and Rituximab for Cu...

Participant ID|129841 Date ofl 3 3un 2014
Registration
Local ID|0201020
Status |Eligible
Site ID|Fred Hutchinson Cancer Research Center (¢GVHD)
Treatment Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age
2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enroliment
Page: 10 of 16
L =2 0 [ ][> ) »1]
l * These fields are required in order to SAVE the form
| * These fields are required in order to COMPLETE the form:
Date of Visit: # Date

Interviewer User ID:*

| Section 5: Your Health and Well-Being (cont.)

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.
| How much of the time during tha past 4 weeks...
Allofthe | Mostof | Someof | Alittleof | Noneof
time thetime | thetime | thetime | thetime :
H : ] . e N
24. Did you feel full of life: :erL]l 1 2 -3 4 5
25. Have you been very nervous?, . .| 1 ) 53 4 55
SFZD
26. Have you felt so down in the
dumps that nothing could cheeryou | 1 ) 3 i g o5
? iy g
o IFZe
27. Have you felt calm and peaceful? o ] 3 ) g
SFZ]
28. Did you have a lot of energy? . . 1 2 03 4 5
o) ¥ 4]
29, Have you felt downhearted and 1 5 - 4 .
| depressed? SFE74
i 7 - S
30. Did you feel worn out? 5!"50 i 2 73 ) 5

0/26/2014 10:39 AM



PatientSurvey

T2

https://www.rarediseasesnelwork.org/rdnwebapp/ Forms/65CGVHD/...

31. Have you been happy? . . i ) 3 -4 5
Y PPy :) f’!ﬁ [
32. Did you feel tired? o 7 )
y Sl =3 /. 1 2 3 4 5
33. 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.)? Ffj%
All of the time | Most of the time: Somg of the A Iittl_e of the ‘INone of the time
; time ~ time : _
Definitely Mostly Don't Mostly Definitely :
true true know false false
34. 1 seem to get sick a little easier , N _
than other people 2y 1 o2 3 4 5
SE3Y
35. I am as healthy as anybody I
know ' yf*—';r ! e 3 ot >
DD
36. I expect my health to get worse | 2 3 o4 5
SER |
37. My health is excellent .. i 2 23 L4 5
i SE31 i

<< )F8) 0 D ED

‘Save . Print ¢ Close Window
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Protocol # 6502 - A Randomized Phase 11 Study of Imatinib and Rituximab for Cu...

Participant ID|129841

Date of
Registration

23 Jun 2014

Local ID{0201020

Status|Eligible

Site IDiFred Hutchinson Cancer Research Center (cGVHD)

Treatment 2-19)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment Assign
Date

23 Jun 2014

Treatment Start
Date

26 Jun 2014

Patient Survey
Enrollment

Page: 11 of 16

OC<CjBEg] v [ ][]

* These fields are required in order to SAVE the form.

|

* These fields are required in order to COMPLETE the form

Date of Visit: *

Date

Interviewer User ID:*

i Section 6: Your Activity Level

Still Doing

(1)

This Activity
Activity {2)

Never Did
This Activity :
(3) :

assistance)

1. Getting in and out of chairs or bed (without

2. Listening to the radio

3. Reading books, magazines or newspapers H 5

4, Writing (letters, notes) )
HA

5. Working at a desk or table .-
H5

6. Standing (for more than one minute) H(:a

7. Standing (for more than five minutes) H 7 i

8. Dressing or undressing (without assistance) H {"
>

9. Getting clothes from drawers or closets H‘i’

6/26/2014 10:39 AM
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10. Getting in or out of a car (without assistance),

Ao
11. Dining at a restaurant
HUi
12. Playing cards/table games H
12
13. Taking a bath (no assistance needed) ! _“,,
3
14, Putting on shoes, stockings or socks (no ,
assistance needed) H H.
15. Attending a movie, play, church event or sports
activity Hi o)
16. Walking 30 yards (27 meters) H )
i

Ll =g] 1 [ =]

Save  Print | Close Window -
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Protoco! # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant ID|129841

Date of
Registration

23 Jun 2014

Local ID;0201020

Status|Eligible

Site 1D |Fred Hutchinson Cancer Research Center (CGVHD)

Treatment 2-19)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment Assign

23 Jun 2
Date 3 Jun 2014

Treatment Start

Date

26 Jun 2014

Patient Survey
Enrollment

Page: 12 of 16

O JEF) 2 [ =)l

* These fields are required in order to SAVE the form

* These fields are required in order to COMPLETE the form

Date of Visit: * Date

Interviewer User ID:*

Section 6: Your Activity Level (cont.)

Still Doing

This Activity

(1)

Have
Stopped
Deing This
Activity (2)

Never Did
This Activity

17. Walking 30 yards (non-stop)

Hi7

18. Dressing/undressing (no rest or break needed

19, Using public transportation or driving a car (100
miles or less) 14

| 20. Using public transportation or driving a car (99

miles or more) } _{ 2[3’
21. Cooking your own meals i,
HZI
22. Washing or drying dishes H
17
23. Putting groceries on shelves -
HZ3

24. Ironing or folding clothes

Hr

25, Dusting/polishing furniture or polishing cars HZ‘-‘?

6/26/2014 10:39 AM
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26. Showering HZJQ) )
27. Climbing six steps HZ7 |
28. Climbing six steps (non-stop) ! _Jr 7 5
29. Climbing nine steps HZ‘(
30. Climbing 12 steps Hﬁ@
31. Walking 2 block on level ground i“}% ! —
32. Walking V2 block on level ground {non-stop} sz
33, Making a bed (not changing sheets) HDq’)?
34, Cleaning windows Hg‘ 1!(
35. Kneeling, squatting to do light work ‘ _{5 5
36. Carrying a light load of groceries | _., 2 Q
37. Climbing nine steps {non-stop) i _'{ 5]

N[ )+=F) 2 [ » >

1)

Save, Printé Close Window§
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Participant ID|129841 Date ofl 3 yun 2014
Registration
tocal ID|0201.020
Status|Eligible
Site ID{Fred Hutchinson Cancer Research Center (cGVHD)
Treatment Imatinib Dose: 200 mg PO daily {(Age > 19) or 130 mg/m2 PO daily (Age
2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enrollment
Page: 13 of 16
L e8] 13 [ » > sd)[ >1]
| * These fields are required in order to SAVE the form
i * These fields are required in ordet to COMPLETE the form
Date of Visit: * Date

Interviewer User ID:#

1 Section 6: Your Activity Level (cont.)

. . Have .
Tls:i:ic.HADc‘t)il:igy Ditiﬁg"f:is Txi‘:;v::tg:i‘:y
(1) Activity (2)
38. Climbing 12 steps (non-stop) H%g
39. Walking 2 block uphill HC%‘?
40. Walking 2 block uphill (non-stop) HLH)
41. Shopping {by yourself) f“/‘H
42, Washing clothes (by yourself) r ;f Ilzi(-
. 43, Walking cne block on level ground Hﬁ{fﬁ?
44, Walking two blocks on level ground /"/ L//./f
45. Walking one block on level ground (non-sto?}/ gs

46,

Walking two blocks on level ground (non-stop)H L/é

0/26/2014 10,39 AM
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47. Scrubbing (floors, walls or cars) s
H41
48. Making beds (changing sheets) -
H46
49. Sweeping H 4 51)
50, Sweeping (five minutes non-stop) } "i %
1] 51. Carrying a large suitcase or bowling (one line)'rﬁ
F
52. Vacuuming carpets Hfﬁ/z
53, Vacuuming carpets (five minutes non-stop) HJ),
54. Painting (interior/exterior) H’ ” L,L
L)

1 55. Walking six blocks on fevel ground Hﬁ,;_»}
56. Walking six blocks on level ground (non-stopi_) 5 4‘/
57. Carrying out the garbage H5 /
58, Carrying a heavy load of groceries H R

O =E) 15 [ i[>

Save - Print . Close Window
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant 1D|129841 Regiftf;:;f 23 Jun 2014
Local 1D|0201020
Status|Eligible
Site ID|Fred Hatchinson Cancer Research Center (cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment

2-19)

Treatment Assign
Date

23 Jun 2014

Treatment Start
Date

26 Jun 2014

Patient Survey
Enrollment

Page: 14 of 16

TR IR

l * These fields are required in order to SAVE the form
| * These fields are required in order to COMPLETE the form

Date of Visit: * Date

Interviewer User ID:*

1 Section 6: Your Activity Level (cont.)

. . Have .
a1 stopped | BT N0
) Doing This 3) ‘
Activity (2)

59. Climbing 24 steps

159

60, Climbing 36 steps

HeO
61. Climbing 24 steps (non-stop) H :
¢l
62, Climbing 36 steps (non-stop) H/ 7
4
63. Walking one mile .
HE3
64. Walking one mile (non-stop) [
He
65. Running 110 yards (100 meters) or playing
softball/baseball ] _; é; 5
66. Dancing (social) , . =
Heb *
67. Doing calisthenics or aerobic dancing (5 minutes
non-stop) H L 7

6/26/2014 10:40 AM
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68. Mowing the lawn (power mower, but not a riding
mower) ' ‘f C,?;’
69. Walking two miles

¢
70. Walking two miles (non-stop) H 70
71. Climbing 50 steps P

H /!
72. Shoveling, digging or spading R

H7Z
73. Shoveling, digging or spading (five minutes
non-stop) l _}73
74, Climbing 50 steps (non-stop) | 4 7 ‘p’
75. Walking three miles or golfing 18 holes without a
riding cart H 75
76. Walking three miles (non-stop) H 7 é
77. Swimming 25 yards H 77
78. Swimming 25 yards (non-stop) H 75

L (=8 14 [ [t 2]

Save . Print ;  Close Window |
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant 1D|129841 Date of 4 3un 2014
Registration

Local ID|6201020
Status |Eligible
Site ID|Fred Hutchinson Cancer Research Center (¢cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age
2-19)
Treatment Assign Treatment Start

201
Date 23 Jun 2014 Date 26 Jun 2014

Treatment

Patient Survey
Enrollment

Page: 15 of 16
O] 15 [ > > ) 1]
[ * These fields are reguired in order to SAVE the form
E * These fields are required in order to COMPLETE the form
Date of Visit: * Date

Interviewer User ID:*

l Section 6: Your Activity Level (cont.)

. . Have "
T?::;I IADc(t)il\?igy Stopped T:iesvl(::tli)\:idty 3
1) Doing This (3) f
( Activity (2)
79, Bicycling one mile H
19
80. Bicycling two miles .
H&0
81, Bicycling one mile (non-stop) H Eb
g
82. Bicycling two miles {non-stop) ng
83. Running or jogging Y mile Hé’)ﬁ
84. Running or jogging ¥z mile HgL!'
85. Playing tennis or racquetball ng
AAAA RO
86. Playing basketball (game play) H 8 (
| 87. Running or jogging Y4 mile (non-stop) Hgii

6/26/2014 10:40 AM
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88. Running or jogging 2 mile {(non-stop) HE)&O
T

89. Running or jogging one mile i

g or Jogging H 8(1!
90. Running or jogging two miles HC?O
91. Running or jogging three miles H(”

92. Running or jogging one mile in 12 minutes{siré;e S

93. Running or jogging two miles in 20 minutes or

tess H(Sf 5
94, Running or jogging three miles in 30 minutes or

less Hq+
([ a) 15 [ > [+ ][ »1]

Save  Print  Close Window
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant 1D|129841 Date ofl) 5 5un 2014
Registration
Local 1D|0201020
Status |Eligible
Site ID|Fred Hutchinson Cancer Research Center (¢GVHD)
Treatment Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age
2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enroflment
Page: 16 of 16
OOEa) » (I
i * These fields are required in order to SAVE the form:
\ * These fields are required in order to COMPLETE the form
Date of Visit: * Date

Interviewer User ID:*

Section 7: About Yourself

1. What is your current work status? (check all that apply)

i In school full time 57y -t (ko Tnschool UK me

U1 In school part time o)oK -1 nocheol P%d‘h\md

I Working full time 23D-toTK - Wﬁrm"fﬂ [‘U”h_m\d

"I Working part time 7500 i W&Y‘KEQC}EW Fime.

“ Homemaker S wé (1~ Home maker

‘i Retired SD-iworK~ Retived ;

" On medical leave from work S50 0T K. . Onomeck( cgl”cZWC.mn’T work

" Disabled, unable to work 5P wot K- Disabledvnable towocks

1 Unemployed, looking for work C”if)_wf»‘rk- Unemployed loa}’_i'(zjfv m‘m(\&
¥ Unemployed, not looking for work SD- (00T K- Uﬂc’mp’ff}/ggﬁg? é%%c’lgﬂ forwosk
“4 Other. =3D... woT & - Ofher

SD_work ~oth

2. Do you consider yourself to be Latino (a) or Hispanic? S~ Ci‘{”h

~* Not Hispanic or Latino
“ Hispanic or Latino

3. How would you best describe your race? (check all that apply) 75 [).- FACE Pescribe.

6/26/2014 10:40 AM
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https://'www.rarediseasesnetwork.org/rdnwebapp/Forms/65CGVHDY/....

© Black ) race.-Black
7 American Indian or Alaska Native /5
*psian DA - Asian

“i Native Hawaiian or Other Pacific Islander 51~ [CE —

U White <5 Drace. . Whalte
71 Qther

4, What is your gender? 3[).. ﬂ e

5. How old are you? 5D AGE-

6. How much did you weigh before your transplant? P
(Please be sure to indicate it in pounds {lbs) or kilograms (kg)) J2

7. What Is your marital status? =5 [} it tail

= Married/Living with partner
" Single, never married

= Divorced, Separated
 Widowed

- Other

8. What is the highest grade of school you have completed?

- Grade school

7 Some high school

“* High school graduate
"+ Some college

“+ College graduate

" Post-graduate degree

D.race— American indio norAlpskala

Not vz Hawa! ionordther Foc.

If Other, specify:
S04

* Male ' Female

years

D-wT Weigh unit: kg S

If Other, specify: =5 D TG

=5 [ AUC

9, What was your approximate annual family income in the year before you had your transplant? &5

> Under $15,000

7 $15,000 - $24,999
7+ $25,000 - $49,999
> $50,000 - $74,999
-+ $75,000 - $99,999
“+ $100,000 or above

.. Otherprily

/T it

lal - oth

Mcome-

i) e [l

Save Print | Close Wind

oW |

6/26/20014 10:40 AM
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Section 7: About Yourself

1. What s your current work status? (check all that apply)

Ooopopooooonon

In school full time SD- wov K — school fttime
In school parttime S _ Lwie — ™ Schrool ?wiehme,
Working full time SO el wwkw»a.%w’ﬁw\é

Working part time SO Luede - M\/Wx\gg;;vﬂ—%ww@

Homemaker SD., wiwle . \/\Dv’vwmﬂd\bb\f
Retired

On medical leave from work
Disabled, unable to work
Unemployed, looking for work
Unemployed, not looking for work
Other, specify:

SO_ welle I ornenmahn”

SO wovl — O e cad LT feven vt

SO wewe — &isdaieckmw% Ve

SO- wwale Wngloed oA b

SO WM~ W\@w\‘)\/w\d nov- wa\,us;w v
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Shagib
Shag 24
ShagZb
shag 34
Shag3b
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https://www.rarediseasesnetwork.org/rdnwebapp/Forms/65CGVHDY...

Protocol # 6502 - A Randomized Phase I Study of Imatinib and Rituximab for Cu...

Participant 11129841

Date of

Registration 23 Jun 2014

Local ID|0201020

Status|Eligible

Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Treatment 2-19)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment Assign
Date

23 Jun 2014

Treatment Start

2
Date 26 Jun 2014

Scleroderma Health Assessment Questionnaire

Page: 1 of 2

0GB0Z 15613 -5had

C O =] 1 e e 1]

]

* These fields are required in order to SAVE the form

* These fields are required in order to COMPLETE the form

Date of Visit: *

Date Invalid Date of Visit

Interviewer User ID:*

User 1D is required

Date completed:

T SHAQ Page 1

In the past seven (7) days,

1. Are you able to

Dress yourself, including tying
shoelaces and doing buttons?

