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

Adverse Event Form (AE1)

Segment (PROTSEG): 0
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): 0
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): 0
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): 0
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): 0
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): 0
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

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

09030 (ENR)
Web Version: 1.0; 1.00; 10-16-15

Allogeneic HIV Transplant - Segment 0

1. Date informed consent form signed:(HIVCNSDT) (mm/ddlyyyy)

Comments:(HIVCMM NT)



Blood and Marrow Transplant Clinical
Trials Network

HIV HLA (Page 1) (HH1)
Web Version: 1.0; 1.01; 10-16-15

Segment (PROTSEG): 0
Visit Number (VISNO):

HLA Typing
Donor type:(HLARLTD)
Type of HLA Match required by this protocol:(HTIMATCH)

[uN

-Recipient HLA Typing
HLA-A
Typing method :(HLAAMET)

Antigens/alleles provided:(HLAANUM)

st (HLAA11X) (HLAA12X) /
(HLAAI5X) (HLAA16X) /
2nd:  (HLAA21X) (HLAA22X) /
(HLAA25X) (HLAA26X) /
HLA-B

Typing method:(HLABMET)

Antigens/alleles provided:(HLABNUM)

Ist:  (HLAB11X) (HLAB12X) /
(HLAB15X) (HLAB16X) /
2nd:  (HLAB21X) (HLAB22X) /
(HLAB25X) (HLAB26X) /
HLA-C

Typing method:(HLACMET)

Antigens/alleles provided:(HLACNUM )

Ist:  (HLAC11X) (HLAC12X) /
(HLAC15X) (HLAC16X) /

2nd:  (HLAC21X) (HLAC22X) /

[ 1-Related Donor [ 2 -Unrelated Donor

Loci A, B: Low Level DNA, Locus DRB1: High Level DNA
Loci A, B: Serologic, Locus DRB1: High Level DNA

Loci A, B: Serologic, Locus DRB1: Low Level DNA

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

1 - DNA Technology

2 - Serology

1-0One

2 - Two

(HLAA13X) / (HLAAL4X) /
(HLAA17X) / (HLAA18X) /
(HLAA23X) / (HLAA24X) /
(HLAA27X) / (HLAA28X) /
1 - DNA Technology

2 - Serology

1-0One

2-Two

(HLAB13X) / (HLAB14X) /
(HLAB17X) / (HLAB18X) /
(HLAB23X) / (HLAB24X) /
(HLAB27X) / (HLAB28X) /
1 - DNA Technology

2 - Serology

1-0One

2 - Two

(HLAC13X) / (HLAC14X) /
(HLAC17X) / (HLAC18X) /
(HLAC23X) / (HLAC24X) /









Blood and Marrow Transplant Clinical
Trials Network

HIV HLA (Page 2) (HH2)
Web Version: 1.0; 1.01; 10-16-15

Segment (PROTSEG): 0
Visit Number (VISNO):

HLA Typing
Type of HLA Match required by this protocol:(HT2MATCH)

Loci A, B: Low Level DNA, Locus DRB1: High Level DNA
Loci A, B: Serologic, Locus DRB1: High Level DNA

Loci A, B: Serologic, Locus DRB1: Low Level DNA

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

1 Donor HLA Typing

HLA-A
Typing method :(HLAAMET) 1 - DNA Technology
2 - Serology
Antigens/alleles provided:(HLAANUM) 1-One
2 -Two
It (HLAALLX) (HLAA12X) /| (HLAA13X) / (HLAAL4X) /
(HLAAL5X) (HLAA16X) /| (HLAAL7X) / (HLAALEX) /
2nd:  (HLAA21X) | (HLAA22X) /| (HLAA23X) / (HLAA24X) /
(HLAA25X) (HLAA26X) / (HLAA27X) / (HLAA28X) /

HLA-B

Typing method:(HLABMET) 1 - DNA Technology
2 - Serology
Antigens/alleles provided:(HLABNUM) 1-One
2-Two
Ist:  (HLAB11X) (HLAB12X) / (HLAB13X) / (HLAB14X) /
(HLAB15X) (HLAB16X) / (HLAB17X) / (HLAB18X) /
2nd:  (HLAB21X) (HLAB22X) / (HLAB23X) / (HLAB24X) /
(HLAB25X) (HLAB26X) / (HLAB27X) / (HLAB28X) /

HLA-C

Typing method:(HLACMET) 1 - DNA Technology
2 - Serology
Antigens/alleles provided:(HLACNUM) 1-One
2 - Two
Ist:  (HLAC11X) (HLAC12X) / (HLAC13X) / (HLAC14X) /
(HLAC15X) (HLAC16X) / (HLAC17X) / (HLAC18X) /
2nd:  (HLAC21X) (HLAC22X) / (HLAC23X) / (HLAC24X) /

