Abstraction from Medical Chart
Enrollment — Patient Characteristics

Study ID <ho A A Initials
: ) J .

CIBMTR Universal ID C/ﬂo e .‘\Ck Consent Date Cons ek Ak
Enrollment date Owoll _ Ak Study Site '
Case Type O Fred Hutchinson Cancer Research Center
O Incident U University of Minnesota
Q Prevalent ()’_ cASe U Dana-Farber Cancer Institute Sike,

U Stanford University

U Vanderbilt University

U H. Lee Moffitt Cancer Center

(J Roswell Park Cancer Institute

U Cleveland Clinic

L Onhio State University

U University of British Columbia

U Duke University

U MD Anderson
Age Group U Adult (18+) i1 .t 4 Patient age at enrollment WL

Aok _ AN
O Ped (2-17) odw i -l d a—%ﬂ AN
Patient U Male Patient Race | L American Indian or Alaska Native
Gender O Female %@’VWULW O Asian
U Black or African-American
U Native Hawaiian or Other Pacific Islander
Ethnicity Q Hispanic descent - White e
U Not Hispanic descent U Multi-race
W ‘ U Unknown »
Mj}r\/\‘ 0 Other Vo ot

Chronic GVHD Response Measures Validation, 4.13.16, v3.4




Abstraction from Medical Chart
Baseline Data — Transplant Characteristics

Study ID Sy (){»\M id Initials Date of Transplant v _ak
Height pre-tx T Wk pre Weight pre-tx oY e
PFT pre-tx O Yés, without bronchodilator PFT pre-tx Date |
(use post BD values if d Yes, with bronchodilator P;“'_, F(‘f ~dt
available) O No pLl _ done_ Pee
. { A y 0 i
FvC ?\/C _i_pee L ﬂQ/c« pre % predicted
. ' . . 0 i
FEV-1 -Qf/\f L ,(\arﬁ L | ’(’Cv‘ - ore % predicted
TLC Ho_pre Ll RV yv_pre L
Single breath DLCO (adjusted for }iemoglobin) Moo ore % predicted
Patient Age at Tx AL S Age of Donor ‘ A A
Disease Status 7S dx Early Ais_ sdzrdus  Intermed. Adyv.
' _AML OJ CrRt | O cr2 (e O CR3+ relrefIF 13
2 _ALL O cr1 i O crz (& O CR3+.relrefIF i3
3 CML Ocp 2 U a7 U _BC or after BC [
4 CLL 0 crPrRCs 9 O Rel.refCl 15
S _MDS O RA.RARS (3 O RAEB. RAEBT 9 U RelrefIF &
& NHL d crPrCs 8 O Relref,Cl {5
71 _HD U Cr.PR.CS O Relref,.Cl__i5
& MPD U CR.PR.CS, nochemo 10| O Rel.ref.Cl %
4 MM } O cr.PR.CS B O RelrefCl (5
L0 AA O without ATGITG 4 O With ATGTG 1
Other, spec: 94 U _Early (non-malia) & U _Intermed. (CR.PR) {2 | L] Adv. (Rel.ref.Cl) {7
Transplant Source U Peripheral Blood 1 | Patient: ‘
Sowce | O BoneMarow 2 9 Q Positivelequivocal P«Ps—‘f’/f“\/
J Cord Blood 3 CMYV antibodies? !| d Negative
Transplant Type U Myeloablative  { Donor:
dy_dwpe (L Reduced intensity 2 O O Positive/equivocal Ani_ eV
‘/W\Y) U Non-myeloablative 3 t| O Negative
Donor Gender U Male © Donor Match y| O HLA-identical sibling
Q Female |\ =21 [ HLA-matched other relative
(choose 2 genders if double U Female/Female 2 2 [ HLA-mismatched relative (1
cord) U Male/Male 3 antigen mismatched)
U Male/Female A ‘}W\ﬁ\mﬂi‘th 4 L Haploidentical relative (>2
CLV\\( - 63@/(\ mismatched)
el Matched Unrelated Donor
{4 O Mismatched Unrelated Donor
Preparative Regimen GVHD prophylaxis
prep-v Crexte) P v”szl/\/uJ (ot
Pr&?m(y(ﬁl\ é(‘/oc)t@\) Pﬁ—- red | -8 ( wAe,B
\)r@g..\”x‘.,vw\ ?,, o H~

?r@?, wwod | -

3
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Abstraction from Medical Chart

Baseline Data — Transplant Characteristics

T-cell depletion (ex vivo only)

U Yes, specify:

U No
FCel-ds,
. el dep < pee
Any acute GVHD? Yes .
O No I 5\/ nd
Maximum Acute GVHD Grade before day 100
Overall oy h - ovee ao a1 a2 a3 a4
Liver Y, Qo Q1 a2 Q3 Q4
GI ARV N _ o Qo a1 Q2 a3 Q4
Skin riavih T 130 01 Q2 Q3 Q4
: d. : ~_Therapy given for Acute GVHD

Medications and procedures used to treat

Acute GVHD (no dose or date required)
1. f-Ste ,_v\'u\gc 6.
2. A —wed =\ =T (Coded) | 7.
3. 8.
4 9.
5. 10.
Notes 4 S nales

Chronic

GVHD Response Measures Validation, 09.01.16, v2.2




Abstraction from Medical Chart
Diagnosis Data — Chronic GVHD

Study ID Initials Date of chronic GVHD dx Clarv‘ hd - db
CHARACTERISTICS OF CHRONIC GVHD AT DIAGNOSIS "\
O 30 [wan | 309 who
Ny . . A - e _ o
ﬁlceu:fegivlf:zliresent 4 Wélc Y“ekso e QTyp(? of GVHD at d (?:erlap at:‘rf; and chronic GVHD
chronic GVHD 0 No the time of O Classic chronic GVHD
diagnosis? diagnosis?
i | 3 Yo voncroamar | Dol I Ou<
eiow
gz b done_ O date of cGVHD dx) (:.Q +_ 0
Fve ‘ Ne_ o L Ne_ o %
FEV-1 Sevit_o L fevi_o %
TLC el o L | RV L Wiy O L
DLCO Single breath (adjusted for hemoglobin) , Alco— 0 % | 4 Not done
Karnofsky or Lansky Score KpS_0 / \ PS -9 % | 1 Not done
Date of Lab Tests {Abs. o_Jk ’ U Notdone
Total WBC wht_o Kkul | O Notdone Platelet count p\«h okl | Q Notdone
% Neutrophils New_ o % | 1 Not done % Lymphocytes {M we % | L Notdone
% Eosinophils e6S._0 % | (A Not done AST A \g,{go units/L | [ Not done
Total bilirubin bili_o mMg/dL | O Notdone ALT Gt o units/l | O Not done
Albumin w\p_ ¢ gm/idL | O Not done Alkaline Phosphatase a\W_o units/L | 1 Not done

Chronic GVHD Response Measures Validation, 9.25.13, v1.0




Abstraction from Medical Chart
At Study-Related Clinic Visit—Enrollment

Study ID Initials Date of clinic visit

Weight g ES U\}L/{-Plﬁ Was a research sample rdra:wn?' , 8 YNeOs SM“L

PFTs done 3 Ve winpenediaar | Dueoterr [
0 No Pm’ Aovie mq from visi : "3

Full Volume Capacity (FVC) ; ;C\/c_, L - C\/C, %

FEV-1 Seni - L Sevl %

TLC .m, L]  RV| v L

DLCO Single breath (adjusted for hemoglobin) Mo % | L Not done

Date of Lab Tests | |4bS. Jk U No labs Total WBC UQ\QC, k/ul | L1 Not done

% Neutrophils ey % | W Not done Platelet count pH’ K/ul | O Not done

% Eosinophils 205 % | L Not done % Lymphocytes tu‘ 28 % | O Not done

Total bilirubin | \5(; mg/dL | O notdone | AST | psk  units’L | O Notdone

Albumin Al g/dl | O Notdone ALT ol units/L | O Not done

LDL LAL  mg/dL | O Notdone ALK phosphatase m,k units/L | 0 Not done

Current Medications

List all medications that the patlent is currently taking for chromc GVHD. lnclude dose regimen of sterozds & other GVHD
therapy. Do wot include new medications or dosage changes prescribed today.