Shampoo your hair?

2. Are you able to

chair?

Get in and out of bed?
3. Are you able to

Cut your meat?

Lift a full cup or glass to your
mouth?

Open a new carton of milk?

Date not valid

Without any With some
difficulty difficulty difficuity

Stand up from an armless straight

With much Unable to do _

6/26/2014 10:34 AM



https://www.rarediseasesnetwork.org/rdnwebapp/Forms/65CGVHD/ ...

4, Are you able to

:f)h(zq LM * Walk outdoors on flat ground?

5&25{ ‘f b Climb up 5 steps?
5. Are you able to

P .
\Jhaq D4 Wash and dry your entire body?

5h§d'{5b Take a tub bath?

ShagB¢ | et on and off the toilet?

6. Are you able fo

P Reach and get down a 5 pound
J h“‘? éa object (such as a bag of sugar)
from just above your head?

5[1(25] ah Bend down and pick up clothing
from the floor?

7. Are you able to
:5/('19‘6/ 75{ Open car doors?

jhﬁéf 7b Open jars which have previously
opened?

5/254({ 7c Turn regular taps on and off?
8. Are you able to

Lf)h/{qﬁd Run errands and shop?
jmng Get in and out of a car?

- . Do chores such as vacuuming or
=y :
Jhﬁqg(“’ yard work?

Ll =) [ s[>

Save - Print : - Close Window

20f2 6/26/2014 10:34 AM
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Protocol # 6502 - A Randomized Phase 11 Study of Imatinib and Rituximab for Cu..,

Date of

Participant ID|129841
P ? Registration

23 Jun 2014

Local ID]0201020

Status|Eligible

Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment 2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date

Scleroderma Health Assessment Questionnaire
Page: 2 of 2

OO<Eg)2 LAl

] * These fields are required in order to SAVE the form.

r * These fields are required in order to COMPLETE the form

Date of Visit: * Date

Interviewer User ID:*

SHAQ Page 2
Please check any Aids or Devices that you usually use:

Dressing Devices (button hook, long shoe horn,

cane Shaq 101 etc) st 108

Walkerk_,)haq i Built up or Special Utensils Sh 6{6[ §0(f
Bathtub eat Long Handled Appliances for reach ‘5/’1(’](6” i
Shag 105 -
Bathtub Bar Long Handled Appliances for Bathroom
Shaq 04 Shag il
Jar Opener Raised Toilet seat

ShagliZ
Crutchg !"JC{Cf (05 Special or guﬁp Chair = /“Qéi i3

Shag 106 Y
Other (Specify) fjfmc 14

Wheelchair
Please check any categories for which you usually need help from another person:

Shaq il T

vaienequ o Gripping and Qpening Things :j’ qu ”Cf

Reach ﬁf/féég iz, t+  Errandsand Chores ;)’]mq 170
Arising <5’ h@(i 1y Dressing and Grooming jj]’qaq | 21 i
Eating :—j’hgq fi§ o walking ﬁ}«,dq 177

Enter a score from 0 to 100 to indicate the severity of the pain and interference.

6/26/2014 10:35 AM
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1. How much pain have you had because of your illness in the past week? j’ﬁmq

2. In the past week, how much has your Raynaud’s Phenomenon interfered with jf’&({ i
your activities?

3. In the past week, how much has/have your finger ulcer(s) interfered with ij‘hq({ i
your activities?

1 4. In the past week, how much have your intestinal problems interfered with :jﬁc%f ! i

your activities?

5. In the past week, how much have your breathing problems interfered with =5 hc{q’ 13
your activities?

6. Overall, considering how much pain, discomfort, limitations in your daily life (:5 ;,mq ,74
and other changes in your body and life, how severe would you rate your
disease today?

OOEsi 2 Al

~Save . Print Close Window |

6/26/2014 10:35 AM
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Protocol # 6502 - A Randomized Phase 11 Study of Imatinib and Rituximab for Cu...

Participant 1D|120841 Date of 5 51 2014
Reglstratlon__ .
Local ID{0201020
B StatusiEligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)
Treatment Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PG daily {Age
2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date |
. N R ¥ ‘ - ¥ \4‘ i . 6
Specific Lab Results P@@DL P02 . SPEC bl romise
r * These fields are required in order to SAVE the form
1 * These fields are required in order to COMPLETE the form
lDate of Visit: * Date
1Interviewer User ID:*
L Test Name ‘ Was The Test Done? l Date Done . Result
Hepatitis B surface | . pone WepB_dove | Hep®_mm | Positive Mepf —esY Lk
antigen _ . .
- Required but not done 1%‘96 ~-DD Negative
* Not required H@(@) =YY Not Interpretable
“el’;tisis B core pone M ﬁ'&i‘“ hepcore Positive HEY DNA detectable |4 @&\LDMA
anti ¢
ody * Required but not done M Negative HBV DNA undetectable
. . e .
* Not required % Y R l,\ap‘?) Cove (TS e
Hepatitis C antibody | . pone bep € - Ao hepC DD Positive HCV RNA detectable
» Required but not done \Aﬂf)c — raim Negative HCV RNA undetectable
" Not required M}Cf‘/}‘ lnqoﬁ TS e 4 eV ENA
Phosphate - Done PhoS-dene bhos_op mg/dl L
?'v\ of-cesull
*+ Required but not done P‘APS - nnn
“ Not required f>\/uo€ =1y
Vitamin D Done Wik Dodene| oD e ng/mi Vit D2 {250HD2) viY D iD72.
* Required but not done
_ VD00 ng/ml Vit D3 (250HD3) Wit D_D 3
Not required O VY
WV T i
ng/mi Total Vit D i ¥l
Save | . Pript : Close Window

6/26/2014 10:47 AM
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant ID|129841 Date o5 4n 2014
Registration

lLocal 1D10201020
Status |Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment 2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Goniometer Measurement Results FU50 7 1l — ﬂomc’mé'% -
{ * These fields are required in order to SAVE the form revised
{ * These fields are required in order to COMPLETE the form
Date of Visit: * Date
Interviewer User ID:*
" Name of Joint Left or Right Measurement Comments
© Left i Right degree
~ Left " Right degree
“ Left o Right degree
Add

G oint Save . Print | Close Window, |
Sovy (O ' ) .
J Coovy = jl) b _vneas 4
. . Wi
(5.\.:'\/1’ J-D\-Y‘ t_ Ok 6—{7‘/\ — COvyuna &

Cron L€ e \r\"ﬂ'\a’t #

fof2 6/26/2014 10:44 AM
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https://www.rarediseasesnetwork.org/rdnwebapp/Forms/65CGVHD/6...

Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant ID

129268

Date of
Registration

04 Jun 2014

Local ID

0217003

Status |Eligible

Site ID|Ohio State University (cGVHD)

Treatment

Rituximab Dose: 375 mg/m2 IV weekly x 4

Treatment Assign

10 Jun 2014
Date

Treatment Start
Date

16 Jun 2014

Study Medications - Rituximab P(,;SO'Z_ e\l s Sf}udhj nedi _

* These fields are réquired in order to SAVE the form

(‘f}\/\' S{i(

* These fields are required in order to COMPLETE the form

Date of Visit:

* 09 Jan 2014 Date

Interviewer User ID:* 1234

and

Date Administered

viloy _eldi-oD

g — Al BT

Medication Rituximab - 1 Cycle

Dose

rf;-\)x o Q,[ A 1 _-CJ\.DS€
ritoy_

— MM
N

oy _cid B dese

VR — el d 22 - dese

Units
(mg or mg/mz)

Frequency/ Interval
Timepoint (QWK)
Day 1 QWK
eldl—vats
Day 8 QWK
Day 15 QWK
Day 22 QWK

Route

(1v)
v
v
v

v

gnd

Save Print

Y ele

vy c2A1 - DT
VAU — C2AB-PT

Wik ¢ 25 -
vy - ¢ 242227

vk _c 2at _dese
lox —c2d - dore
(ouy
iy _ ¢ 2 A2 dose

"y - 2 A\5 - dose

Close Window

r;\'uyl_c,'l A = Um{'-s
VI — 2 A B — inats

Wk - CLALS _ oands

hx . 2LALL — AoSe

7/9/2014 11:02 AM
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

- Date of
Participant ID:108548 Registration 07 Apr 2011

Local ID|0201001
Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (¢cGVHD)

Treatment Rituximab Dose: 375 mg/m2 IV weekly x 4

Treatment Assign 26 Oct 2011 Freatment Start 26 Oct 2011
Date Date

Treatment Failure (507, _ 15\ 4~ readand _versed

|

* These fields are required in order to SAVE the form

* These fields are required in order to COMPLETE the form.

Date of Visit: * Date

Interviewer User ID:*

Which version of the protocol is your site currently operating under?

TV0.8, VL0 or V2.0 * V3.0 orlater  WEX ST iUnben

T V3.0 or later

1. Did patient experience treatment failure to the first study medication? T Yes “t No

(v SS - Soslwe

No response at 6 months
Progression of sclerosis before 6 months Cy0 SS Lol .. ’vv' PL’/
Treatment intolerance before 6 months

2. Did patient cross over to the other study medication? CavSS oven " Yes < No

(oSS - 1ast DD

(v SS — lasShomnum
C’“’-QS ~lastk_ vy
4. If crossover due to treatment intolerance and toxicity present, di toxicity resolve before
crossover?

3. Date of last dose of first study medication

“Yes - No " Notapplicable Lo 5SS veSelve

5. Date of crossover visit (complete Crossover Treatment Start Date formto ¢vviS _ DD
create the crossover visit schedules and data collection); CapsS._ vvan

eSS N

Save  Print . Close Window

7/8/2014 4:07 PM
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Propasql # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...
\V__J

Participant ID|101106 Date of), ¢ nov 2013
Registration
Local ID|0101100 Date of |, cep 2013

Baseline Exam

Status | Eligible

Site 1D |Fred Hutchinson Cancer Research Center (cGVHD)

https://rarediseasesnetwork.epi.usf.edw/RDNWEBAPPDEMO/Forms...

Participant Status Form imd-.17919 - P hento ledk. revised

l * These fields are required in order to SAVE the form

[ * These fields are reguired in order to COMPLETE the form

Date of Visit: Date
Interviewer User ID:* User 1D is required
DOLL _ D
1, bate of last contact or most recent medical note i}SLC liﬁfl
DOl Yy

2. Select all events that have occurred to date:
Ui Patient was hever transplanted = vzl . NOTX
" Graftloss Zyent. Graft
UopL Event- D
"% Additional stem cell transplant (= e vt_ odd - 8¢T
"1 Relapse Event. Kel

© Death Event . Deadh
Cause of Death (03D

‘% None of the above has occured. Eyvent ... None.

"' patient is alive (confirmed within past 6 months) Eve nt - /“ i Ve
DEMO —

Gyaft. 3D

Gratt. M4
Gract - YY ,
D] pLI.MAM

Pl - DI

DI YY

Ad-5¢T-PD
ﬁg@i ST MM

Add - &

e VY

Rel- 0, Rel . MM

Rel. Yy

Save Print . Close Window .

1§/26/2013 6:03 PM
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This is for 6502, duplicate form


71972014 Adverse Event Form

Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...
Participant ID; 108548 Date of Registration|07 Apr 2011
Local ID|0201001
Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)
Treatment|Rituximab Dose: 375 mg/m2 IV weekly x 4

Treatment Assign Treatment Start
Date 26 Oct 2011 Date

26 Oct 2011

Initial Report

* These fields are required in order to SAVE the form
A. INTERVIEW INFORMATION

Adverse event report date

(date site was notified of | v (DD MMM YYYY)  Aevepot ok
event) *
B. ADVERSE EVENT REPORT
Adverse event occurrence -
Yy T (DD MMM YYYY) (e dpcke
gsﬁgﬂiglgﬁﬁg *isaked If secondary event, enter primary Adverse Event ID:
C. EVENT DESCRIPTION
Event SOC * _ Select an Option ¢ cvl—u‘\o\r\/\ | Heln
B g
ANETe o
Adverse Event * o
Severity * L Select an Option Sg,\ffﬂ,ﬂ\,}} |
new _ae dtdz 0\
Event Details (Description)
Location of event treatment | VJ Trtadvonct Lo hnn + e pdvend Lo catsmofioy
D. EVENT ASSESSMENT
Expected * OvYes ONo Ey ().'LU'«&A
Causality (by reporter) * | v] Pt CVLM " 4 ,.Ulgﬂ/.k_r
Was the adverse event (O Development of a congenital anomaly or birth defect
associated with any of the . ! . " - =
following? (J Development of a permanent, serious, disabling or incapacitating condition
(check all that apply) U Death
? rt%x ASSOC — | ﬂospitalizanqn or prolonged hospitalization
(O Life threatening

O Is another condition which investigators judge to represent significant hazards

hitps /v rarediseasesnetworkorg Irdnwebapp/AdverseEvents/AEF orm2.aspx?EventScheduleld=69358Subjectid=1 08548&RdornProtocolld=65028Registratio...  1/2



Adverse Event Form

7/9/2014
Patient status (at time of this |7 v ] chent DU-*'C,ome.
report): * P
Adverse event resolved date [___—;] (DD MMM YYYY) AevLSohe AL
Date of death 7] (DD MMM YYYY)

CommaentS
Additional comments

E. Study Drug Activity

St cb/} cLV\JcJS)rW% Ao
S:}vchj ci-m;) S}e\o Aok

e ]
HER

.
Lo

Did the event/reaction abate after stopping drug?
Did the event/reaction reappear after reintroduction? QO Yes O No O Not Applicable Mw’cvmffew aldecyven

OvYes ONo O Not Applicable exent albpde afier Sdvp

F. CONCOMITANT MEDICATIONS
* If applicable, please ensure the concomitant medications log was updated prior to adverse event submission.

REPORTER INFORMATION
Reporter User ID 2439

[ Save Draﬁl l Submit for Review | rPﬁnt J | Close Window

S\aac,ifvs M, odverse twont = Seleck e

Aok of %‘\\MVV = AERlswop ke

MSS\A‘Q” %\l‘swu() - mg\jmgp(gol\m‘_/\p

MO V\OJF [ VaN %\ﬂr\r\ S ¢
A CawS b o TeANCAATCA™

¢ ¢ i ! ~ L . D Y

Bvpen o dvinsieher m (-.?-stwﬁj , op RS Per CTTA D

CTAE v SN

hitps:/fwww.rarediseasesnetworkorg Jrdnwebapp/AdverseEvents/AEF orm?2.aspx?EventScheduleld=6935&Subjectid=1 08548&R dernProtocolid=65028Registratio. ..
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hitps:./iwww.rarediseasesnetwork. org/rdnwebapp/Forms/Common/Tr. ..

Protocol # 6503 - Targeted Therapy of Bronchiolitis Obliterans Syndrome (BOS)...

Participant ID|128647 Date ofl ), ray 2014
Registration

Local ID(0311004
Status |Eligible
Site 1D |Experimental Transplantation and Immunology Branch, NIH (¢GVHD)

Treatment|6503 Fluticasone, Azithromycin and Montelukast (FAM)

Treatment Assign Treatment Start

2 2
Date 02 May 2014 Date 03 May 2014

Treatment Start Date -wtww.%w\u@ - rﬁm’sw{

(First Date Ali 3 FAM Medications Are Administered)

|

* These fields are required in order to SAVE the form

]

* These fields are required in order to COMPLETE the form

Date of Visit: * 30 Apr 2014 Date

Interviewer User ID: * 4338

Note: By updating the treatment start date, you will change all of the due date windows
for the follow-up visits. Please verify the participant's treatment start date before
proceeding.

Date Treatment Start: *3 May 2014 Date -J(Vﬁ&&w%mg\ww%ﬂ Akt

Save Print . Close Window

7/8/2014 4:29 PM
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https://rarediseasesnetwork.epi.usf.edu/RDNWEBAPPDEMO/Forms. .