(HLAC25X) (HLAC26X) / (HLAC27X) /| (HLAC28X) /



NA Technology







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

Follow Up GVHD Form (CGV)
Web Version: 1.0; 7.04; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

[

. Start of assessment period(DTPRVAST) (mm/ddlyyyy)
2. End of assessment period (DTASSESS) (mm/dd/yyyy)
Answer questions 3-9 relating to acute GVHD.
3. Maximumoverall grade of acute GVHD during this
assessment period:(GRDAGVHD) (1) - INO Symptoms of Acute GVHD
2-1
3-11
4-1V
|
4. Did clinical signs and/or symptoms of acute GVHD develop [ 1-ves | 2-No |
during this assessment period ?(AG VDVLP)
5. Record method used to diagnose acute . . .
1 - Histologic Evidence
GVHD:(DGNSAGVH . .
¢ ) 2 - Clinical Evidence
3 - Both
6. Date of diagnosis of acute GVHD:(DTDGNAGV) (mmiddiyyyy) ﬁ
7. Was prophylaxis for GVHD given during this assessment 1-Y
period?(PROPHIMM) - res
2-No
3 - Discontinued During This Assessment Period

8. If yes, specify all immunosuppressants used for GVHD prophylaxis:

a. Cyclosporine:(PROPHCY) [T 1-ves I 2-No
b. Tacrolimus:(PROPHTAC) [ 1- Yes [ 2 -No
c. Sirolimus:(PROPHSIR) [ 1-ves [ 2-No
d. MMF:(PROP HM MF) [T 1-ves [ 2-No
e. Prednisone:(PROPHPRD) [T 1-Yes [ 2-No
f. Other:(PROPHO TH) [T 1-ves I 2-No
Specify other agent used:(PRPHOTSP)
9. If GVHD prophylaxis was discontinued during this (mm/ddlyyyy)

assessment, record the date :(PRPHDISC)

Answer questions 10-20 relating to chronic GVHD.

10. Maximum overall severity of chronic GVHD during this

assessment perio d:{( SEVCGVHD) 0 - No Symptoms of Chronic GVHD

1 - Mild
2 - Moderate
3 - Severe

11. Maximumoverall grade of chronic GVHD during this [ 1-Limited | 2 - Extensive n
assessment period:(GRDCGVHD)

12. Did clinical signs and/or symptoms of chronic GVHD develop [~ 1 _ves [ 2_No |
during this assessment period ?(CGVDVLP)

13. Record method used to diagnose chronic

GVHD:(DGNSCGVH) 1 - Histologic Evidence
2 - Clinical Evidence

3 - Both

14. Date of diagnosis of chronic GVHD:(DTDGNCGV) (mm/dd/yyyy) n



15. Mini K fsky/Lansky S t ti f di is: . .
inimum Karmofsky/Lansky Score at ime of diagnosis 01 - 100 (Normal; No Complaints/Fully Active)

CGVKRNLN .. . L
¢ ) 02 - 90 (Normal Activity/Minor Restriction in Strenuous Play)
03 - 80 (Normal Activity with Effort/Restricted in Strenuous Play)
04 - 70 (Unable to Carry On Normal Activity/Less Time Spent in Play)
05 - 60 (Requires Occasional Assistance/Minimal Active Play)
*Additional Options Listed Below
16. Minimum platelet count at time of diagnosis:(PLTLTCNT) (XXX.X) x10%L
17. Alkaline phosphatase at time of diagnosis:(ALKPHOSP) (xxxx) UIL
18. Weight at time of diagnosis:(CGVWEIGH) (xxx.x) kg
19. Total bilirubin at time of diagnosis:(BILIRUBN) (xx.x) mg/dL
20. Body surface area involved with rash at time of (xxx) %|

diagnosis:(BSA)

Indicate the maximum severity of involvement for the following organ systems during this assessment
period.