) ; - 0 ;
med-et med _ dose | V\DJFD Z w;
med- el wde med— dose Z
med _e 2 ehe.
med_ e ). tode
ok .
What is the index medication(s) or treatment(s) | What date was this | Which line of therapy
for the purposes of the protocol? (What new therapy started? | isit?
GVHD therapy was added?) o o i , '
meds_mdey _ codel —3 edS _dy_ A | nrod Mdey ind

Total distance Number of + Partial lap LA
walked in 2 O Missing laps x 50 ft= ft = ' Fe.et
minutes: Lot — diehe, walked in 2 min
Patient walked less than 2 O Yes ‘ et Feet walked in
minutes? O No  wsalde - ess mMin Le pUU< — At
Reason why test is missing or not e

trustworthy: WM - paa SSovTas

Chronic GVHD Response Measures Validation, 7.9.15, v1.1




Abstraction from Medical Chart
At Study-Related Clinic Visit—Follow Up

Study ID Initials Date of clinic visit

[ 13 month [J6 month [ ]18 month [ |Treatment change-abbreviated visit

Time point

g Was a research sample ’d’raywn? 1O No
lsame | 3 Voo et v
(enter post BD) - No (+/- 2 mo from study visit)
Full Volume Capacity (FVC) L %
FEV-1 ' L %
TLC | Ll RV L
DLCO Single breath (adjusted for hemoglobin) % | U Not done
Date of Lab Tests U No labs Total WBC k/ul' | L Not done
% Neutrophils % | L1 Not done Platelet count k/ul | L1 Not done
% Eosinophils % | L Not done % Lymphocytes % | L Not done
Total bilirubin mg/dL | {J Not done AST units/L | L Not done
Albumin g/dL | O Not done ALT units/L | L1 Not done
LDL mg/dL | (A Not done ALK phosphatase units/L | 01 Not done
Since the last study visit: chrov b _ ev_Nest Sk
Any new systemic treatment started for chronic GVHD? U Yes (report on status form) U No
Which med: ?*\OMQ'* todel -3
Since the last study visit: I T D o ZVE N U SN
All systemic treatment stopped for chronic GVHD? L Yes (report on status form) W No

Current Medications o :
List all medications that the patient is currently taking for chronic GVHD. Include dose regimen of steroids
& other GVHD therapy. Do not include new medications or dosage changes prescribed today.

Chronic GVHD Response Measures Validation, 04.01.15, v2.2



Abstraction from Medical Chart
At Study-Related Clinic Visit—Follow Up

The following sections DO NOT need to be completed when treatment change occurs —
abbreviated assessment

Study ID

Initials

Date of clinic visit

Time point

[]3month [ ]6 month [J18 month [ [Treatment change-abbreviated visit

'Total distance | Nu'mbéyryof T

walked in 2 O Missing | 12Ps x 50 ft= = Feet
minutes: walked in 2 min
Patient walked less than 2 J Yes Feet walked in
minutes? U No min

Reason why test is missing or
not trustworthy:

If your center will allow pathology review for study patients:
Number of biopsy samples taken during interval between study visits?

st nmloes

Pathology reference

Area of body: Date of biopsy: | Location: number &
\ bl loC Diagnosis/Results:
o st by [~ Ak O Atcenter | U outside center 2, Vo | {;sg\—{/\/\
lox 7 At b% 7 Sk U Atcenter U Outside center
v U Atcenter U Outside center
U At center U Outside center
U At center U Outside center
U At center O outside center
U At center U Outside center
U At center (] Outside center
U At center U Outside center
\/XO’\Q lo U Atcenter U Outside center

Chronic GVHD Response Measures Validation, 04.01.15, v2.2




Abstraction from Medical Chart

At Endpoint
Date of U Relapse
Study 1D endpoint O Death
If your center will allow pathology review for study patients: evd b)c Nordoes
- — N ~

Number of biepsy samples taken during interval between study visits?

Pathology reference
Area of body: Date of biopsy: | Location: ' number &
end by |_(oC Diagnosis/Results:

o _ o)Al pnd S Q Atcenter | | U Outside center )| g d _ lox | Pﬂ\/\,\

U At center U Outside center ‘

U At center U Outside center

U Atcenter O Outside center

U At center L Outside center

U At center U Outside center

U At center U Outside center

U At center U Outside center

U At center U Outside center

U Atcenter O Outside center

thendpt - bx meds Lo lask visik P vel /dh

Chronic GVHD Response Measures Validation, 07.19.16, v1.0




Comorbidities in ¢GVHD Scale
(Adapted from Sorror Scale)

[l

Study ID I Initials ‘ l Date of clinic visit
Time point | O Eproliment Q 6 month Q 18 month Q Treatment Change (/o 15, b
Comorbidity Definition Present (circle)

1. CARDIOVASCULAR (D (oardAD , : ,

Arrhythmia 0 Atrial fibrillation or flutter, sick sinus syndrome or ventricular A
arrhythmias in past/present requiring treatment
Coronary artery disease, congestive heart failure responding to

Cardiac % treatment, or myocardial infarction in past/present, or EF < 50% on B
most recent test

Heart valve disease 2? Moderate or severe valve stenosis or iosufﬁciency as determined by C
echo, prosthetic valve, symptomatic mitral valve prolapse
Transient ischemic attack or history of cerebrovascular accident

Cerebrovascular disease ?) (subarachnoid hemorrhage, cerebral thrombosis, embolism or D
hemorrhage) regardless of treatment

2. GASTROINTESTINAL oo g , :

Peptic ulcer 0 S}asmc or diddenal ulcer documented by endoscopy or radiography E

past/present regardless of treatment

Documented hepatitis B or C in past/present, bilirubin >ULN to 1.5 x

Mild hepatic { ULN, or AST/ALT>ULN to 2.5 x ULN documented on two tests. F
Use the most recent test to determine severity.
Liver cirrhosis in past/present, bilirubin >1.5 times ULN or

Moderate/severe hepatic Z AST/ALT> 2.5 x ULN documented on two tests. Use the most recent G
test to determine severity.

Inflammatory bowel disease ’3) gzggi ;sn ?isease or ulcerative colitis in past/present requiring H

3. PULMONARY Ciordo_. ol

Moderate pulmonary o DLCOcorr atd/or FEV-1 66%-80% or dyspnea with slight act1v1ty I
that is attributed to pulmonary disease within the past 2 weeks
DLCOcorr and/or FEV-1 65% or lower, or dyspnea at rest that is

Severe pulmonary l attributed to pulmonary disease or need for intermittent or continuous J
oxygen within the past 4 weeks

4. ENDOCRINE Larmdo Ermdo ,

. Requiring treatment with insulin or oral h oglycemic agents but not

Diabetes 0 dlect1 alone in the past 4 weeks POy K

5. NEUROPSYCHIATRIC Cwndp . nexnve :
Depression, anxiety or other mental dlsorders requiring continuous

Psychiatric disturbance O treatment during the past 4 weeks. As needed medications do not L
count.