Pl‘otoc%GSOl - Longitudinal Study of Immune Mediated Disorders afier Alloge...

Participant ID|101106 Date ofl ¢ nov 2013
Registration
Local ID|0101100  Dateofl, o oon 2013
Baseline E’E?{T..

Status |Eligible

Site ID [Fred Hutchinson Cancer Research Center (cGVHD)

Demographics .. vevige el

* These fields are required in order to SAVE the form

* These fields are required in order to COMPLETE the form

Date of Visit:* Date

Interviewer User ID:* User 1D is required

your local institution’s IRB):

Date of Birth:

Age at registration:
2. Gender:*

3. Race (check all that apply): * ¢

C o0 bt se i)Ao{fﬁ: ishendztl

4, Ethnicity (sefect one): *

DEMO

1. Participant Age (either Date of Birth or Age is required, use Date of Birth unless disallowed by

 Male  Female W

. Ametican Indian or Alaska Native 7 ACE — Gt

D oAsian CALL —AST o | o Ao
"¢ Black or African American ¥ ACL — DlAUL ¥ A’fﬂ
1 Native Hawaiian or Other Pacific Islander ™
U White vl - o bk

Lo Unknown AL _ A rhaosuan a(ha%v‘c()w\/l@

' Refused  yach velused

" Hispanic,Latino,or Spanish origin GMasnf ey

e H
* Not Hispanic,Latino or Spanish origin ¥
* Unknown or not reported

" Refused.

" chake Dﬁb\:\r’vf‘ﬂ/\ Ao
Aol Ak ol Loy P
WL’ Lm\('-;’\,\u&

69 ok rwgskmiwm

OR

p—

!

=

i&«{(\ﬁdag«?&\_u\
hahnr &
o

Ve - VYN

P

Save

Print Close Window _

11/26/2013 5:54 PM
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Sticky Note
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RBaselineVisitChart

hitps:/frarediscasesnetwork.epi.usf.edu/RIDNWEBAPP/Forms/65C...

Protocq‘—“—?SOZ A Randomized Phase Il Study of Imatinib and Rituximab for Cu...

Part|c1pant ID|121393 Date of|, 1 var 2013
Registration
Local ID[0201011
Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)
Treatment [Rituximab Dose: 375 mg/m2 IV weekly x 4
Treatment Assign 11 Mar 2013 Treatment Start 20 Mar 2013
Date Date

Baseline Visit Chart Abstractlon
Page: 1 of 2

[ Visit_ Chart_. /J?bv’fﬂ{,{”wn

]

>3] 1 [ > H*fﬁ'ﬁll >

* These fields are required in order to SAVE the form

Ali questions should be filled out for eCRF to be "COMPLETE" in tracking system

Date of Visit:* 8 Mar 2013 Date
Interviewer User ID:* 2970
TRANSPLANT CHARACTERISTICS rx‘ﬂ_ Db
1. Dpate of transplant: 22 Feb 2011 TX ;}’A)’
& gfei?ti:;nsmant: 172 cm HT=pre, H L onit o HT- pre oK
3. Wei_ght , 77.3 kg wi-pre, Wi- YA Unknown W I- pre. or K
pre-transplant:
4. | Disease Status Early Intermediate Advanced
Di5 - 5'5"’/%“/4”% AML CR1 CR2 CR3+, rel, ref, IF
9;5_:f>’/2/2/5--~ ALL ALL "~ CR1 - CR2 CR3+, rel, ref, IF
1)f% st - CAfL cML P AP BC or after BC
Di5.-3 falys.. cUl. CLL CR, PR, €S Rel, ref, CI
Bis . stats.. > MDps * RA, RARS RAEB, RAEBT - Rel, ref, IF
D)5 ofatis - MPD  Mpp All others Rel, ref, TF
/5. shatys . /V/‘[/L NHL CR, PR, CS Rel, ref, CI
Dis. Siafs- P HD " CR, PR, CS " Rel, ref, CI
s sl . A MM * CR, PR, CS Rel, ref, CI
[)5 - shalps- A4 AR © Without ATG/TG With ATG/TG

1 of 3

4/2/2013 12:51 PM


kchilson
Sticky Note
This is for 6503, duplicate form


BaselineVisitChart

hitps://rarediseasesnetwork.epi.usf.edw/RDNWEBAPP/Forms/65C...

____ . }ﬂ}pf O P CEary * Intermed Adv.
{non-malignant) (CR, PR) (Rel, ref, CD)
. Fﬁtﬁer, specify iS5 fztos .. ()H/) S /jec;
5. Transplant Source o Peripheral Blood Bone Marrow Cord Blood
TOUREE
. Not myeloablative
6, T lant Type
ranspian i’y:;i Myeloablative {non-myeloablative or reduced intensity)
Recipient CMV
Ant:lg) odies "~ Yes @ Indeterminate Not tested
Pt CMV
Hepatitis B sAb © Reactive ¢ Not performed * Nonreactive Hé,p R.3A8
Hepatitis B sAg Reactive - Not performed ¢ Nonreactive ,_j ep 5w :5;4(7
Hepatitis B cAb © Reactive - Not performed ° Nonreactive H(g P 3. LA B
Hepatitis C Reactive - Not performed © Nonreactive Hg r C
° Fully matched at all tested loci
9. HLA:
HL A Mismatched at che or more loci
HL/,{_ /Z A i+ Not tested Antigen mm Allele mm > Matched
[ S SNV ~ LA-A:?H
AR B "1 Not tested Antigen mm - Allele mm ¢ Matched
1A ]
HZ./‘LC c -1 Not tested | Antigen mm = Allele mm © Matched
” 2;| DRB1 | i Not tested "~ Antigen mm Allele mm ¢ Matched
/L/L/ll SORBN 7T wHMD{gbLﬂd
A DQ ' Not tested Antigen mm Allele mm ¢ Matched
I '/Z-A' ba | P} e -G
HL./}..._ 4 bP i Not tesfed Antigen mm Allele mm Matched
1A DI, .q/‘{
10, Date of Acute GVHD ﬁg [?H MM “ No Acute GVHD .AV@H.-M‘J
Diagnosis: 1 © 74 Unk 2. ik
AGVH Y y Unknown 4 1/¢q - U4
11, | Maximum Acute GVHD Grade
Overall . g -
0 1 2 3 4 Notdone /461VH. AWER
Liver ¢ 1 2 3 4 Notdone AC}VHM. LV
GI 4 N cr i L
o 1 2 3 ot done /}QVH-w 51['
Skin 4 N .y "
0 1 2 3 ot done /4@VH~¢5/<.)N
TRANSPLANT MEDICATIONS

20f3

4/2/2013 12:51 PM



BaselineVisitChart https://rarediscasesnetwork.epi.usf.edu/RDNWEBAPP/Forms/65C...

12. Conditioning Regimen

__Coderegimen  Modifierl  Modifier 2

2L CTX_(ODE#® 4 TX Mop#  TX_Mob#

Add
13. T-cell Depletion? T¢<il Yes ¢ No
14. GVHD prophylaxis (please complete the IMD medication form)
DONOR CHARACTERISTICS
15, Age of Donor D1 14 € 39 years L Unknown D &‘L&(fc’m UK
16. Donor Gender {choose o Male

2 genders if double

. _ * Female
o) Dnr- gen
- Female/Female
Male/Male
Male/Female
17. Donor Match “ HLA identical sibling

Prr-mateh ke other refative

HLA-mismatched relative (single antigen or allele mismatched)
- Haplo-identical relative (2 or more antigen or allele mismatched)
- HLA-mismatched unrelated donor

¢ HLA-matched unrelated donor

18, Donor CMV Antibodies " Yes
PDar— CMV o

Indeterminate
Not tested

[ |1 N O T

Save Print Close Window

3of3 4/2/2013 12:51 PM



IMDOnset

1 of 2

hitps://www.rarediseasesnetwork.org/rdnwebapp/Forms/65CGVHD/...

P_r%oi # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID|129179 Date oo may 2014
Registration

Local ID|0101245 _bateofl o 2014
Baseline Exam

Status | Eligible

Site ID |Fred Hutchinson Cancer Research Center {cGVHD)

IMD Onset Form W[} _ 0{75'5(‘,‘{‘.,. Form . cevised

|

* These fields are required in order to SAVE the form

All guestions should be filled cut for eCRF to he "COMPLETE" in tracking system

iDate of IMD Onset: * Date

Interviewer User ID:*

CHARACTERISTICS OF IMMUNE MEDIATE DISORDER (e.qg., CHRONIC GVHD) AT ONSET

1. Date of immune mediated disorder IMD 0“ o
onset Date  jmMp.. o MM
: . . iMD-0-YY
2. Name of immune mediated disorder “+ Late, recurrent or persistent acute GVHD
1D J 7 Chronic GVHD (classic chronic or overlap)
+* Other immune mediated disorder
If Other, specify: | MD..0.-0T It
3. Acute GVHD present the week before 2 Yes © No  Unk +
immune mediated disorder diagnosis? - Yes © RO UnKnown - onsc
4. Weight w/'7_ & Kgs W= O NIT G Unknown |V T-0-unkc
5. Performance score pr‘f e, % Karnofsky K©s.LP35-( ilunknown |fcfF_ 0. Uﬂf(é
6. PercentBSA [3S5A (¢ % U Unknown 834 O _unik
7. Lichen-planus-like changes of skin [iCH () Yes ~ No  * Unknown |
8. Sclerotic changes of skin S¢{ . “Yes “No  “* Unknown
9.  Bronchiolitis obliterans syndgom\e ““Yes - No  Unknown
RO5-C
10. Chronic diarrhea DA O ““Yes " No  * Unknown
11, Oral involvement 0}%/”, -0 > Yes 7 No  F Unknown
12. Total bilirubin B li . O 3 Unknown [ 1i - O onks
13. Platelet count  [P|f-_ () I Unknown [ - onk
Save . Print  Close Window

6/26/2014 10:56 AM
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FEV I AbsoluteValue https://www.rarediseasesnetwork.org/rdnwebapp/Forms/65CGVHDY/ ...

Protocol # 6503 - Targeted Therapy of Bronchiolitis Obliterans Syndrome (BOS)...

Date of
Registration

Participant 1D (128647 01 May 2014

Local 1010311004

Status|Eligible
Site ID: Experimental Transplantation and Immunology Branch, NEH (cGVHD)

Treatment!6503 Fluticasone, Azithromycin and Montelukast (FAM)

Treatment Assign 02 May 2014 Treatment Start 03 May 2014
Date Date

FEV, Absolute Value F@%OE TS _Lrlalbsol —veaised

I * These fields are required in order to SAVE the form.
I * These fields are required in order to COMPLETE the form.

Date of Visit: * 30 Apr 2014 Date

Interviewer User ID:* 4338

1. Baseline FEV . Absolute Value 367 liters loaSe —Fav i

2. FEV, Absolute Value which indicates 10% decrease 1.58 lters el FEVL

- Save - P_rint.é Close Window .

1of2 7/8/2014 4:18 PM



HRCTTest

| of 2

https://www.rarediseasesnetwork.org/rdnwebapp/Forms/65CGVHDY/ .,

Protocol # 6503 - Targeted Therapy of Bronchiolitis Obliterans Syndrome (BOS)...

Date of

Registration 03 Apr 2014

Participant 1D|128187

Local ID (0301010

Status|Eligible

Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Treatment|6503 Fluticasone, Azithromycin and Montelukast (FAM)

Treatment Start
Date

Treatment Assign

4
Date 04 Apr 2014

03 Apr 2014

High Resolution CT and Local Pathology for
Diagnosis of Bronchiolitis Obliterans

Fathology

* These fields are required in order to SAVE the form

¥ These fields are required in order to COMPLETE the form

Date of Visit: * Date

Interviewer User ID:*

1. Did subject have a HRCT confirming diagnosis of BOS? J305.— HRCT

{RCT_ DD

1'{1}261"_ M

HRCT-YY

2. Did subject have a biopsy and a pathology report confirming diagnosis of BOS?
(305 . Bx—DD RBOS.-bX

GO - BX— MM

P05 - BXYY

Date of HRCT;

Date of biopsy:

“Yeg

" Yes -

“No

No

Save  Print ; Close Window

6/26/2014 10:54 AM
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https://rarediscasesnetwork.epiusfeW/RDNWEBAPPDEMO/Forms...

Protocol # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID|101106 Date off, ¢ Nov 2013
Registration

Local ID|0101100 _Dateof i, 0 cep 2013
Baseline Exam

Status|FEli

gible

__S_jte IDFred Hutchinson Cancer Research Center {(cGVHD)

Lab Results Form  [_ab . Resul 15 _ i Sed

| * These fields are required in order to SAVE the form
I All questions should be filled out for eCRF to be "COMPLETE" in tracking system
Date of Visit:* Date
Interviewer User ID:* User ID is required
_ T
Metabolic Panel I Not Done Date of Test ~ g\ﬂﬁf f;ff - !\i?i!\/i
Mela . nd Mewm -y
Test Name Resuit Units
Creatinine* (* CR .ot “NotDone ¢.R - nd}
BUN* (3N BUN .. vnit " Not Done BikN - nd}
Glucose* Qla Giv-vnrt " Not Done &l - nd
CBC with Differential " Not ?one Date of Test - g gf - ?\AD
HRAE e - VAV
Test Name ¢ Result Units CRC- Yy
Hemoglobin (Hgb)* 1GB HEGB.- Unik L. Not Done H(;'?B,- n(}f
Hematocrit (Het)* j-{ ¢ T e - I Not D 1G5 -~ nd
(Hety* ¢ HCT. uniF ot Done HGE ~ nd
WBC* W/ B¢ WBE it I " Not Done W/ B¢ - ned
Neutrophils* iNej o Ui Not Done ey .. 0
p N@L’L Nfi,am Ui’}!}" ‘\lﬁﬁ’i n i
Bands* [Zands B Cm(jifi-r«» dnik i Not Done 60’“’\(15 ﬂd{
Lymphocytes* L,_\l/m Lym LU % Not Done L‘ymﬂ_ 1 d
Eosinophils* Eaﬁ E’O‘ﬁ-w U‘ﬁé‘i" “% Not Done E055 e ﬂc‘f/I
Platelets* 2]+ Pl onit iNot Done Pl - Nl
! Liver Function Tests ' Not Done Date of Test - ::f-,;: g%
DEMO LET.nd - LFT YV
Test Name Result Units
Total bilirubin* [3j |i Bilt _ pnit " Not Done Bili . nd
Direct bilirubin* J3{1iD BiltD. unit " Not Done Bili D~ ndd
AST*  AST A>T - onit " Not Done A3 T ﬂ,‘"{
ALt ALT ALT _unit " Not Done AL T_ 1vi

11/26/2013 6:02 PM


kchilson
Sticky Note
This is for 6503, duplicate form


LabResults hitps://rarediseasesnetwork.epiusf.edu/RDNWEBAPPDEMO/Forms...

Alkaline Phosphatase* A | P A—LK _uimt " Not Done ALK _ndf
Albumin* ALR AL B pii t " NotDone ALB-N

Save Print Close Window

2of2 11/26/2013 6:02 PM



IMDMedication bttps.//rarediseasesnetwork.epi.usf.edu/RDNWEBAPPDEMO/Forms...

2

Pro ccal # 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID[101106 Date of ¢ Nov 2013
o I _ Registration _
Local ID|0101100 _Dateoft, , cop 2013
, o Baseline Exam| " "

Status| Eligible
Site ID|Fred Mutchinson Cancer Research Center (¢cGVHD)
IMD Medication Form WD vwesl cations . o Seck

! * These fields are required in order to SAVE the form

[ All figids should be filled out for each Medication for eCRF to he "COMPLETE" in tracking system

iDate of Visit: Date
’Interviewer User ID:= User ID is required
Medication Indication SDt:tr: Currently If no,
Search term RxNorm Code \ Mb_ M{"{ - S'{Wl( Taking? g:;g
AT M e A 1 Med _Codedt
Code (.;Hronic Aéute Pré)phylaxis Ljr;known Otbh(é? Z‘?)N 1
Add Jy DM ed tolee -
Save  Print  Close Window LD _ Wed - Sttt DD #=
4 ) o/t WM k. Chordnich  |MD. Med. Stk _ Mot
| Wadd Cadion - acdte H- i mw{.JS]LWJC_ NY e
. LG 4
MACCAR DA f'?ﬂ)kow\} ) WD Ve g%E\OﬂDDﬂ:
. O .
MM Cation . wkenclan o> - e - Shop My
M cakow — ottor (WD _wod — shep—1Y 4
DEMO

lof2 11/26/2013 6:01 PM
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Comorbidities

https:/frarediseasesnetwork.epi.usf.edw/RDNWEBAPPDEMO/Forms...

