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

Blood and Marrow Transplant Clinical
Trials Network

BMT AE Tracking Form (A99)
Web Version: 1.0; 1.02; 12-08-16
Date of Onset (ADVDATE):
Event description (ADVENT):

|AE1|AE2|AE3|AE4[AES|AE6]

1. Date event initially reported in AdvantageEDC:(EVENTDT) (mm/ddAryyy)

2. Overall event status:(OVSTATUS) 1-Open

2 - Closed
3 - De-activated; Did Not Qualify for Expedited Reporting to Any Entity

3. Is there enough information to send to the Medical Monitor?(INFOTOMM) [ 1-Yes | 2-No
4. If 'Yes', date event initially sent to Medical Monitor (DATETOM M) (mmiddyyyy)

5. Indicate whether the Medical Monitor's review is complete( MMREVCMP) [~ 1 _ves | 2-No

6. If the Medical Monitor's review is not complete, indicate the event's

review status{(MMREVSTS) 1 - With Medical Monitor for Review

2 - Pending Additional Info From Transplant Center
3 - With EMMES AE Coordinator

9 - Other
|

7. If 'Other', specify:(MM REVSPC)

8. Does the event need to be reported on other Case Report Forms (CRFs)? [ 1-Yes | 2-No
(OTHRCRF)

9. If 'Yes', specify other CRFs on which the event should be reported and
whether this has been completed by the transplant center:(OTHCRFSP)

Reporting to DSMB

10. Does the event require expedited reporting to the DSMB ?(D SMBE X) [ 1-ves [ 2-nNo
11. If 'Yes', date initial report must be circulated to the DSMB:(DSM BIRDT) (mm/dd yyyy)
12. If 'Yes', date initial report circulated to the DSMB:(DSMB SNDT) (mm/dd Ayyyy)

13. Overall event reporting status to the DSMB:(DSMBSTTS) 1 - Pending Initial Report Circulation

2 - Initial Report Circulated

3 - Pending Circulation of First Follow-Up Report

4 - Pending Circulation of Secondary Follow-Up Report
5 - Pending Circulation of Tertiary Follow-Up Report
*Additional Options Listed Below

14. If 'Other’, specify:(DSMBSTSP)

15. DSMB report reviewer status:(DSM BREVS) 1 - With Medical Monitor for Review

2 - Pending Additional Info From Transplant Center
3 - With EMMES AE Coordinator

9 - Other
16. If 'Other’, specify:(DSMBROTH)
Reporting to FDA
17. Does the event require expedited reporting to the FDA?(FDAEX) [ 1-ves | 2-No
18. If 'Yes', date FDA must be notified:(FDANOTDT) (mm/ddAyyyy)
19. If 'Yes', date initial safety report must be circulated to the FDA:(FDAIRDT) (mm/ddAyyyy)

20. If 'Yes', date initial safety report circulated to the FDA:(FDASNTDT) (mm/ddAryyy)



21. Overall event reporting status to the FDA:(FDASTTS)

22. If 'Other', specify:(FDASTSP)

23. FDA report reviewer status:(FDAREVS)

24. If 'Other’, specify:(FDAROTH)

Reporting to Pharma Company #1

25. Name of pharma company #1:(P CLNAME)

26. Does the event required e xpedited reporting to pharma company #1? (PC1EX)

27. If 'Yes', date initial report must be circulated to pharma company
#1:(PC1IRDT)

28. If 'Yes', date initial report circulated to pharma company #1:(PC1SNTDT)

29. Overall event reporting status to pharma company #1:(PC1STTS)

30. If 'Other’, specify:(PC1STSP)

31. Pharma company #1 report reviewer status:(PC1REVS)

32. If 'Other’, specify:(PC1ROTH)

Reporting to Pharma Company #2

33. Name of pharma company #2:(P C2NAME)

34. Does the event require expedited reporting to pharma company #2?(PC2EX)

35. If 'Yes', date initial report must be circulated to pharma company
#2:(PC2IRDT)

36. If 'Yes', date initial report circulated to pharma company #2:(PC2SNTDT)

37. Overall event reporting status to pharma company #2:(PC2STTS)

38. If 'Other’, specify:(PC2STSP)

39. Pharma company #2 report reviewer status:(PC2REVS)

1 - Pending Initial Report Circulation

2 - Initial Report Circulated

3 - Pending Circulation of First Follow-Up Report

4 - Pending Circulation of Secondary Follow-Up Report
5 - Pending Circulation of Tertiary Follow-Up Report
*Additional Options Listed Below

1 - With Medical Monitor for Review

2 - Pending Additional Info From Transplant Center
3 - With EMMES AE Coordinator

9 - Other

1-Celgene

2 - Millennium

3 - Pfizer

4 - Miltenyi

5 - Novartis

[ 1-vyes [ 2-No [ 3-Not Applicable
(mm/dd/lyyyy)
(mm/dd/yyyy)

1 - Pending Initial Report Circulation

2 - Initial Report Circulated

3 - Pending Circulation of First Follow-Up Report

4 - Pending Circulation of Secondary Follow-Up Report
5 - Pending Circulation of Tertiary Follow-Up Report
*Additional Options Listed Below

1 - With Medical Monitor for Review

2 - Pending Additional Info From Transplant Center
3 - With EMMES AE Coordinator

9 - Other

1-Celgene

2 - Millennium

3 - Pfizer

4 - Miltenyi

5 - Novartis

[T 1-vyes [ 2-No [ 3-Not Applicable
(mm/ddAyyyy)
(mm/dd/lyyyy)

1 - Pending Initial Report Circulation

2 - Initial Report Circulated

3 - Pending Circulation of First Follow-Up Report

4 - Pending Circulation of Secondary Follow-Up Report
5 - Pending Circulation of Tertiary Follow-Up Report
*Additional Options Listed Below

1 - With Medical Monitor for Review

2 - Pending Additional Info From Transplant Center
3 - With EMMES AE Coordinator

9 - Other



1-Celgene
2 - Millennium
3 - Pfizer

4 - Miltenyi

5 - Novartis

1 - Pending Initial Report Circulation

2 - Initial Report Circulated

3 - Pending Circulation of First Follow-Up Report

4 - Pending Circulation of Secondary Follow-Up Report
5 - Pending Circulation of Tertiary Follow-Up Report
*Additional Options Listed Below

1 - With Medical Monitor for Review

2 - Pending Additional Info From Transplant Center
3 - With EMMES AE Coordinator

9 - Other

1-Celgene
2 - Millennium
3 - Pfizer

4 - Miltenyi

5 - Novartis

1 - Pending Initial Report Circulation

2 - Initial Report Circulated

3 - Pending Circulation of First Follow-Up Report

4 - Pending Circulation of Secondary Follow-Up Report
5 - Pending Circulation of Tertiary Follow-Up Report
*Additional Options Listed Below

1 - With Medical Monitor for Review
2 - Pending Additional Info From Transplant Center
3 - With EMMES AE Coordinator







Blood and Marrow Transplant Clinical
Trials Network

Date of Onset (ADVDATE):
Event description (ADVENT):

BMT AE Tracking Communications Form (A9C)

Web Version: 1.0; 1.01; 12-08-16

Status Communication Communication Type Contact Name Contact Role
Date
Communication (A9C1STS) (A9C1DT) (A9C1TYP) (A9CINME) (A9C1RLE) (
HLASCIRET) i 4 _Email 1 _Tx Center Coordinator [
— {1 - Email 1 - Tx Center Coordinator
! Report (mm/ddlyyyy) i2 - Telephone 2 - Medical Monitor
2 | oy 2 T N anter DHnuaohaotar
|9 - raa 2T T AVUCTHe i IVUDI.IHQI.I
4 - In Person 4 - NHLBI PO
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
Communication ~ (A9C2STS)  (A9C2DT) (A9C2TYP) (A9C2NM E) (A9C2RLE) (
#2(ASC2RPT) Pending 1 - Email 1 - Tx Center Coordinator
[ Report Resolved (mm/ddlyyyy) | |2 - Telephone 2 - Medical Monitor
3 -Fax 3 - Tx Center Pl/Investigator
4 - In Person 4 - NHLBI PO
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
Communication  (A9C3STS)  (A9C3DT) (A9C3TYP) (A9C3NME) (A9C3RLE) (
#3(A9C3RPT) . 1 Ermil
| Report (mm/ddiyyyy) iz - Telephone
{3 -Fax
4 - In Person
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
Communication ~ (A9C4STS)  (A9C4DT) (A9CATYP) (A9CANM E) (A9CARLE) (
#4(ASCARPT) Pending 1 - Email 1 - Tx Center Coordinator
[ Report Resolved (mm/ddlyyyy) | |2 - Telephone 2 - Medical Monitor
3 -Fax 3 - Tx Center Pl/Investigator
4 - In Person 4 - NHLBI PO
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
Communication ~ (A9C5STS)  (A9C5DT) (A9C5TYP) (A9C5NM E) (A9C5RLE) (
#,E(AchRPT) Pendin !1. - Email 1 - Tx Center Coordinator
! Report (mm/ddlyyyy) i2 - Telephone 2 - Medical Monitor
{3 -Fax 3 - Tx Center Pl/investigator
4 - In Person 4 - NHLBI PO
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
Communication ~ (A9C6STS)  (A9C6DT) (A9CBTYP) (A9CBNM E) (A9CBRLE) (
#6(A9CERPT) Pending 1 - Email 1 - Tx Center Coordinator
I Report Resolved (mm/ddlyyyy) | |2 - Telephone 2 - Medical Monitor
3 -Fax 3 - Tx Center Pl/Investigator
4 - In Person 4 - NHLBI PO
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
Communication  (A9C7STS)  (A9C7DT) (A9CTTYP) (A9C7NME) (A9CT7RLE) (
#7(A9C7RPT)
I Report (mmiddlyyyy)




Pending
Resolved

5 - Updated AdvantageEDC

1 - Tx Center Coordinator
2 - Medical Monitor

3 - Tx Center Pl/Investiga
4 - NHLBI PO

5 - EMMES PI/PD

*Additional Options Listed Below

v
Of

—~

—~

#15(A9C15RPT)

(mm/ddlyyyy)

—

(A9C8STS)  (A9C8DT) (A9C8TYP) (A9C8NME) (A9C8RLE)
Pending 1 - Email 1 - Tx Center Coordinator
Resolved (mm/ddlyyyy) ||2 - Telephone 2 - Medical Monitor
3 -Fax 3 - Tx Center Pl/Investigator
4 - In Person 4 - NHLBI PO
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
(A9C9STS)  (A9CIDT) (A9CITYP) (A9CONME) (A9CORLE)
i !1. - Emall
(mm/ddiyyyy) iz - Telephone
{3 -Fax
4 - In Person
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
(A9C10STS) (A9C10DT) (A9C10TYP) (A9C10NM E) (A9C10RLE)
#10(ASC10RPT) Pending 1 - Email 1 - Tx Center Coordinator
Resolved (mm/ddlyyyy) | |2 - Telephone 2 - Medical Monitor
3 -Fax 3 - Tx Center Pl/Investigator
4 - In Person 4 - NHLBI PO
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
(A9C11STS) (A9C11DT) (A9C11TYP) (A9C11NME) (A9C11RLE)
FLILAICLARPT) i [1 - Email 1 - Tx Center Coordinator
{1 - Email 1 - Tx Center Coordinatol
(mm/ddlyyyy) i2 - Telephone 2 - Medical Monitor
{3 -Fax 3 - Tx Center Pl/investigator
4 - In Person 4 - NHLBI PO
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
(A9C12STS) (A9C12DT) (A9C12TYP) (A9C12NM E) (A9C12RLE)
#12(ASC12RPT) Pending 1 - Email 1 - Tx Center Coordinator
Resolved (mm/ddlyyyy) ||2 - Telephone 2 - Medical Monitor
3 -Fax 3 - Tx Center Pl/Investigator
4 - In Person 4 - NHLBI PO
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
(A9C13STS) (A9C13DT) (A9C13TYP) (A9C13NME) (A9C13RLE)
#13(A9C13RPT) 1 Ermad
(mm/ddlyyyy) |2 - Telephone
3-Fax
4 - In Person
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
(A9C14STS) (A9C14DT) (A9CL4TYP) (A9C14NME) (A9C14RLE)
#14(A9C14RPT) Pending 1 - Email 1 - Tx Center Coordinator
Resolved (mm/ddlyyyy) | |2 - Telephone 2 - Medical Monitor
3 -Fax 3 - Tx Center Pl/Investigator
4 - In Person 4 - NHLBI PO
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
(A9C15STS) (A9C15DT) (A9C15TYP) (A9C15NM E) (A9C15RLE)




1 - Email

2 - Telephone

3 -Fax

4 - In Person

5 - Updated AdvantageEDC

1 - Tx Center Coordinator

2 - Medical Monitor

3 - Tx Center Pl/Investigator

4 - NHLBI PO

5 - EMMES PI/PD

*Additional Options Listed Below

Communication  (A9C16STS) (A9C16DT) (A9C16TYP) (A9C16NM E) (A9C16RLE)
#FG(AQCNRPT) Pending 1 - Email 1 - Tx Center Coordinator
Report Resolved (mm/ddlyyyy) ||2 - Telephone 2 - Medical Monitor
3 -Fax 3 - Tx Center Pl/Investigator
4 - In Person 4 - NHLBI PO
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
Communication  (A9C17STS) (A9C17DT) (A9CL7TYP) (A9C17NME) (A9C17RLE)
#17(A9C17RPT) . |1 Email
| Report (mm/ddiyyyy) iz - Telephone
{3 -Fax
4 - In Person
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
Communication  (A9C18STS) (A9C18DT) (A9C18TYP) (A9C18NME) (A9C18RLE)
#;8(A9C18RPT) Pending 1 - Email 1 - Tx Center Coordinator
Report Resolved (mm/ddlyyyy) | |2 - Telephone 2 - Medical Monitor
3 -Fax 3 - Tx Center Pl/Investigator
4 - In Person 4 - NHLBI PO
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
Communication  (A9C19STS) (A9C19DT) (A9C19TYP) (A9C19NM E) (A9C19RLE)
HLSAICIERPT) i [1 - Email 1 - Tx Center Coordinator
— {1 - Email 1 - Tx Center Coordinatol
! Report (mm/ddlyyyy) i2 - Telephone 2 - Medical Monitor
{3 -Fax 3 - Tx Center Pl/investigator
4 - In Person 4 - NHLBI PO
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
Communication  (A9C20STS) (A9C20DT) (A9C20TYP) (A9C20NM E) (A9C20RLE)
#'30(A9C20RPT) Pending 1 - Email 1 - Tx Center Coordinator
Report Resolved (mm/ddlyyyy) | |2 - Telephone 2 - Medical Monitor
3 -Fax 3 - Tx Center Pl/Investigator
4 - In Person 4 - NHLBI PO
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
Communication  (A9C21STS) (A9C21DT) (A9C21TYP) (A9C21NM E) (A9C21RLE)
#21(A9C21RPT) 1 Ermad
! Report (mm/ddlyyyy) 2 - Telephone
3-Fax
4 - In Person
5 - Updated AdvantageEDC 5 - EMMES PI/PD
*Additional Options Listed Below
Communication  (A9C22STS) (A9C22DT) (A9C22TYP) (A9C22NM E) (A9C22RLE)
#'52(A9C22RPT) Pending 1 - Email 1 - Tx Center Coordinator
Report Resolved (mm/ddlyyyy) | |2 - Telephone 2 - Medical Monitor
3 -Fax 3 - Tx Center Pl/Investigator

4 - In Person
5 - Updated AdvantageEDC

4 - NHLBI PO
5 - EMMES PI/PD
*Additional Options Listed Below

—~

—~

—







Blood and Marrow Transplant Clinical
Trials Network

Re-Admission/Hospitalization Form (ADM)
Web Version: 1.0; 5.00; 06-05-17
Segment (PROTSEG): A
Date of Admission (ADMITDT):

1. Date of discharge:(DISCHDT) (mm/ddlyyyy)

2. Patient discharge status:(DISCPTST) [T 1-Aive | 2-Dead

If Dead, a Death Form must be submitted.