Skin/Hair

. Extent of skin involvement:(CGVRASH) 0 - No Rash

1-<25% of BSA Involvement
2 - 25-50% of BSA Involvement
3 ->50% of BSA Involvement
4 - Generalized Involvement

If there is skin involvement, indicate the type of rash:

a. Lichenoid:(RASHLICH) [T 1-ves | 2-No

b. Maculopapular:(RASHMACU) [T 1-ves | 2-No

c. Sclerodermatous:(RASHSCLR) [T 1-ves | 2-No
Ocular

. Xerophthalmia:(DRY EYES) 0 - No Symptoms

1 - Dry Eyes but Not Requiring Therapy
2 - Dryness of Eyes or Inflammation Requiring Therapy

Oral

. Mucositis/ulcers (functional):(MUCOFXN) 0 - No Symptoms

1 - Minimal Symptoms, Normal Diet
2 - Symptomatic but Can Eat and Swallow Modified Diet
3 - Symptomatic and Unable to Adequately Aliment or Hydrate Orally

Pulmonary

. Dyspnea:(CGVDYSPN) 0 - Asympomatic

1 - Dyspnea with Exertion
2 - Dyspnea with Normal Activities
3 - Dyspnea at Rest

. Pulmonary fibrosis:(PULM FIBR) 0 - None

1 - Minimal Radiographic Findings

2 - Patchy or Bi-basilar Radiographic Findings
3 - Extensive Radiographic Findings

9 - Not Done

. Bronchiolitis obliterans:(BRNCOBLT) 1 - Yes, Histologic diagnosis

2 - Yes, Clinical diagnosis
3-No
4 - Unknown




27. FEV1(CGVFEV1)

28. Oxygen saturation:(O2 SAT)

Gastrointestinal

29. Esophagus:(ESOPHAGS)

30. Nausea and vomiting:(NAUSVOMT)

31. Diarrhea:(CGVDIARH)

32. Was diarrhea measured as number of stools or volume of
stools? (DIARHMSR)

33. Diarrhea (number of stools):(DIARHE A1)

34. Diarrhea (volume of stools):(DIARHEA2)

35. Malabsorption:(M ALAB SRP)

Hepatic

36. Bilirubin level:(LIVERBIL)

Genitourinary

37. Vaginitis:(VAGNITIS)

Musculoskeletal

0-100-90%
1-<90-75%
2 -<75-50%
3 -<50-25%
4 - <25%

0 - No Symptoms
1 - Desaturation with Exercise
2 - Requires Supplemental Oxygen

0 - No Changes

1 - Symptomatic but Can Eat Regular Diet

2 - Dysphagia or Odynophagia Requiring Dietary Changes
3 - Need for Parenteral Nutrition

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

0 - None
1 - Persisting Less Than 2 Weeks
2 - Persisting More Than 2 Weeks

1 - Number of Stools
2 - Volume of Stools
3 - Both Number and Volume

1 - Increase of <4 Stools/day Over Baseline; Mild Increase in Ostomy Output Compared to Baseline
2 - Increase of 4-6 stools/day; IV Fluids Indicated <24 Hrs; Moderate Increase in Ostomy Output

3 - Increase of 7 or More Stools/day, IV Fluids for 24 or More Hrs; Hospitalization

4 - Life-threatening Consequences (e.g. Hemodynamic Collapse)

5 - Death

Use mL/day foradult recipients and mL/m2 for pediatric recipients.

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

5 - Severe Abdominal Pain with or without lleus, or Stool with Frank Blood or Melena

0 - No Symptoms

2 - Altered Diet; Oral Therapies Indicated (e.g. Enzymes, Medications, Dietary Supplements)
3 - Inability to Aliment Adequately via Gl Tract (e.g. TPN Indicated)

4 - Life-threatening Consequences

5 - Death

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

0 - No Symptoms or Not Applicable

1 - Mild, Intervention Not Indicated

2 - Moderate, Intervention Indicated

3 - Severe, Not Relieved with Treatment; Ulceration



40

41

I

2

. Contractures:(CONTRCTR)

. Myositis:(M YOSITIS)

Hematologic

. Eosinophilia:(EO SINPHL)

Other

. Serositis:(SEROSITS)
. Fascitis:(FASCITIS)

. Was there other organ involvement?(ORGNOTHR)

Specify other organ:(ORGSPEC)

0 - No Symptoms

2 - Mild Joint Contractures (Does not Affect ADL)
3 - Severe Joint Contractures (Interferes with ADL)

[ 1-ves [ 2-No

[1-ves [ 2-No

[T1-ves [ 2-No
[1-ves [ 2-No

[ 1-Yes

[ 2-No

Answer questions 44-50 relating to biopsies performed during this assessment period.

44. Were any biopsies performed during this assessmentperiod [ 1 _ yeg

for suspected GVHD?(BIOPSY)

If yes, record the type, date, and result of any biopsies performed for suspected GVHD below.