Protocal® 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Date of

Participant ID|101106 26 Nov 2013

Registration

Date of

Local ID|0101100 26 Sep 2013

Baseline Exam

Status|Eligible

Site ID|Fred Hutchinson Cancer Research Center (¢cGVHD)

Comorbidities  SoMorbiciihes _covsed

|

* These fields are required in order to SAVE the form

|

All questicns shouid be filled out for eCRF to be "COMPLETE" in tracking system

Date of Visit:*

Date

Interviewer User ID:*

User ID is required

Comorbidity

Definition

Present

1, CARDIOVASCULAR

Atrial fibrillation or flutter, sick sinus syndrome or

Arrhythmia ) ventricular arrhythmias N U
o CMBLARR
Coronary artery disease (one or more vessel-
Coronary artery disease | coronary artery stenosis requiring medical N U
o treatment, stent, or bypass graft), angina
OMB... CAD :
History of Ml History of myocardial infarction N “ U
(MB.-M|
Heart valve disease Except asymptomatic mitral valve prolapse N U
EMB. RYD
Hypertension SN U
M3 HEN
Congestive heart failure | EF < 50% ‘N U
OMB.CHF
Transient ischemic attack or history of
Cerebrovascular disease | cerebrovascular accident, or neurclogic N iy
. , impairment consequent to CVA
OMB CVD
Peripheral vascular N OO U
disease o
| (MB— D
. _ . : hical .
])]gJM:(;) ous thrombosis Conﬁrmed rgd;ograp ically and requiring N U
CaAe ap anticoaguiation
CMB VT
2. GASTROINTESTINAL
Peptic ulcer/hernia Requiring treatment N U

Tof3

Jreflux AMB.-. il i

11/26/2013 6:01 PM
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Comorbidities

2of3

hitps://rarediseasesnetwork.epi.usf.edu/RDNWEBAPPDEMO/Forms...

Mild hepatic
CMB_. HEPM

Chronic hepatitis, bilirubin > ULN to 1.5 X ULN, or
AST/ALT > ULN to 2.5 X ULN

Moderate/severe hepatic
EMB HiEPS

Liver cirrhosis, bilirubin > 1.5 times ULN or
AST/ALT > 2.5 ULN

Inflammatory bowel
disease

MB350

Crohn’s disease or ulcerative colitis

3. PULMONARY

Moderate pulmonary

(0 MB... PULMM

DLCO and/or FEV-1 66%-80% or dyspnea on
slight activity

Severe pulmonary

(A3 PULMS

Asthma
CMB.AST

DiCO and/or FEV-1 65% or lower or dyspnea at
rest or requiring oxygen

Asthma symptoms for which inhaled steroids or
other daily treatments are needed chronically to
prevent or manage attacks

4. ENDOCRINE

Requiring treatment with insulin or oral

Diabetes ) ,
" hypoglycemic agents but not diet alone
CMB.. DB
+ Hypothyroidism . Including compensated hypothyroidism
CMB_ 1
Adrenal Insufficiency Inciuding compensated adrenal insufficiency
(MB. AL

5. NEUROPSYCHIATRIC

Psychiatric disturbance-
Depression —
eMB. DEF

Depression requiring psychiatric consult or
treatment

Psychiatric disturbance-
Anxiety or panic disorder
B ANX

Anxiety or panic disorder reqguiring psychiatric
cohsult or treatment

Neurologic disease
(peripheral neuropathy,
MS, Parkinson’s disease
or other chronic
neurologic dis?fase

MBND

Symptomatic and requiring treatment to control
or manage symptoms/disease process

Visual impairment
secondary to cataracts,
glaucoma or macular

degeneration, ., . .
CMBVIS

Unilateral or bilateral, and unrepaired

Hearing impairment _

CMBLEAR,

Very hard of hearing, even with hearing aids

6. BONE/JOINT

11/26/2013 6:01 PM



Comorbidities

https://rarediseasesnetwork.epi.usf.edu/RDNWEBAPPDEMO/Forns...

Symptomatic and requiring treatment or with
Osteoarthritis osteoarthritic changes noted on radiographic N U
LB~ A studies
Degenerative disc Svmtomatic and ing treatment
: ; ; ymptomatic and requiring treatment or
disease (Sp:’lna‘ §tetl)’losils symptomatic and with degenerative disc disease N - U
or 'Se)’vere chronic bac noted on radiographic studies
pain . o
CAB- DIsC
Avascular necrosis Symptomatic with pain secondary to AVN or foint N U
("MB A‘\f” replacement
. . T Score < or equal to minus 1.5 or on treatment _
OSteOpeE}?A/%Ste%gos's with a bisphosphonate N U
. l.upus, mixed connective tissue disorder,
Rheumat;l?vglé RA rheumatoid arthritis, polymyalgia rheumatica N U
L
7. OTHER COMORBIDITIES
. Requiring current treatment with antimicrobial .
Infectu:m1 ng’“)( (not prophylaxis) N U
Serum creatinine > 2 mg/dL, on dialysis, or prior _
MOdera?ﬁ%ere}zgari renal transplantation N U
. . . Treated at any time point in the patient’s past _
Prior Socll/(ilﬂ%alig\!j;?gy history, excluding nonmelanoma skin cancer Ny
8. PHYSICAL EXAM - Anthropometry
HT. CMB.- cm HY.CMB - in HTY_CMEB - ny
Height cm . n “I Not Done
W/ CMB - Ky WT-CMB.- L W eMB-nd
Weight kg - Ihs “INot Dane

3of3

Save  Print : Close Window |

11/26/2013 6:01 PM



Medication-Steroids
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https://rarediseasesnetwork.epi.usf.edu/RDNWEBAPPDEMO/Forms...

Protocol #£6301 - Longitudinal Study of Immune Mediated Disorders after Alloge...

Participant ID|101106 Date ofl )¢ nov 2013
Registration
Date of

Local ID[0101100 . 26 Sep 2013
Baseline Exam

Status|Eligible

Site IDiFred Hutthinsﬂgr;'-EémrJ{Eé;“Research Cénter {cGVHD)

Medication-Steroids Form | i3 '?’4... mechea Hons Rad%) gg_d‘\

I * These fields are required in order to SAVE the form

[ All fields should be filled out for each Medication for eCRF to be "COMPLETE" in tracking system

Date of Visit:* Date

Interviewer User ID:*

User ID is required

% Patient is not on any steroids

Medication Dose Units

Search term RxNorm Code STt DOsSCH  (mg mi)

Frequency Route
stee-Freq # (Po,1v)

A D= Med -Cacle # Stee Uik i
Add
Save | Print Close Window
DEMO

11/26/2013 6:02 PM
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| Specimen Collection -Aliquots Sampling Form 2aMay2012
CLnicALRistasts Page 1 0f 3
NET
Protocol Number: 6503 Participant ID:
Site:
Person Completing Form: (€.8005CUn - \albS et sed
C{Nfﬁ\u\/\nbt}\if— %\%
Specimen Name | Barcode Box Insufficient | Volume | Cell Location | Comments
Number Number | Volume Count in Box
PBMC aliquots — 6
Tube 1 a mL x10
PBMC aliquots — 6
Tube 2 D ml x10
PBMC aliquots — 6
Tube 3 a mL x10
PBMC aliquots — 6
Tube 4 a mL x10
PBMC aliquots — p
Tube 5 g mL x10
PBMC aliquots - 6
Tube 6 Q mL x10
PBMC aliquots ~ p
Tube 7 a mL x10
PBMC aliquots — 6
Tube 8 a mL x10
Heparin Plasma 6
aliquots — Tube | Q mL x10
Heparin Plasma 6
aliquots — Tube 2 O mL x10
Heparin Plasma 6
aliquots — Tube 3 a mL x10

OVU | < JM(\?% MW’\OMWGAC \QGX ?\’\3\}%~Q\CW{' ) \JD\U\’V‘Q CUM - ok \OJBC “loe Caovmn mvean & S
N
Shahs = dhoe bl

Mwsmufﬁ\/\sx
ety 3edt
Lo M Gt



Specimen Collection -Aliquots Sampling Form 24May2012

RARE . X Version 1.1
Cunicalfistases Page 2 0f 3
NETWORK
st National Tnstitutes of Fleaith
Protocol Number: 6503 Participant ID:

Site:
Person Completing Form:

Heparin Plasma ¢
aliquots — Tube 4 d mL x10
Heparin Plasma 6
aliquots — Tube S Q mL x10
Heparin Plasma 6
aliquots — Tube 6 a mL x10
Heparin Plasma 6
aliquots — Tube 7 a mL x10
Heparin Plasma 6
aliquots — Tube 8 | mL x10
Heparin Plasma 6
aliquots — Tube 9 a mL x10
Heparin Plasma 6
aliquots — Tube 10 d ml x10
Heparin Plasma 6
aliquots — Tube 11 d mL x10
Heparin Plasma 6
aliquots — Tube 12 a mL x10
Urine aliquots — 6
Tube 1 a mL x10
Urine aliquots — 6
Tube 2 Q mL x10
Urine aliquots — 6
Tube 3 a mL x10




Specimen Collection —Aliquots Sampling Form

24May2012

Version 1.1
Cil Nﬁi\ﬁ{}{’;z“*&‘“ Page 3of 3
N[} \’3{2:\:1! Eastituies of Hoa'th

Protocol Number: 6503 Participant ID:
Site:
Person Completing Form:
Urine aliquots — 6
Tube 4 g mL x10
Urine aliquots — 6
Tube 5 a mL x10
Urine aliquots — 6
Tube 6 dQ mL x10
EDTA Plasma 6
aliquots — Tube 1 g mlL x10
EDTA Plasma ¢
aliquots — Tube 2 Qa mL x10
EDTA Plasma 6
aliquots — Tube 3 d mL x10
EDTA Plasma 6
aliquots — Tube 4 a ml, x10
Granulocytes 6

Q mL x10




Concomitant Medications

L?éIMﬁ?f)"C‘?
Lonassesp
Conussrap

1 of2

https://www.rarediscasesnetwork.org/r

Protocr 22802 - A Randomized Phase 11 Study of Imatiniby and Rituximal for Cu...

#ﬂ = Date of|
nt 1Di129841 Registration 23 Jun 20147 ,
" Local 10}0201020
Status|Eligible

Site 1D

dnwebapp/Forms/Common/Co...

Fred Hutchinson Cancer Research Center (cGVHD) ] -~ QH‘\M 3 - J(\n g /ﬁ;
Treataent Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 FO dally (Age
2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date i ate
Concomitant Medications (oo mitait.— Meels &
[ , ) A '|h¢se Tields are required in oxdder Lo SAVE the form Cm ()(')\r'\'ﬁ\’\ V'{‘nf}
[ K These f:e ds are requued in order o COMPLE‘TE the form
IDate of Visit: Da.te
ilnterviewer User 1Dy S
P o 1Dose P Frequenr.y T T B g s
Date e .. i Date | menths
....... . e e . R ;
Search term/RxNorm Code l {myg,ml) {BID,TID) (PO,IV,etc.} Search term/SNOMED Code i i since ]
i | prescribed
Code i ! Con roilfg i Cole | i Sy N
“ ) I
! g . H wr oS / '
k’ Y ﬁ ConRimerl s / » (Con b # LonSired® y | |
(,0[’3 R{,ﬂ’ib ﬁ; Save Print Close Window C@”éfﬁ){jb ﬁ;

ConDersc#

Conuni >

Con Stork DO#

ConSterkiam .

Cond

bece Y # ‘
Step
A et
Lonshep DD
Con 5%\»(9 fend
{LOMS%P‘?‘ Y4

6/26/2014 10:47 AM
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ProviderSurvey

https://rarediscasesnetwork. epi.usf.edu/RDNWEBAPP/Forms/65C...

Participant 10121393

Registration

E/':jocol # 6502 - A Randomized Phase I Study of Imatinib and Rituximab for Cu..

Date of

11 Mar 2013

Local ID|0201011

Status|Eligible

Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Treatment|Rituximab Dose: 375 mg/m2 IV weekly x 4

Treatment Assign

Date 11 Mar 2013

Treatment Start

Date

20 Mar 2013

Provider Survey

Enroliment
Page: 1 of 8

Bravider_Svrvey

Ll

FF a0

|

* These fields are required in order to SAVE the form

|

* These fields are required in order {o COMPLETE the form

Date of Visit:*

Date

Interviewer User ID:*

User ID is required

Date completed:

M D-compi ~ DD, MD-compl - MH, Mo cdimpl-YY

SKIN
1.
Non-moveable
Check ONE area of the Erythematous Moveable subcutaneous
body as the sentinel lesion rash of any sort sclerosis sclerosis or
fasciitis
1. Head/neck/scalp ., . i g% . g% 1L 4%
/ TN Eskinl Mskin] Fskind
2. Anterior torso - — W s 2%
ST 2. Fskind MskinZ” Ekinl”
3. Posterior torso .. T .9 i Y
513 Eskin3. Yskins =skin3”
4, Left upper extremity _. ' TN CoY - %
PP Ve 1 Eskind”? fskipd st
5. Right upper extremity _., N a9 O
ght upp Ysi50  Eskin® skinD Fsking”
6'. LlefE !gwtir %tremity, | % % _ “ %
(incl. Lbuttock) <y 7. ¢ “sKing Ufskint Fskind
pNalows st L
' sL1.7 Eskind AMskin7 Fskin {
itali : i VR O, TR
H8 Genitalia Not examined (:‘:fikl'ﬂf}/c /M"Sk!{?/%ff E’Sﬁimg ()
SLI-E  len BA

1 of &

4/2/2013 12:50 PM
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ProviderSurvey

20f9

https://rarediseasesnetwork.epi.usf.edwW/RDNWEBAPP/Forms/65C...

2.
0 1 2 3 4
Skin sclerotic Normal Thickened with Thickened over Thickened, Hidebound,
changes pockets of majority of unable to unable to pinch
VN normal skin skin move
0K
3.
0 1 2 3
No symptoms < 18% BSA with 19-50% BSA OR >50% BSA OR deep
disease signs but NO involvement with sclerotic features
Skin Score sclerotic features superficial sclerotic  “hidebound” {(unable
. features “not te pinch) OR
{j{f SEIN higebound” (able to  impaired mobility,
pinch) ulceration or severe
pruritus
Fascia N ] Nermal Tight with normal Tight Tight, unable to
J -Pafjﬂ.iﬂ areas move
4,
. Clinical Skin Features
lcer
“Ulcer  Location: (] Jasi. loe. Largest dimension (cm): D“C-—- =57

- Maculopapular rash 4/ Fratsh

i} Keratosis pilaris

Kpil

“ ! Lichen planus-like lesions Lléh

i Papulosquamous lesions or icthyosis ’C H’?

- Poikiloderma Foik - - Hair involvement H o
- Pruritus Prur ** Nail involvement — \ i
| Other, specify: (s Kin, OHrstn..5p9¢. Other, specify: Othskin ‘Z/ ﬁf“-hzs K;’r?IAEZ - BPEC-
5.
Fraction of Grade 3 Fraction of Grade 3
% or 4 Areas with % or 4 Areas with
Region | Grade | Area of Erythema Region | Grade | Area of Erythema
Grade {indicate up to what Grade (indicate up to what
fraction is involved) fraction is involved)
1. Head, l ST 6. T
Neck and 0 Right 0
g,
Scalp % Hand &
Tsl-0 13556 -0

4/2/2013 12:50 PM



ProviderSurvey https://rarediseasesnetwork.epi.usf.edu/RDNWEBAPP/Forms/65C. ..