6. RHEUMATOLOGIC Pantn _ Clhgoma ,
Lupus, Sjogren’s syndrome, scleroderma, polymyositis,

Rheumatologic 0 dermatomyositis, mixed connective tissue disorder, rheumatoid M

= arthritis, polymyalgia rheumatic, polychondritis, sarcoidosis and

vasculitis syndromes in past/present 1equ1rmo treatment

7.OTHER COMORBIDITIES | (A ofiAba—
Documented infection, fever of unknown origin, pulmonary nodules

Infection 0 suspicious for fungal pneumonia, positive PPD requiring current N
treatment with an antimicrobial (not prophylaxis) intended to continue
on treatment.

Moderate/severe renal i Se.rum creatinine>2 mg/dL documented on two tests, on dialysis, or 0
prior renal transplantation

pormataney (| It o pon o s b ibiom xevine 1

- b=}

Chronic GVHD Response Measures Validation, 11.24.14, v2.1



Comorbidities in cGVHD Scale
(Adapted from Sorror Scale)

Study ID

‘ Initials l Date of clinic visit

Time point

U Enroliment A 6 month U 18 month U Treatment Change

''Note: BMI will be calculated from weight and height recorded elsewhere. Obesity is >35 for
adults or BMI >95% for children

*Note: to convert creatinine from mmol/L to mg/dl, multiple mmol/L by 11.3

Total Number of Comorbidities or Secondary Conditions: M"‘ﬁ%’

Chronic GVHD Response Measures Validation, 11.24.14, v2.1




Abstraction from Medical Chart

Patient Status

(running log)
Study ID Date of Review e ( At
. i [lenroliment [ ]3month [ 16 month [ ]18 month [ |Treatment change
Time point ‘
edato tne
[ 1 Annual Review: [ ]year 1 [ Jyear2 [Jyear3[ Jyear4 [ |year5
1. Date of last contact or most recent medical note: I wmeddab (a5 copfee
MM DD YYYY
2. Select all events that have occurred since study enrollment:
O :
Completed study early Co W‘ék’ewb" W““/Tab /_Y—YY'V__
O Never started nevy rx (ineligible) Aredido C’UWK “QW’CAJ(
O Ptwithdrew _p¥_ W M dwz
O Plwithdrew __ Q7 wibhdiauwo
O Other Conmp |- otin ned oy v Stk _dk
. v ‘ Which study visit
First GVHD treatment started since enrollment ]| cormelates with this
) medication? |
O Which Rx started? MQA[L‘Q, % - Sk MM DD YYYY meé(ﬂjg,ry‘vﬁ‘r‘(
{50 v — Code Which study visit
Second GVHD treat{r\r(]\gr% @t?nedéincecgn roﬁ’ment -t corr‘glatseg \A)/lit\rlxlstllwis
Aﬁb Z WJ( medication?
O i ? M YR L =5 ‘ j
Which Rx started? ™M a XL : «\M«%J | DPW LYY W_&;g,'mlvs}
. (YLALD R L~ o€ ST e T IV T2 Which study visit
Third GVHD treatment started since enroliment 1 cormelates with this
‘ medication?
‘O | Which Rx started? gie. MM DD YYvy
o d i
S S . . / Nedais_. OQ‘QTSJV- A
3| Off systemic immunosuppressive therapy —_—
MM DD YYYY (date off IST)
i 9 - (S. Qf?v 'Ho_
= 0 Off systemic immunosuppressive therapy for >12 | — —/____ /__"_V_\eéfﬁ Oq_:'%’ﬁ b &
mo and free of cGVHD symptoms MM DD YYYY (confirmation date 212
months from date above)
O Relapse T medado. el _dt
15) MM DD YYYY
(continue to follow-up for all other events)
O I _nedab_ deat-dik
(G Death W“—— —D—D'— TYYY
Cause of death: oy deoth- cavse
O , .
O None of the above (confirmed by recent note) Fill out date of last contact only.
O : .
< Lost to follow up, no recent info Fill out date of last contact only.

Chronic GVHD Response Measures Validation 03.22.16, v3.2



Abstraction tfrom Medical Chart
Log of Systemic Chronic GVHD Therapy

(running log from onset of chronic GVHD)

Study ID | Initials | | Date of clinic visit ’
Time point ned o [ [Enroliment  []3 month []6 month [ ]18 month [ |Treatment change
Mmea € [ |Annual review
Med (incl ECP, PUVA) Indication Start Date (enter date or check box) Current? Stop Date (enter date or check
e f med - dt Shanck Sy : = \bOXO)H' L
O onattimeo {1 2nd Rx for chronic i ] e O e b A S
W\CO\‘, | chronic dx I 3rd Rx for chronic med 1. Stank . na [1yes ¢ o = f;
[T initial Rx for O 0O stopped prior to enroliment O no [ stopped prior to enroliment Méc{_- [
y\/\ QO{, \M (‘ﬁO\ € chronic > F7Rx for chronic) | O started >3mo prior to enroliment M€ot_, \__, Emo
ned . \,-f\f\o\ Reason started: (v\ep{ i read Reason stopped: med _ lrea 2
[ on at time of 0 2nd Rx for chronic
chronic dx {1 3rd Rx for chronic O yes
,,)h [ initial Rx for 0 [ stopped prior to enroliment I no 1 stopped prior to enroliment
¢l chronic (> 37 Rx for chronfc) | O started >3mo prior to enroliment
Reason started: Reason stopped:
O on at time of 00 2nd Rx for chronic
chronic dx [ 3rd Rx for chronic 0O yes
[ initial Rx for [} [1 stopped prior to enroliment no [ stopped prior to enroliment
chronic (> 37 Rx for chronic) | O started >3mo prior to enroliment
Reason started: Reason stopped:
O on at time of [ 2nd Rx for chronic
chronic dx 3 3rd Rx for chronic O yes
O initial Rx for (] [ stopped prior to enroliment O no [ stopped prior to enroliment
chronic (> 37 Rx for chronic) | O started >3mo prior to enroliment
Reason started: Reason stopped:
O on at time of 0 2nd Rx for chronic
chronic dx 0 3rd Rx for chronic O yes
[ initial Rx for [ stopped prior to enroliment no [0 stopped prior to enroliment
chronic > 37 R for chronic) | O started >3mo prior to enroliment
Reason started: Reason stopped:
O on at time of [0 2nd Rx for chronic
chronic dx [0 3rd Rx for chronic O yes
[T initial Rx for [ stopped prior to enroliment Ono O stopped prior to enroliment
chronic (> F7Rx for chronic) | U started >3mo prior to enroliment
Reason started: Reason stopped:
[0 on at time of [0 2nd Rx for chronic
chronic dx [ 3rd Rx for chronic I yes
O initial Rx for i} [0 stopped prior to enroliment O no [ stopped prior to enroliment
chronic (> 37 Rx for chronic) | [ started >3mo prior to enroliment
Reason started: Reason stopped:
[J on at time of [ 2nd Rx for chronic
chronic dx [1 3rd Rx for chronic O yes
O initial Rx for 0 [ stopped prior to enroliment Ino [ stopped prior to enroliment
chronic > 39 Rx for chronic) | 0 started >3mo prior to enroliment

Reason started:

Reason stopped:

\

2-

3

S

le

7 z

-

“
Reason Start: A=Clinical trial; B=cGVHD worse; C=cGVHD no better; D=Steroid sparing; E= prophylaxis; F=Initial cGVHD tx; G=Acute GVHD tx; H=other
Reason Stop: L=Toxicity; M=Starting another med; N=cGVHD better; O=cGVHD stable; P=disea§e refapse ; Q=Non-compliance; R=insurance issue; S=ran out of meds;

T=other H

i

A

t_,]

3
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Log of Systemic Steroid Doses

(running log starting from I week before enrollment)

Study ID Initials

Date of clinic visit

Time point | [] Enroliment [ ] 3 month []6 month []J18 month [ |Treatment change She_dime,

[ JAnnual review

™y

Steroid type | U Not on steroid UPrednisone, PO U Methylprednisone, PO or IV U Dexamethasone, PO or IV

P \ 2 SHe— M pL 3

Dose Category Start date Stop date
For QOD dosing, divide QOD dose by 2 to get daily dose. For am/pm dosing, add :
{ T to get total daily dose. =z
00> 150 mg/day 00120-150 mg/day [180-119 mg/day
[140-79 mg/day 020-39 mg/day 16-19 mg/da [Zl<5m/da ' . -
49 y 95 g/day bz9 y gday o1, Ao e Shavk Sﬁrefb%f

(1> 150 mg/day O0120-150 mg/day [180-119 mg/day }
0140-79 mg/day 0020-39 mg/day 006-19 mg/day O<5 mg/day <de_ dose yi Sk» S 7 Sie "34‘“? 9. S‘jff*"Jr\’lP
O> 150 mg/day [0120-150 mg/day I80-119 mg/day \ Y
0140-79 mg/day [120-39 mg/day [06-19 mg/day (<5 mg/day C{’t

03> 150 mg/day [3120-150 mg/day [080-119 mg/day
0140-79 mg/day 0020-39 mg/day 006-19 mg/day <5 mg/day

L3> 150 mg/day [0120-150 mg/day [J80-119 mg/day
0140-79 mg/day [120-39 mg/day [06-19 mg/day CI<5 mg/day

UJ> 150 mg/day [0120-150 mg/day 080-119 mg/day
0140-79 mg/day [120-39 mg/day 006-19 mg/day O0<5 mg/day

0> 150 mg/day [J120-150 mg/day [180-119 mg/day
0140-79 mg/day (020-39 mg/day [06-19 mg/day [I<5 mg/day

U> 150 mg/day 0120-150 mg/day CI180-119 mg/day
L140-79 mg/day [020-39 mg/day 006-19 mg/day [0<5 mg/day

0> 150 mg/day [0120-150 mg/day [180-119 mg/day
0140-79 mg/day [020-39 mg/day 006-19 mg/day C0<5 mg/day

0> 150 mg/day [1120-150 mg/day [180-119 mg/day
0140-79 mg/day [020-39 mg/day [06-19 mg/day [00<5 mg/day

Make copies if additional entries are necessary.

Chronic GVHD Response Measures Validation, 4.1.15, v2.1



Chronic GVHD Protocol

Chronic GVHD response measures validation

Provider Survey

Enrollment

Instructions:

Please score all signs and symptoms. If you believe the sign or symptom is DEFINITELY NOT
related to chronic GVHD (e.g., C difficile diarrhea, shingles rash, shortness of breath due to
pulmonary embolus) then you should STILL score it, but indicate the true diagnosis.

Subjective symptoms can be scored. For example, joint tightness can be scored based on subjective
findings despite the absence of objective limitations.

Please score signs and symptoms present in the last week.

Date of Visit:
Patient;:
MRN:

Your Name:

Target Date for Next
Visit:

(+/- Tmo for 3 or 6 mo visit; +/- 3 mos for 18 mo
visit)

Confirmed Next Visit
Date:

Version date: 7/14/16 v2.2



SKIN & ROM

Slin 18 NoBsa |0 1-18%BSA | O 19-50% BSA QO >50% BSA
o - o . involved

GVHD features ,

| o be scored by BSA: S C_ S(b\r\/(\

| Check all that apply:

t1 00 Maculopapular rash /
erythema

O Lichen planus-like features

O Sclerotic features

[J Papulosquamous

lesions or ichthyosis

51 O Keratosis pilaris-like

B

i Abnormality present but explained entirely by non-GVHD documented cause

. 50,,3‘10(\(\ (specify): Sc SV«%J‘}\J’VIC}\
Skm Features U No U Superficial Check all that apply
S - sclerotic sclerotic features |  Deep sclerotic features
7 core features “not hidebound” | J “Hidebound” (unable
o n - (able to pinch) to pinch)
SC- skivil sdexvic U Impaired mobility
{ Ulceration

Se - Sk schesvhic, —Severe
If skin features score = 3, BSA% of non-moveable sclerosis/fasciitis S — Slen b Sa

How would you rate the severity of this patient’s skin and/or joint tightening on the following scale, where 0 is not at all severe
and 10 is the most severe symptoms possible:

0o 1 2 3 4 5 6 7 8§ 9 10 sc-Slon-sale
Symptoms Most severe
not at all severe symptoms possible
Fascia | 8 Normal O Tight with | L Tight U Tight, unable to move
- . normal
areas
Page 2

Version date: 7/14/16 V2.2



SKIN & ROM
Please circle this person’s current ROM for each joint below:

41 6 7 (Normal)

Worst)

Shoulder U Not done
b -~ Shyv
7 (Normal)
Elbow U Not done
(D _,("/“9 1 (Worst) 2 3 4 5 6 7 (Normal)
Wrist/finger Q Not done
o ,W\({ 1 (Worst) 2 3 4 (Normal)
Ankle O Not done
YU - b

[ Abnormality present but explained entirely by non-GVHD documented cause
(specify):

o — @/M

Page 3
Version date: 7/14/16 V2.2



Nout

0 No

symptoms

1 SC_movka

0 Mild symptoms

with disease signs
but not limiting
oral intake
significantly

O Moderate symptoms

with disease signs with
partial limitation of oral
intake

W Severe symptoms
with disease signs on
examination with
major limitation of
oral intake

{7 Abnormality present but explained entirely

by non-GVHD documented cause

(specify): SCIV\(}JH«..ﬁ\{f

d

Check gll that apply:
o Esophageal web /

symptoms

significant weight
loss (<5%) over past

O Symptoms

associated with mild

U None ¢ U Ulcers involving (<20%) | & Severe ulceration
- Mogth-v (>20%)
M th Ervth : . | & None O Mild erythema OR | 0 Moderate (>25%) U Severe erythema
iout . , Moderate erythema OR (>25%)
o m ovth-e (<25%) Severe erythema (<25%)
| Lichenoid | & None U Lichen-like changes | O Lichen-like changes (25- | O Lichen-like changes
Lichenoid : 5
| X hoobh 2| %) 50%) (>50%)
GITract - ;: 4 No U Symptoms without | O Check all that apply Q Check all that apply

O Symptoms associated
with significant weight

Seng,

o

little reduction in
oral intake during
the past week

reduction in oral intake,
during the past week

proximal stricture or SC- C:)t 3 months to moderate weight loss >15% over past 3
ring / loss (5-15%) over past 3 months, requires
o Dysphagia R months nutritional supplement
o Anorexia SC, éj\_ﬁ%f\{ O Moderate diarrhea for most calorie needs
o Nausea without significant O Esophageal dilation
o Vomiting - interference with daily O Severe diarrhea with
o Diarrhea living significant interference
o Weight loss >5% over | S(/—(j\: _ \’V\ﬂA with daily living S¢_ii |
pafgt 3 month§ a Abnormality present but explained entirely by non-GVHD documented cause (specify): <
o Failure to thrive .
o sc9t gk
| Qo  Occasional U Intermittent dysphagia | A Dysphagia or
' symptoms dysphagia or or odynophagia with odynophagia for
odynophagia with solid food or pills, but almost all oral intake,
G- ¢ solid food or pills not for liquids or soft on almost every day
during the past foods during the past of the past week
week week
1 U No U Mild, occasional Moderate, intermitted L More severe or
' symptoms symptoms, with symptoms, with some persistent symptoms

throughout the day,
with marked
reduction in oral
intake, on almost
every day of the week