[ 2-No

Type of Biopsy:

If Other, Specify:

Date of Biopsy:

Result of Biopsy:

45. (BIOTYP1) (TYP1OSPE) (BIODT1) (mmidd  (BIORSLT1)

1 - Skin Biopsy 1yyyy) 1 - Positive

2 - Oral Biopsy 2 - Negative
3 - Upper Gl Biopsy 3 - Equivocal
4 - Lower Gl Biopsy

5 - Liver Biopsy

*Additional Options Listed Below

46. (BIOTYP2) (TYP2O SPE) (BIODT?) (mmidd  (BIORSLT2)

WEIENSSIE))

1 - Skin Biopsy 1yyyy) 1 - Positive

2 - Oral Biopsy 2 - Negative
3 - Upper Gl Biopsy 3 - Equivocal
4 - Lower Gl Biopsy

5 - Liver Biopsy

*Additional Options Listed Below

47. (BIOTYP3) (TYP3OSPE) (BI0DT3) G (BIORSLT3)
1 - Skin Biopsy 1yyyy) 1 - Positive
2 - Oral Biopsy 2 - Negative
3 - Upper Gl Biopsy 3 - Equivocal
4 - Lower Gl Biopsy

5 - Liver Biopsy

*Additional Options Listed Below

48. (BIOTYP4) (TYP4O SPE) (BIODT4) (mmidd  (BIORSLT4)

e

1 - Skin Biopsy 1yyyy) 1 - Positive
2 - Oral Biopsy 2 - Negative
3 - Upper Gl Biopsy 3 - Equivocal
4 - Lower Gl Biopsy

5 - Liver Biopsy

*Additional Options Listed Below

49. (BIOTYPS) (TYP50 SPE) (BIODTS) (mmidd  (BIORSLTS)
1 - Skin Biopsy 1yyyy) 1 - Positive
2 - Oral Biopsy 2 - Negative

3 - Upper Gl Biopsy

4 - Lower Gl Biopsy

5 - Liver Biopsy

*Additional Options Listed Below

3 - Equivocal




50. (BIOTYP6) (TYP60O SPE) (BIODTS) (mm/dd
I

|1 - Skin Biopsy 1yyyy)

2 - Oral Biopsy

3 - Upper Gl Biopsy

4 - Lower Gl Biopsy

5 - Liver Biopsy

*Additional Options Listed Below

(BIORSLT®6)
o)
|1 - Positive

2 - Negative
3 - Equivocal

Answer questions 51-54 relating to GVHD therapy.

51. Was a specific therapy used to treat GVHD during this
assessment period?(THRP YUSD)

If yes, indicate whether or not the agents listed below were use
a. ALS, ALG, AT S, ATG:(THRPYATG)

o

. Azathioprine:(THRPYAZA)

o

. Cyclosporine:(THRPY CY C)

o

. Systemic Corticosteroids:(THRPYSCO)

@

. Topical Corticosteroids:(THRPYTCO)

=

Thalidomide:(THRPYTHA)

. Tacrolimus (FK 506, Prograf):(THRPYTAC)

«

=

. Mycophenolate Mofetil (MMF, Cellcept):(THRPYM MF)

. PUVA (Psoralen and UVA):(THRP YPUV)

. ECP (Extra-corporeal Photopheresis):(THRPY ECP)

1 - Yes, Initiated this Assessment Period
2 - Yes, Continuing from Previous Assessment Period
3-No

d totreat GVHD during this assessment period:

1 - Yes, Still Taking Drug
2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given

1 - Yes, Still Taking Drug
2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given

1 - Yes, Still Taking Drug
2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given

1 - Yes, Still Taking Drug
2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given

1 - Yes, Still Taking Drug
2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given

1 - Yes, Still Taking Drug
2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given

1 - Yes, Still Taking Drug
2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given

1 - Yes, Still Taking Drug
2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given

1 - Yes, Still Taking Drug
2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given

1 - Yes, Still Taking Drug
2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given

=

. Sirolimus (Rapamycin):(THRPY SIR)

1 - Yes, Still Taking Drug
2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given

. Etretinate:(THRPYETR)

1 - Yes, Still Taking Drug
2 - Yes, No Longer Taking Drug

3 - No, Drug Not Given



E5¢
56.