3. Record PRIMARY discharge diagnosis:(PHSP REAS)

01-GVHD

02 - Relapse/Progression

03 - Graft Failure

04 - Infection

05 - Fungal Infection

*Additional Options Listed Below

*Specify organ:(ADM4SPEC)
**Specify other:(ADM 1SPEC)

4. Record secondary discharge diagnoses:

a. GVHD:(REASGVHD) 1 - Contributory | 2 - Noncontributory

b. Relapse/progression:(REASRLPS) 1- Contributory [ 2 - Noncontributory

o

. Graft failure:(REAS GF) 1 - Contributory | 2 - Noncontributory

=5

Infe ction:(REASINF) 1 - Contributory | 2 - Noncontributory

@

. Fever:(REASFVR)
Seizure:(REASSZR)
Bleeding/hemorrhage (REASGIBL)

1 - Contributory [ 2- Noncontributory

—

1 - Contributory [2- Noncontributory

Q

1 - Contributory [2- Noncontributory

=

- Diarrhea:(REAS DRH) 1 - Contributory | 2 - Noncontributory

Nausea/vomiting:(REASNV)
Organ failure (REASORGF)

1 - Contributory [2- Noncontributory

BN

1 - Contributory | P Noncontributory
Specify organ:(ADM3SPEC)

=~

- Trauma:(REASTRAM) 1 - Contributory | 2 - Noncontributory

- Psychiatric:(REASPSYC) 1 - Contributory | 2 - Noncontributory

m. Secondary malignancy:(REASMALG) 1 - Contributory [ 5. Noncontributory

=

Scheduled procedure treatment:(REASP RO C) 1 - Contributory [ 5. Noncontributory

°

T hrombosis/thrombus/embolism:(REASTRMB)
Other:(REASOTHR)
Specify other:(ADM 2SPEC)

1 - Contributory 2 Noncontributory

101 11 1

°

1 - Contributory [T2- Noncontributory

5. Record re-admission institution:(ADM CENTR)

1 - Original Transplant Center
2 - Other Transplant Center
3 - Other Hospital

Comments:(ADMCOMM 1)






Blood and Marrow Transplant Clinical
Trials Network

Adverse Event Form (AE1)

Segment (PROTSEG): A
Date of Onset (ADVDATE):
Event description (ADVENT):

[

. Report activation status:(AVSTATUS)

If Other, specify reason for deactivation:(AE SPEC1)

N

. Record date transplant center became aware of the event:(AVAWARDT)

w

. Indicate weight at time of the event:(AVWGHTKG)

»

Was this event expected or anticipated?(AVEXPECT)

o

. Record the severity of event:(AVEVENT)

[22]

. What is the relationship to study therapy/intervention:(AVRELAT)

=

. Is there an alternative etiology:(AVETIOL)

oo

. What is the effect on study therapy/intervention schedule:(AVEFFECT)

©

. Record the most severe outcome of the event:(AVOUTCOM)

10. Record the date of resolution:(AVRESDT)

11. Was this event associated with:(AVASSOCI)

Comments:(AELCOMM)

Web Version: 1.0; 5.00; 01-28-16

1 - Keep reportactive

2 - Deactivate - Report filed in error
3 - Deactivate - Key field error

9 - Deactivate - Other reason

(mm/dd/yyyy)
(xxx.x) kg

[ 1-ves [ 2-No n

1 - Mild

2 - Moderate

3 - Severe

4 - Life Threatening
5 - Fatal

1 - Unrelated

2 - Unlikely
3 - Possible
4 - Probable
5 - Definite

0 - None Apparent

1 - Study Disease

2 - Other Pre-Existing Disease or Condition

3 - Accident, Trauma, or External Factors

4 - Concurrent lliness/Condition (Not Pre-Existing)

1 - No Change - Completed
2 - No Change - Ongoing

3 - Dose Modified

4 - Temporarily Stopped

5 - Permanently Stopped

1 - Resolved, No Residual Effects
2 - Resolved with Sequelae

3 - Persistent Condition

4 - Resolved by Death

(mm/ddiyyyy)

0 - None of the Following

1 - Death

2 - Life-Threatening Event

3 - Disability

4 - Congenital Anomaly
*Additional Options Listed Below






Blood and Marrow Transplant Clinical
Trials Network

AE Summary Form (AE2)

Web Version: 1.0; 3.12; 10-16-15

Segment (PROTSEG): A
Date of Onset (ADVDATE):
Event description (ADVENT):

1. Report activation status:(AVSTAT_A)

Relevant Past Medical History

N

. Does the patient have any relevant history, including pre-existing medical [ 1-ves | 2-No
conditions?(SEMEDHXS)

If Yes, include any relevant history, including preexisting medical conditions below.

(SEMEDHX)

w

. Event Summary
Include clinical history of event, associated signs and symptoms, alternative etiologies being considered and medical management below.

(SESUM M)

4. Initial submitter (SEISUBBY)

Name: Date:(SEISUBDT)
1yyyy)
5. Authorized submitter:(SEAS UBBY) Name Date:(SEASUBDT)

1yyyy) n

(mm/dd

(mm/dd



Blood and Marrow Transplant Clinical
Trials Network

AE Therapy Form (AE3)
Web Version: 1.0; 4.05; 10-16-15
Segment (PROTSEG): A
Date of Onset (ADVDATE):
Event description (ADVENT):

1. Report activation status:(AVSTAT_B) 1- Keep reportactive

2 - Deactivate - Report filed in error
3 - Deactivate - Key field error
9 - Deactivate - Other reason

Study Product/Suspect Medication Data
2. Was the patient receiving any study products/suspe ct medications?(RCVSP) [ 1-ves | 2-No

If Yes, list the study product/suspect medications the subject was taking in the grid below.

Study Product Name Dose of Route of Schedule of Date Study Date Study Reason for Use
(Note: If blinded, indicate Study Product(s) Study Product(s) Study Product(s) Product Product
as such) at SAE Onset at SAE Onset at SAE Onset First Started Last Taken
(mm/ddlyyyy) | (mmvddlyyyy)
(SPNAME1) (SP1DOSE) (SPIROUTE) (SP1SCHED) (SP1STDT) (SP1SPDT) (SP1REASO)
(SPNAME2) (SP2DOSE) (SP2ROUTE) (SP2SCHED) (SP2STDT) (SP2SPDT) (SP2REASO)
(SPNAMEB3) (SP3DOSE) (SP3ROUTE) (SP3SCHED) (SP3STDT) (SP3SPDT) (SP3REASO)
(SPNAME4) (SP4DOSE) (SPAROUTE) (SP4SCHED) (SP4STDT) (SP4SPDT) (SP4REASO)
(SPNAMES) (SP5DOSE) (SP5ROUTE) (SP5SCHED) (SP5STDT) (SP5SPDT) (SP5REASO)

Concomitant Medications
3. Was the patient taking any conco mitant medications?(RCVCONMD) [ 1-ves | 2-No

If Yes, list the concomitant medications the patient was taking up to 1 month prior to SAE onset inthe grid below.

Medication Start Date Stop Date Dose, Route, Schedule Indication
(mm/dd/yyyy) (mm/ddlyyyy)

(CONMEDL) (CM1STDT) (CM1SPDT) (CM 1DOSE) (CM1INDIC)
1 - Treatment of adverse event
9 - Other

(CONMED2) (CM2STDT) (CM2SPDT) (CM2DOSE) (CM2INDIC)
1 - Treatment of adverse event
9 - Other

(CONMED3) (CM3STDT) (CM3SPDT) (CM3DOSE) (CM3INDIC)

1 - Treatment of adverse event
9 - Other

(CONMED4) (CM4STDT) (CM4SPDT) (CM4DOSE) (CM4INDIC)




1 - Treatment of adverse event

©
o
=
=
I}
=

(CONMEDS)

(CM5STDT)

(CM5SPDT)

(CM5DOSE)

(CM5INDIC)

1 - Treatment of adverse event
9 - Other

(CONMED6)

(CONMED?7)

(CONMEDS)

(CONMED9)

(CONMED10)

(CONMED11)

(CM6STDT)

(CM7STDT)

(CM8STDT)

(CM9STDT)

(CM10STDT)

(CM11STDT)

(CM6SPDT)

(CM7SPDT)

(CM8SPDT)

(CM9SPDT)

(CM10SPDT)

(CM11SPDT)

(CM6DOSE)

(CM7DOSE)

(CM8DOSE)

(CM9DOSE)

(CM10DOSE)

(CM11DOSE)

(CMBINDIC)

1 - Treatment of adverse event
9 - Other

(CM7INDIC)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CM8INDIC)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CM9INDIC)

1 - Treatment of adverse event
9 - Other

CM 10INDI)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CM 11INDI)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CONMED12)

(CM12STDT)

(CM12SPDT)

(CM 12DOSE)

(CM12INDI)

1 - Treatment of adverse event
9 - Other

(CONMED13)

(CM13STDT)

(CM13SPDT)

(CM13DOSE)

(CM 13INDI)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CONMED14)

(CM14STDT)

(CM14SPDT)

(CM14DOSE)

(CM 14INDI)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CONMED15)

(CM15STDT)

(CM15SPDT)

(CM 15DOSE)

(CM15INDI)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CONMED16)

(CONMED17)

(CONMED18)

(CM16STDT)

(CM17STDT)

(CM18STDT)

(CM16SPDT)

(CM17SPDT)

(CM18SPDT)

(CM16DOSE)

(CM17DOSE)

(CM18DOSE)

(CM16INDI)

1 - Treatment of adverse event
9 - Other

(CM17INDI)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CM 18INDI)

1 - Treatment of adverse event

©
o
=
=
I}
=



e —
1 - Treatment of adverse event
9 - Other

1 - Treatment of adverse event
9 - Other

1 - Treatment of adverse event
9 - Other

1 - Treatment of adverse event i

9 - Other

1 - Treatment of adverse event
9 - Other
1 - Treatment of adverse event
9 - Other




Blood and Marrow Transplant Clinical
Trials Network

AE Laboratory/Diagnostics Form (AE4)

Segment (PROTSEG): A
Date of Onset (ADVDATE):
Event description (ADVENT):

1. Report activation status:(AVSTAT_C) 1- Keep report active

2 - Deactivate - Report filed in error
3 - Deactivate - Key field error
9 - Deactivate - Other reason

Laboratory Test Results
2. Were relevant laboratory tests performed? (LABTSTPF) [ 1-ves [ 2-No

If Yes, record the relevant laboratory test results in the grid below.

Web Version: 1.0; 3.12; 06-16-16

Diagnostic Tests (EX: MR, CT Scan, Ultrasound)
3. Were relevant diagnostic tests performe d?(DXSTPF) [ 1-ves | 2-No

If Yes, record the relevant diagnostic test results in the grid below. Submit copies of the diagnostic test if available.

Test Date Performed Results/Comments
(mm/dd/yyyy)

(ADDTS1) (AD1DTDAT)

(ADIDTRES)

Collection Date Result Site Normal Lab Value Previous Collection Date

Test (mm/dd/yyyy) (Include units) Range to this SAE for Previous Lab

(Include units) (Include units) (mm/dd/yyyy)
‘(ADLTSTl) (ADL1CD) (ADL1RES) (ADLINORG) (ADL1PRVL) (ADL1PCD)
’(AD LTST2) (ADL2CD) (ADL2RES) (ADL2NORG) (ADL2PRVL) (ADL2PCD)
‘(ADLTSTS) ‘(ADLSCD) (ADL3RES) (ADL3NORG) (ADL3PRVL) (ADL3PCD)
‘(AD LTST4) (ADL4CD) (ADL4RES) (ADL4NORG) (ADL4PRVL) (ADL4PCD)
‘(ADLTSTS) (ADL5CD) (ADLSRES) (ADL5NORG) (ADL5PRVL) (ADL5PCD)
‘(AD LTST6) (ADL6CD) (ADL6RES) (ADL6NORG) (ADL6PRVL) (ADL6PCD)
‘(AD LTST7) (ADL7CD) (ADL7RES) (ADL7NORG) (ADL7PRVL) (ADL7PCD)
(ADLTSTS8) (ADLSCD) (ADL8RES) (ADL8BNORG) (ADL8PRVL) (ADL8PCD)
‘(ADLTSTQ) ‘(ADLQCD) (ADL9RES) (ADL9NORG) (ADL9PRVL) (ADL9PCD)

‘(ADLTST10) (ADL10CD) (ADL10RES) (ADL10NRG) (ADL10OPVL) (ADL10OPCD)







Blood and Marrow Transplant Clinical
Trials Network

AE Review Form (AE5)
Web Version: 1.0; 3.12; 10-16-15
Segment (PROTSEG): A
Date of Onset (ADVDATE):
Event description (ADVENT):

1. Report activation status:(AVSTAT_D)

2. Reviewed:(AEREVIEW) [ 1-ves | 2-No
3. Reviewed by:(ARFREVBY)

4. Review date:(ARFREVDT) (mm/ddiyyyy)

5. Comment 1 - For Distribution:(ARCM 1DIS)

6. Comment 2 - All Other Reviewers/Data Coordinating Center(ARCM 2ALL)



Blood and Marrow Transplant Clinical
Trials Network

AE Medical Monitor Reviewer Form (AES6)

Web Version: 1.0; 9.00; 03-06-17
Segment (PROTSEG): A
Date of Onset (ADVDATE):
Event description (ADVENT):

[

. Adverse event status:(AVSTAT_E)

N

. Has this event been determined to be an unexpected, grade 3-5 adverse event? [ 1 .yes | 2-No
(AMDETER)

3. Does this require expedited reporting to the DSMB? (AME XPDSM) [ 1-Yes [ 2 - No

4. Do you recommend the patient be withdrawn from further protocol therapy? [ 1 ~Yes [ 5. No
(AMWITHDR)

5. Is the review complete?(AM REVDNE) [ 1-ves | 2-No

6. If No, what additional information is required:(AMREV INF)

=

. Medical Monitor event description:(AMM MEV DS)

[oe]

. Medical Monitor CTCAE grade of event:(CTCAEGRD)

1-Grade 1
2 - Grade 2
3 - Grade 3
4 -Grade 4
5 - Grade 5

Comments:(AE6COM M)



Blood and Marrow Transplant Clinical
Trials Network

Baseline Form - 0801 (BL4)
Web Version: 1.0; 2.01; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

Pre-transplant Status

Complete the following questions regarding the patient's pre-transplant status.