Lower GI ’,

ODiarrhea

 [;, U No loose

or liquid
stools
during
the past
week

U Occasional loose or
liquid stools on
some days during
the past week

Intermittent loose or
liquid throughout the day,
on almost every day of the
past week, without
requiring intervention to
prevent or correct volume
depletion

U Voluminous diarrhea
on almost every day
of the past week,
requiring intervention
to prevent or correct
volume depletion

Version date: 7/14/16
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Eye

4 No

symptoms

Sc-ep Z

Mild dry eye
symptoms not
affecting ADL
(requiring eye
drops <3x per
day)

O Moderate dry eye
symptoms partially
affecting ADL
WITHOUT new
vision impairment
due to KCS

Check all that apply

O Requiring lubricant
eye drops >3x per day
O Punctual plugs

S M€l .. n 06‘»6«(/\% L sicca

a ’Severe dry éye
symptoms significantly
affecting ADL

Check all that apply

O Special eyewear to
relieve pain

O Unable to work because
of ocular symptoms

O Loss of vision due to
kerato-conjunctivitis

SC_ €6 Sem

1 Abnormality p

resent but explained entirely by non-GVHD documented cause (specify):

¥

SC,&,(Z,G\\/\M\

:]}O'irit;s”/ Fascia

U No
symptoms

(- o

U Check all that
apply

O Mild tightness of
arms or legs

O Mild decreased
range of motion
(ROM) AND not
affecting ADL

SCnbonmdd

U Check all that apply
O Tightness of arms or
legs

O Joint contractures

O Erythema thought due
to fasciitis

O Moderate decrease
ROM AND mild to
moderate limitation of

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

ADL SC . Tbink _mrodevade,

E Abnormality p

resentBut explained entirely by non-GVHD dbcumented cause (specify):

| U Nosigns

' " S

0 Mild signs and
females with or
without
discomfort on
exam

W Moderate signs and
may have symptoms
with discomfort on
exam

O Severe signs'with or
without symptoms

.- Abnormality present but explained entirely by non-GVHD documented cause (specify):

SC_Q)&A,@\/L\A

"i’DNo

symptoms

{ Mild symptoms
(shortness of
breath after
climbing one flight
of steps)

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

U Severe symptoms
(shortness of breath at
rest; requiring Oz2)

-| 1 Abnormality present but explained entirely by non-GVHD documented cause (specify):

SC_ luna-—avhd

J

Note: Liver and pulmonary function tests are collected via chart review to calculate those scores

Version date: 7/14/16
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OVERALL STATUS

Please rate the severity of this person’s chronic GVHD
T : O No GVHD ) Q Mild () W] Moderate (2) U Severe (3)

M _ SOV s

c¢GVHD
cGVHD symptoms
| symptoms . LO are most
| arenot at k- Sev severe
, . allsevere possible
andonthis | <
scale  +» | 0 | 2 3

_ (circle one)

U Classic chronic GVHD (3)
U No GVHD (o)

| Current | W Complete | O Partial (J Mixed | @ Unchanged U Progressive W Too soonto tell (6)
GVHD Status |  response response | response (4) (5 (Enrlgll;nent Gils>,<. 2
(1) (2) (3) weeks from dx
Does this person currently have: Q Late acute GVHD (1)
' - ' " i i o Q Overlap acute and chronic GVHD (2)
v\ A Cuntdk

What new medication or treatment was started in the past 4 weeks or will start in the next 4 weeks?

M Swev_ néaw _naed

Reason for new treatment? (check all that apply)

New symptoms/organ manifestation . A Nt do eas
Progression of prior involvement wd S Wy _ e —

Lack of improvement in GVHD
“Steroid-sparing”

Toxicity to prior agents

Clinical trial available

Other reason, specify

WD o -
coooocao

49

Page 6
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Follow UP vERSION
OVERALL STATUS

on this sca

 the severity of this person’s chronic GVHE
. Q No GVHD ()

O Mild U Moderate (2) 4 Severe (3)

and on thls
scale -

(cyzyrcle one)

c¢GVHD
symptoms
‘| are not at
| all severe

cGVHD
symptoms
are most
severe
possible

10

Current GVHD
Status

A/ hd_Stadv s
)

U Complete
response (1)

4 Partial

U Mixed
response (3)

U Unchanged U Progressive (5)

C))

response (2)

Does this perso

U Late acute GVHD (1)

O Overlap acute and chronic GVHD (2)
U Classic chronic GVHD (3)

U No GVHD (0)

how would you

. ,, J:Mp'd'e'rﬂtély:

Y\”\A, ¢

_ Mouth

An A

Skin

(\’\A, &

A“_)m /Eyei/

A

pd—

}N,\J/Jointf
y I
A Lungf

-

mﬁpper GI

ma-C

J Lower GI \

md-

dAWLiver

ond o~

‘cGVHD

0lo|o|oc|o|oc|o|o]
clold|o|o|ojo|o
o|0|c|o|lo|o|o|o
O|o|lo|0|o|o|o
O|o0|c|o|o0|Do|o

o |ojo|o|o|o|o|o|o| &

u Q a (] Q

| (For example, has a specific organ or symptom improved
/| or worsened?)

A dlwy» @/\ncl“\f‘ﬁkg

Version date: 7/14/16
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OVERALL STATUS

Other Comphca’aons related to chromc GVHD

1 BrOl’lCthhtlS obhterans -
L . d u a a u
, syndrome ol
2. ']omt contractures U(Y‘?/ Q Q Q Q Q
. Fasciitis. . o ] a 0 ] Q
d d 4 (I d
U (N (W a (I
u d u (W d
:effus1on pleur | ef ls1on)(.€\n7
8. Other, lease spec
0 , plfy UV“«OMT‘ = d = J =
For office use only:
Study ID Initials (First, Last) Date completed: Date received:
Person completing form: Their degree:
Timepoini: O Ewolmens 6 Monshs 0 Date entered:
. 18 Months
U 3 mMonms U Newrx v2.2
Page 7
Version date: 7/14/16 V2.2




Chronic GVHD Patient Survey
ENROLLMENT/{FOLLOW-UP}

INSTRUCTIONS

This survey will provide us with important information about your health.

All'your answers will be kept strictly confidential and will not be included in
your medical record. The information that you provide will be combined with
that of many other transplant patients before analysis.

Please read each question carefully. Circle or check off the answer that
best describes how you feel.

While we ask that you answer each question, you are free to not answer
any question that makes you feel uncomfortable. If none of the answers
provided seems exactly right, choose the one that comes closest to being
right for you. Some of the questions may seem the same. However, it is
important that we ask about certain aspects of your health in different ways
in order to fully understand how you are feeling.

When you have completed this survey, please give it back to the study
coordinator or mail it back to us using the enclosed self-addressed, stamped
envelope.

We greatly appreciate your participation.

Your name: Date:

Version date: 11/6/14 v2.0



I Chronic GVHD Response Measures Validation

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

Not
Present
Please circle the number

that shows how severe
your symptoms have been

in the last week:

ESF\ 1. Your chronic
GVHD symptoms 0 1 2 3 4 s
overall?