57.
58.

m. Lamprene:(THRPYLAM) 1 - Yes, Still Taking Drug

2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given

>

. Etanercept:(THRPYETA) 1 - Yes, Still Taking Drug

2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given

o

. Zenapax (Daclizumab) (THRPYZEN) 1- Yes, Still Taking Drug

2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given

. Chloroquine Phosphate:(THRPYCPH)

kel

1 - Yes, Still Taking Drug
2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given

|
g. In Vivo Anti T -lymphocyte Monoclonal Antibody: 1-Y. . .
- Yes, Still Taking Drug
THRPYMAB !
¢ ) 2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given
I
Specify in vivo anti T-lymphocyte monoclonal antibody
used:(MABAGNT)
r. In Vivo Immunotoxin:(THRPYIMM) 1 - Yes, Still Taking Drug
2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given
|
Specify in vivo immunotoxin used:(IM MAG NT)
. Other:(THRPYOTH) 1 - Yes, Still Taking Drug
2 - Yes, No Longer Taking Drug
3 - No, Drug Not Given
|
Specify other agent used:(OTHAGNT)
52. Has treatment been discontinue d?(ONGTRT) [T 1-ves | 2-No
53. If yes, enter date of discontinuation:(TRTSTOP) (mm/dd/yyyy)

54. Indicate the best response to GVHD therapy during this

assessment period:(THRPYRSP) 1 - Complete Resolution of Symptoms

2 - Partial Resolution of Symptoms
3 - Stable Symptoms
4 - Progression of Symptoms

Answer questions 55-58 relating to current patient status.

Are symptoms of GVHD still present?(GVHDSY MP) [T 1-Yes | 2-No

Current Karnofsky/Lansky Score :(CURKRNLN) 01 - 100 (Normal; No Complaints/Fully Active)

02 - 90 (Normal Activity/Minor Restriction in Strenuous Play)

03 - 80 (Normal Activity with Effort/Restricted in Strenuous Play)

04 - 70 (Unable to Carry On Normal Activity/Less Time Spent in Play)
05 - 60 (Requires Occasional Assistance/Minimal Active Play)
*Additional Options Listed Below

Current platelet count:(CURPLTCT) (Xxx.X) X 109L

Current weight:(CURWGHT) (xxx.x) kg

Comments:(CGVCOMM)






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

CMV Specimen Form (CMV)

Web Version: 1.0; 1.00; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

1. Was a sample collected for CMV testing ?(HIVBLCMV) [ 1-ves | 2-No

2. If yes, record date sample for CMV testing was obtained:(HIVCMVDT) (mm/dd/yyyy)

3. Result of CMV test:(HIVCM VRS)

1 - Positive
2 - Negative
3 - Below level of detection

4. CMV viral load:(HIVCMVLD) (XXXXXX) copies/mL

Comments:(HIVCMVCM)



Blood and Marrow Transplant Clinical
Trials Network

Conditioning Regimen Form - 0903 (CR4)

Web Version: 1.0; 1.00; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

1. Record the patient's weight prior to initiation of conditioning:

(xxx.x) kg
(CRAWGHT)
2. Record the date the weight was determined: (mm/ddlyyyy)
(CRAWGHDT)
3. Record the patient's body surface area (BSA) prior to (X.3X) m2
initiation of conditioning:(CR4BSA)
4. Record the date the BSA was determined:(CR4BSADT) (mm/dd/yyyy)

5. Did the patient receive a myeloablative or reduced intensity [~ 1 . myeloablative

o ; [ 2- Reduced Intensity
conditioning regimen ?(CR4CNDIN)

6. Indicate the myeloablative conditioning regimen the

patient rece ive d:( CRAM YABL) 1 - Busulfan/Fludarabine (Bu/Flu)

2 - Cyclophosphamide/T otal Body Irradiation (Cy/TBI)
3 - Other, specify

7. Indicate the reduced intensity conditioning regimen the

patient rece ive d:( CRAREDIN) 1 - Fludarabine/Busulfan (Flu/Bu)

2 - Fludarabine/Melphalan (Flu/Mel)
3 - Other, specify

8. If other conditioning regimen was received, specify the
drugs received and the dosing schedule:(CR40TCON)

Record the dates the patient received the following drugs and the total dose received:

Start Date Stop Date ‘ Total Dose
9. Fludarabine: (CR4FSTDT) (mm/ddlyyyy) (CRAFSPDT) (mm/ddlyyyy) ‘(CR4FLDS) (xxxx) mg
10. Busulfan: (CR4BSTDT) (mm/ddlyyyy) (CR4BSPDT) (mm/ddlyyyy) | (CR4BUDS) (xxxx) mg
11. Melphalan: (CRAMSTDT) (mm/ddlyyyy) (CRAMSPDT) (mm/ddyyyy) | (CRAMPTD) (xxxx) mg
12. Cyclophosphamide: (CR4CSTDT) (mm/ddlyyyy) (CR4CSPDT) (mm/dd/yyyy) | (CRACYDS) (xxxx) mg
13. Total Body Irradiation: (cR4TSTDT) (mm/ddlyyyy) (CRATSPDT) (mm/dd/yyyy) | (CR4TBIDS) (x3xx) cGy