— R
T ] 1 Taséd 1
T:‘.':v."il _.l %% —_ ’ 5q > [ O
_ [ 351 - T T3¢ - 3a
S— b 2 N
] I 2 { 35 2 -
I35~ Z o || ey T3¢ 0w |1
- I N e T e e | PP
=sl-3)0 3 I55¢.3 5
% - EE % :
0 v % % 1 D At I I R RN R VAR |
Ti?j) IML]L 4 0% 71:3’.34’ “"{7’ 4 %,
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1559-

TZ’S:’%‘

S5L7 .10

Mouth Score

S mevih

with disease signs
but not limiting
oral intake
significantly

symptoms with

signs with partiai

limitation of oral
intake

T555.0 | o Ts5j0..0 0 g
o % %’ R % I
W S _ 3
- £ i ' I T?iﬁ,tlw ’ Ry
0.1 1, PANES Pl "
5. Right | Left N L
ArmIg 2 T=3.5. 2. i? Leg 2 =500 2
% r—' T——— and % r———/_"_,—'_]
0 % Y2 % 1 |Foot 0 Ve Va2 % 1
T 3 - 3
-F‘)ejt.) -3 % : N I0 £ d % :
0 0 % 2 % 1 . [5510~\- O Va ¥ 34 1 |
5 5 4 b | 4 .
ESJM—L][ % T:§5 401 13‘5/0»-‘/ B ___._[_j{f’_____ Ts51 L Zii a
frotal= | 100% [Total=| 100%
ROM & MOUTH
6. ROM
|1 2 | 3 | 4 | s | & | 7
Shoulder i
KoM ahir
Elb ! i
N RoM- elh
Wrist and Fingers ROM w’ri
Foot Dorsiflexion f:\, 0O M _ Fﬁ@'{“
7.
I - ; . ;
No symptoms Mild symptoms Moderate Severe symptoms

with disease signs
on examination
with major
limitation of oral
intake

Mouth

K-

Erythema

None

mooth I

Mild erythema OR
Moderate

Moderate
(=25%) OR

Severe erythema
(225%)

4/2/2013 12:50 PM
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erythema Severe erythema
(<25%) (<25%)
Lichenoid None Hyperkeratotic Hyperkeratotic Hyperkeratotic
changes changes changes
. | ) (<25%) {25-50%) {>50%)
7
K. mouit.. L.
Ulcers None None Ulcers involving  Severe
(220%) ulcerations
) - ; (»20%)
Riputh.. i
Mucoceles
(of lower
labia
and None 1-5 mucoceles 6-10 scattered Over 10
soft palate mucoceles mucoceles
M R pmetith... M
Mouth Pain No symptoms Food sensitivity Pain requiring Unable to eat
narcotics
\J-—- m{JM'H’)
GASTROINTESTINAL
8.
0 1 2 3
No symptoms Symptoms such as Symptoms Symptoms
dysphagia, associated with associated with
anorexia, nausea, mild to moderate significant weight
vomiting, weight loss loss >15%,
GI Tract Score abdominal pain or (5-15%) requires
diarrhea without nutritional
,ﬂ,»é q! significant weight supplement for
v e e loss (<5%) most calerie needs
OR esophageal
dilation
Esophagus No escphageal Occasional Intermittent Dysphagia or
symptoms dysphagia or dysphagia or odynophagia for
haai cdynophagia with odynophagia with almost ail oral
Dysphagia solid food or pilis  solid food or pills  intake, on almost
Gastro- OR during the past  (but not for every day of the
. . Odynophagia week liquids or soft past week
intestinal ) foods) during the
K._. E3 past weelk
Upper GI
Early satie
Y Y No symptoms Mild, occasional  Moderate, More severe or
3 S I
K_ gt

4/2/2013 12:50 PM
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symptoms with interrmittent persistent
OR ‘ o
A . #ttie reduction in  symptoms symptoms
norexia oral intake during throughout the throughout the
the past week day, with some day, with marked
OR reduction in cral  reduction in oral
Nausea & intake, during the intake, on almost
it past week every day of the
vomiting past week
Mo loose or liguid Occasional loose  Intermittent loose Voluminous
stools during the  or liquid steols, or liguid stools diarrhea on
Lower GI nast week on soeme days through-out the  almost every day
during the past day, on almost of th_e_past week
. week every day of the !‘equmng_
Diarrhea past week intervention to
without requiring prclevent or correct
. intervention to volume depletion
B L. ", prevent or correct
R (..7{ , volume depletion
OTHER ORGANS
9.
0 1 2 3
No symptoms Mild dry eye Moderate dry eye Severe dry eve
symptoms not symptoms symptoms
affecting ADL partially affecting significantly
(requiring eye ADL (requiring eye affecting ADL
drops <3x per drops =3x per day (speciai eyewear
Eye Score day) OR or punctual plugs) to relieve pain} OR
asymptomatic WITHOUT vision  unabie to work
signs of kerato- impairment because of ocular
Ny . ; I symptoms OR loss
A ‘ conjunctivitis sicca
SC- 6((:‘(:", . of vision caused

by kerato-

conjunctivitis sicca

Joints and Fascia Score

S ._J'om‘f'

No symptems

Mild tightness of
arms or legs,
normal or mild
decreased range
of motion (ROM)
AND not affecting
ADL

Tightness of arms
or legs OR joint
contractures,
erythema thought
due to fasciitis,
moderate
decrease ROM
AND mild to
moderate
fimitation of ADL

Contracture WITH
significant
decrease of ROM
AND significant
limitation of ADL
{unable to tie
shoes, button
shirts, dress self
etc,)

GV - exam

Gol9

Genital Tract Score

©" No GYN Exam

SC-gen tlal

No symptoms

Symptematic with
mild distinct signs

Symptomatic with
distinct signs on

Symptomatic
WITH advanced

47212013 12:50 PM
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on exam AND no
effect on coitus

exam AND with
mild dyspareunia

signs {stricture,
labia agglutination

and minimal or discomfort with or severe
discomfort with GYN exam ulceration) AND
NB: score still required GYN exam severe pain with
coitus or inability
to insert vaginal
speactrum
No symptoms Mild symptoms Moderate Severe symptoms
L S {shortness of symptoms (shortness of
ung Score breath after (shortness of breath at rest;
) ‘ climbing one flight breath after requiring 02)
S~ ‘Uﬂq of steps) walking on flat
o ground)
/‘ ‘ H st an s, e e AR
2 _oth )l other Organ Score,
specify: .
) ; Nc effect on ADL  Mild effect on ADL Moderate effect on Severe effect on
=c.oth) - 53}9&"6‘»’ ADL ADL
f(?-()hl’} 12 Other Organ Score,
specify: .

: » No effect on ADL  Mild effect on ADL Moderate effect on Severe effect on
Seothl-specZ ADL A
Add Other

OVERALL STATUS
10,
] Please rate the severity of this person's_ GVHD /zi///)m SN MM (j
on this scale None(0) Mild(1) Moderate(2) Severe(3)
cGVHD
éGVH[tJ Symptoms
) a:emnpofgs are most
/M’[)_.ﬁ(f\/fo 2l severe severe
and on this scale possible
(select one) o 1 2 ‘3 4 °*5 & 7 ‘8 9 10
11,

Reasons for changing therapeutic regimen (check all that apply)

"1 Not applicable, no changes made IRxC hﬂ - el
L Adjust levels of medications Kxchg-“ level
"1 Enroll on clinicat trial Kx(j’gdjﬂ il

" Worsening of symptoms Rxcf’lﬂ - WOK’.'SQ B
i No improvement in symptoms QXC}"'{%“ NOIMPTLY

! Toxicity Rx-c.lfg ~tox

- New symptoms RXC‘% - DX “
7 Improvement in symptoms Kxe.h¢j ~ improve.
. Disease relapse Wahg..w rel

Stable Kxchq _siable

12,

70f9

4/2/2013 12:50 PM
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Sentinel Organ

Response in which organ system will guide your treatment decisions (If more than one, please
rank)

If ranked, please provide number

“skin SOK ~3Kin
“ 1 Joints (’)'Oij(Nﬂf“
" Fascia 50K . fascia
CLung SOR _ lun ,
 Urogenital 50K __"Q(?ﬂi ral
Liver SO - biver
I Mouth SBR - modih
"t Esophagus 5 0K~ €30
- Lower GL.50F. _ |-Gl
" Other SOK . oth
If Other, specify: S0 ., ()-Hq:;' pec

i3.
Does this person currently have: L
ate acute GVHD (1)
GVHD - acprrent | _
- OQverlap acute and chronic GVHD (2)
" Classic chronic GVHD (3)
- No GVHD ()
14.
Infection ] 0 1 2 3 4
Jinf
None Mild, topical or Moderate, Severe, Life-threatening
no therapy localized, systemic infection
required requiring oral  infection
treatment requiring IV

J' \nff fD anti-infective,

mold-active oral
antifungal or
hospitalization

For 2-4:
Pending lab Unidentified Identified
report (1) organism {2} organism (3)
Identified organism{3), specify: .- ]‘n{_ SPEC

15.

8of9 4/2/2013 12:50 PM
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Peripheral Edema? None (0) Tr (9) 1+ S 2+ 3+ 4+

16.

Other indicators, clinical manifestations or severe complications related to chronic GVHD

Past, i Moderate
Never (0) | not now I Mild (2) (3) Severe (4)
(1)

1, Pleural Effusion{s) CM(

2. Bronchiolitis obliterans CMZ—

3. Bronchiolitis obliterans organizing

pneumonia oM
4. Nephrotic syndrome C /ﬂ /{"71
5. Malabsorption / J/ fﬁ

6. Esophageal stricture or web /2 /V(’é

7. Ascites (serositis) /L /7

8. Myasthenia Gravi .
y ravis 7 / g
9. Peripheral Neuropathy éy /7/5/7

10, Polymyositis Vi 4// Zf\

11. Pericardiat Effusion C%///

12. Cardiomyopathy / /M/ 7
13, Cardiac conduction defectsM/j;

14, Coronary artery involvement(,/%/% :

15, Other, please speéify:
CRNIE .. o
16. Other, please specify: 24/ /4_ottispect

Add Other

LI ) [ ] (v

Save Print Close Window

90f9 4/2/2013 12.50 PM
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14.

N Follow-uf vERrdleN

;N;;Si e —

ON LY

chan
Not Moderately. - Moderately
involved much better (3) ~| ~worse(7) | ~ much
0) better (2) , worse (8)
C%@ | Mouth o) o) o o o o) o o)
N Skin O O O O O O O O
u\/\6 S el
Cloiy —| B3¢ © o o o o o 0 o
elasy | Jointp O O O o O O O O
)M—-
_<__| Chronic
/ C/(ném GVHD{ O @) O O O O O O
Overall
What are your reasons for how you rated
“chronic GVHD overall"? (*JM) -vealon
Write in Wb
{For example, has an organ or symptom
improved or worsened?)
Infection ~ |O None O Mild, topical orno |O Moderate, O Severe, systemic  |O] Life-
- therapy required localized, requiring infection requiring threatening
oral treatment IV anti-infective, infection
mold-active oral
antifungal or
hospitalization
For 2-4: O Pending lab report |O Unidentified organism 2y O Identified organism, specify (3):
(1

7 None (0)

ST () SEr

- oy

13+
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Protoco(::_jSOZ - A Randomized Phase II Study of Imatinib and Rituximab for Cu...
Vv

Participant ID{129841

Pate of
Registration

23 Jun 2014

Local ID (0201020

Status|Eligible

Site ID |Fred Hutchinson Cancer Research Center (¢GVHD)

Treatment 2-19)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment Assign
Date

23 Jun 2014

Treatment Start
Date

26 Jun 2014

Patient Survey
Enroliment

Page: 1 of 16

fah

ent. 3 rvey

L Eg] 1+ D a1

* These fields are required in order to SAVE the form

* These fields are required in order to COMPLETE the form

Date of Visit: #*

Date Invalid Date of Visit

Interviewer User ID:*

User ID is required

l‘)f.'.» Cbmf}’{w? Date completed:

Pr-Lompi.

Date not valid

l"i‘Jb?HPf J)’)‘f Section 1: Your Chronic Graft vs. Host Disease (GVHD) Symptoms

1 of 2

Not
Present

As Bad As You
Can Imagine

1. Your chronic GVHD

|| WORST?

PR

|| symptoms overall? P Rl 1 2 =3 4 5 6 7 -8 9 10
| 2. Your skin itching at its
| WORST? . 1 2 ©3 4 5 6 7 =8 9 10
[29KZ
3. Your mouth dryness at its
| WORST? p<p3 1 2 =3 4 5 6 7 8 9 10
| 4. Your mouth pain at its
| WORST? P‘§R4‘ 1 2 =3 4 5 6 7 8 9 ~10
5. Your mouth sensitivity at
| its WORST? D5 1 2 =3 4 5 6 7 8 S 10
| 6. Your eye problem at its L g o3 s4 5 ng 67 48 9 o0

1| 7. What is your main

complaint with regard to

your eyes? ij 7

6/26/2014 106:33 AM
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8. Vulvovaginal Symptoms (females only):
Do you have any burning, pain or discomfort in the area of your
vagina, vulva or labia? - OR - Do you have any discomfort or

“ Yes
“ No

medications?

PR 10

pain with sexual intercourse? P,). Iz )7 > Not applicable
“ None
1 9. Overall, how would you rate the severity of your chronic graft = Mild
| versus host disease?  Moderate
e 1 % Severe
23R4
10. Do you think your chronic GYHD symptoms are in good - No
enough control to decrease your immunosuppressive “ Yes

% Not applicable

L Jsa]r [ ]l=s]

‘Save . Print | Close Window

6/26/2014 10:33 AM



o Follows-uP VERSION ooy

Not Compl- Very Moder-  Alittle About Alitle  Moder- Very

involved etely much ately better the worse ately much
with gone better better same worse worse
GVHD
- GVHD sympto
P31, ove,a”ypms - 01 02 03 04 05 06 O7 O8
psR. 12, Mouth 0 o1 02 03 04 O5 06 O7 O8
PSR 13, Skin o0 o1 02 03 04 0O5 06 07 O©O8
psR 14. Eye 00 ©1 02 ©03 04 O0O5 06 ©O7 ©O8
PR 15. Joints 00 o1 02 03 04 O5 06 O7 O8

PS@ 16. What are your reasons for saying your chronic GVHD is better or worse overall? (Is there a symptom of particular concem
to you that has changed?

(Write in)

Free text
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant ID|129841 Dateofl, s 51 2014
Registration

Local ID|0201020
Status|Eligible
Site ID!Fred Hutchinson Cancer Research Center (cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment 2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enroliment
Page: 2 of 16
O« J=a] 2 [ =l 1]
i * These fields are required in order to SAVE the form
] ' * These fields are required in order to COMPLETE the form
Date of Visit: * Date
Interviewer User ID:*
[ Section 2:
1 By circling one (1) humber per ling, please indlicate how much you have been bothered by the following
problems in the past month:
SKIN: | Not at all Slightly | Moderately Qul;?f a Extremely
1. Abnormal skin color . Sl g ] 3 &4
DX]|
2. Rashes g 0 i ) o3 )
XL
3. Thickened skin . 0 SO | B Sl 4
| K3
4, Sores on skin g “0 0 | ] @03 4
X
5. Itchy skin oy 7 ) 3 w4
’ 545 2
EYES AND MOUTH: | Notatall | Slightly | Moderately Q“gf 3 | Extremely
6. Dry eyes . 0 1 Sl 3 4
SXG
7. Need to use eye drops frequentl 2 D1 ) 53 2 4
UGIL
DK
. Difficul i r o f & o
8. Difficulty seeing clearly j){ 8 0 1 2 3 4

6/26/2014 10:35 AM
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9. Need to avoid certain foods due to .
mouth pain X4 0 1 w2 3 4
10, Ulcers in mouth ot 0 5 D 3 o4
IXI0
11. Receiving nutrition from an 0 o g 3 4
intravenous line or feeding tubeé‘ X f ) ' '
BREATHING: | Notatall | Slightly |Moderately | Xt ® | Extremely
12. Frequent cough 7 0 ! 2 “3 4
SXZ,
13. Colored sputum s 0 1 w2 3 4
SXI3
14, Shortness of breath with exercis 0 = 2 3 w4
K|
15. Shortness of breath at rest 7 il S i 3 o 4
KD
16. Need to use oxygen L 0 1 ) 3 4
Xl

Ol ji=a] 2 [ » J>udi >

Save . Print ¢ Close Window

20f2 6/26/2014 10:35 AM
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Participant ID

129841

Date of
Registration

23 Jun 2014

Local 1D|0201020

O a3 [ )] ]

Status|Eligible
Site 1D |Fred Hutchinson Cancer Research Center (¢cGVHD)
Treatment Imatinib Dose: 200 mg PO daily (Age > 19} or 130 mg/m2 PO daily (Age
2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enroliment

Page: 3 of 16

[

* These fields are required in order to SAVE the form.