22 2. Your skin itching
P SE at its WORST?

?3({ 3~ Your skin and/or
joint tightening at 0 1 2 3 4 5
their WORST?

4. Your mouth
sensitivity at its 0 1 2 3 4 5
WORST?

5. Your genital
discomfort at its
WORST?

*Women -~ vagina,
vulva, or labia

*Men — penis

v

?S? 5 % Overall, how would you rate the severity of your chronic GVHD?

As Bad As You
Can Imagine

7 8 9 10
7 8 9 10
7 8 9 10
7 8 9 10
7 8 9 10
o-L1 None
-0 mild

2-00 Moderate

3.L] Severe



Chronic GVHD Response Measures Validation I

{Follow up}

nt visit on

Compared to your enrollm

- Neve o
involved | Completely | m

| with chronic | gone (1) | be

GwD@©) | |

Moderately | li ]

Mouth |

Skin

Eyes

Joints

Lungs

Stomach

0 o0o0j0jo|d

Intestines

clolololo|o|o
O|o|lojo|olo|lo|lcls

,D,
a
u
]
U
a
d
a

o000 o0|j0d|o

Chronic
GVHD Overall

oot

?*, C\Acb.( |
{”*W)‘“ N %\a
gh - o= P
b~ chgy - Wy

@AY — Cheoy - Shomacia
o ow) _ ndesbrueS

{)‘\' B (/"\0)'” %\/kz&



I Chronic GVHD Response Measures Validation

<&

SKIN:

6. Dryeyes..........oooooi .
7. Need to use eye drops frequently..
8.  Difficulty seeing clearly...............
9. Need to avoid certain foods due to
mouth pain.......................
10.  Ulcersinmouth.........................
11.  Receiving nutrition from an
intravenous line or feeding tube....
BREATHING:
12. Frequentcough.........................
13. Colored sputum.........................
14. Shortness of breath with exercise..
15. Shortness of breath atrest.........
16. Need to use oxygen.................

Not at
all

0
0
0
0
0

Not at
all

0

0

Slightly

1

Slightly

Slightly

Moderately

Moderately

Moderately

Quite a
bit

3
3
3
3
3

Quite a
bit

3

3

Quite a
bit

3
3

By circling one (1) number per line, please indicate how much you have been bothered by the
following problems in the past month:

Extremely

Extremely

Extremely



Chronic GVHD Response Measures Validation |

Not at Quite a

EATING AND DIGESTION: all Slightly  Moderately bit Extremely

<x 17, Difficulty swallowing solid foods.... 0 1 2 3 4

18. Difficulty swallowing liquids.......... 0 1 2 3 4

19. Vomiting............ooo. 0 1 2 3 4

20. Weightloss............................. 0 1 2 3 4
MUSCLES AND JOINTS: N‘:”a‘ Slightly ~Moderately Q“;?f @ Extremely

21. Joint and muscle aches............... 0 1 2 3 4

22. Limited joint movement............... 0 1 2 3 4

23. Muscle cramps.........cocoevieinia, 0 1 : 2 3 4

24. Weakmuscles........................... 0 1 2 3 4
ENERGY: N(;:Iat Slightly  Moderately Qu;?f a Extremely

25. Lossofenergy......................... 0 1 2 3 4

26. Need to sleep more/take naps..... 0 1 2 3 4

27. FeVers........coccociiiil 0 1 2 3 4
MENTAL AND EMOTIONAL: N‘;flat Slightly  Moderately Q“g}f 3 Extremely

28.. Depression.......c...ccoiiviiiiiiinil, 0 1 2 3 4

29, Anxiety....................... ... 0 1 2 3 4

N 30. Difficulty sleeping...................... 0 1 2 3 4



I Chronic GVHD Response Measures Validation

Section 2: Quality of Your Life After Your Transplant

By circling one (1) number per line, please indicate how true each statement has been for you
during the past 7 days:

A :
. Notat . Some =~ Quite  Very
PHYSICAL WELL-BEING: all Inétilte “what abit  much
oA l'have alackof energy ..o 0 1
2. 1 aVe NAUSEA. ..o 0 1
Because of my physical condition, | have trouble
£ s , yPny , 0 1 2 3 4
meeting the needs of my family...................................
4 FNAVE PAIN oo e 0 1 2 3 4
5. I am bothered by side effects of treatment..................... 0 1 2 3 4
6 FReel il e 0 1 2 3 4
7 I am forced to spend time inbed .......................... 0 1 2 3 4
By circling one (1) number per line, please indicate how true each statement has been for

you during the past 7 days:

SOCIAL/FAMILY WELL-BEING: Notat ~Alitle Some-  Quite  Very

all bit what a bit - much

8. Ifeelclosetomyfriends ...........cccooiivviiii 0 1 2 3 4

9. | get emotional support from my family.................. 0 1 2 3 4

10. | get support from my friends.................coccoii 0 1 2 3 4

11. My family has accepted my illness ...........cccoooi i 0 1 2 3 4
I am satisfied with family communication about my

12, . 0 1 2 3 4
T INESS .

| feel close to my partner (or the person who is my '
13 ) 0 1 2 3 4
T MAIN SUPPOIE) oot e s e :
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. -

w@/ 14. | am satisfied with my sex life .............................. 0 1 2 3 4



Chronic GVHD Response Measures Validation I

EMOTIONAL WELL-BEING: Ot pple Same: Qulte very

15 100l 8l 0 1 2 3 4
16 | am satisfied with how | am coping with my ’ |

INESS ..ot 0 1 2 3 4

17.  'am losing hope in the fight against my iliness ..... 0 1 2 3 4

18.  [feel nervous........cccoovviiiiiiiiiie 0 1 2 3 4

19, Tworry about dying..........oooooviiii 0 1 2 3 4

20. I worry that my condition will get worse ................ 0 1 2 3 4

By circling one (1) number per line, please indicate how true each statement has been for
you during the past 7days.

FUNCTIONAL WELL-BEING: Nc;t”at Atl;[;de Sv(;rrmg? %ul‘)ti? r}n/igw
21. | am able to work (include work at home) ............. 0 1 2 3 4
22. My work (include work at home) is fulfilling........... 0 1 2 3 4
23. lamabletoenjoylife............ccoi, 0 1 2 3 4
24, lhave accepted my illn@ss ...........cccoeviiiviviveennn. 0 1 2 3 4
25. lamsleepingwell...........cooo i, 0 1 2 3 4
26. | am enjoying the things | usually do for fun.......... 0 1 2 3 4
27. | am content with the quality of my life right now... 0 1 2 3 4



| Chronic GVHD Response Measures Validation

Section 3: Your Health and Well-Being

This section asks for your views about your health. This information will help keep track of
how you feel and how well you are able to do your usual activities. Please answer every
question. If you are unsure about how to answer a question, please give the answer that
seems closest to how you feel.

For each of the following questions, please mark an Xl in the one box that best describes
your answer.

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

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

oOoOooooooaoao
© 0 N UA W N

Very sick, hospitalized

SE 2. Ingeneral, would you say your health is:

t Excellent Very good Good Fair Poor ‘
v v v v v
D1 DZ Ds D4 D5

S? 3. Compared to one year ago, how would you rate your health in general now?

Much better Somewhat About the Somewhat Much worse
now than one better now same as one worse now now than one
year ago than one year year ago than one year year ago
ago ago
h IRE e (s s



Chronic GVHD Response Measures Validation I

The following questions are about activities you might do during a typical day. Does your
health now limit you in these activities? If so, how much?