14. Indicate the GVHD prophylaxis regimen the patient .
received: (CRAGVHDP) 1 - Tacrolimus/Methotrexate (Tac/MTX)

2 - Tacrolimus/Sirolimus (Tac/Sir)

3 - Post-Transplant Cyclophosphamide (Post-TXP Cy)

4 - Post-Transplant Cyclophosphamide/Tacrolimus/ Mycophenolate Mofetil (Post-TXP Cy/Tac/MMF)
|

Comments:(CRACMMNT)



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

Case ID (CASEID):

Site:(EXXSITE)

Patient ID:(EXXPATID)

[

Review Date:(REVIEWDT)

N

. Primary Reviewer Name:(REVNAM E)

w

. Case Status:(CASESTAT)

»

Review Committee Comments:(REVCOM M)

o

. EMMES Comments:(EMM COMM)

Reviewer Adjudicated Fields

(2]

. Did the patient die?(PATDIED)
a. Primary cause of death:(REVCOD)

b. Specify other COD:(REVCODSP)

7. Acute GVHD maximum grade:(MAXAGVHD)

a. Grade II- IV acute GVHD onset date:(AGVH24DT)
b. Grade Ill- IV acute GVHD onset date:(AGVH34DT)

8. Chronic GVHD maximum grade:(MAXCG VHD)

a. Chronic GVHD onset date:(CGVHDT)

b. Chronic GVHD maximum severity:(CGMAXSEV)

9. Progression or relapse:(PRGRLP)
a. Date of progression or relapse:(PRGRLPDT)

Endpoint Review Form - 0903 (E11)
Web Version: 1.0; 1.00; 06-28-16

(XXXXX)

(mm/dd/lyyyy)

Joe Alvamas
Richard Ambinder
Uday Popat
Willis Navarro

1- Complete (C)
2-Query (Q)

3- Ready for Review (R)
4- Secondary Review (8)

[ 1-ves | 2-no

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

0- Grade 0
1- Grade |
2- Grade ll
3- Grade lll
4- Grade IV

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

0- None
1- Limited
2- Extensive

(mm/dd/lyyyy)

1-None

2 - Mild

3 - Moderate
4 - Severe

[ 1-ves [ 2-No
(mm/ddyyyy)



1- Complete Remission

2- Partial Remission

3- Stable Disease

4- Relapsed or Progressive Disease
5- Not Evaluable

1- Complete Remission

2- Partial Remission

3- Stable Disease

4- Relapsed or Progressive Disease
5- Not Evaluable

*Additional Options Listed Below







Blood and Marrow Transplant Clinical
Trials Network

0903A (ENR)

Allogeneic HIV Transplant - Segment A

1. Patient's date of birth:(PATIDOB)

2. Proposed date of initiation of conditioning:(HIVCONDT)

Inclusion Criteria

3. Patient diagnosis:(HIVDIS)

4. Patient's current leukemia status:(LEUKSTAG)

ol

. Patient's current lymphoma status:(LY MPSTAG)

6. Number of regimens of induction chemotherapy the patient has received:
(INDCHEMO)

7. Number of regimens of salvage chemotherapy the patient has received:
(SALCHEMO)

8. Does the patient have chemosensitive disease as demonstrated by at least a
partial response to most recent therapy?(PARTRESP)

9. Percent of blasts in the bone marrow:(PTBONMW)
10. Date of bone marrow biopsy:(BONMWDT)
11. Does the patient have cardiac disease ?2(CARDISEA)

12. American Heart Association (AHA) classification for the patient's cardiac
disease:(AHACLAS)

Web Version: 1.0; 3.01; 10-16-15

12/07/1977 (mm/dd/yyyy)

(mm/dd/yyyy)

1 - Acute Myeloid Leukemia (AML)

2 - Acute Lymphocytic Leukemia (ALL)
3 - Myelodysplastic Syndromes (MDS)
4 - Hodgkin Lymphoma

5 - Non-Hodgkin Lymphoma

1 - First Complete Remission

2 - First Relapse

3 - Second Complete Remission

4 - Second Relapse

5 - 3rd or Greater Complete Remission
*Additional Options Listed Below

1 - Complete Remission

2 - Partial Remission

3 - Stable Disease

4 - Relapsed or Progressive Disease

(%)

(%)
[1-Yes [ 2-No

(xx) %

(mm/dd/yyyy)