1. Patient's primary diagnosis pre-transplant:(PM0801DX) 01 - Acute Myelogenous Leukemia (AML or ANLL)

02 - Acute Lymphoblastic Leukemia (ALL)
03 - Other Acute Leukemia

04 - Chronic Myelogenous Leukemia (CML)
05 - Other Leukemia

*Additional Options Listed Below

2. If AML, record the disease status pre-transplant:(AM L801 SG) 1 - Primary Induction Failure

2 - First Complete Remission

3 - First Relapse

4 - Second Complete Remission
5 - Second Relapse

*Additional Options Listed Below

3. If ALL, record the disease status pre-transplant:(ALL801SG) 1 - Primary Induction Failure

2 - First Complete Remission

3 - First Relapse

4 - Second Complete Remission
5 - Second Relapse

*Additional Options Listed Below

4. If CML, record the disease status pre-transplant:(CML801SG) 1 - First Chronic Phase

2 - Second or Subsequent Chronic Phase
3 - Accelerated Phase
4 - Blast Phase

5. If Other Leukemia, specify primary diagnosis pre-transplant:(BL4OTLEU)

6. If Other Leukemia, record disease status pre-transplant:(BL4OTLKD)

7. If MDS, record the disease status pre-transplant:(MDS801SG) 1 - Refractory Anemia

2 - Refractory Anemia with Ringed Sideroblasts

3 - Refractory Cytopenia with Multilineage Dysplasia

4 - Refractory Cytopenia with Multilineage Dysplasia and Ringed Sideroblasts
5 - Refractory Anemia with Excess Blasts - 1 (5-10% blasts)

*Additional Options Listed Below

8. If Multiple Myeloma/P CD, record the disease status pre-transplant:

(BLAMMST) 01 - Stringent Complete Response (sCR)

02 - Complete Response (CR)

03 - Near Complete Response (nCR)

04 - Very Good Partial Response (VGPR)
05 - Partial Response (PR)

*Additional Options Listed Below

9. If Lymphoma, record the disease status pre-transplant:(LYM801SG) 1 - Complete Remission

2 - Partial Remission

3 - Continued Complete Remission
4 - First Relapse

5 - Second Relapse

*Additional Options Listed Below

10. If Other, specify primary diagnosis pre-transplant:(OPRIMDIA)

11. If Other, record the disease status pre-transplant:(ODISESG)



1 - Bone Marrow

2 - Peripheral Blood Stem Cells
3 - Single Cord Blood

4 - Double Cord Blood

1 - High Level DNA

2 - Low Level DNA

3 - Serologic

4 - Loci A, B: Serologic, Locus DRB1: Low Level DNA
5-Loci A, B: Low Level DNA, Locus DRB1: High Level DNA
*Additional Options Listed Below

1 - High Level DNA
2 - Low Level DNA

3 - Serologic

4 - Loci A, B: Serologic, Locus DRB1: Low Level DNA
5-Loci A, B: Low Level DNA, Locus DRB1: High Level DNA
*Additional Options Listed Below

*Additional Options Listed Below




32.
33.
34.
35.
36.
37.

39.
40.

41.

42.

43.

44,

45.

46.
47.
48.
49.
50.
i
52.
53.
54,
ek,
56.
57.
58.
59.
60.

62.

Corticosteroids: (BL4CORTI)

Methotrexate:(BLAM ETHO)

MMF:(BL4P RMMF)

AT G (thymoglobulin) or AT GAM (equine):(BL4APRATG)
Cytoxan (cyclophosphamide):(BLAPRCYT)
Other(BL4PROT)

38. Specify other:(BL4APROSP)

Acute GVHD
Did the patient have Acute GVHD prior to enrolling in this study?(BL4PREV)

Date of diagnosis of Acute GVHD:(AGVH801D)

Maximum overall grade of Acute GVHD:(AGVH8010)

Maximum skin abnormalities:(AGVHSKGR)

Maximum upper Gl abnormalities:(AGVHUG)

Maximum lower Glabnormalities:(AGVHLGI)

Maximum liver abnormalities: (AG VHLVGR)

Acute GVHD Treatment

[T 1-ves [ 2-No
[T 1-ves [ 2-No
[ 1-ves [ 2-No
[1-ves [ 2-No
[ 1-ves [ 2-No
["1-ves [ 2-No
" 1-ves I 2-No
(mm/dd/yyyy)

0 - Not Present
1-Gradel

2 -Gradelll

3 - Gradellll

4 - Grade IV

0 - No Rash

1 - Maculopapular Rash, <25% of Body Surface

2 - Maculopapular Rash, 25-50% of Body Surface

3 - Generalized Erythroderma

4 - Generalized Erythroderma with Bullus Formation and Desquamation

0 - No Protracted Nausea and Vomiting
1 - Persistent Nausea, Vomiting or Anorexia

0 - No Diarrhea

1 - Diarrhea Less Than or Equal to 500 mL/day or <280 mL/m"2

2 - Diarrhea >500 but Less Than or Equal to 1000 mL/day or 280-555 mL/m”2
3 - Diarrhea >1000 but Less Than or Equal to 1500 mL/day or 556-833 mL/m"2
4 - Diarrhea >1500 mL/day or >833 mL/m"2

*Additional Options Listed Below

0 - Bilirubin <2.0 mg/dL

1 - Bilirubin 2.0-3.0 mg/dL
2 - Bilirubin 3.1-6.0 mg/dL
3 - Bilirubin 6.1-15.0 mg/dL

4 - Bilirubin >15.0 mg/dL

Indicate if any of the following have been given to the patient for Acute GVHD treatment prior to enrollment in this study.

Prednisone:(BL4PRED)

Sirolimus:(BLATRSIR)

Methylprednisone :(BLAMETHY)

MMF: (BL4AM MF)

MMF/placebo (BMT CTN 0802 study drug):(BLATRMPL)
Infliximab:(B L4INFLX)

Dacluzimab:(BL4ADACLM)

Pentostatin:(BL4PENT)

Etanercept:(BLAETAN)

Ontak:(BL4ONTAK)

Skin topical steroids: (BL4STS)

Non-absorbed oral steroids (e.g.,Budesonide, Entocort):(BLAORST)
Extracorporeal Photopheresis:(BL4ECP)

AT G (thymoglobulin) or AT GAM (equine):(BLATRATG)
Other:(BLAOTHTR)

61. Specify other:(BL4AOTHSP)

Comments:(B0801COM)

[1-ves | 2-No
[1-ves | 2-No
[1-ves | 2-No
[1-ves [ 2-No
[T 1-ves [ 2-No
[ 1-ves [ 2-No
[ 1-ves [ 2-No
[ 1-ves [ 2-No
|—1-Yes |—Z—No
|—1-Yes |—Z—No
|—1-Yes |—2—No
|—1-Yes |—2—No
[ 1-ves [ 2-No
[ 1-ves [ 2-No
[ 1-ves I 2-No






Blood and Marrow Transplant Clinical
Trials Network

CIBMTR Recipient ID (CID)
Web Version: 1.0; 1.06; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

1. CRID # (CIBMT R Recipient ID):(CRIDNM) (XXXXXXXXXX)

Comments:(CIDCOMM)



Blood and Marrow Transplant Clinical
Trials Network

1. Name Code:(NAMECODE)
2. IUBMID # (if available):(IUBMID)

3. Gender:(GENDER)
4. Date of Birth:(DOB)
5. Ethnicity:(ETHNIC)

6. Race:(RACE)

Specify race:(RACESP)

7. Secondary Race:(RACE2)

Specify secondary race:(RACE2SP)

Comments:(DEMCOMM 1)

Demographics (DEM)

[ 1-male | 2-Female
(mm/dd/yyyy)

1- Hispanic or Latino

2- Not Hispanic or Latino
8- Unknown

9- Not Answered

White

10 - White (Not Otherwise Specified)

11 - European (Not Otherwise Specified)
13 - Mediterranean

14 - White North American

*Additional Options Listed Below

White

10 - White (Not Otherwise Specified)

11 - European (Not Otherwise Specified)
13 - Mediterranean

14 - White North American

*Additional Options Listed Below

Web Version: 1.0; 6.02; 12-02-15






Blood and Marrow Transplant Clinical
Trials Network

Death Form (DTH)
Web Version: 1.0; 4.16; 06-16-17

1. Record date of death:(DTHDT) (mm/dd lyyyy)
2. Was an autopsy performed ?2(AUTPERF) [T 1-ves [ 2-No

If yes, attach de-identified autopsy report or death summary to the form below.

Enter appropriate cause of death code below. List in order of decreasing severity.
3. Primary cause of death:(CZDTHPRM)

1.0 - Graft Rejection or Failure

1.1 - Autologous Recovery

Infection (Other than Interstitial Pneumonia)
1.2 - Rejection

2.1 - Bacterial

*Additional Options Listed Below

=l

Specify other:(DTHSPEC1)

4. Secondary cause of death:(SCNDCZ1) 1.0 - Graft Rejection or Failure

1.1 - Autologous Recovery

Infection (Other than Interstitial Pneumonia)
1.2 - Rejection

2.1 - Bacterial

*Additional Options Listed Below

Specify other:(DTHSPEC?2)

5. Secondary cause of death:(SCNDCZ2) 1.0 - Graft Rejection or Failure

1.1 - Autologous Recovery

Infection (Other than Interstitial Pneumonia)
1.2 - Rejection

2.1 - Bacterial

*Additional Options Listed Below

Specify other:(DTHSPEC3)

6. Secondary cause of death:(SCNDCZ3) 1.0 - Graft Rejection or Failure

1.1 - Autologous Recovery

Infection (Other than Interstitial Pneumonia)
1.2 - Rejection

2.1 - Bacterial

*Additional Options Listed Below

Specify other:(DTHSP EC4)

7. Secondary cause of death:(SCNDCZ4) 1.0 - Graft Rejection or Failure

1.1 - Autologous Recovery

Infection (Other than Interstitial Pneumonia)
1.2 - Rejection

2.1 - Bacterial

*Additional Options Listed Below

Specify other:(DTHSPECS5)

Comments:(DTCMMNTS)






Blood and Marrow Transplant Clinical
Trials Network

Endpoint Review Form- 0801 (E06)
Web Version: 1.0; 3.00; 10-16-15
Case ID (CASEID):

Site:(EXXSITE) (XXXXX)

Patient ID:(EXXPATID)

1. Review Date:(REVIEWDT) (mm/dd/yyyy)
2. Primary Reviewer Name:(REVNAM E) Aleksandr Lazaryan
Carrie Kitko
Javier Bolanos-Meade
Laura Johnston
Luciano Costa
*Additional Options Listed Below
3. Case Status:(CASESTAT) 1- Complete (C)
2- Query (Q)
3- Ready for Review (R)
4- Secondary Review (S)
4. Review Committee Comments:(REVCOM M)
5. EMMES Comments:(EMM COMM)
Reviewer Adjudicated Fields
6. Did the patient die?(PATDIED) " 1-ves [ 2-No
a. Primary cause of death:(REVCOD) 1.0 - Graft Rejection or Failure
1.1 - Autologous Recovery
Infection (Other than Interstitial Pneumonia)
1.2 - Rejection
2.1 - Bacterial
*Additional Options Listed Below
b. Specify other COD:(REVCODSP)
7. Progression or relapse:(PRGRLP) [ 1-ves | 2-No
a. Date of progression or relapse:(PRGRLPDT) (mm/dd/yyyy)
8. Exclude patient from the primary analysis [ 1-ves | 2-No
population?(EXCLUDE)
a. Specify reason for exclusion:(EXCLUDSP)
9. Was the patient eligible ?(ELIGIBLE) [ 1-Yes [ 2 -No
a. Specify reason for ineligibility:(EL IG IBS P)
10. Were treatment compliance issues ide ntified ? [ 1-ves [ 2-No
(TRTCMPLY)
a. Specify compliance issues:(TRTCMPSP)
11. Secondary systemic therapy received: [ 1-ves | 2-No
(SECSYSTH)
a. Date of secondary systemic therapy: (mm/dd/yyyy)
(SECSYSDT)
12. Stopped ALL immunosuppressive therapy: [ 1-ves | 2-No
(STOPTHRP)
a. Date ALL immunosuppressive therapy stopped: (mm/dd/yyyy)

(STOPTHDT)



1 - Toxicity

2 - cGVHD Progression/Flare

3 - Underlying Malignancy Progression/Relapse
4 - Infection

5 - Physician Decision

*Additional Options Listed Below

0 - No GVHD

1 - Late Acute GVHD

2 - Overlap Acute and Chronic GVHD
3 - Classic Chronic GVHD

9 - Unknown/Missing

3 - Moderate
4 - Severe
9 - Unknown/Missing

0 - No GVHD

1 - Late Acute GVHD

2 - Overlap Acute and Chronic GVHD
3 - Classic Chronic GVHD

9 - Unknown/Missing

3 - Moderate
4 - Severe
9 - Unknown/Missing

1 - Complete Response
2 - Partial Response

3 - Unchanged/Stable
4 - Progressive

9 - Unknown/Missing

0 - No GVHD

1 - Late Acute GVHD

2 - Overlap Acute and Chronic GVHD
3 - Classic Chronic GVHD

9 - Unknown/Missing

1- None

2 - Mild

3 - Moderate

4 - Severe

9 - Unknown/Missing

1 - Complete Response
2 - Partial Response

3 - Unchanged/Stable
4 - Progressive

9 - Unknown/Missing




00- Its A Miracle!

*Additional Options Listed Below







Blood and Marrow Transplant Clinical
Trials Network

Extracorporeal Photopheresis (ECP)
Web Version: 1.0; 2.00; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

1. Assessment period start date:(ECPSTDT) (mm/dd lyyyy)

2. Assessment period end date:(ECPENDDT) (mm/dd lyyyy)

ECP Administration:

Provide dates of ECP treatments ad ministered during this assessment period.