Yes, limited Yes, No, not
a lot limited limited at all
a little

v A 4 v

SE 4. Vigorous activities, such as running, lifting
heavy objects, participating in strenuous

5. Moderate activities, such as moving a table,
pushing a vacuum cleaner, bowling, or

Playing golf ... 1o 2 3

6. Lifting or carrying groceries ..o, T 2. 3

7. Climbing several flights of stairs.............c..oooeiei . T, 2 3

8. Climbing one flight of stairs ... 1o 2 3

9. Bending, kneeling, or stooping ........c.cccooviioe, T 2 3

10. Walking more than a mile T 2 e 3

11. Walking several hundred yards T 2 3

12. Walking one hundred yards T 2., 3

W/ 13. Bathing or dressing yourself T 2 3



| Chronic GVHD Response Measures Validation

During the past 4 weeks, how much of the time have you had any of the following problems
with your work or other regular daily activities as a result of your physical health?

Allofthe Mostof Someof Alittleof None of
time the time the time the time  the time

vV vV v v v

SE 14, Cut down on the amount of time you spent
~on work or other activities............... . 1o 2. 3 e 4 5

15. Agcomplished less than you would like.................. 1o 2 3 4. 5

16. Were limited in the kind of work or other
ACHVITIES ..o T2 S 4. 5

17. Had difficulty performing the work or other
activities (for example, it took extra effort) ........ T 2 X 4. 5

During the past 4 weeks, how much of the time have you had any of the following
problems with your work or other regular daily activities as a result of any emotional
problems (such as feeling depressed or anxious)?

Allofthe Mostof Someof Alittleof None of
time the time thetime the time the time

vV v v Vv Vv

18. Cut down on the amount of time you spent
on work or other activities T 2. 3o 4. 5
19. Accomplished less than you would like T 2 3, 4. 5
\J 20. Did work or other activities less carefully
than usual T 2.0 K S 4 5

10



Chronic GVHD Response Measures Validation |

SF 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?

I Not at all Slightly Moderately Quite a bit Extremely i
v v v v A\ 4
D1 Dz Ds D4 Ds

SE 22, How much bodily pain have you had during the past 4 weeks?

’ None Very mild Mild Moderate Severe Very Severe |
v \ 4 v \ 4 v \ 4
L [ 5 (e 3 Lle

Sf’ 23. During the past 4 weeks, how much did pain interfere with your normal work (including both
work outside the home and housework)?

} Not at all A little bit Moderately Quite a bit Extremely 1
v v v A 4 v
g [ (s L (s

11



I Chronic GVHD Response Measures Validation

Se

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 the past 4 weeks...

25.

26.

27.
28.

29.

30.
31.

32.

All of Most of

Some of
the time

A little of None of
the time  the time

vV VvV . v v Vv

Did you feel full of life?..............ccc i T

Have you been very nervous? ..............cc.c........ T

Have you felt so down in the dumps

that nothing could cheer you up?....................... T
Have you felt calm and peaceful? ...................... T,
Did you have a lot of energy? ............ccooco il 1o

Have you felt downhearted and

depressed?. ... T
Did you feel worn out? ..o T
Have you been happy? ... T
Did you feel tired?..............ccooioiiiiii e, T,

12



Chronic GVHD Response Measures Validation I

SEOo33. During the past 4 weeks, how much of the time has your physical health or emotional
problems interfered with your social activities (like visiting friends, relatives, etc.)?

All of the Most of the Some of the A little of the None of the
time time time time time
Lh [ s [ s

How TRUE or FALSE is each of the following statements for you?

Definitely ~ Mostly Don't Mostly  Definitely

true true know false false
SF 34. | seem to get sick a little easier v v v v v
than other people .............c.ccoooooi, T 2 i 3. 4. 5
35. 1 am as healthy as anybody | know............ T 2. K R 4o 5
36. | expect my health to get worse................. T 2.l 3ol 4. 5
é/ 37. My heatlthis excellent.......................... T, 2 S, 4. 5

13



l Chronic GVHD Response Measures Validation

Section 4: Your Activity Level

Please check each activity according to these directions:

Check Column 1 ("Still Doing This Activity") if you completed the activity unassisted the last time you had
the need or opportunity to do so.

Check Column 2 ("Have Stopped Doing This Activity") if you have engaged in the activity in the past, but
you probably would not perform the activity today even if the opportunity should arise.

Check Column 3 ("Never Did This Activity") if you have never engaged in the specific activity.

Have

Still Doing Never Did
This Activity Diti‘;g'f’;"f'is This Activity
() Activity (2) (3)

y Getting in and out of chairs or bed (without

" assistance)
2. Listening to the radio
3. Reading books, magazines or newspapers
4. Writing (letters, notes)
5. Working at a desk or table
6. Standing (for more than one minute)
7. Standing (for more than five minutes)
8. Dressing or undressing (without assistance)
9.  Getting clothes from drawers or closets
10.  Getting in or out of a car (without assistance)
11.  Dining at a restaurant
12. Playing cards/table games
13. Taking a bath (no assistance needed)
14 Putting on shoes, stockings or socks (no

" assistance needed)
15 Attending a movie, play, church event or sports

©activity
16.  Walking 30 yards (27 meters)

14




Chronic GVHD Response Measures Validation I

Have

Sgill Do!ng Stopped N.ever Dld
This Activity Doing This This Activity
M Activity (2) )
17.  Walking 30 yards (non-stop)
18.  Dressing/undressing (no rest or break needed)
19, U;ing public transportation or driving a car (100
miles or less)
0. Using public transportation or driving a car (99
miles or more)
21.  Cooking your own meals
22.  Washing or drying dishes
23. Putting groceries on shelves
24. lroning or folding clothes
25.  Dusting/polishing furniture or polishing cars
26. Showering
27.  Climbing six steps
28. Climbing six steps (non-stop)
29. Climbing nine steps
30. Climbing 12 steps
31, Walking % block on level ground
32. Walking % block on level ground (non-stop)
33.  Making a bed (not changing sheets)
34. Cleaning windows
35.  Kneeling, squatting to do light work
36. Carrying a light load of groceries
37. Climbing nine steps (non-stop)

15




l Chronic GVHD Response Measures Validation

still Doing Sg:‘g; d Never Did
This Activity Doing This This Activity
M Activity (2) )
H 38. Climbing 12 steps (non-stop)
39.  Walking ¥ block uphill
40.  Walking %2 block uphill (non-stop)
41.  Shopping (by yourself)
42, Washing clothes (by yourself)
43.  Walking one block on level ground
44.  Walking two blocks on level ground
45. Walking one block on level ground (non-stop)
46.  Walking two blocks on level ground (non-stop)
47.  Scrubbing (floors, walls or cars)
48.  Making beds (changing sheets)
49.  Sweeping
50.  Sweeping (five minutes non-stop)
51. Carrying a large suitcase or bowling (one line)
52.  Vacuuming carpets
53, Vacuuming carpets (five minutes non-stop)
54. Painting (interior/exterior)
55.  Walking six blocks on level ground
56.  Walking six blocks on level ground (non-stop)
57. Carrying out the garbage
A 58. Carrying a heavy load of groceries