* These fields are required in order to COMPLETE the form

1 of2

Date of Visit: * Date
Interviewer User ID:*
| Section 2: (cont.)
A ‘ : " ‘ Quite a
EATING AND DIGESTION: : Not at all | Slightly | Moderately bit | Extremely
17. Difficulty swallowing sold foods 0 1 n2 3
W7
18, Difficulty swallowing liquids .., . S0 i D 3
5X18
| 19. Vomiting o ) 1 g 3
SX49
20, Weight loss v p ) 7 q ) o3
° SKZD
. Quitea -
MUSCLES AND JOINTS: | Notatall Slightly | Moderately . bit i Extremely ;
21. Joint and muscle aches . ;. j 00 5 q o o3
SKZ
22. Limited joint movement | o0 1 i) 3
) VA
1 23. Muscle cramps e rp g ) 1 Sl 3
| OXZ3
24. Weak muscles ' 20 iq ) ©03
X2 | |
ENERGY: Notatall Siightly | Moderately Qut;?: a Extremely

6/26/2014 10:38 AM
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25, Loss of energy B N o | ) 13 4
SXZH

26. Need to sleep more/ take naps 0 | =) 3 )
DX

27. Fevers oA S0 e | i) 23 4

MENTAL AND EMOTIONAL: | Notatall | Slightly |Moderately Q“;?fa Extremely |

28, Depression oyt £ @1 ) =3 4

° skzs | O

29, Anxi g r g g G4

30. Difficulty sleeping ] . 0 1 i, 3 g
SXA

O8] s [» )] 1]

Save

Print | Close Window
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Protocol # 6502 - A Randomized Phase 11 Study of Imatinib and Rituximab for Cu...

Participant ID{129841 Date oft )5 3un 2014
. Registration
Local 1D{0201020
Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)
Treatment Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age
2-19)
Treatment Assign 3 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enrollment
Page: 4 of 16
O« ]+3) 4 [ J>ud)[ ]
[ * These fields are required in order to SAVE the form
I * These fields are required in order to COMPLETE the form
Date of Visit: * Date
Interviewer User ID:#
Section 3:
Have you experienced any of the 1 All of the Most of Half of | Some of None of |
following during the last week? time the time the time | the time the time
1. Eyes that are sensitive to light?, 4 3 v 2 1 0
oD}
2. Eyes that feel gritty? o P 4 3 i Sl
- ODZ
3. Painful or sore eyes? . 4 w3 w2 1 =0
oA
4, Blurred vision? i 4 3 2 1 g
ODH
5. Poor vision? R, 4 o3 ‘o o o0
oD |
Have problems with your eyes All of | Mostof | Half of Some | Noneof Not
limited you in performing any of the the the the of the the applicable
following during the tast week? time time time time time pp ;
6. Reading? ) £ 4 '3 ) i =0 S NJA
Ché
7. Driving at night? P 4 “ 3 32 ] Q) 5 N/A
oDT
8. Working with a computer or bank _ ‘ -
machine (ATM)? &Dﬁ 4 3 12 1 0 - N/A

6/26/2014 16:38 AM



PatientSurvey

20f2

hitps:/fwww.rarediseasesnetwork.org/rdnwebapp/Forms/65CGVHDY...

9, Watching TV? N o4 “ 3 9 21 2 0 “ NJA
o0

Have your eyes felt uncomfortable All of | Most of | Half of Some | None of Not

in any of the following situations the the the | ofthe the applicable :

during the last week? time time time time time pp ;

10. Windy conditions? . 4 3 i} #q 0 2NJA
4Di0

11, Places or areas with low humidi .

) th low humidity | 4 3 2 1 0 U NA

(very dry)s oD

12. Areas that are air conditioned? v 4 3 S 1 0 ONJA
IV

L] 4 [ > ][ 1]

Save

Print

Close Window

6/26/2014 10:38 AM
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant ID|129841 Date ofl 5 3 2014
Registration

Local ID:0201020

Status |Eligible

Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment 2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enrollment
Page: 5 of 16
O J=a) 5 [» [>d)[ »1]

l * These fields are reguired in order to SAVE the form
r * These fields are required in order to COMPLETE the form’
Date of Visit: * Date
Interviewer User ID:#*
l Section 4: Quality of Your Life After Your Transplant
| PHYSICAL WELL-BEING: | Notatall | Alittlebit | Sore 1 Qe a 1 ;‘;3’1
1 1. I have a lack of energy F: ! “0 1 2 3 >4
| 2. I have nausea F_.Z 0 21 2 w3 |

3. Because of my physical condition, T -

have trouble meeting the needs of my 0 | Sl 3 4

family l,': 2

4. I have pain Fd_'l_ ) g ) 203 54

5. I am bothered by side effects of

treatment F 5 0 1 V2 3 4

Fé

7. 1 am forced to spend time in be'g 7 0 i1 Sl 13 4

SOCIAL/FAMILY WELL-BEING: | Notatall | Alittle it | SO 31 Quite 1 ey

8. I feel close to my friends F ye o0 | S 3 5 4

6/26/2014 10:38 AM
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9. I get emotional support from my

| family = 0 1 2 3 o4
10. I get support from my friend{s,m 0 1 S €3 4
11, My family has accepted my illness 0 | 2 3 4

il

112. T am satisfied with family 0 1 g 3 g
communication about my ilness £ 7

| 13. I feel close to my partner (or the 0 1 g 3 4
person who is my main support) 1% '

+ Regardless of your current level of sexual activity, please answer the following question.

If you prefer not to answer it, please check this box and go to the next section.

_Fi4. bkip

14. T am satisfied with my sex life F'L’A 0 S| ) &3

Ul )= s > >l >1]

Save  Print . Close Window °

6/26/2014 10:38 AM
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant ID|129841 Date ofl 5 yun 2014
Registration

Local ID:0201020
Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (¢cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment 2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enroliment
Page: 6 of 16
(OEF ¢ D00
i * These fields are required in order to SAVE the form
I * These fields are required in order to COMPLETE the form
Date of Visit: * Date
Interviewer User ID:*
[ Section 4: Quality of Your Life After Your Transplant (cont.)
| EMOTIONAL WELL-BEING: | Notatall |Alittlebit | Sore 1 QUI;?: i
15. I feel sad o ) T ) -3 4
FI5
16, I am satisfied with how I am 0 1 oo 3 4
coping with my illness F; it, '
plmemsteennett | o1 2 s
18. 1 feel nervous - 0 “q B i3 4
&
19. T worry about dying FIC{ o0 q o 3 o
20. I worry that my condition will get 0 ) oy 3 4
worse = 2 7,
FUNCTIONAL WELL-BEING: Not at all ﬁi:'t“e Some Si‘é'te 2 I very
21. I am able to work (include work at 0 1 5 3 4
home) F 71
22. My work (include work at home}) is 0 1 o 3 4
fulfifling FZZ. _
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23. I am able to enjoy life Ff% 50 ] w2 3 v 4
24. 1 have accepted my iliness FZLF 0 1 ] 3 Y4
:25.Ianwsbepmg\NeH }72255 0 il 2 3 5 4
26, I am enjoying the things [ usually . -y "5 "3 .
do for fun F20 0 : : 4
27. 1 am content with the quality of S0 ) 5 3 ‘4
my life right now l:227 - ' § -
ADDITIONAL CONCERNS: Notatall | ANtHe | Some: | Quitea | ey
28. 1 am concerned about keeping my - 1 o9 + 3 4
job (include work at home) Rjg ' : ' '
29. 1 feel distant from other people 70 i i 3 o4
FZ24
30. I worry that the transplant will not | . 0 1 q "y 3 4
work F 550 ' '
31. The effects of treatment are worse 0 - . 3 "4
than I had imagined FQD' ' ' '
32. I have a good appetite r 27 0 e | e} S 4
33. I like the appearance of my body 20 1 2 3 Y4
£33
34, I am able to get around by myself o0 S | ) 3 4
3l |
35. I get tired easily f: 25 G “ 1 ny 3 4
36. [ am interested in sex F (- w0 ) 02 3 o 4
37. I have confidence in my nur_se&s) 0 S| ) 3 54
2

O =a)s [ ]i>=i 1]

Save

Print | Close Window
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant ID|129841 Date ofl, 5 yun 2014
Registration

Local ID|0201020
Status |Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment 2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enrollment
Page: 7 of 16

(< f)=a] 7 [ ]ixdll»1]

{ * These fields are required in order to SAVE the form
[ * These fields are required in order to COMPLETE the form

Date of Visit: * Date

Interviewer User ID:*

[ Section 5: Your Health and Well-Being

1. Which statement describes how you feel most of the time? (please check one) KPS (

. Normal, no difficulties with daily activities

. Able to carry on normal activities, minor problems

. Normal activity with effort

. Able to care for self, but unable to carry on normal activity or active work
. Require occasional assistance, but able to care for most of needs

. Require considerable assistance and frequent medical care

. Disabled, require special care and assistance

. Severely disabled, hospitalized

[V T o + L N o Y B L

. Very sick, hospitalized

2. In general, would you say your health is =5 - i

! Excellent | Very good | Good l Fair Poor

|

3. Compared to one year ago, how would you rate your health in general now? jj”FS

Much better now :
than one year ago,

Somewhat worse
nowW as one year
ago

About the same .
now as one year .
ago

Somewhat better |
now than one year
ago

Much worse now '
2s one year ago

] of 2 6/26/2014 10:38 AM
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant ID|129841 'Date. of 23 Jun 2014
Registration

l.ocal 1D10201020
Status |Eligible
Site ID|Fred Hutchinson Cancer Research Center (¢cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment 2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enrollment
Page: 8 of 18
Q[ +a] 8 (> >l 1]
| * These fields are required in order to SAVE the form:
l * These fields are required in order to COMPLETE the form
Date of Visit: * Date
|Interviewer User 1D:*
| Section 5: Your Health and Well-Being (cont.)
' The following questions are about activities you might do during a typical day. Does your health now limit you fn
| these activities? If so, how much?
Yes, limited ;| Yes, limited No, not
ajot a little limited at ali -
4. Vigorous activities, such as running, lifting heavy N L 5
objects, participating in strenuous sports -5 i:'4 '
5. Moderate aclivities, such as moving a table, 1 g 3
pushing a vacuum cleaner, bowling, or playing go!fj-F P
LW,
6. Lifting or carrying groceries SE é i ) 3
7. Climbing several flights of stairs SE7 | ] @3
8. Climbing one flight of stairs e 1 il 3
: {DI_ gf
+ 9, Bending, kneeling, or stopping — 1 ) o3
B 5 |
10. Walking more than a mile s i o 3
SFI0
11. Walking several hundred yards | 2 3
OFI1
12. Walking one hundred yards e S | ] 3
J 4 SFI1Z.
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13. Bathing or dressing yourself

SFI3 B

Duyring the past 4 weeks, how much of the time have you had ahy of the following problems with your work or

other regtiar gafly activities as a resuft of your physical health?

All of the | Most of Some of | Alittleof | Noneof -
time thetime | thetime the time -
14, Cut down on the amount of time oy o 3
you spent on work or other activities 5 n 4 ' '
15, Accomplished less than you would ) oo 3
like i
SF5
16. Were limited in the kind of work or - i 9 3
other activities 5 Ff A '
4 17. Had difficulty performing the work
or other activities (for example, it took 1 2 3

extra effort) SFEI1T

L[ )=8) 8 [ > ][> »1]

Save

Print ;. Close Window
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant ID| 129841 Date ofl, 5 3 2014
Registration
Local ID{0201020
StatusiEligible
Site ID |Fred Hutchinson Cancer Research Center (¢GVHD)
Treatment Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age
2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enroliment
Page: 9 of 16
L8] 0 [ J[eud][ 1]
1 * These fields are required in order to SAVE the form:
l * These fields are required in order o COMPLETE the form
Date of Visit: * Date

Interviewer User ID:#

[ Section 5: Your Health and Well-Being (cont.)

During the past 4 weeks, how much of the time have you had any of the following problems with your work or
other regudar daily activities as a result of any emotional problems (such as feeling depressed or anxious)?

Al of the
time

None of |
the time

| Alittle of
the time

Some of
the time

Most of
the time

1 18. Cut down on the amount of time
you spent on work or other activities g ) i3 74 o5

a result of any emotional problems.. g
el i a1 11121
19, Accomplished less than you would
like as a result of any emotional 1T ) 713 4 5 g
problems = i: lcf(
. Di h ivities | .
20, Did work or other activities less 1 5 o3 4 5

carefully than usual

SFZ0
21. 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? -5 FZ l

: | Notatall E Slightly | Moderately | Quitea bit 1 Extremely
122. How much bodily pain have you had during the past 4 weeks? .jF,fZ,
None l Very Mitd i Mild ] Moderate [ Severe 1 Very Severe

6/26/2014 10:39 AM
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23. During the past 4 weeks, how much did pain interfere with your normal work (including both

work outside the home and housework)? - F 73

Notatall | Alittle bit

Moderately l Quite a bit

Ul =a] o > [+ ] »1]

. oave

P_rint_.é Close Window -
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Protocol # 6502 - A Randomized Phase 11 Study of Imatinib and Rituximab for Cu...

Participant ID|129841 Date of| 5 3un 2014
Registration
local ID|0201020
Status | Eligible

Site ID

Fred Hutchinson Cancer Research Center (cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment 2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enroliment
Page: 10 of 16
(][« J=&] 10 [ » |
f * These fields are required in order to SAVE the form
l * These fields are required in order to COMPLETE the form:
bDate of Visit: * Date
Interviewer User ID:*
i Section 5: Your Health and Well-Being (cont.)
These questions are about how you feel and how things have been with you duting the past 4 weeks. For each
| question, please give the one answer that comes closest to the way you have been feeling.
How much of the Hime during the past 4 weeks...
Allofthe | Mostof | Someof | Alittleof | Noneof °
time thetime | thetime | the time | thetime
: i ife? g i
24. Did you feel full of life? C?f“Z"; 1 ) 3 4 5
25. Have you been very nervous?._. : 1 2 3 4 5
SFZD
26. Have you felt so down in the
dumps that nothing could cheer you 1 2 3 4 5
10 you
B SF2e
27, Have you felt calm and peaceful? | 1 pi i3 4 5
ST
28. Did you have a lot of energy? 1 2 o3 4 5
SFZE
29. Have you felt downhearted and - )
depressed? Y=o 1 2 V3 4 >
| depressed: S
. 5 iy
30. Did you feel worn out? 5 30 1 2 3 4 5

6/26/2014 10:39 AM
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31. Have you been happy? .
¥ PRY 5)F<5‘

| 32. Did you feel tired?