[T1-ves [ 2-No
1-Class|
2-Classll
3-Classlll
4 -Class IV

Most Recent Value ULN for Your Institution Date of Assessment
13. LVEF: (HIVLVEF) (xxx) % (HIVEFDT) (mm/ddAyyyy)
14. Bilirubin: (BILIRUBI) (xx) mg/dL (HIVBILDT) (mm/ddyyyy)
15. ALT: (HIVALTV) (xxx) Units’/L | (HIVALULN) (xxx) Units/L (HIVALTDT) (mm/ddiyyyy)
16. AST: (HIVASTV) (xxx) Units’L | (HIVASULN) (xxx) Units/L (HIVASTDT) (mm/ddiyyyy)
17. Creatinine Clearance: (|yCCLEA) (xxx) mL/min (HIVCCLDT) (mm/dd/yyyy)
18. DLCO: (HIVDLCOV) (xxx) % pred (HIVDLCDT) (mm/ddlyyyy)
19. FEVL: (HIVFEV1V) (xxx) % pred (HIVFEVDT) (mm/ddyyyy)




21.

22.

26.
27.

28.

29.

31.

32.

33:

34.

38.

39.

40.

41.

20. FVC: (HIVFVCV) (xxx) % pred

(HIVFVCDT)

(mm/dd/yyyy)

If the patient has a bilirubin >2.0 mg/dL, is it attributed to Gilbert Syndrome or
antiretroviral therapy?(GILBARV)

Does the patient have an undetectable HIV viral load? (UNDVIRAL)

23. Patient's viral load:(HIVVIRAL)

24. Was the patient evaluated with HIV drug resistance testing ?(ARVRSTST)

25. Date of approval from the Review Committee:(REVAPPDT)

Is the patient willing to comply with effective antiretroviral therapy?(ARVCMPLY)

Is the patient willing to use contrace ptive techniques from the time of initiation of
conditioning until six months post-transplant?(USECONT)

Exclusion Criteria

Patient's Karnofsky performance score:(HIVKALAN)

Does the patient have an active CNS malignancy?(CNSMALIG)

30. Does the patient have a history of positive CSF cytology that has become
negative with intrathecal chemotherapy?(CSFCTY OL)

Does the patient have an uncontrolled bacterial, viral, or fungal infection

(currently taking medication and with progression or no clinical improvement)?

(HIVINFEC)

Does the patient have active CMV retinitis or other CMV-related organ

dysfunction?(HIVCMV)

Does the patient have any AIDS related syndromes or symptoms that pose a
perceived excessive risk for transplantation-related morbidity as determined by
the principal investigator?(AIDSYNDR)

Does the patient have chronic hepatitis B or C? (HEPBC)
35. Does the patient have an undetectable hepatitis viralload (<500 copies/mL)
by PCR?(HEPVIRL)

36. Does the patient have clinical or pathologic evidence of irreversible chronic
liver disease?(CHLVDIS)

. Is the patient pregnant (positive B-HCG) or breastfeeding? (PREGBFBX

)(PTPREG)

Is the patient pregnant (positive B-HCG) or breastfeeding? (PREGBFBX
)J(PTPREG)

Has the patient had a previous allogeneic he matopoietic stem cell transplant?
(PRIORALL)

Does the patient have any psychosocial conditions that would prevent study
compliance and follow-up, as determined by the principal investigator?
(HIVPSYCH)

[ 1-Yes

" 1-ves

1-Yes

1-Yes
1-Yes

=

-

2 -No

2 -No

(xxxxx) copies/mL

=

-
-

2 -No

2 -No
2 -No

(mm/dd/yyyy)

[ 3-Not Applicable

01 - 100 (Normal; No Complaints/Fully Active)
02 - 90 (Normal Activity/Minor Restriction in Strenuous Play)

03 - 80 (Normal Activity with Effort/Restricted in Strenuous Play)
04 - 70 (Unable to Carry On Normal Activity/Less Time Spent in Play)

05 - 60 (Requires Occasional Assistance/Minimal Active Play)

*Additional Options Listed Below

—
~

-

1-Yes

1-Yes

1-Yes

" 1-Yes

B

B e i e i

1-Yes

1-Yes

1-Yes

1-Yes

1-Yes

1-Yes

1-Yes

1-Yes

Consent for Use of Biological Specimens for Research

Did the patient agree to provide blood for future research?(PTRSCHSM)

Comments:(HIVCOM M)

-

1-Yes

—
~

-

2 -No
2 -No

2 -No

[ 2-No

B

B e i i e

2 -No

2-No
2 -No

2 -No

2 -No

2 -No

2 -No

2-No

[ 3 - Not Applicable

[ 3-Not Applicable






Blood and Marrow Transplant Clinical
Trials Network

Follow Up Status Form - 0903 (F11)