16
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Have

Still Doing Never Did
This Activity Diti‘;g'frf'is This Activity
() Activity (2) (3)
59. Climbing 24 steps
60. Climbing 36 steps
61. Climbing 24 steps (non-stop)
62. Climbing 36 steps (non-stop)
63. Walking one mile
64. Walking one mile (non-stop)
65 Running 110 yards (100 meters) or playing
* softball/baseball
66. Dancing (social)
67 Doing calisthenics or aerobic dancing (5 minutes
* non-stop)
68 Mowing the lawn (power mower, but not a riding
" mower)
69.  Walking two miles
70.  Walking two miles (non-stop)
71.  Climbing 50 steps
72.  Shoveling, digging or spading
73 Shoveling, digging or spading (five minutes non-
© stop)
74. Climbing 50 steps (non-stop)
75 Walking three miles or golfing 18 holes without a
© riding cart
76.  Walking three miles (non-stop)
77.  Swimming 25 yards
78.  Swimming 25 yards (non-stop)

17
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Have

SFi!I Dofn_g Stopped N_ever D|d
This Activity Doing This This Activity
M Activity (2) )
79. Bicycling one mile
80. Bicycling two miles
81. Bicycling one mile (non-stop)
82. Bicycling two miles (non-stop)
83. Running orjogging ¥ mile
84. Running or jogging ¥z mile
85. Playing tennis or racquetball
86. Playing basketball (game play)
87. Running or jogging ¥ mile (non-stop)
88. Running or jogging ¥ mile {non-stop)
89. Running or jogging one mile
90. Running orjogging two miles
91.  Running or jogging three miles
92, Running or jogging one mile in 12 minutes or less
93, Running or jogging two miles in 20 minutes or
less
94, Running or jogging three miles in 30 minutes or

less

18
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Section 4: About Yourself {enroliment only}

1. What is your current work status? (circle 6. How much did you weigh before your

all that appl vl ? i
PP y)_ SDI W !t:’l;ggzrt))'easrltre to indicate if in Sﬂlv M)%

In school fulltime .................................. 1 pounds (Ibs) or kilograms (kg).
In school parttime..................c....o.. . 2
Working perttme TG T Whats your mrtal status? sl e e
Homemaker ...............coocociiii 5 Married/Living with partner................... 1
Retired ... 6 Single, Nevermarried ............................ 2
On medical leave fromwork.................. 7 Divorced, Separated ............................ 3
Disabled, unabletowork ........................ 8 Widowed .. ... b
Unemployed, looking for work ................ 9 Other, specify ___ Sdlo mganTad_oth 5
Unemployed, not looking for work .......... 10

Other, specify _ SA - Lol ohia 12

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

2. Do you consider yourself Fo be Latino(a) or Grade school ............... Eﬂ(yg%yb 1
Hispanic? sd - ebrvic Some high school ......ovooooee 2
No, not Latino/Hispanic .......................... 1 High school graduate ............................. 3
Yes, Latino/Hispanic ............................ 2 Somecollege......ccooooiiiiiii 4

College graduate................................ 5
Post graduate degree ........................... 6

3. How would you best describe your race?

(Circle all that apply):
SA- AL 9. What was your approximate annual family

Black ..o 1 : :
American Indian/Alaskan Native............. 2 f[?:r?;n?a:]t;he year before yc?u had your
ASTAN .o 3 prant: Sd— come
Hawaiian Native/Pacific Islander ............ 4 Under $15,000 ..., 1
White. . 5 $15000-%24999. ..., 2
Other, specify _ SA-vad_24h 6 $25,000 - $49,999........oooooooe 3
$50,000 - 874,999 ..o 4
$75,000-3%99,999 ... 5
4. What s your gender? | $100,000 orabove..........cccccciiii 6
Male o 20 1
Female. ..o 2
SJ, fujﬂ.
5. How old are you? years
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10.  Help us stay in contact with you if you move! We will need to stay in touch with you over the next
several years, so please provide the name, address and phone number of a person NOT LIVING WITH
YOU who will always know where you are, and who would be willing to let us contact them should
we have trouble reaching you (for example, a parent, child or good friend who lives separately from
you). Please be sure that they give permission for us to contact them for this purpose.

Name:

Address:

Phone:

Relationship to you:

11. Would you like us to contact you about
research studies related to chronic GVHD
in the future? We would tell you more _
about the study at the time and you would O Nothanks SO _Fuhwe
be free to say yes or no.

U Yes please contact me

Thank you for participating in this study

Please remember that someone is available to speak with you at any time, if you wish.
Dr. <<Site PI>> may be reached by calling <<Site Pl phone>>. (S)he will be able to answer any questions
about the study or refer you to other support staff as needed.

Please use the space below for any other comments.

For office use only:

Study ID Initials (First, Last) Date completed: Date received:
Timepoint: O Ewotimen: U 6 Monrms Date entered:
a s Months
a 3 Months a New Rx ) vl.0
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Sample Collection

Study ID I.):fte (?f' Date of blood draw < 69’2 ALk
clinic visit
Time Point Study Site
U Enroliment s ' > U Fred Hutchinson Cancer Research Center
Q 3 month 5 {) ¢ -5k M P U University of Minnesota
O 6 month U Dana-Farber Cancer Institute
U 18 month U Stanford University
L Treatment change L Vanderbilt University
QO Out of window visit (>7 months) U H. Lee Moffitt Cancer Center
U Roswell Park Cancer Institute
U Cleveland Clinic
U Ohio State University
O University of British Columbia
O Duke University
U MD Anderson
Reason Sample Q) Participant missed study visit
is Missing U Participant/parent refused
. U Lab unable to obtain sample
fbwl@/ W“SS'AT@ Unable to contact participant
U lliness
(U Other, specify:
\SML{, mAaSS, oMa

Chronic GVHD Response Measures Validation, 4.13.16, v4.3




Sample Collection

Study ID Date of Date of e Ak Time of |
clinic visit blood draw [>f¢—¢" draw | ~f¢- time
Time Point Study Site
O Enrollment U Fred Hutchinson Cancer Research Center
U 3 month U University of Minnesota
U 6 month U Dana-Farber Cancer Institute
U 18 month U Stanford University
U Treatment change O Vanderbilt University
O Out of window visit (>7 months) U H. Lee Moffitt Cancer Center
U Roswell Park Cancer Institute
 Cleveland Clinic
U Ohio State University
U University of British Columbia
U Duke University
U MD Anderson
Root barcode # of heparin t # of PBMC
(123-456-7) baucode plasma W‘““‘“/ aliquots pme
aliquots E'OV\S" mA
Plasma mhi_ ot
sl TR O Not collected Q 1mi Q 05mi O mi
Wl | Mh2 O Not collected Q 1ml Q 05mi Q ml
Mh3 U Not collected J 1ml J os5ml | ml
Mh4 U Not collected d 1mi U 05ml d ml
Mh5 J Not collected U 1ml O 05ml U ml
Mh6 O Not collected U 1ml U 05ml a ml
Mh7 U Not collected O 1ml U 05ml a ml
Mh8 U Not collected d 1ml U 05ml d mi
Mh9 1 Not collected 0 1ml U o05ml u ml
Mh10 U Not collected O 1ml d 05ml 0 ml
Mh11 U Not collected d 1mi d 05ml d ml
Mh12 U Not collected d 1ml J 05ml u ml
Comments: \/\4;\(), Lok S
PBMC el oth
¢t C1 U Not collected 5 million 1 2 million 4 cells
C2 J Not collected U 5 million 2 mifiion a cells
C3 (1 Not collected 5 million U 2 million ] cells
C4 U Not collected 1 5 million 2 million U cells
C5 U Not collected U 5 million U 2 million a cells
C6 U Not collected O 5 million U 2 million a cells
c7 O Not collected U 5 million U 2 million d cells
C8 U Not collected J 5 million U 2 million a cells
& Comments:

{me(:' Lo gt S

\)\OW\C—&W&J& = el cdh cownk
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