SF3Z

wq - 3

g

-

33. 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.)? jFﬁﬁ

Save

Print . Close Window -

All of the time |Most of the time| S°meofthe  Alittleofthe 1\ . ¢ ihe time
: time time
1 2 3 4
Definitely | Mostly Don't Mostly | Definitely !
true true know false false
| 34. 1 seem to get sick a little easier . .
than other people =l 1 o2 3 4 >
_ S5FAY
| 35. 1 am as health body I . )
inow yasany 3 yr' 1 ) 3 T4 "5
SF3H
36. T expect my health to get worse 1 ) 3 4 o5
D5
37. My health is excellent . 1 2 3 4 R
SR3 1
O =8] 10 [ > J[» ][ »1]

6/26/2014 10:39 AM



PatientSurvey

lof2

Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

hitps://www rarediseasesnetwork.org/rdnwebapp/Forms/65SCGVHDY/ .,

Participant ID{129841

Date of
Registration

23 Jun 2014

Local IDi0201020

Status |Eligible

Site ID|Fred Hutchinson Cancer Research Center (¢cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment 2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enrollment
Page: 11 of 16
([ g]) 1 [ ][ 1]

E * These fields are required in order to SAVE the form
| ~ * These fields are required in order to COMPLETE the form
Date of Visit: * Date
Interviewer User ID:*

1 Section 6: Your Activity Level

Still Deing
This Activity
(1)

Never Did
This Activity ||
Activity (2)

1. Getting in and out of chairs or bed (without
| assistance) I ’“

2. Listening to the radio

HZ

3. Reading books, magazines or newspapers , _‘, 2

4, Writing (letters, notes)
| gl

5. Working at a desk or table ;=
HD

6. Standing (for more than one minute) H&

7. Standing (for more than five minutes) | 4 7

1 8. Dressing or undressing (without assistance) H

&

1 9, Getting clothes from drawers or closets HCf

6/26/2014 10:39 AM
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10. Getting in or out of a car (without assistance) .

Hi0
11. Dining at a restaurant -
Hi
12. Playing cards/table games H
A
13. Taking a bath (no assistance needed) , ‘, B
9
14, Putting on shoes, stockings or socks (no )
assistance needed) H H.
15. Attending a movie, play, church event or sports
1| activity H§5
16, Walking 30 yards (27 meters) H .
i

([ 8] v [ )] 1]

Save - Print Close Window
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Protocol # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...

Participant ID|129841

Date of
Registration

23 Jun 2014

Local ID{0201020

Status|Eligible

Site ID{Fred Hutchinson Cancer Research Center (¢GVHD)

Treatment 2-19)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment Assign

23 Jun 2014
Date 3 u

Treatment Start

Date

26 Jun 2014

Patient Survey
Enrotiment

Page; 12 of 16

([« =] 12 [ [+ [ »1]

* These fields are required in order to SAVE the form

l * These fields are required in order to COMPLETE the form

Date of Visit: * Date

Interviewer User ID:*

| Section 6: Your Activity Level (cont.)

19, Using public transportation or driving a car (100
miles or less) 149

- . Have .
Ti!fall Do_m_g Stopped N_ever Dld
is Activity Doing This This Activity g
1) Activity (2)
17, Walking 30 yards (non-stop) .
Hi7
18. Dressing/undressing {no rest or break needed p
fali

20. Using public transportation or driving a car (99

miles or more) H.ZQ
21, Cooking your own meals .
(421
22, Washing or drying dishes H
77
23. Putting groceries on shelves j ’i 2 5

24. Ironing or folding clothes

Hd

25. Dusting/polishing furniture or polishing cars HZ‘:)

6/26/2014 10:39 AM
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26,

Showering

HZé
27. Climbing six steps .
HZ7
28, Climbing six steps (non-stop) H '
e
29. Climbing nine steps HZ.(‘f
30. Climbing 12 steps H .
30
| 31, Walking V2 block on level ground i _}5 i
| 32, Walking /2 block on level ground (non-s;top)}‘wéZ
33. Making a bed (not changing sheets) iy
H33
34, Cleaning windows H
34
35, Kneeling, squatting to do light work I _1
- %5
' 36. Carrying a light load of groceries | _1?, 47
37, Climbing nine steps (non-stop) ' _‘} 7 ]

O[] >g) 12 [ » J[> ][ »1 ]

_Save . Print Close Window |
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Protocol # 6502 - A Randomized Phase 11 Study of Imatinib and Rituximab for Cu...

Participant ID{129841

Date of
Registration

23 Jun 2014

local 1D10201020

Status|Eligible

Site ID|Fred Hutchinson Cancer Research Center (¢cGVHD)

Treatment 2-19)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment Assign
Date

23 Jun 2014

Treatment Start
Date

26 Jun 2014

Patient Survey
Enrollment

Page: 13 of 16

(=8 13 (v [ [ >1]

* These fields are required in order to SAVE the form

|

* These fields are required in order fto COMPLETE the form:

Date of Visit: * Date
Interviewer User ID:*
(Section 6: Your Activity Leve! (cont.)
. . Have .
T?\ti'sHA[:::il\lr‘igty Stopped T:iiv:;?:;iy i
1 Doing This (3) ‘
() Activity (2)
38. Climbing 12 steps {non-stop) .
H38
39, Walking ¥z block uphill _
H2q
40. Walking %2 block uphill {non-stop) H Lul U
41, Shopping (by yourself) ;g
H 4
|| 42. Washing clothes (by yourseif) )
HZ.
43. Walking one block on level ground P
H43
44, Walking two blocks on level ground j 4 L/l_’[ .
45, Walking one block on level ground (non-stog_)/z/ﬁ
46. Walking two blocks on level ground (non-stop)H 4/6
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47.

Scrubbing (floors, walls or cars)

M4

48.

Making beds (changing sheets)

H4¢

| 49. Sweeping HLF{
50. Sweeping (five minutes non-stop) -
H20
| 51. Carrying a large suitcase or bowling (one Iine)iﬁl
1)
52. Vacuuming carpets Hsz
53. Vacuuming carpets (five minutes non-stop), ; ... .-
H53
54. Painting (interior/exterior) Pl
H54
55. Walking six blocks on level ground ] “l 5;5
56. Walking six blocks on level ground (non~stoph 5 é,
1 57, Carrying out the garbage i ‘_‘5]
58. Carrying a heavy load of groceries Hﬁ 8

L8] 13 > > ud) [ »1]

Save . Print . Close Window -
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Protocol # 6502 - A Randomized Phase 11 Study of Imatinib and Rituximab for Cu...

Participant ID|129841 Date of| 3 3n 2014
Registration

Local ID)0201020
o Status|Eligible
Site ID |Fred Hutchinson Cancer Research Center (¢cGVHD)
Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age

Treatment 2-19)
Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date
Patient Survey
Enroliment
Page: 14 of 16
L] Bg] 14 [ > ][ »1]

f * These fields are required in order to SAVE the form
| * These fields are required in order to COMPLETE the form
Date of Visit: * Date

Interviewer User ID:*

| Section 6: Your Activity Level (cont.)

Have

Still Doing Never Did
. .| Stopped - e
This A1ct|v1ty Doing This This f\;)tl\ﬂty
@) Activity (2)
1 59. Climbing 24 steps
| HYT
| 60, Climbing 36 steps o
HeO
61. Climbing 24 steps (non-stop) H :
| ¢l )
62. Climbing 36 steps {non-stop) Héé’.
63. Walking one mile H¢5
64, Walking one mile {non-stop) |
He
65. Running 110 yards (100 meters) or playing
| softball/baseball H&r’a
66. Dancing {social) , ‘
| Hél

67. Doing calisthenics or aerobic dancing (5 minutes

non-stop) Hé 7

] of 2 6/26/2014 10:40 AM
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68. Mowing the lawn (power mower, but not a riding
mower) | ‘l QE{
69, Walking two miles

64
70. Walking two miles {non-stop) H .70
71. Climbing 50 steps H .”

| 72. Shoveling, digging or spading H 72

73. Shoveling, digging ar spading (five minutes
non-stop) | .{ 73
74. Climbing 50 steps (non-stop) { ‘I 7 1_?[
75, Walking three miles or golfing 18 holes without a
riding cart H 75
76. Walking three miles (non-stop) H 74
77, Swimming 25 vards H .7-7
78. Swimming 25 yards (non-stop) H 75)

Ll )ixg) 4 e Jl>al][ 1]

Save - Print ©  Close Window ¢
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Protocol # 6502 - A Randomized Phase [1 Study of Imatinib and Rituximab for Cu...

Participant ID|129841 Date of| 3 yun 2014

Registration

Local ID{0201020
Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Imatinib Dose: 200 mg PO daily (Age > 19) or 130 mg/m2 PO daily (Age
2-19)
Treatment Assign Treatment Start

2
Date 23 Jun 2014 Date 6 Jun 2014

Treatment

Patient Survey
Enrollment

Page: 15 of 16
OO a1 15 [ > > ] »1]
[ * These fields are required in order to SAVE the form
| * These fields are required in order to COMPLETE the form
Date of Visit: * Date

Interviewer User ID: *

[ Section 6: Your Activity Level (cont.)

. ; Have .
s [A[:::il:i?cy Stopped T:iivfzt[a)\:;y -
1 i Doing This (3) :
) activity (2)
79. Bicycling one mile H ,
14
80. Bicycling two miles e
HED
81. Bicycling one mile (non-stop) H ? ;
3
| 82. Bicycling two miles (non-stop) H 8 2,
83. Running or jogging % mile chl’j
84. Running or jogging Y2 mile HZ(D)LIL
85. Playing tennis or racquetball H =
82
86. Playing basketball (game play) H 8 6«
87. Running or jogging Ya mile (non-stop) Hgfi

| of2 6/26/2014 10:40 AM
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88. Running or jogging 2 mile {non-stop) H?E)‘
)

89, Running or jogging one mile l’l?ﬁ’
gl
90. Running or jogging two miles H(’?C
]
91. Running or jogging three miles
H4i

92. Running or jogging one mile in 12 minutes or legs
Mepa

93. Running or jogging two miles in 20 minutes or
s HA3

94, Running or jogging three miles in 30 minutes or
less HQ"IL
(<[ >E) 15 [ » [+ ][ »1]

V_Sa\_/e . Print | _.Clos_e Window
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Protocol # 6502 - A Randomized Phase 11 Study of Imatinib and Rituximab for Cu...

Participant ID|129841 Date ofl 5 3un 2014
Registration

Local ID|0201020
Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Imatinib Dose: 200 mg PO daily {(Age > 19) or 130 mg/m2 PO daily (Age

2-19)

Treatment Assign 23 Jun 2014 Treatment Start 26 Jun 2014
Date Date

Treatment

Patient Survey
Enroliment

Page: 16 of 16

O=8) s [ Ll

I * These fiekds are required in order to SAVE the form
I * These fields are required in order to COMPLETE the form

Date of Visit: * Date

Interviewer User ID:*

I Section 7: About Yourself

1. What is your current work status? (check all that apply)

"4 In school full time (). W 3nf%h0éiﬁji(ﬁ mc

"1 In school part time spyivor K~ nseheol fif”"h\ me.

-+ Working full time ADoKk~ W'fﬁﬂﬂ'{ﬁtlhmfi

“t Working part time 250 ROMK— W?}Y{(!QC) P&H‘ﬁ me.

1 Homemaker -5 D — w6t~ Home makec

i Retired SD-1corK— Retived | )

"} On medical leave from work 75 (.. wOr Kmﬁﬂmt’d(callfé_i'fd{ﬂm iBork

"1 Disabled, unable to work L. ot K_Di'ﬁdb'&"h)mblfhw‘"h

1 Unemployed, looking for work 25 D-WorK~ Une mpfo;/wiioaki‘(lgfv@ork

' Unemployed, not looking for work &5D- (w0 K— inmm(ﬁ/ﬁff@r? !-,%%’é#{,”‘ﬁ fBr woesk
“ Other. 5D wot b - Other <D work

2. Do you consider yourself to be Latino (a) or Hispanic? S0~ é‘H’)

“+ Not Hispanic or Latino
+ Hispanic or Latino

3. How would you best describe your race? (check all that apply) 75 ... % ACE. DesCrt be.

' _oth

6/26/2014 10:40 AM
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1 Black SD—race-Black

1 American Indian or Alaska Native <SD.¥ac¢— Amenaa |
i Asian TD-race - Asian

“I Native Hawaiian or Other Pacific Islander SD-. (UCE
Y White =5 Drace. . WAl

"1 Other

4, What is your gender? :}D,ﬂ én

5. How old are you? (.. d{j(i

6, How much did you welgh before your transplant?
(Please be sure to indicate it in pounds {ibs) or kilograms (kg))

oDV
7. What is your marital status? =y [) _ mear 'f’dml

* Married/Living with partner
< Single, never married

“* Divorced, Separated

= Widowed

- Other

8. What is the highest grade of school you have completed? ] D-w

“> Grade school
" Some high school
* High school graduate
Some college
“+ College graduate
“» Post-graduate degree

9. What was your approximate annual family income in the year before you had your transplant? 5D

<> Under $15,000

<+ 415,000 - $24,999
“+ $25,000 - $49,999
"+ $50,000 - $74,999
© $75,000 - $99,999
* $100,000 or above

_ Nokve Hawat ianordther e

diseasesnetwork.org/rdnwebapp/Forms/65CGVIHDY/..,

rdlianorAigskaNa

If Other, specify: .
SO.efee. Otherpeily

“ Male ** Female

years

r Weigh unit: kg SDoW T_unit

jal - oth

If Other, specify: 5D T

A

meome-

Ll ]eg) e L AL

]

Save  Print = Close Window

6/26/2014 10:40 AM



N Pellow-up vERSiong OrILY

Section 7: About Yourself

1. What s your current work status? (check all that apply)

Ooopopooooonon

In school full time SD- wov K — school fttime
In school parttime S _ Lwie — ™ Schrool ?wiehme,
Working full time SO el wwkw»a.%w’ﬁw\é

Working part time SO Luede - M\/Wx\gg;;vﬂ—%ww@

Homemaker SD., wiwle . \/\Dv’vwmﬂd\bb\f
Retired

On medical leave from work
Disabled, unable to work
Unemployed, looking for work
Unemployed, not looking for work
Other, specify:

SO_ welle I ornenmahn”

SO wovl — O e cad LT feven vt

SO wewe — &isdaieckmw% Ve

SO- wwale Wngloed oA b

SO WM~ W\@w\‘)\/w\d nov- wa\,us;w v



6501-PulmenaryFunctionTesting

1 of2

https://rarediseasesnetwork.epi.usf.ede/RDNWEBAPPDEMO/Forms...

diated Disorders after Alloge...

Protga=t# 6501 - Longitudinal Study of Immune Me
LV__J

Participant ID|101106 Dateofl, o vov 2013
Registration
Date of
Local ID{0101100 . 26 Sep 2013
Baseline Exam
Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Pulmonary Function Testing (PFT) Py 1 m,_Mww Yest reiSed

|

* These fields are recfuired in order {o SAVE the form

\ All guestions should be filled out for eCRF to he "COMPLETE" in tracking system

Date of Visit:*

Date

Interviewer User ID:*

User ID is required

Date of Test :

Height : w1
Weight : WT_F1

Participant Hb Hb

PET_ DT

Participant Information
cm L T
Kas WIT — Uit

gmy/di

%M SEr oD
j’ PEr__pwim
PET. Y

LA '%”

4o nd ' NotDone

Spirometry
FVC - P(C
FEV1 - P\’“f/
FEV1/FVC

FEF25-75%

Lung Volumes
TLC (){*(,

RV Prﬁ

Diffusion

DEMO : (SVC) /(.. pre

Raw DLCO DLC/OM\ONJ

DLCO Adj DL 40 MU ~pre

PRE-BRONCHODILATOR

Liters FVC«’P:—CM nd {7 Not Done

Liters Fevi. pl 4 ' Not Done

% Fevl - FYE_R _pre

L/sec FEF . Pﬁ‘i "7 Not Done

Liters TLe a-«() ¢ ngh 2 Not Done

Liters KN W"’M ! Not Done
i Not Done

Liters VO . €(€WM

mb/mmHg/min - OULE O (}(&J nd’i Not Done

mL/mmHg/min DY o A_al\') ~fr¢-nd L Not Done

11/26/2013 6:00 PM
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6501-PulmonaryFunctionTesting

20f2

https://rarediseasesnetwork.epi.usf.ede/RDNWEBAPPDEMO/Forms...