ECP Treatments ECP Treatment Date: ECP Device Used

Treatment 1: (ECPDSO01) (mm/ddyyyy) 1 - CELLEX
2 -UAVR XTS

(ECPDVC1)

Treatment 2: (ECPDS02) (mm/ddlyyyy) 1-CELLEX
2 - UAVR XTS

(ECPDVC2)

Treatment 3: (ECPDS03) (mm/ddlyyyy) 1 - CELLEX
2 -UAVRXTS

(ECPDVC3)

Treatment 4: (ECPDS04) (mm/ddiyyyy) 1 - CELLEX
2 -UAVR XTS

(ECPDVC4)

Treamment 5: (ECPDSO05) (mm/ddyyyy) 1-CELLEX
2 -UAVR XTS

(ECPDVC5)

VIR E: (ECPDS06) (mm/ddlyyyy) 1 - CELLEX
2 -UAVRXTS

(ECPDVC6)

Treatment 7: (ECPDS07) (mm/ddAyyyy) m
2 -UAVR XTS

(ECPDVCT)

Treatment 8: (ECPDSO08) (mm/ddiyyyy) 1 - CELLEX
2 -UAVR XTS

(ECPDVCS8)

Treatment 9: (ECPDS09) (mm/ddiyyyy) 1 - CELLEX
2 -UAVR XTS

(ECPDVC9)

Treatment 10: (ECPDS10) (mm/ddiyyyy) 1 - CELLEX

2 -UAVRXTS
(ECPDVC10)

UieemE: 41 (ECPDSL11) (mm/ddlyyyy) 1 - CELLEX

2 -UAVRXTS
(ECPDVC11)

TR 12 (ECPDS12) (mm/ddlyyyy) 1 - CELLEX
2 - UAVRXTS

(ECPDVC12)



1-CELLEX

1-CELLEX

Ry
L
LR
By
L2
L
LEE

1 - Improvement of cGVHD

2 - Progression of cGVHD

3 - Loss of intravenous access

4 - Infection

5 - Toxicity

*Additional Options Listed Below







Blood and Marrow Transplant Clinical
Trials Network

0801A (ENR)
Web Version: 1.0; 3.03; 10-16-15

1. Record date patient informed consent form signed :(CNSTDT) (mm/dd/yyyy)
2. Patient's date of birth:(BTHDT) 09/27/11977 (mm/dd/yyyy)
3. Patient's body weight:(P TWGHT) (xxx.X) kg
4. Record date patient's body weight obtained:(PTWGHDT) (mm/dd/yyyy)
5. Patient's height:(PTHGHT) (xxx) cm
6. Record date patient's height obtained:(PTHGHTDT) (mm/dd/yyyy)
7. Patient Risk (see 3.1 of protocol):(P TRISK) [ 1q- High risk [ 2 - standard risk
8. At the time of diagnosis, was the patient receiving steroids?(PTSTRDS) [T 1-ves | 2-No
If yes, specify steroid received:
9. Methylprednisolone:(MTPREDDX) [T1-ves [ 2-No

10. Record the dose of methylprednisolone at the time of diagnosis:(MTPDSDX) (xxxxx) mg/kg/day

11. Prednisone:(PREDDX) [T1-ves [ 2-No

12. Record the dose of prednisone at the time of diagnosis:(PREDDSDX) (xxxxx) mg/kg/day

Inclusion Criteria

13. Does the patient have chronic GVHD or overlap syndrome that meets the NIH [T 1-ves | 2-No
Consensus Working Group Guidelines?(CGVHDNIH)

14. Record the date of chronic GVHD diagnosis:(CG VHDDT) (mm/dd/yyyy)
15. Has the patient received any of the following agents in the last 2 weeks? [T 1-ves [ 2-No
(THRPY GVH)

If the patient has received any of the following agents, indicate which agents were received, the reason the agents were received and the start dates the agents were

received:
Agent Received Reason Agent Given Start Date
16. Prednisone: (PREDNISO) | 1-Yes [ 2-No [(PREDREAS) (PREDSTRT) (mm/dd
1 - Continued Prophylaxis yyyy)
2 - Acute GVHD Treatment
3 - Chronic GVHD Treatment
i, : (METPRED) | 1-ves | 2-no |(MPREREAS) (MPREDSTR) (mm/dd
Methylprednisolone: 1 - Continued Prophylaxis yyyy)
2 - Acute GVHD Treatment
3 - Chronic GVHD Treatment

18. Sirolimus: siroLiM) [ 1-ves [ 2-No 1 - Continued Prophylaxis (ElIRLStRan) (Tl GEtERRY
2 - Acute GVHD Treatment
3 - Chronic GVHD Treatment

(siroreas) I

19. Tacrolimus: (tacroLM) [ 1-ves [ 2-No 1 - Continued Prophylaxis (TACSTART) (mm/dd
2 - Acute GVHD Treatment 1yyyy)

3 - Chronic GVHD Treatment

(TACREAS)

20. Cyclosporine: (cvcLospo) I 1-ves [ 2-nNo 1 - Continued Prophylaxis (CycLoDT) (mm/dd/yyyy)
2 - Acute GVHD Treatment
3 - Chronic GVHD Treatment

(CYCLREAS)




1 - Continued Prophylaxis
2 - Acute GVHD Treatment
3 - Chronic GVHD Treatment

I
|
||
- -

[ [
[ [
[ [
[ [
[ [
[ [
[ [

.
N




Blood and Marrow Transplant Clinical
Trials Network

Follow Up Status Form - 0801 (FU6)

Segment (PROTSEG): A
Visit Number (VISNO):

[EN

N

»

o

oo

10.

12.

14.

16.

19.

21.

23.

25.

. Date of last contact:(FUELASTC)

Since the date of the last visit indicate if any of the following have occurred:

. Has the patient died?(FU6DIED)

3. Date of patient death:(FU6DTHDT)

Has the patient's underlying disease (e.g., malignancy) progressed or relapsed?
(FUBRLPS)

5. Date of relapse or disease progression:(FU6RLPDT)

. Has the patient's underlying disease (e.g., malignancy) been treated for

progression or relapse?(FU6RLPTR)
7. Date treatment administered:(FUBRLTDT)

. Has the patient e xperienced any Unexpected, Grade 3-5 Adverse Event?

(FUBAEOCC)

9. Date of onset of Unexpected, Grade 3-5 Adverse Event:(FU6AEDT)

Has the patient experienced any new clinically significant infections? (FU6SIGIN)

11. Date of infection:(FUGINFDT)

Has the patient been hospitalize d?(FU6HOSPI)

13. Date of hospitalization:(FU6HOSDT)
Has the patient received a DLI?(FU6DLI)
15. Date of DLI:(FU6DLIDT)

Has the patient received a second transplant?(FU6SCTRA)
17. Specify second transplant:(FU6 SCTRS)

18. Date of second transplant:(FU6STRDT)

Has the patient started any secondary systemic immunosuppressive therapy to
treat chronic GVHD? (FU6 SCTPY)

20. Date patient began secondary systemic immunosuppressive therapy:
(FUBTRTDT)

Is the patient currently on <5 mg/day total dose of prednisone? (FU6P RE D)

22. Date prednisone dose of <5 mg/day started:(FU6PRDDT)
Has the patient stopped all SECONDARY systemic immunosuppressive therapy?
(FUBSYSTH)

24. Date the patient stopped SECONDARY immunosuppressive therapy:

(FU6OFFDT)

Has the patient stopped ALL immunosuppressive therapy, including study therapy?
(FUBSALLT)

26. Date the patient stopped ALL immunosuppressive therapy, including study
therapy:(FU6 SATDT)

Web Version: 1.0; 5.00; 10-16-15

(mm/dd/lyyyy)
[1-Yes | 2-No
If Yes, a Death Form must be submitted.
(mm/ddfyyyy)
[T 1-ves [ 2-No
(mm/dd/lyyyy)
[T 1-ves [ 2-No
(mm/dd/lyyyy)
" 1-ves [ 2-No

If Yes, an Unexpected, Grade 3-5 Adverse Event must be submitted.

(mm/dd/yyyy)

[T1-vyes [ 2-No

If Yes, an Infection Form must be submitted.
(mm/dd/yyyy)

[T 1-ves [ 2-No

If Yes, a Re-Admission Form must be submitted.
(mm/dd/yyyy)

[T 1-ves [ 2-No
(mm/dd/yyyy)

[ 1-ves [ 2-No
(mm/dd/yyyy)

[1-ves [ 2-No

If Yes, a Secondary Therapy Form must be submitted. Secondary immunosuppre ssive
systemic therapy includes any intervention intended to control chronic GVHD through an
immunosuppressive effect from oral or parenteral administration of any systemic
medication not originally given under the auspices of this protocol for treatment of
chronic GVHD. Please see Section 3.3.2 of the protocol for examples.

(mm/dd/yyyy)

[ 1-Yes [ 2-no [ 3- Previously Reported
(mm/dd/yyyy)

" 1-ves I 2-No [ 3-Neverstarted
(mm/dd/lyyyy)

[ 1-Yes | 2-no [ 3- Previously Reported

(mm/ddAyyyy)



1 - Toxicity

2 - cGVHD Progression/Flare

3 - Underlying Malignancy Progression/Relapse
4 - Infection

5 - Physician Decision

*Additional Options Listed Below







Blood and Marrow Transplant Clinical
Trials Network

Section 1 - Patient cGVHD Survey (GC1)
Web Version: 1.0; 3.01; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

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

Date of assessment:(GC1ASDT)

(mm/dd/yyyy)
Please select the number that shows how severe your symptoms have been in the last week
with O representing 'Not Present' and 10 representing 'As Bad As You Can Imagine':
0 ‘ 1 2 3 4 5] 6 7 8 9 10 Not Answered
1. Your chronic GVHD symptoms overall? (GC1CGVHD) [ ‘ [] [] 1t 7 I [ | [ | [
2. Yourskin itching atits WORST? (GC1SKIN) [ ‘ - - r o r I [
3. Yourmouth dryness atits WORST? (GCIMTDRY) m ®H EH ® ®E ®E ®E EH E =E = [
4. Yourmouth pain atits WORST? (GCIMTPN) [ [ [ B E e [ | [
5. Yourmouth sensitivity atits WORST? (GCIMTSEN) [ ‘ [ [ B R E e [ | [
6. Youreye problem atits WORST ? (GC1EYE) [ ‘ [ [ I e e . [ | [
7. What is your main complaint with regard to your eyes?(GC1EYECO)
8. Vulvovaginal Symptoms (females only): Do you have any burning, painor [ 1-Yes | 2-No | 3-N/A [ 4-Not Answered
discomfort in the area of your vagina, vulva or labia? -OR- Do you have any
discomfort or pain with sexual intercourse?(GC1DCDSX)
9. Overall, how would you rate the severity of your chronic graft vs host disease?
(GC1SGVHD) 0 - None
1 - Mild
2 - Moderate
3 - Severe
4 - Not Answered
10. Do you think your chronic GVHD symptoms are in good enough control to [ 1-ves I 2-No [ 3-N/A | 4-Not Answered
decrease your immunosuppre ssive medications?(G C1 DM ED)
0-Not involved 1-Completely 2-Very 3- 4- A 5- About 6-A 7- 8- Very Not
with GVHD gone much Moderately little the little Moderately much Answered
better better better same worse wose worse
11. GVHD -- (GC10GVHD) [ [ [ [ [ [ [ [
Symptoms [
Overall:
12. Mouth: (GC1IMOUTH) [ [ [ [ [] [] [ [] [
[]
13. Skin: (GC1SKN) [ | |
14. Eye: (GC1EYESX) | [ | |
15. Joints: (GC1INTS) [ [ | |

Comments:(GC1COMM)
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Section 2 - Patient cGVHD Survey (GC2)
Web Version: 1.0; 1.02; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

Section 2: Details of Your Chronic GVHD Symptoms

Please select the number that indicates how much you have been bothered by the following problems in the last 4 weeks:

SKIN:
0 - Not at all |1-Slightly 2 - Moderately 3-Quite ABit 4-Extremely Not Answered
| 1. Abnormalskin color (GcoaBNSK) | | [ [ [ [ [
| 2. Rashes (GC2RASH) [ | [ [ [ [
| 3. Thickened skin (GC2THSKN) [ | [ [ [ [ [
| 4. Sores on skin (GC2SKSOR) [ | [ | [ [ |
| 5. ltchy skin (Geaitesk) I ’ [ [ [ [ [
EYES AND MOUTH:
0- Not At All ‘ 1- 2- 3 -Quite A 4 - Not
Slightly Moderately Bit Extremely Answered

| 6. Dryeyes (GC2EYEDR) | ‘ [ | [ | [ | [
| 7. Need to use eye drops frequently (GC2EDFRQ) [ ‘ [ | [ | [ | [ [
| 8. Difficulty seeing clearly (GC2DIFSE) | ‘ | | [ | [ | [ [

9. Need to avoid certain foods due to mouth pain (GC2AFOOD) [ [ [ [ [

[

| 10. Ulcers in mouth (GC2ULCER) | ‘ [ | [ | [ | [ [

11. Receiving nutrition fromanintravenous line or feeding (GC2NUTR) [

tube
BREATHING:

0 - Not At All 1 - Slightly | 2 -Moderately | 3 - Quite A Bit | 4 - Extremely | Not Answered
| 12. Frequent cough (GC2FRQCH) [ [ | [ | [ | [ | [
| 13. Colored sputum (GC2COLOR) [ [ | [ | [ | [ | [
| 14. Shortness of breath with exercise  (Gc2soBeExX) | [ | [ | [ | [ | [
| 15. Shortness of breath at rest (GC2SOBRT) [ [ | [ | [ | [ | [
| 16. Need to use oxygen (GC2NDOX) [ [ | [ | [ | [ | [
EATING AND DIGESTION:
| 0 - Not At All | 1-Slightly 2-Moderately 3-Quite ABit 4-Extremely ‘ Not Answered

| 17. Difficulty swallowing solid foods (GC2DSSF) [ | [] [] [] [ ‘ []

|18. Difficulty swallowing liquids | (GezpsLp) | | [ [ [ [ ‘ [
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Section 3 - Patient cGVHD Survey (GC3)

Segment (PROTSEG): A
Visit Number (VISNO):

Section 3: Details of Your Eye Symptoms

Web Version: 1.0; 1.01; 10-16-15

Have you experienced any of the following in the last 1- None of the 2 - Some of 3 - Half of 4 - Most of 5 - All of Not
week? time the time the time the time the time Answered
| 1. Eyesthatare sensitive to light? | (GC3ELSEN) | [ | [ | [ | [ [
| 2. Eyes that feel gritty? | (GC3EGRIT) | [ | [ | [ | [ [
| 3. Painful or sore eyes? | (GC3EPAIN) [ [ | [ | [ | | [
4. Blurred vision? (GC3EBLUR) [ [ [ [ [
[
5. Poor vision? (GC3EPOOR) [ [ [ [ [
[
Have problems with your eyes limited you in performing any 1- None of the 2 - Some of 3 - Half of 4 - Most of 5 - All of Not 0-
of the following during the last week? time the time the time the time the time Answered N/A
6. Reading? (GC3EREAD) [ [ [ [ [ [
[
| 7. Driving at night? | (GC3EDRIV) [] [ | | |
8. Working with a computer or bank machine (ATM)? (GC3ECOMP)
[
| 9. Watching TV? | (GC3ETV) [ [ | [ | [ | [ [ [
Have your eyes felt uncomfortable in any of the following 1- None of the 2 - Some of 3 - Half of 4 - Most of 5 - All of Not 0-
situations during the last week? time the time the time the time the time Answered N/A
10. Windy conditions? (GC3EWIND) [ [ [ [ [ [
[
11. Places or areas with low humidity (very dry)? (GC3EHUM D) [ [ [ [ [ [
[
12. Areas that are air conditioned? (GC3EAIR) | [ | [ | [ | [ [ [

Comments:(GC3COMM)
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Section 4 - Patient cGVHD Survey (GC4)

Segment (PROTSEG): A
Visit Number (VISNO):

Section 4: Quality of Your Life
Please select the number that indicates how each statement has been true for youduring the past week:

PHYSICAL WELL-BEING:

Web Version: 1.0; 1.02; 10-16-15

0 - Not At All 1- A Little 2- 3 -Quite A 4 -Very Not
Bit Somew hat Bit Much Answered
1. lhave lack of energy (GC4ALKENG) [ [ [ [ [
[
2. lhave nausea (GCANAUSE) [ [ [ [ [
[
3. Because of my physical condition, | have trouble meeting the (GC4FMND) | [ [ [ [ [
needs of my family
| 4. lhave pain ‘ (GC4PAIN) [ [ |
5. lambothered by side effects of treatment (GC4SETRT) [
[
| 6. Ifeelill ‘ (GC4ILL) [ [ ’
7. lamforced to spend timeinbed (GC4FCBED) [
|
SOCIAL/FAMILY WELL-BEING:
0 - Not At All 1-A 2= 3= 4 - Very Not
Little Somewhat | Quite A Much Answered
Bit Bit
8. Ifeel close to my friends (GC4FRDS) [ [ [ [ [
[
9. lget emotional support from my family (GC4FAM SP) [ [ [ [ [
[
10. | get support from my friends (GC4FRDSP) [] [ [ [] [
[
11. My family has accepted my illness (GC4FAMAC) [ [ [ [ [
[
12. | am satisfied with family communication about my illness (GC4FAMCO) [ [ [ [ [
[
13. |feelclose to my partner (or the person who is my main support) (GC4ACLPRT) [ [ [ [ [
[
Regardless of your current level of sexual activity, please answer the following
question. Do you wish to answer this question? If no, then continue to the next
1-Yes
2-No
3 - Not Answered
section (Q15).(GC4PRANS)
14. |am satisfied with my sex life (GC4VULVA) [ [ [ [ [
[
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Section 5 - Patient cGVHD Survey (GC5)

Segment (PROTSEG): A
Visit Number (VISNO):

Section 5: Your Health and Well-Being

Please select the number that best describes your answer:

1. Which state ment describes how you feel most of the time?(GC5FM TM)

Web Version: 1.0; 1.01; 10-16-15

1 - Normal, no difficulties with daily activities

2 - Able to carry on normal activities, minor problems

3 - Normal activity with effort

4 - Able to care for self, but unable to carry on normal activity or active work
5 - Require occasional assistance, but able to care for most of needs
*Additional Options Listed Below

2. In general, would you say your health is:(GC5GNHLT) [ 1-Excellent | 2- Very Good [ 3-Good | 4-Fair I 5-Poor I -
Not Answered
3. Compared to 3 months ago. how would you rate your health in general [~ 1-Muchbetter | 2-Somewhatbetter | 3-Aboutthe same | 4-
(GCSHLTMO) Somewhatworse | 5-Muchworse | 6 - Not Answered
The following questions are about activities you might do during a typical day. Does yaur health now limit you in these activities? If so, how much?
1-Yes,limited a 2 -Yes, limited a 3-No, not limited Not
lot little at all Answered
4. Vigorous activities, such as running, lifting heavy objects, participating in (GC5VGACT) [ [ [ [
strenuous sports
5. Moderate activities, such as moving a table, pushing a vacuum cleaner, (GC5MDACT) [ [ [ [
bowling, or playing golf
6. Lifting or carrying groceries (GC5LIFTG) | ‘ [ | []
7. Climbing several flights of stairs (GC5CLIMB) [ ‘ [ [ []
8. Climbing one flight of stairs (GescLerL) | ‘ [ [ [
9. Bending, kneeling or stooping (GC5BEND) [ ‘ [ [ [
10. Walking more than a mile (GC5WALKM) | ‘ [ [ [
11. Walking several hundred yards (G C5WALKF) [ ‘ [ | []
12. Walking one hundred yards (GCBWLKHY) | ‘ [ [ [
13. Bathingordressing yourself (GCSBATH) [ ’ [ [ [

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?
1 - All of the 2 - Most of 3 - Some of 4 -A little of 5 - None of Not
time the time the time the time the time Answered
14. Cutdown onthe amount of time you spent on work or (GC5CUTDN) [ [ [ [ [
other activities [
15. Accomplished less than you would like (GC5ACCPL) [ [ [ [ [
[
16. Were limited in the kind of work or other activities (GC5LIMIT) [ [ [ [ [ [




17. Had difficulty performing the work or other activities

(for example, it took extra effort)

(GC5DIFPE)
[

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 emotional

problems (such as feeling depressed or anxious)?

1- All of the 2 - Most of the | 3-Some ofthe 4 -A little of the 5 - None of the Not
time time time time time Answered
18. Cutdown onthe amount of time you spent on (GC5DUTDN) [ [ [ [ [
work or other activities [
19. Accomplished less than you would like (GC5LACCP) [ [ [ [ [
[
20. Did work on other activities less carefully than (GC5LCARE) [ [ [ [ [
usual| [
21. During the past 4 weeks, to what extent has your physical health or emational [~ 3 -NotAtAl [ 2-Slightly | 3-Moderately [ 4-QuiteABit [ 5-
problems interfered with your normal social activities with family, friends, E | B 6ot o d
neighbors, or groups?(GC5PHINT) Ry =LYEl IS
22. How much bodily pain have you had during the past 4 weeks? (GC5BPAIN) [ 1-None | 2- Very Mild [ 3.Mid | 4-Moderate | 5-Severe |
6 - Very Severe [ 7 -Not Answered
23. During the past 4 weeks, how much did pain interfere with your normal work [ 1-NotAtAl | 2-siighty | 3-Moderately | 4-QuiteaBit | 5-
(including both work outside the home and housework)? (GC5PAINW) n
Extremely 6 - Not Answered

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.

1-All of thetime | 2 - Mostof the | 3 - Some of the 4- Alittle of 5 - None of the Not
time time the time time Answered
24. Did you feelfull of life? (GC5FULLL) [ [ [ |_ [ [
25. Have you been very nervous? (GC5VNERYV) [ [ [ [ [
[]
26. Have you felt so down in the dumps that nothing (GC5CHEER) [ [ [ [ [
could cheeryou up? [
27. Have you felt calm and peaceful? (GC5CALM) [
28. Did youhave a lot of energy? (GC5LTENG)
[
29. Have you felt downhearted and depressed? (GC5FTDOW) [ [ [ [ [
[]
30. Did you feelworn out? (GC5WORNO) [ [ [ [ [
[]
31. Have you been happy? (GC5HAPPY) [ [ [ | [
[
32. Did youfeeltired? (GCS5FTIRE) [ [ [ [ [ [
33. During the past 4 weeks, how much of the time has your physical health of [~ 1-Allofthetime | 2-Mostofthetime | 3 - Some of the time | 4 - Alitte
emotional problems interfered with your social activities (like visiting friends, < the 5N fthe ti [ Not An d
relatives, etc)?(GCSEM INT) of the ime - None of the time - Not Answere
How TRUE or FALSE is each of the following statements for you?
1 - Definitely True 2 - Mostly 3-Don't 4 - Mostly 5 - Definitely Not
True Know False False Answered
34. |seem to getsick alittle easier than other (GC5M SICK) [ [ [ [ [ [
people
35. lam as healthy as anybody Iknow (GCBHLTAN) | [
36. |expect my health to get worse (GC5HTWOR) [
[
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Section 6 - Patient cGVHD Survey (GC6)

Segment (PROTSEG): A
Visit Number (VISNO):

Section 6: Your Activity Level

Web Version: 1.0; 1.01; 10-16-15

1 - Still Doing This 2 - Have Stopped Doing This 3 - Never Did This Not
Activity Activity Activity Answered
| 1. Getting inand out of chairs or bed (without assistance) (GC6GETUP) [ [ | [
| 2. Listening to the radio (GC6RADIO) [ r . | —
| 3. Reading books, magazines or newspapers (GC6READ) [ . [ | .
| 4. Writing (letters, notes) (GCBWRITE) - m = | —
| 5. Working at a desk or table (GCEWDESK) m r = | -
| 6. Standing (for more than one minute) (GC6STAND) - r — | .
| 7. Standing (for more than five minutes) (GC6STNDF) [ I . | —
| 8. Dressing or undressing (without assistance) (GC6DRSWO) [ r n | .
| 9. Getting clothes from drawers or closets (GCBCLOTH) . r — | =
| 10. Getting in or out of a car (without assistance) (GC60OCAR) | I = | —
| 11. Dining at a restaurant (GCEDINE) . [— n | —
| 12. Playing cards/table games (GC6PCARD) r — | —
| 13. Taking a bath (no assistance needed) (GCBBATHN) I |_ | —
14. Putting on shoes, stockings or socks (no assistance (GCBSHOES) [ I n ‘ —
needed)
15.. ‘Attending amovie, play, church event or sports Gcemovie) | I — ‘ —
activity
| 16. Walking 30 yards (27 meters) (GCETYWLK) | [— » | =
| 17. Walking 30 yards (non-stop) (GC6TYDWK) - - — | .
| 18. Dressing/undressing (no rest or break needed) (GC6DRSNS) [ I |_ | —
19. Using public transportation or driving a car (100 miles (GC6PUBTR) [ - n —
or less)
20. Using public transportation or driving a car (99 miles (GC6PTLD) [ n n —
or more)
| 21. Cooking your own meals (GC6C00K) | r n | -
| 22. Washing or drying dishes (GCewHDSH) | r n | -
| 23. Putting groceries on shelves (GC6GROCS) |— = . | P
| 24. Ironing or folding clothes (GC6IRON) I [— = | —
| 25. Dusting/polishing furniture or polishing cars (GcepusT) r n | —
| 26. Showering (GC6SHOWR) | [ n | —
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Section 7 - Patient cGVHD Survey (GC7)
Web Version: 1.0; 2.00; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

Section 7: About Yourself

Describe your current work status by checking one boxper line:

1. In school full time:(GC7SCHFT) [“1-Yes | 2-No [ 3-NotAnswered
2. In school part time:(GC7S CHPT) [ 1-Yes | 2-No [ 3-NotAnswered
3. Working full time :(G C7 WRKFT) [ 1-Yes | 2-No [ 3-NotAnswered
4. Working part time:(GC7WRKPT) [ 1-Yes | 2-No [ 3-NotAnswered
5. Homemaker:(GC7HOME) [ 1-ves | 2-No [ 3-NotAnswered
6. Retired:(GC7RETIR) [ 1-Yes [ 2-No [ 3-NotAnswered
7. On medical leave from work:(GC7MEDLV) [T 1-vyes | 2-No [ 3-NotAnswered
8. Disabled, unable to work:(GC7DISAB) [ 1-vyes | 2-No [ 3-NotAnswered
9. Unemployed, looking for work:(GC7UNLK) [T 1-ves | 2-No [ 3-NotAnswered
10. Unemployed, not looking for work:(GC7UNNLK) [ 1-Yes | 2-No | 3-NotAnswered
11. Other:(GC7WOTH) [ 1-Yes [ 2-No [ 3-NotAnswered

12. Specify Other:(GC7TWOTSP)

13. What is your marital status?(GC7M RT) 1 - Married/Living with partner

2 - Single, Never married

3 - Divorced, Separated

4 - Widowed

5 - Other

*Additional Options Listed Below

If other, specify:(GC7TMRTOT)

14. What is the highest grade of school you have completed?(G C7 HG GRD) 1 - Grade school

2 - Some high school

3 - High school graduate

4 - Some college

5 - College graduate

*Additional Options Listed Below

15. What was your approximate annual family income in the year before you had

your transplant?(GC7ANINC) 1-Under $15,000

2-%$15,000 - $24,999
3-$25,000 - $49,999
4 -$50,000 - $74,999
5-$75,000 - $99,999
*Additional Options Listed Below

Comments:(GC7COMM)
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Segment (PROTSEG): A
Visit Number (VISNO):

1. Date of assessment:(GFXASDT)

Functional cGVHD Testing (GFX)

(mm/dd/yyyy)
Two Minute Walk
2. Total distance walked in two minutes:(GFX2M WLK) (xxx.x) ft
Grip Test
Trial Grip Strength (Ib) Grip Strength (kg)
3. Trial #1:  (GFXGS1LB) (xxx) Ib | (GFXGS1KG) (xx) kg
4. Trial #2:  (GEXGS2LB) (xx¥) Ib | (GFXGS2KG) (xx) kg
5. Trial #3: (GEXGS3LB) (xx¥) Ib | (GFXGS3KG) (xx) kg
6. Average (GFXGSALB) (xxx) Ib | (GFXGSAKG) (xx) kg
Schirmer's Eye Exam
7. Right Eye (OD):(GFXREYE) (xx.X) mm
8. Left Eye (OS):(GFXLEYE) (xx.X) mm

Comments:(GFXCOMM)

Web Version: 1.0; 1.01; 10-16-15
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Segment (PROTSEG): A
Visit Number (VISNO):

Date of assessment:(GP1STDT)

Section 1: Skin

Dermatological

Section 1 - Provider cGVHD Survey (GP1)

(mm/dd/yyyy)

Web Version: 1.0; 1.04; 10-16-15

Sentinel Lesion Erythe matous rash of any Moveable sclerosis Non-moveable subcutaneous
sort sclerosis or fasciitis
1. Head/neck/scalp (GPIHNSSL) | 1-Yes (GP1HERS) (GP1HMS) (GP1HNMS)
[~ 2-No (XXX.X) % (Xxx.x) % (xxx.x) %
2. Anterior torso (GP1ATRSL) [ 1-Yes (GP1AERS) (GP1AMS) (GP1ANMS)
[~ 2_No (oox.X) % (ox.x) % (Xxx.X) %
3. Posterior torso (GP1PTRSL) | 1-Yes (GP1PERS) (GP1PMS) (GP1PNM'S)
[ 2-No (XXX.X) % (XXx.X) % (xxx.x) %
4. L. upper extremity (GPILUESL) | 1-ves (GPILERS) (GP1LMS) (GP1LNMS)
[~ 2-No (xx.x) % (xxx.X) % (Xxx.X) %
5. R.upper extremity (GP1RUESL) | 1-Yes (GP1RERS) (GP1RMS) (GP1RNMS)
[~ 2_-No (XXX.X) % (XXx.X) % (xXxx.X) %
6. L.lowerextremity (GP1LLESL) | 1-vYes (GP1EERS) (GP1EMS) (GP1ENMS)
[ 2-No (Xxx.X) % (Xxx.X) % (xxx.X) %
7. R.lower extremity (GPIRLESL) [ 1-Yes (GP1XERS) (GP1XMS) (GP1XNMS)
[~ 2-No (xxx.x) % (xxx.x) % (xxx.x) %
8. Genitalia(GVPIGENT) | Not |[(GP1GENSL) | 1 -ves (GP1GERS) (GP1GMS) (GP1GNMS)
Examined [~ 2-No (xxx.X) % (Xxx.X) % (xxx.x) %
Skin sclerotic changes
9.
0 1 2 3 4
(GP1SKSCL) [ [ Thickened with pockets of normal [ Thickened over majority of [ Thickened, unable to [ Hidebound, unable to
Normal skin skin move pinch
Skin Score
10.
0 1 2 | 3
(GP1SKSCR) | No | <18% BSAwith disease [ 19-50% BSA OR involvement with superficial [ >50% BSA OR deep sclerotic feats. hidebound
Symptoms signs but NO sclerotic features sclerotic features not hidebound (able to pinch) OR impaired mobility, ulceration or severe pruritis
Fascia
11.
0 | 1 | 2 | 3

(GP1FASC) | Normal

[ Tight with normal areas

[ Tight | [ Tight, unable to move

Clinical Skin Features

12. Ulcer?(GPIULCRP) | 1-Yes

2-No

[ 13. Location (specify):(GP1ULCRL)

14. Largest dimension:(GP1ULCRD)

(xxX.xx) cm
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Section 2 - Provider cGVHD Survey (GP2)

Web Version: 1.0; 2.00; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

Section 2: ROM & Mouth

Please circle this person's current ROM for each joint from 1 = poor motility to 7 = full motility

4. Foot Dorsiflexion (GP2ROMFD) [T1 T2 '3 [ 4

|1. Shoulder (GP2roMSH) [ 1 [ 2 [ 3 [ 4 | [Ts | 6 ‘ [ 17
|2. Elbow (GP2ROMEL) [T1 [ 2 [3 [_4|[_5 [_6‘[_7
|3. Wrist and fingers (gporomwr) [ 1 [ 2 [ 3 [ a4 | [Ts | e ‘ [ 17

0 1 2 3
5. Mouth Score (GP2MTHSC) [ [ Mild symptoms with disease [ Moderate symptoms with [ Severe symptoms with disease signs
No Symptoms signs but not limiting oral intake signs with partial limitation of oral | on examination with m ajor limitation of
significantly intake oralintake
6. Erythema (GP2MTHER) | [ Mild erythema OR Moderate [ Moderate (=25%) OR Severe | | Severe erythema (>25%)
None erythema (<25%) erythema (<25%)
7. Lichenoid (GP2MTHLI) | | Hyperkeratotic changes (<25%) |  Hyperkeratotic changes [ Hyperkeratotic changes (>50%)
None (25-50%)
8. Ulcers (GP2MTHUL) [ [ None I Ulcers involving (s20%) I severe ulcerations (>20%)
None
9. Mucoceles (of lower  (GpopmTHMU) [ [ 1-5 mucoceles [ 6-10 scattered mucoceles I over 10 mucoceles
labia and soft palate None
only)
10. Mouth Pain (GP2MTHPN) | I Food sensitivity [ Pain requiring narcotics [ Unable to eat
No symptoms

Comments:(GP2COM M)
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Segment (PROTSEG): A
Visit Number (VISNO):

Section 3 - Provider cGVHD Survey (GP3)

Section 3: Gastrointestinal

0

1

2

Web Version: 1.0; 2.01; 10-16-15

8

1. Gl Tract Score

(GP3GITRT) | No
symptoms

[] Symptoms: dysphagia,
anorexia, nausea, vomiting,
abdominal pain or diarrhea with
weight loss (<5%)

[] Symptoms associated with
mild to moderate weight loss
(5-15%)

[ Symptoms with significant
weight loss >15%, requires
nutritional supplements OR
esophageal dilation

2. Esophagus
(Dysphagia OR
Odynophagia)

3. Upper Gl (Early satiety
OR Anorexia OR Nausea
& vomiting)

(GP3GIESO) | No
esophageal symptoms

(GP3UPRGI) | No
symptoms

[ Occasional dysphagiaor
odynop hagia w/ solid food or pills

[ Mild, occasional symptoms with
little reduction in oral intake

[ Intermittent dysphagia or
odynophagia with solid food or
pills (but not for liquids/soft
foods)

[ Moderate, intermitte nt
symptoms throughout the day,
some reduction in oral intake

[ Dysphagia or odynophagia for
almost all oral intake (on almost
every day)

[ More severe or persistent
symptoms throughout the day, with
marked reduction in oral intake

4. Lower Gl (Diarrhea)

(GP3LWRGI) | No
loose or liquid stools
during the past week

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

[ Intermittent loose or liquid
stools throughout the day,
without requiring intervention

[~ Voluminous diarrhea, on almost
every day of the past week requiring
intervention

Comments:(GP3COM M)
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Segment (PROTSEG): A
Visit Number (VISNO):

Section 4: Other Organs

Section 4 - Provider cGVHD Survey (GP4)

0

1

2

Web Version: 1.0; 1.02; 10-16-15

8

1. EyeScore

2. Joints and Fascia Score

3. Genital Tract Score(GPAGTSNA)
[”" No GYN Exam or N/A (males)

4. Lung Score

5. Other Organ Score (specify
organ)(GP4100SP)

(GP4EYESC) |
No symptoms

(GP4JOINT) |
No Symptoms

(GP4GENTT) |
No symptoms

(GP4LUNGS) [
No symptoms

(GPaoR10T) |
No effecton ADL

[ Mild dry eye not affecting ADL
OR asymptomatic signs of kerato-
conjunctivitis sicca

[ Mild tightness of arms or legs,
normal range of motion

[ Sympto matic, mild distinct
signs on exam and no effect on
coitus, minimal discomfort w/ GYN
exam

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

[ Mild effect on ADL

[ Moderate dry eye partially
affecting ADL WITHOUT vision
impairment

[] Tightness of arms or legs
OR joint contractures, erythema
due to fasciitis, decrease in ROM

[] Symptomatic, distinct signs
on exam and mild dyspareunia or
discomfort w/ GYN exam

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

[ Moderate effect on ADL

[ severe dry eye symptoms
significantly affecting ADL OR
unable to work OR loss of vision

[ contractures with significant
decrease in ROM and significant
limitation of ADL

[ Sympto matic, advanced
signs, severe pain with coitus or
inability to insert vaginal
spectrum

[ severe symptoms (shortness
of breath at rest; requiring

oxygen)

[~ severe effect on ADL

6. Other Organ Score (specify
organ)(GP4200SP)

(GP4oR20T) |
No effecton ADL

[ Mild effect on ADL

[ Moderate effect on ADL

I severe effect on ADL

Comments:(GP4ACOM M)
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Section 5 - Provider cGVHD Survey (GP5)
Web Version: 1.0; 2.03; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

Section 5: Overall Status

1. Please rate the severity of the person’s chronic GVHD on the two scales below:

[ 4 - Severe

a (GpsscLA) | 1-None [ 2-mMild | [ 3- Moderate

cGVHD symptoms are not at all severe <----> cGVHD symptoms are most severe as possible
| o v o2 s |als|e]r]e]s |

|b'|(GPSSCLB)|— [ |—|I_|F‘I_|I_|I—‘I—|I—|I—

2. Current GVHD Status:

(GP5STATS) [ Complete Response | [ Partial Response [ Unchanged [ Progressive

3. Was therapeutic regimen changed?(GP5TRCH) [ 1-Yes [ 2-No

If yes, indicate how it was changed below:

a. Adjustlevels of medication | (GPSADMED) | 1-Yes [ 2-No

| b. Enrollon clinical trial | GPsENCT) | 1-Yes | 2-No

o

- Worsening of symptoms | ©PswRsYM) | 1-ves [ 2-No

| d. No improvement in symptoms

@GPsNIsYM) | 1-ves | 2-No

e. Toxicity | @psTox) | 1-Yes [ 2-No
|f- New symptoms |(GP5NESYM) [T 1-ves | 2-No
| g. Improvement in symptoms | (GP5IMSYM) [ 1-Yes | 2-No
| h. Disease relapse | GPSDSRLP) | 1-Yes [ 2-No
| i. Stable

|(GP5DSST) [T 1-ves [ 2-No

4. Does this person currently have:(GP5GVHOS) 0 - No GVHD

1 - Late acute GVHD
2 - Overlap acute and chronic GVHD
3 - Classic chronic GVHD

5. Since the last visit, how would you say the person's chronic GVHD has changed?

Not involved Resolved Very much Moderately A little About the A little Moderately Very much
better better better same worse worse worse
a. Mouth (GP5MTHCH) [ [ [ [ [ [ [ [
[
b. Skin (GP5SKNCH) [ [ [ [ [ [ [ [
[







Blood and Marrow Transplant Clinical
Trials Network

Section 6 - Provider cGVHD Survey (GP6)
Web Version: 1.0; 1.02; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

Section 6: Other indicators, clinical manifestations or severe complications related to chronic GVHD

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

| Never (0) Past,notnow (1) Mild (2) Moderate (3) | Severe (4)
| 1. Pleural Effusion(s) | (GP6OIPLE) | r |— = | n
| 2. Bronchiolitis obliterans | (GP60IBO) | [— — — | -
| 3. Bronchiolitis obliterans organizing pneumonia | (GP60IBOP) [ - n . | '
| 4. Nephrotic syndrome | (GPGOINS) |_ — n » | —
| 5. Malabsorption | (GPGOIMAL) [ n = — | —
| 6. Esophageal stricture or web | (GPEOIESW) n n |_ — | -
| 7. Ascites (serositis) | (GP6OIASC) | n n — ’ =
| 8. Myasthenia Gravis | (@PsoMG) | — n m | -
| 9. Peripheral Neuropathy | (GPGOIPN) . ' |_ r | —
| 10. Polymyositis | (GPGOIPM) - n — — | .
| 11. Pericardial Effusion | (GP6OIPCE) | . n m | ~
| 12. Cardiomyopathy | (GP6OICAR) - r — — | ~
| 13. Cardiac conduction defects | (GP6OICCD) r n — |_ | =
| 14. Coronary artery involvement | (GPBOICAI) n n [_ — | —
15. Other 1, please specify:(GP60T1SP) @prsonoT [ [ [ [ [
Other 2, please specify:(GP60 T2 SP) (GP60120T) [ [ [ [ [
Other 3, please specify:(GP60T3SP) GpP6ooT) | [] [ [ [
v | 1 2 3 4
16. X (GP6INF) [To- | 1- Mild, topical or no [ 2. Moderate, localized, 13- Severe, systemic infection requiring IV [ 4-
infection None therapy required requiring oral treatment anti-infe ctive, mold-active oral antifungal or Life-thre ate ning
hospital infection
If2,3,0r4,then | GpeNFSP) | [ Unidentified organism [ identified organism
select one: Pending Lab Report

Specify organism:(GP60 RG SP)

17. Peripheral Edema? | (GpgpEReD) | 0-None | [ 9-Trace [ 2+ [ 26 [ 3¢ [[ 4+

Comments:(GP6COM M)



Blood and Marrow Transplant Clinical
Trials Network

Section 1 - Pediatric cGVHD Survey (GV1)
Web Version: 1.0; 1.00; 10-16-15

Segment (PROTSEG): A
Visit Number (VISNO):

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

Date of assessment:(GV1ASDT) (mm/ddiyyyy)
Please select the number that shows how severe your symptoms have beenin the last week
with O representing '‘Not Present and 10 representing 'As Bad As You Can Imagine”:
0 1 2 3 4 5] 6 | 7 | 8 | © |1O |N0tAnswered
|1. Your chronic GVHD symptoms overall? (GV1CGVHD) [ | [] [ T T | |[_ |r |r ||_ | [
|2. Your skin itching atits WORST ? @viskny I T |[— ||— ||— ||— | ]
|3. Your mouth dryness atits WORST? (GVIMTDRY) [ ?TT???FFFF [
| 4. Your mouth pain atits WORST ? (GVIMTPN) [ ??????FFFF [
|5. Your mouth sensitivity atits WORST ? (GVIMTSEN) [ | [ R e ’ [ ‘ [ | [ ’ [ ‘ [
|6. Your eye problem atits WORST? (GV1EYE) [ [ [ 1 [ | | [ | [ | [ | [ | [

7. What is your main complaint with regard to your eyes?(GV1EYECO)

8. Overall, how would you rate the severity of your chronic graft vs host disease?
(GV1SGVHD)

1 - Mild
2 - Moderate

3 - Severe

4 - Not Answered

9. Do you think your chronic GVHD symptoms are in good enough control to [“1-ves | 2-No [ 3-nA [ 4-NotAnswered
decrease your immunosu ppressive medications?(GV1DMED)
0-Not involved 1-Completely 2-Very 3- Moderately 4- A 5- About 6- A 7- 8- Very Not
with GVHD gone much better little the same little Moderately much Answered
better better worse wose worse
10. GVHD - (GV1OGVHD) [ [ [ u [ - [ »
Symptoms [
Overall:
11. Mouth: (GVIM OUTH) [ [ [ [ [ [] [] [ [
[
| 12. Skin: (GV1SKN) [ | | []
| 13. Eye: (GVIEYESX) | [ | | [
| 14. Joints: (GV1JINTS) | | | []

Comments:(GV1COM M)




Blood and Marrow Transplant Clinical
Trials Network

Section 2 - Pediatric cGVHD Survey (GV2)
Web Version: 1.0; 1.00; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

Section 2: Details of Your Chronic GVHD Symptoms

Please select the number that indicates how much you have been bothered by the following problems in the last 4 weeks:

SKIN:
0 - Not at all 1 - Slightly | 2 -Moderately | 3 - Quite A Bit | 4 - Extremely | Not Answered
| 1. Abnormalskin color (Gy2aBNSK) | [ | [ | [ | [ | [
| 2. Rashes (GV2RASH) [ [ | [] | [ | [ | [
| 3. Thickened skin (GV2THSKN) [ [ | [ | [ | [ | []
| 4. Sores on skin (GV2SKSOR) | [] | [ | [ | [ | [
| 5. ltchy skin (Gvaresk) [ [ | [ | [ | [ | [
EYES AND MOUTH:
’ 0 -Not At All ‘ 1- 2- 3- Quite A 4 - Not
Slightly Moderately Bit Extremely Answered

| 6. Dryeyes | (GV2EYEDR) [ ‘ [ | [ | | r
| 7. Need to use eye drops frequently | (GV2EDFRQ) [ ‘ [ | [ | [ | [ [
| 8. Difficulty seeing clearly | (GV2DIFSE) | ‘ [ | [ | [ | [ |

9. Need to avoid certain foods due to mouth pain (GV2AFOOD) [ [ [ [ [

[

| 10. Ulcers in mouth | (GV2ULCER) | ‘ [ | [ | [ | [ [

11. Receiving nutrition fromanintravenous line or feeding (GV2NUTR) []

tube
BREATHING:

0 - Not At All | 1-Slightly 2-Moderately 3-Quite ABit 4-Extremely NotAnswered
| 12. Frequent cough (GV2FRQCH) [ | [ [ [ [ [
| 13. Colored sputum (GV2COLOR) [ | [ [ [ [
| 14. Shortness of breath with exercise  (Gv2soBEX) | | [ [ [ [ [
| 15. Shortness of breath at rest (GV2SOBRT) [ | [ [ [ [ [
| 16. Need to use oxygen (GV2NDOX) [ | [ [ [ [ [
EATING AND DIGESTION:
| 0 -Not At All 1- Slightly | 2 -Moderately | 3 -Quite A Bit | 4 -Extremely ‘ Not Answered

| 17. Difficulty swallowing solid foods (GV2DSSF) [] [ | [ | [ | [ ‘ [

|18. Difficulty swallowing liquids | (Gv2DSLD) | [ | [ | [ | [ ‘ [






Blood and Marrow Transplant Clinical
Trials Network

Section 3 - Pediatric cGVHD Survey (GV3)

Segment (PROTSEG): A
Visit Number (VISNO):

Section 3: Your Health and Well-Being

1. Which statement describes how you feel most of the time? (please check
one)(GV3FLMST)

Comments:(GV3COM M)

Web Version: 1.0; 1.00; 10-16-15

1 - Fully active, normal

2 - Minor restrictions in physically strenuous activity

3 - Active, but tires more quickly

4 - Both greater restriction of and less time spentin play activity

5 - Up and around, but minimal active play; keeps busy with quieter activities
*Additional Options Listed Below







Blood and Marrow Transplant Clinical
Trials Network

Section 4 - Pediatric cGVHD Survey (GV4)
Web Version: 1.0; 1.00; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

Section 4: Activities Scale

Last week...