POST-BRONCHODILATOR ' Not Done

Spirometry
FVC fogk Liters FVQ“_()GSJTWVIA
FEV1 m__Posﬁc Liters Fev - post— nd
FEVI/FVC FEVI-FVC. post o Fev - FVC_ postoid
FEF2575 PR onsl- Lsec et _pestind
Lung Volumes
TLC _ € oSk Liters TLCpost
RV o oS} Liters K\/»«\() oSk
VC (SVC), VL ,,(005\« Liters v ¢ _ﬂ()usln, st
Diffusion

Raw DLCO DL(Co.. Fvﬁf mL/mmHg/min TD‘—CDWPD&& nd

* Not Done

~i Not Done

i Not Done

Not Done

© Not Done

! Not Done

Not Done

DLCO Adj DL(‘;O,,«ASW ED&SV ml/mmHg/min D\/w&cg Wryag{.;wj Not Done

Save Print - Close Window

11726/2013 6:00 PM



hitps://www.rarediseasesnetwork.org/rdnwebapp/Forms/65CGVHEY ...

Protocol # 6503 - Targeted Therapy of Bronchiolitis Obliterans Syndrome (BOS)...

Participant 1D |128187 Date ofl 0 por 2014
Registration

Local 10}0301010
Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Treatment|6503 Fiuticasone, Azithromycin and Montelukast (FAM)

Treatment Assign Treatment Start
Date 03 Apr 2014 Date 04 Apr 2014
PFT Interpretation Form P mf‘c’rprc? fation . Fort
Page: 1 of 2

C 0 a1 [ )=t
] * These fields are reguired in order to SAVE the form
l * These fields are required in order to COMPLETE the form

Date of Visit: ® Date

Interviewer User ID:*

1. At the time of the pulmonary function test for this study visit, did subject have any of the
following? * (Check all that apply)

Ui Fever PETL fever

Ui New cough [P FT- CC’UQM

1 Sputum production PFT_. 5p I‘(JT}’!

['* New consolidation on chest CT PFT - &0)?550[ fcl

L. Change in sputum color with positive culture for pulmonary pathogen PFT- pa
£ None of the above PF T\

W{%}di’}

2. Pulmonary function test * PF T done

“* Not done due to current active pulmonary infection (Visit 2, 3 and 4 only)
- Not done for any other reason, please complete a protocol deviation form
' Done \ﬁf’% - P;—:‘T__ Df{%
Siudg- OF T M
Study - PF T-Yy

3. Did subject have a greater than 10% decrease in FEVI“in comparison to the

If done, date of test:

. - . “Yes 7 No
?* S Fi ~NOelee ™ - . .
baseline FEV1 Lonfl:"mm FEVI loclec PET. planm‘&{‘—» Di%
If yes, date of confirmatory test: PET-p i'a ”W?I “M’&
PET . planned =Y
4, If confirmatory test was done, was treatment failure confirmed? * “ Yes © No

PET- rx_ fail
e8] 1 [ e[ 1]

~Save  Print . Close Window |

1of2 6/26/2014 10:53 AM



https:/Awww.rarediseasesnetwork.org/rdnwebapp/Forms/6SCGVHDY/ .,

Protocol # 6503 - Targeted Therapy of Bronchiolitis Obliterans Syndrome (BOS)...

Date of

Partici 28187
articipant 1D (12818 Registration 03 Apr 2014

Local ID|0301010
Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (CGVHD)

Treatment|6503 Fluticasone, Azithromycin and Montelukast (FAM)

Treatment Assign 03 Apr 2014 Treatment Start 04 Apr 2014
Date Date

PFT Interpretation Form
Page: 2 of 2
Q[ pBa) 2 L Ll

! * These fields are required in order to SAVE the form
{ * These fields are required in order to COMPLETE the form

Date of Visit: * Date

Interviewer User ID:*

PET.confim - DD

Date of Test : IT.,(,G(’FI!"!’”W i
Participant Infortna{ on CC% Fitt- Y}’
height : (on fiem - HT m  Confrm- HT. pPET.on
weight : ¢z firpg. W PFT Kgs  Conhrm. wtounit
Participant Hb (oitfrem —. Hb gm/dl "I Not Done (onfirm b - nd

PRE-BRONCHODILATOR

Spirometry
FVC Céﬂﬁ'fﬂ’lﬂ FYC.- pr 4 Liters 1 Not Done COHFIFM FVe ﬂd
FEVI onfirm— FEVI - pre. Liters {1 Not Done (opfiem - FEVI_ pre-id
FEVI/FVC %
Confirm . FEVI.FVC R . pre
FEF25-75% L/sec I Not Done (onfirm | FE pre-nd

Confirm - FEF- pre

Lung Volumes

TLC Contirm - TLC. pre Liters ‘1 Not Done Confirm YL -p re-rd
RV (onfirm - RV- pre Liters {1 Not Done o firM- F\’V« pre- nd
VC (SVO)pnfrrm _VC . pire. Liters " Not Done flopfirnt - \VE- Pre- nd

1of2 6/26/2014 10:533 AM



2012

https:/fwww rarediseasesnetwork.org/rdnwebapp/Forms/63SCGVHDY/.

Diffusion
Raw DLCO(pnfirm _ DLCO - pié- ml/mmHg/min

DLCO AdiConfirm _Dico. acy - pre.mL/mmHg/min

1 Not Done danﬁrm ~DILO. [(C- nd

I Not Done

Confirsy.. DICOod) - pre- 04
POST-BRONCHODILATOR " Not Done {‘onfirm _dil-nd

Spirometry
FVC C‘C)ﬂﬁf‘m.— F\/((.“. p¢7$ f-' Liters
FEVIConfirm._. FEV .- post Liters
FEVIFVC B
Confirm FEVI _FVE-R - post
FEF25;75 LJsec

Fonfirm... FEF_ post

Lung Volumes
e Confiem THC-post Liters
RV (onfirm - RV- post Liters

VC (VO oinfiem v —post Liters

Diffusion
Raw DLCO (onfirw . DLCO- [\0““L mL/mmHg/min

DLCO Adj (6nfi 1 . PLCOOAY -post mL/mmbg/min

i} Not Done

Confirm . FYé— pest . nd

1 Not Done

Confiem - FEV -

T Not Done

pas ko ﬂCfi

Lonfirm _ FEF. pe . nel

#1 Not Done

contirm... TLC- pdsF- nd

"I Not Done

confiom _ Ry post ndl

«! Not Done
Confrem.. v C-po

L nd

1 Not Done (oinfiriv . DLCO*POS'}"“{

Y Not Done

post -

O 2 JL &0

Save ,  Print. . Close Window .

Confcm—pl m«%& -

6/26/2014 10:53 AM



FAMMedications hitps://www.rarediseasesnetwork.org/rdnwebapp/Forms/65CGVHDY...

Protocol # 6503 - Targeted Therapy of Bronchiolitis Obliterans Syndrome (BOS)...

. Pate of
Participant 1D | 128187 , ,
P Registration 03 Apr 2014

Local ID|0301010
Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)

Treatment|6503 Fluticasone, Azithromycin and Montelukast (FAM)

Treatment Assign Treatment Start
Date 03 Apr 2014 ‘ Date [04 Apr 2014
' FAM Medications "4 M_ Medications
[ * These fields are reguired in order to SAVE the form
[ * These fields are required in order to COMPLETE the farm
Date of Visit: ¥ 3 Apr 2014 Date
Interviewer User ID:* 4442
Medication 1: Fluticasone
Dose gg}s:r Units  Frequency  Route Start Date C_;aa r;?:;,l,y Stop Date 3
Fly . doses: Flu.close _spe Flu.- e Flu-slart-pb# 0 Flu-siop-(PE
— 04 Apr =g vy,
Fluticasone 440 meg BIDtwice/day H Yty =YY
Fluiacnitai Flu . coote Flu cucrenth
Add
Medication 2: Azithromycin
Dose Dose Units Frequency Interval Route Start Currgntiy Stop
- o Other ( e . Co Date Taking? Date
Azith_deses Azith. unifs# Azith _intt Apith-curen e Azith_slbp- o
04 z }ifh Jﬁg ~ y)’}qﬁ
i i Q. S >
Azithromyein g mg  QDonce/day TIW PO Apr O Z
Zith dose. sprcE poih _Freq ¥ A Hy _cewleg014 . ope
stack. 0
Add AR s oine
' Aziit - $w(+~Y}fﬂ
Medication 3: Montelukast
Dose . Start Currently
) ose Units Frequency oute Stop Date
sz/szf?_a%je# Other it sl //(W‘ ke DRL L
“ Aot corre -0
Montelukast 04 Apr / - ofep - AT
10 mg  QD-once/day PO 2014 ey N ﬂj;f St VY#
. Ao ﬁt' ¥ -
;4’@’7/:‘4/%‘ . ./éﬂf)’ - ?/ 7 r—tr
Add Pz j e f fre- e
// 1 rz‘_..}/ y#

‘Save  Prnt Close Window

1of2 6/26/2014 10:54 AM



SixMinsWaik Test

1 of2

Protocol # 6503 - Targeted Therapy of Bronchiolitis Obliterans Syndrome (BOS)...

Date of
Registration

Participant ID (128187 03 Apr 2014

Local ID|0301010

Status|Eligible
Site ID|Fred Hutchinson Cancer Research Center (¢GVHD)

Treatment{6503 Fluticasone, Azithromycin and Montelukast (FAM)

https://fwww rarediscasesnetwork.org/rdnwebapp/Forms/65CGVHD/ ...

Treatment Assign 03 Apr 2014 Treatment Start 04 Apr 2014
Date Date
Six Minutes Walk Test 5ix_ Minufe - Walk . Test
i * These fields are required in order o SAVE the form.
| * These fields are required in order to COMPLETE the form
Date of Visit: * Date

Interviewer User ID:#

Six Minutes Walk Test l "t Notdone ip/alK..ndd

1. Supplemental oxygen during the test V\/L’ﬁl K-OZ 2 Yes ©: No

walk—07 - Flow

If yes, flow (L/min):

2. Vvital

! Baseline & End of test

Heart Rate (beats/min)

3. Stopped or paused before 6 minutes? WK - :5'/UP “Yes ' No

If yes, specify reason: V/alk -Slop - 1eas

Number of minutes walked if not 6 minutes: w/(jll k_ m[m}b\{S

4, Total Distance walked in 6 minutes

ft walked in 6 minutes

Wa k- fofal

(x 50ft) + Final partial lap: ft =
walk - partial-lRaicuiate -

Number of Iaps
WalK - laps
B, Tech comments

Comments:

Wwalk - comm

k WalK=pulse. b(b'gj walk -phisc-end

Save  Print.  Close Window |

6/26/2014 10:53 AM



ParticipantStatus https://rarediscasesnetwork.epi.usf.edu/RONWEBAPPDEMO/Forms...

ProtoceL#£ 6501 - Longitudinal Study of Immune Mediated Disorders after Alloge...
V_J

Participant ID|101106 Date of . Nov 2013
Registration

Local ID [0101100 _bateof o cop 2013
Baseline Exam

Status [Eligible

Site 1D |Fred Hutchinson Cancer Research Center (cGVHD)
Participant Status Form im¢].. 17419 - P hentko ket rerisec

[ * These fields are required in order to SAVE the form

[ * These fields are required in order to COMPLETE the form

Pate of Visit:* Date
Interviewer User ID:* User ID is required
. DOLL DD
1. Date of last contact or most recent medical note DOLL .. it
il Y
2. Select all events that have occurred to date: berl—~YY

[ Patient was never transplanted i~ ¥ 1 e t\)OTX

ot Eent G5 s

"t Additional stem cell transplant Zvent_ add - SCT | /‘%)a}t} - é E{; - pb

' Relapse Event .. Rel gﬁﬁ lf‘ g;% i‘f;}/ ! p
" Death Event_ Death K{éi"i 1;:7;5,}/}2& M

Cause of Death (0D

! None of the above has occured. Event... None.

"7 Patient is alive (confirmed within past 6 months) E\’(fﬂ'l",/“i v

BEMO

Save  Print Close Window -

lof2 11/26/2013 6:03 PM
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71972014 Adverse Event Form

Proto==l # 6502 - A Randomized Phase II Study of Imatinib and Rituximab for Cu...
L’F_)arb'cipant ID{108548 Date of Registration|07 Apr 2011
Local ID|0201001
Status | Eligible
Site ID|Fred Hutchinson Cancer Research Center (cGVHD)
Treatment|Rituximab Dose: 375 mg/m2 IV weekly x 4

Treatment Assign Treatment Start
Date 26 Oct 2011 Date

26 Oct 2011

Initial Report

* These fields are required in order to SAVE the form
A. INTERVIEW INFORMATION

Adverse event report date

(date site was notified of | v (DD MMM YYYY)  Aevepot ok
event) *
B. ADVERSE EVENT REPORT
Adverse event occurrence -
Yy T (DD MMM YYYY) (e dpcke
gsﬁgﬂiglgﬁﬁg *isaked If secondary event, enter primary Adverse Event ID:
C. EVENT DESCRIPTION
Event SOC * _ Select an Option ¢ cvl—u‘\o\r\/\ | Heln
B g
ANETe o
Adverse Event * o
Severity * L Select an Option Sg,\ffﬂ,ﬂ\,}} |
new _ae dtdz 0\
Event Details (Description)
Location of event treatment | VJ Trtadvonct Lo hnn + e pdvend Lo catsmofioy
D. EVENT ASSESSMENT
Expected * OvYes ONo Ey ().'LU'«&A
Causality (by reporter) * | v] Pt CVLM " 4 ,.Ulgﬂ/.k_r
Was the adverse event (O Development of a congenital anomaly or birth defect
associated with any of the . ! . " - =
following? (J Development of a permanent, serious, disabling or incapacitating condition
(check all that apply) U Death
? rt%x ASSOC — | ﬂospitalizanqn or prolonged hospitalization
(O Life threatening

O Is another condition which investigators judge to represent significant hazards

hitps /v rarediseasesnetworkorg Irdnwebapp/AdverseEvents/AEF orm2.aspx?EventScheduleld=69358Subjectid=1 08548&RdornProtocolld=65028Registratio...  1/2
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Adverse Event Form

7/9/2014
Patient status (at time of this |7 v ] chent DU-*'C,ome.
report): * P
Adverse event resolved date [___—;] (DD MMM YYYY) AevLSohe AL
Date of death 7] (DD MMM YYYY)

CommaentS
Additional comments

E. Study Drug Activity

St cb/} cLV\JcJS)rW% Ao
S:}vchj ci-m;) S}e\o Aok

e ]
HER

.
Lo

Did the event/reaction abate after stopping drug?
Did the event/reaction reappear after reintroduction? QO Yes O No O Not Applicable Mw’cvmffew aldecyven

OvYes ONo O Not Applicable exent albpde afier Sdvp

F. CONCOMITANT MEDICATIONS
* If applicable, please ensure the concomitant medications log was updated prior to adverse event submission.

REPORTER INFORMATION
Reporter User ID 2439

[ Save Draﬁl l Submit for Review | rPﬁnt J | Close Window

S\aac,ifvs M, odverse twont = Seleck e

Aok of %‘\\MVV = AERlswop ke

MSS\A‘Q” %\l‘swu() - mg\jmgp(gol\m‘_/\p

MO V\OJF [ VaN %\ﬂr\r\ S ¢
A CawS b o TeANCAATCA™

¢ ¢ i ! ~ L . D Y

Bvpen o dvinsieher m (-.?-stwﬁj , op RS Per CTTA D

CTAE v SN

hitps:/fwww.rarediseasesnetworkorg Jrdnwebapp/AdverseEvents/AEF orm?2.aspx?EventScheduleld=6935&Subjectid=1 08548&R dernProtocolid=65028Registratio. ..
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