1. Iput toothpaste on
my toothbrush then
brushed my teeth by
myself...(GV4BRTTH)

2. lused the toilet at
home by myself...
(includes getting on
and off the toilet)
(GVATOILT)

3. Iwashed my whole
body by myself...
(GV4WSHWB)

4. Iput my shirt on by
myself...(G VASHIRT)

5. Iput my pantson by
myself.. (GVAPANTS)

6. Ifastened my
clothes by myself...
(fastened means
doing up buttons and
zZippers)(GV4FSCLT)

(GVANOFST)

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

or I I did not need to because none of my clothes have fasteners



All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below




1
1
R

11
11
T

1
1
1

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

[ [ [
[ [ [

.
.
I

1 1 ]
1 1 ]
R

]
]
1

]
]
m




18. Igot around outside

l

2

2

2

2

9.

0.

1.

N

w

without anyone to
help me...
(Examples: walked or
wheeled to a friend's
house, to school, or to
the park)(GV4NOHLP)

(GV4NOOUT)
(GVANOOTE)

Iwalked (or wheeled)
up a gentle hill or
slope by myself...
(GVAGHILL)

(GVAAWHIL)

Iwalked (or wheeled)
on rough or slippery
surfaces...
(Examples: gravel
driveways, or wet
sidewalks)
(GV4ARGHSP)

(GVANORGH)

When | ran (or
wheeled) around
outside, | kept up with
my friends...
(GV4KPTUP)

(GVANOFRD)
(GVANOFRE)

How much help have
you had so
far?(GV4HELP)

Please describe:
(GV4HLPDS)

. Icarried a drink or

food to the table by
myseIf without
spilling...
(GV4CRDRK)

(GV4NODRK)

. Icarried things in 2

hands by myself...
(Examples: bigor
heavy things like
stuffed animals,
family
pet)(GV4ACRDTH)

(GVANOCRD)

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

or I

I never had the chance to go outside last week

Explain:

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

Or|—

| always tried to stay away from hills

All of the time

Most of the time

Sometimes

Once in a while

None of the time, or | stay away from rough and slippery surfaces
*Additional Options Listed Below

Or|—

I did not need to, | did not come across a rough or slippery surface

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

Or|—

I did not have a chance to be outside with friends

Explain:

I have done the questions all by myself.

Someone has read the questions to me.

Someone has helped me with some ofthe answers.
Someone has helped me with most of the answers.
Other

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

or [

I am not allowed to do this

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

or [

I had noreason to carry anything in 2 hands last week



24. |stood still for 10
minutes without
resting...

(Examples: waiting in
line at the store)
(GV4STSTL)

25. Istretched to reach
a high shelf (orto see
over the personin
front of me)...

(GVAREACH)

(GV4ANORCH)

26. lgot through heavy
doors by myself...
(Examples: the front
door at home orat

school)(GV4AHVDOR)

27. lwalked up and
down a flight of
stairs (evenwhen
other people were
using them)...
(Note: one flight is
about 14 stairs)

(GV4STAIR)
(GVANOSTR)

28. lgot in and out of an
automobile by
myself...

(opened the door, got
in, closed the door,
and got out again)
(GVAAUTM B)

(GVANOAUT)

29. Igot in and out of a
chair (or wheelchair)
by myself...

(GVACHAIR)

30. Isat on the floor...
(Examples: at a
school assembly or
watching

TV)(GVASTFLR)

(GVANOFLR)

31.
bed by myself...
(GV410BED)

Igotin and out of my

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

or [

I did not need to stretch for anything

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

or I

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

or I

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

or [

I did not have any reason to sit on the floor

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

1 did not need to, because | did not come across a flight of stairs

I didn't need to go anywhere by automobile last week



All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below




All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below

All of the time

Most of the time

Sometimes

Once in a while

None of the time

*Additional Options Listed Below







Blood and Marrow Transplant Clinical
Trials Network

Section 5: Pediatric cGVHD Survey (GV5)
Web Version: 1.0; 1.00; 12-11-15
Segment (PROTSEG): A
Visit Number (VISNO):

Section 5: About Yourself
Describe your current work status by checking one box per line.

. In school full ime(GV5SCHFT) 1-Yes | 2-No
. In school part time(GV5SCHPT)
. Working full time(GV5WKFT)

. Working part time(GV5WKPT)

1-Yes | 2-No
1-Yes |—2-No
1-Yes |—2—No

. Not going to school or working due to work status(GV5NOSW) 1-Yes | 2-No

o U A W N P
N ..

. Other(GV50TH) 1-Yes | 2-No

7. Specify other:(GV50THSP)

Comments:(GV5COM M)



Blood and Marrow Transplant Clinical
Trials Network

Infection Form (INF)

Segment (PROTSEG): A
Infection Site (INFSITE):
Infection Start Date (INFSTDT):

INFECTION |
1. Type of infection:(INFTYPO1)

2. Organism|:(ORGNO01)

If other specify:(INFSPEC1)

3. Record the level of certainty of the fungal infection diagnosis:(CERTNTY1)

4. Severity of infection:(SVRTYO01)

INFECTION Il
5. Type of infection:(INFTYP02)

6. Organism I[l:(ORGNO02)

If other specify:(INFSPEC2)

7. Record the level of certainty of the fungal infection diagnosis:(CERTNTY2)

8. Severity of infection:(SVRTY02)

INFECTION IlI

Web Version: 1.0; 4.01; 10-16-15

B - Bacteria
V - Viral

F - Fungal

P - Protozoal
O - Other

BO1 - Acinetobacter (baumanii, calcoaceticus, lwoffi, other species)
B02 - Agrobacterium radiobacter

B03 - Alcaligenes xylosoxidans

B04 - Anaerobic bacteria (NOS, except for Bacteroides, Clostridium)
B05 - Bacillus (cereus, other species)

*Additional Options Listed Below

1 - Proven Fungal Infection
2 - Probable Fungal Infection
3 - Possible Fungal Infection

1 - Moderate
2 - Severe
3 - Life-Threatening/Fatal

B - Bacteria

V - Viral

F - Fungal

P - Protozoal
O - Other

BO1 - Acinetobacter (baumanii, calcoaceticus, lwoffi, other species)
B02 - Agrobacterium radiobacter

B03 - Alcaligenes xylosoxidans

B04 - Anaerobic bacteria (NOS, except for Bacteroides, Clostridium)
B05 - Bacillus (cereus, other species)

*Additional Options Listed Below

1 - Proven Fungal Infection
2 - Probable Fungal Infection
3 - Possible Fungal Infection

1 - Moderate
2 - Severe
3 - Life-Threatening/Fatal



B - Bacteria
V - Viral

F - Fungal

P - Protozoal
O - Other

BO1 - Acinetobacter (baumanii, calcoaceticus, lwoffi, other species)
B02 - Agrobacterium radiobacter

B03 - Alcaligenes xylosoxidans

B04 - Anaerobic bacteria (NOS, except for Bacteroides, Clostridium)
B05 - Bacillus (cereus, other species)

*Additional Options Listed Below

1 - Proven Fungal Infection
2 - Probable Fungal Infection
3 - Possible Fungal Infection

1 - Moderate
2 - Severe
3 - Life-Threatening/Fatal

abacavir (Ziagen)

acyclovir (Zovirax)

albendazole (Albenza)

amantadine (Symmetrel, Symadine)
amikacin (Amikin)

*Additional Options Listed Below

abacavir (Ziagen)

acyclovir (Zovirax)

albendazole (Albenza)

amantadine (Symmetrel, Symadine)
amikacin (Amikin)

*Additional Options Listed Below

abacavir (Ziagen)

acyclovir (Zovirax)

albendazole (Albenza)

amantadine (Symmetrel, Symadine)
amikacin (Amikin)

*Additional Options Listed Below
















Blood and Marrow Transplant Clinical
Trials Network

Segment (PROTSEG): A
Visit Number (VISNO):

Laboratory Assessments

1. Start of Assessment Period:(LAGAPST)

2. Target Assessment Date:(LAGAPEND)

3. End of Assessment Period:(LAGAPEND)

4. Patient's body weight:(LABWGTKG)

CBC

Laboratory Assessment Form - 0801 (LAG)

(mm/ddlyyy)
(mm/ddAyyyy)
(mm/dd/yyyy)

(xxxx) kg (LABWGTLB)

Web Version: 1.0; 5.00; 10-16-15

(xxx.x) Ib

Most Recent Value

Date of Sample

Date of Sample

5. Hematocrit (LABHCT) (xXx.X) % (LABHCTDT) (mm/ddlyyyy) (LABHCTDT) (mm/dd/yyyy)
6. Hemoglobin | | AgHGB) (xx.x) gldL (LA6HGBDT) (mm/ddAyyy) (LAGHGBDT) (mm/dd/yyyy)
7. WBC (LABWBC) (xxxxx) /mcL | (LABWBCDT) (mm/ddlyyyy) (LA6WBCDT) (mm/ddlyyyy)
8. Platelet Count | (| AGPLAT) (ooxxx) /mcL | (LABPLADT) (mm/dd/yyyy)  (LA6PLADT) (mm/dd iyyyy)
9. Neutrophils (LA6NEUT)‘ (xxxx) /mcL | (LABNEUDT) (mm/ddlyyyy) (LABNEUDT) (mm/ddfyyyy)
|10- Lymphocytes | ( A6LYMP) (xxxxx) /mcL |(LA6LYMDT) (mm/ddlyyyy) (LABLYMDT) (mm/ddiyyyy)
|11. Eosinophils |(|_A5505) (xxX) % |(LA6EOSDT) (mm/dd/yyyy) (LAGEOSDT) (mm/ddAyyy)
Chemistry and LFT's
| Most Recent Value ULN For Your Institution Date of Sample Date of Sample
12. Creatinine (LA6CREAT) (%) (LA6CREDT) (LA6CREDT)
mg/dL (mm/dd/yyyy) (mm/dd/yyyy)
13. Total Bilirubin (LAGBILI) (xxx) | (LAGBILUN) (LA6BILDT) (LA6BILDT)
mg/dL (xx.x) mg/dL (mm/dd/yyyy) (mm/dd/yyyy)
14. Alkaline (LABGALKP H) (LAGALKUN) (xxx) | (LAGAPDT) (LAGAPDT)
Phesplizizss (oxx) UL UL (mm/ddlyyyy) (mmiddAyyyy)
15. AST (LABAST) (xxx) | (LAGASTUN) (xxx) | (LAGASTDT) (LABASTDT)
/L UL (mm/dd/yyyy) (mm/ddlyyyy)
16. ALT (LABALT) (xxx) (LABALTUN) (xxx) | (LABALTDT) (LABALTDT)
UL U/ (mm/dd/yyyy) (mm/ddlyyyy)
17. Cholesterol (LA6CHOL) (xxx) (LA6CHODT) (LA6CHODT)
mg/dL (mm/dd/yyyy) (mm/dd/yyyy)
18. Triglycerides (LAGTRIG) (xXxXX) (LAGTRIDT) (LA6TRIDT)
mg/dL (mm/dd/yyyy) (mm/dd/yyyy)

Pulmonary Function Tests

Most Recent Value

19. FEVL (| A6FEV)

(xxx) % of predicted value

Date of Sample

(LAGFEVDT)

(mm/dd/yyyy)

(LAGFEVDT)

(mm/dd/yyyy)







Blood and Marrow Transplant Clinical
Trials Network

Medication Form - 0801 (MD®6)

Segment (PROTSEG): A
Visit Number (VISNO):

1. Assessment start date:(MD6STDT)
2. Target assessment date:(MDBENDDT)

3. Assessment end date:(MD6ENDDT)

4. Has the patient ever received a steroid dose of >2mg/kg/day during the assessment

period?(MD6STRD)

5. Indicate date patient received steroid dose of >2mg/kg/day.(MD6STRDT)

(mm/dd/yyyy)
(mm/dd/yyyy)
(mm/dd/yyyy)

[T 1-ves [ 2-No

Web Version: 1.0; 4.03; 10-16-15

If Yes, a Secondary Therapy Form must be submitted.

(mm/dd/yyyy)
6. STUDY THERAPY the patient is receiving:(M D6THP RC)
STUDY THERAPY Steroid CNI Sirolimus
1 - Prednisone 1 - Cyclosporine
2 - Methylprednisolone 2 - Tacrolimus
3 - Prednisolone (MDB6CNI)
(MD6MTPD) |
Currently Receiving  (MD6PRDCT) [, 4 v o
1

1 - Yes, Still Receiving Therapy
2 - No, Temporarily Withheld
3 - No, Permanently Discontinued

Dose Schedule

1 - Daily
2 - Alternating Days

Voo Q#ll Racaiving Tharany
€S, I neCeiving 1nerapy

2 - No, Temporarily Withheld
3 - No, Permanently Discontinued

(voecnicT) I

~e QHl o~
= TeS,oull neu
2 - No, Tempora
3 - No, Permane

(MD6SIRCT)

(MD6PRDHO)
Dose 1 (MD6PR1D) (xx%.X)
Dose 2 (MD6PR2D) (XX%.X)
Dose Units 1-mg
2 - mg/kg
(MD6DSUNT)
Date Withheld (MD6PRDDT) (mm/ddlyyyy) | (MDBCNIDT) (mm/dd/yyyy) | (MDBSIRDT) o
Date Withheld (MD6PRDDT) (mm/dd/yyyy) | (MDBCNIDT) (mm/dd/yyyy) | (MD6SIRDT) (n
Date Discontinued  ( pgPRWDT) (mm/ddfyyyy) (MD6CNWDT) (mnv/dd/yyyy) (MD6SRWDT)
Date Discontinued (M D6PRWDT) (mm/ddiyyyy) (MDBCNWDT) (mm/dd/yyyy) (MD6SRWDT)
Reason (MD6PRDRD) (MD6CNIRD) (MD6SIRRD)
Withheld/Discontinued .. .. .
I : fnu 1 - Toxicity 1 - Toxicity 1 - Toxicity

2 - cGVHD Progression/Flare

3 - Underlying Malignancy Progression/Relapse
4 - Infection

5 - Physician Decision

*Additional Options Listed Below

2 - cGVHD Progression/Flare

3 - Underlying Malignancy Progression/Relapse
4 - Infection

5 - Physician Decision

*Additional Options Listed Below

2 - cGVHD Progression/Flare
3 - Underlying Malignancy Prc
4 - Infection

5 - Physician Decision
*Additional Options Listed Bel




If physician decision

or other, specify

(MD6OT1SP)

(MDBOT2SP)

(MDBOT3SP)

7. Were Cyclosporine and Tacrolimus interchanged this assessment period?(MD6CNIXG) [ 1-ves | 2-No

8. Indicate reason for switch between Cyclosporine and Tacrolimus:(MD6CYTAS)

9. If physician decision or other, specify:(M D6 CNISW)

10. Has the patient received any of the following agents since cGVHD diagnosis?
(MDBAGTSD)

If Yes, indicate which agents were received and the start and stop dates (when applicable).

1 - Toxicity

2 - cGVHD Progression/Flare
3 - Underlying Malignancy Progression/Relapse
4 - Physician Decision
5 - Other

[T 1-ves [ 2-No

Agent Received

Start Date

Stop Date

aliL,,

ECP

(MDBECPSD)

1 - Yes, Agent Received, Still Taking
2 - Yes, Agent Received, Not Still Taking
3 - No, Agent Not Received

(MDG6ECPDT) (mm/dd/yyyy)

(MDBECSDT)

(mm/c

12.

Cyclosporine

(MD6CYCSD)

1 - Yes, Agent Received, Still Taking
2 - Yes, Agent Received, Not Still Taking
3 - No, Agent Not Received

(MD6CYCDT) (mm/dd/yyyy)

(MDBCYSDT)

(mm/c

13.

Tacrolimus

(MD6TACSD)

1 - Yes, Agent Received, Still Taking
2 - Yes, Agent Received, Not Still Taking
3 - No, Agent Not Received

(MDBTACDT) (mmiddfyyyy)

(MD6TASDT)

(mm/d

14.

15,

MMF

Azathioprine

(MD6MM FSD)

(MD6AZASD)

| 1 - Yes, Agent Received, Still Taking
2 - Yes, Agent Received, Not Still Taking
3 - No, Agent Not Received

1 - Yes, Agent Received, Still Taking
2 - Yes, Agent Received, Not Still Taking
3 - No, Agent Not Received

(MD6MMFDT) (mm/dd/yyyy)

(MD6AZADT) (mm/dd/yyyy)

(MDBMMSDT)

(MDBAZSDT)

(mm/

(mm/d

16.

17.

18.

19.

20.

Rituximab

Infliximab

Thalidomide

ATG

Pentostatin

(MDBRITSD)

1 - Yes, Agent Received, Still Taking
2 - Yes, Agent Received, Not Still Taking
3 - No, Agent Not Received

(MDBINFSD)

(MD6THASD)

(MDBATGSD)

(MD6PTSSD)

1 - Yes, Agent Received, Still Taking
2 - Yes, Agent Received, Not Still Taking
3 - No, Agent Not Received

1 - Yes, Agent Received, Still Taking
2 - Yes, Agent Received, Not Still Taking
3 - No, Agent Not Received

1 - Yes, Agent Received, Still Taking
2 - Yes, Agent Received, Not Still Taking
3 - No, Agent Not Received

1 - Yes, Agent Received, Still Taking
2 - Yes, Agent Received, Not Still Taking
3 - No, Agent Not Received

(MD6RITDT) (mm/dd/yyyy)

(MDG6INFDT) (mm/dd/yyyy)

(MD6THADT) (mm/dd/yyyy)

(MDB6ATGDT) (mm/dd/yyyy)

(MDBPTSDT) (mm/dd/yyyy)

(MDBRISDT)

(MD6INSDT)

(MDBTHSDT)

(MD6ATSDT)

(MD6PTDT)

(mm/di

(mm/di

(mm/c

(mm/d

(mm/dd



1 - Yes, Agent Received, Still Ta |

2 - Yes, Agent Received, Not Still Taking
3 - No, Agent Not Received

1 - Yes, Agent Received, Still Taking
2 - Yes, Agent Received, Not Still Taking
3 - No, Agent Not Received

1 - Yes, Agent Received, Still Taking
2 - Yes, Agent Received, Not Still Taking
3 - No, Agent Not Received







Blood and Marrow Transplant Clinical
Trials Network

Endpoint Review Query Form- 0801 (Q06)

Web Version: 1.0; 2.00; 10-16-15
Case ID (CASEID):

Site (QXXSITE)

Patient ID:(QXXPATID)

Number of Queries Indicated:(QRYNUM)

Queries
Query Status Date Query Query Date
Sent Response
Received
(QSTATO1) (QSNTDTO1) (QDESCO01) (QRSPDTO1) (QRSPNS01)
1- Resolved ‘
2- Not Yet Sent To Site (mm/dd/yyyy) (mnvddAyyyy)
3- Pending Site Response
4- Never Resolved
Query Status Date Query Query Date Query Response
Sent Response
Received
(QSTATO02) (QSNTDT02) (QDESC02) (QRSPDTO02) (QRSPNS02)
1- Resolved ‘
2- Not Yet Sent To Site (mm/dd/yyyy) (mm/dd iyyyy) ‘
3- Pending Site Response
4- Never Resolved
Query Status Date Query Query Date Query Response
Sent Response
Received
(QSTATO3) (QSNTDTO3) (QDESCO03) (QRSPDTO03) (QRSPNS03)
1- Resolved ‘
2- Not Yet Sent To Site (mm/dd/yyyy) (mm/ddlyyyy)
3- Pending Site Response
4- Never Resolved
Query Status Date Query Query Date Query Response
Sent Response
Received
(QSTATO4) (QSNTDTO04) (QDESCO04) (QRSPDT04) (QRSPNS04)
1- Resolved
2- Not Yet Sent To Site (mnvdd/yyyy) (mm/ddAyyyy)
3- Pending Site Response
4- Never Resolved
Query Status Date Query Query Date Query Response
Sent Response
Received
(QSTATO5) (QSNTDTO5) (QDESCO05) (QRSPDTO5) (QRSPNS05)
(mmvdd/yyyy) (mm/dd/yyyy) ‘




1- Resolved

2- Not Yet Sent To Site

3- Pending Site Response
4- Never Resolved

1- Resolved

2- Not Yet Sent To Site

3- Pending Site Response
4- Never Resolved

1- Resolved

2- Not Yet Sent To Site

3- Pending Site Response
4- Never Resolved

1- Resolved
ot Yet Sent To Site

4- Never Resolved ‘

1- Resolved

2- Not Yet Sent To Site

3- Pending Site Response
4- Never Resolved




Blood and Marrow Transplant Clinical
Trials Network

Specimen Acquisition Form - 0801 (SA3)

Web Version: 1.0; 1.01; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

Be sure to enter the collection and shipment of specimens into GlobalTrace as soon as possible.

[

. Were blood samples for BAFF levels by ELISA collected?(BAFFLVLS) [ 1-ves | 2-No

If yes, record the date the blood samples were collected:(BAFFDT)

(mm/dd/yyyy)
2. Were blood samples for Regulatory T-cell and B-cell Immunophenotyping [ 1-Yes | 2-No
collected ?(IM MUNOPH)
If yes, record the date the blood samples were colle cted:(IMMUNODT) (mm/ddlyyyy)

w

. Were buccal swabs collected? (BUCCSWAB) [ 1-ves | 2-No

If yes, record the date the buccal swabs were collected:(BUCSWBDT)

(mm/dd/yyyy)
4. Were blood samples collected for future research?(SA3PLSMA) [ 1. Yes [ 5. No
If yes, record the date the blood samples were collected:(SA3PLSDT) (mm/dd/yyyy)

Comments:(SA3CMM NT)



Blood and Marrow Transplant Clinical
Trials Network

Secondary Therapy Form (SCT)

Secondary Therapy Date (SCTDT):

Web Version: 1.0; 2.00; 10-16-15

Secondary immunosuppressive systemic therapy includes any intervention intended to control chronic GVHD through an immunosuppressive effect from oral or parenteral
administration of any systemic medication not originally given under the auspices of this protocol for treatment of chronic GVHD. See Section 3.3.2 of the protocol for

examples.

Record secondary systemic immunosuppressive therapy agents administered:
1. 1st agent:(SCTAGNT1)

Specify other 1st agent:(SCTOT1SP)
2. Start date:(SCTAT1DT)

3. 2nd agent:(SCTAGNT2)

Specify other 2nd agent:(SCTOT2SP)

4. Start date:(SCTAT2DT)

5. 3rd agent:(SCTAGNT3)

Specify other 3rd agent:(SCTOT3SP)

6. Start date:(SCTAT3DT)

7. Was secondary therapy given due to progression of cGVHD?(SCTCG VHD)

01-ECP

02 - Cyclosporine

03 - Tacrolimus

04 - MMF

05 - Azathioprine

*Additional Options Listed Below

(mm/dd/yyyy)

01-ECP

02 - Cyclosporine

03 - Tacrolimus

04 - MMF

05 - Azathioprine

*Additional Options Listed Below

(mm/ddfyyyy)

01-ECP

02 - Cyclosporine

03 - Tacrolimus

04 - MMF

05 - Azathioprine

*Additional Options Listed Below

(mm/dd/yyyy)

[T1-Yes [ 2-No

Indicate which organ system(s) have progressed that lead to the start of secondary therapy.

8. Skin (scTskiN) [ 1-ves [ 2-No
9. Joints (scTaNT) | 1-ves [ 2-No
10. Fascia (scTFsc) | 1-ves | 2-No
11. Lung (SCTLUNG) | 1-Yes | 2-No

13. Liver (SCTLIVER) | 1-Yes [ 2-No

14. Mouth (SCTMOUTH) [T 1-ves [ 2-No

15. Esophagus (scTesPH) | 1-Yes | 2-No

|12- Urogenital (scTuGNTL) | 1-Yes | 2-No

16. LowerGl  (scTig) | 1-Yes | 2-No









Blood and Marrow Transplant Clinical
Trials Network

Toxicity Form - 0801 (T16)
Web Version: 1.0; 5.01; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

1. Record date of evaluation:(T16X7EVL) (mm/dd/yyyy)
Record the highest grade of toxicity diagnosed since the previous evaluation. If this is the first evaluation, record the highest toxicity diagnosed since
enrollment on the BMT 0801 study. The toxicity grades are based on the NCI CTCAE Version 3.0.
Renal Toxicity
2. Did the patient experience renal failure severe enough to [ 1-ves | 2-No
warrant dialysis? (TL6RENAL)
3. Did the patient receive dialysis?(T16DIALS) [ 1-Yes [ 2 -No
4. Creatinine:(T16CREAT) 0 - Grades 0-2
3->30-6.0xULN
4->6.0xULN
5 - Death
Hemorrhagic Toxicity
5. Hemorrhage:(T16HEM RG) 0 - Grades 0-3
4 - Catastrophic Bleeding; Requiring Major Non-Elective Intervention
5 - Death
|
Cardiovascular Toxicity
6. Hypertension:(T16HYPER) 0 - Normal
1 - Asymptomatic, Transient Increase by >20mmHg; Intervention not Indicated
2 - Recurrent or Persistent or Symptomatic Increase by >20mmHg; Monotherapy may be Indicated
3 - Requiring More than One Drug or More Intensive Therapy than Previously
4 - Life-Threatening Consequences (e.g., Hypertensive Crisis)
*Additional Options Listed Below
Neurologic Toxicity
7. Did the patient experience any seizures during this assessment [~ 1 _vas | 2 _.No
period?(T16SEIZR)
8. Record seizure toxicity gradex(T16 SZGRD) 2 - One Brief Generalized Seizure; Seizure(s) Well Controlled by Anticonvulsants
3 - Seizures in Which Consciousness is Altered; Poorly Controlled Seizure Disorder
4 - Seizures of Any Kind Which are Prolonged, Repetitive or Difficult to Control
5 - Death
|
Musculoskeletal and Connective Tissue Toxicity
9. Avascular necrosis:(TL6NECRO)

0-Grades0-1

2 - Symptomatic; limiting instrumental ADL

3 - Severe symptoms; limiting self care ADL; elective operative intervention indicated
4 - Life-threatening consequences; urgent intervention indicated

5 - Death

10. Osteoporosis:(TL60STEO) 0 - Grade 0

1 - T-score (Z-score) -1 to -2.5 (osteopenia); no loss of height or intervention indicated
2 - T-score(Z-score)<-2.5; loss of ht<2cm; anti-osteoporotic thpy indicated; limiting inst ADL
3 - Loss of height >=2cm; hospitalization indicated; limiting self care ADL

Endocrine Toxicity



11.

12.

13.

14.

15.

16.

17.

18.

18,

20.

21.

Glucose intolerance/Diabetes:(T16DIAB)

Coagulation Toxicity
HUS/TT P/thrombotic microangio pathy:(T16DIC)

Thrombocytopenia:(T16THROM)

Anemia:(T16ANEM)

Dermatology/Skin Toxicity
Photosensitivity:(TL6PHOTO)

Vascular Toxicity

Serious Catheter Associated Complications (SCAC):

(T16SCAC)

Pulmonary Toxicity
Pneumonitis (NIP):(T16 NIP)

Hypoxia (for more than 24 hours):(T16HYPXI)

Chemistry

Only the most abnormal interim value should be recorded.

Cholesterol:(TL6CHOLE)

Triglycerides:(T16TRIGL)

Hypocalcemia:(T16HCAL)

Hepatic Toxicity

0-Grades 0 -2

3 - Symptoms interfering with ADL; insulin indicated
4 - Life-threatening consequences

5 - Death

0-Grades 0 -2

3 - Laboratory Findings Present with Clinical Consequences

4 - Laboratory Findings and Life-threatening or Disabling Consequences
5 - Death

0-Grades0-2

3-<50,000 - 25,000/mm”3 or <50.0 - 25.0 x 10"9/L
4 - <25,000/mm”3 or <25.0 x 10"9/L

5 - Death

0 - Grades 0-2
3-<80-65¢g/dL
4-<65g/dL

5 - Death

0-Grades 0 -2

3 - Erythema with Desquamation
4 - Life-threatening; Disabling

5 - Death

0-Grades 0 -1
2 - Pain or Swelling with Inflammation or Phlebitis at Catheter Site
3 - Ulceration or Necrosis That Is Severe; Operative Intervention Indicated

0 - Grades 0-2

3 - Severe pain; limiting self care ADL

4 - Life-threatening respiratory compromise; urgent intervention indicate (e.g., trach/intubation)
5 - Death

0 - Grades 0-2

3 - Decreased Oxygen Saturation at Rest; Continuous Oxygen Indicated
4 - Life-Threatening; Intubation or Ventilation Indicated

5 - Death

0 - Grade 0-2

3 - 400-500 mg/dL or>10.34-12.92 mmol/L
4 - 500 mg/dL or >12.92 mmol/L

5 - Death

0 - Grade 0-2
3->50-10.0xULN
4->10.0xULN

5 - Death

0-Grades 0 -2

3-<7.0-6.0 mg/mlor<1.75 - 1.50 mmol/L
4 - <6.0 mg/dL or <1.5 mmol/L

5 - Death




0 - Grades 0-2
3->50-20.0xULN
4->20.0xULN

0 - Grade 0-2
3->50-20.0xULN
4->20.0xULN

0 - Grades 0-2
3->3.0-10.0x ULN
4->10.0 x ULN

0 - Grades 0-2
3->5.0-20.0x ULN
4->20.0 ULN

1 - Positive 1 - Confirmed

2 - Negative 2 - Not Confirmed
3 - Equivocal 3 - Not Done

4 - Not Done

1 - Positive 1 - Confirmed

2 - Negative 2 - Not Confirmed
3 - Equivocal 3 - Not Done

1 - Positive 1 - Confirmed

2 - Negative 2 - Not Confirmed
3 - Equivocal 3 - Not Done

4 - Not Done

1 - Positive 1 - Confirmed

2 - Negative 2 - Not Confirmed
3 - Equivocal 3 - Not Done

4 - NotDone
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