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

1. Date of last contact:(FL1CONDT)

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

(mm/dd/yyyy)

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

2. Has the patient died?(F11PTDIE)

3. Date of patient death:(F11DTHDT)

4. Has the patient relapsed or experienced disease progression?(F11RELPR)

5. Date of relapse or progression:(FL1RELDT)
6. Has the patient been treated for relapse or progression? (F11RELTR)
7. Date treatment administered:(FL1TRTDT)

8. Indicate type of treatment:(F11TRTYP)

9. Specify other treatment:(F11SPOTH)

10. Has the patient experienced any new clinically significant infections? (FLINEWIN)

11. Date of infection:(F11INFDT)

12. Has the patient been hospitalize d?(F11HOSP)

13. Date of hospitalization:(F11HOSDT)
14. Has the patient experienced any Unexpected, Grade 3-5 Adverse Events?
(F11UAE)

15. Date of onset of Unexpected, Grade 3-5 Adverse Event:(F11UAEDT)

Comments:(F11COMM)

[T 1-ves [ 2-No

If Yes, a Death Form must be submitted.
(mm/dd/yyyy)

[ 1-Yes [ 2-No

If Yes, de-identified source documentation of the relapse or progression should be
attached to this form.

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

[ 1-Yes

1-DLI

2 - Chemotherapy

3 - Radiation

4 - Second Transplant

5 - Other Cellular Therapy
*Additional Options Listed Below

M 1-ves [ 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)

[1-ves [ 2-No

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

(mm/dd/yyyy)






Blood and Marrow Transplant Clinical
Trials Network

Acute GVHD Form (GVH)
Web Version: 1.0; 10.14; 12-09-16

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

[EN

N

IS

o

o

T

8.

9.

. Immunosuppressant (prop hylaxis) receive d:(IMM UNORC)

. Record most recent blood level of immunosuppressant (prophylaxis):

. Skin abnormalities:(GVHSKINA)

. Date of staging:(STAGEDT) (mm/dd/yyyy)
Start of GVHD Assessment Period:(GVASSTDT) (mm/dd/yyyy)
End of GVHD Assessment Period:(GVASENDT) (mm/dd/yyyy)

The assessment for which you are entering data must have taken place within the above dates. If the patient was not seen during the assessment period specified above,
please exit the form and request an exception for this form.

0 - Prednisone

1 - Cyclosporine

2 - Tacrolimus

3 - Not taken during assessment

(xxxx.x) ng/mL
(TROUGHLV)

. Record date blood sample obtained:(TROUGHDT) (mm/dd/yyyy)

Record the highest level of organ abnormalities, the etiologies contributing to the abnormalities and any biopsy results during the assessment period.

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

. Skin etiologies:

GVHD | Drug Reaction ’ Conditioning Regimen Toxicity

(SETGVHD) | 1-Yes [ 2-No |(SETDRGRX) [ 1-vyes [ 2-No ‘(SETCRTOX) [T1-ves [ 2-No

Infection | Other

SETINFCT) | 1-Yes [ 2-nNo |(SETOTHER) [ 1-ves [ 2-No
Specify other skin etiologies:(GVHSKNSP)

Skin biopsy for GVHD:(GVHSKINB) 1 - Positive

2 - Negative
3 - Equivocal
4 - Not Done

Ulpizer @ s s @URIUIRENRY) 0 - No Protracted Nausea and Vomiting

1 - Persistent Nausea, Vomiting or Anorexia

Upper intestinal tract etiologies:

GVHD | Drug Reaction Conditioning Regimen Toxicity

(UGIETGVH) | 1-Yes [ 2-No |(UGIETDRG) [T 1-Yes [ 2-No (UGIETCON) | 1-Yes [ 2-No

TPN | Infection Other

(UGIETTPN) | 1-Yes [ 2-No |(UGIETINF) [T 1-Yes [ 2-No (UGIETOTH) | 1-Yes [ 2-No



1 - Positive
2 - Negative
3 - Equivocal
4 - Not Done

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

*Additional Options Listed Below

1 - Positive
2 - Negative
3 - Equivocal
4 - Not Done

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

1 - Positive
2 - Negative
3 - Equivocal
4 - Not Done




3 - Topical Steroids

4 - Prednisone

5-ATG

*Additional Options Listed Below

1 - Started

2 - Stopped
4 - Tapered
5 - Increased







Blood and Marrow Transplant Clinical
Trials Network

Hematopoiesis Form (HF1)
Web Version: 1.0; 3.00; 10-16-15

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

1. Didthe patients ANC drop below 500/mm° after the initiation of the conditioning [ 1-Yes | 2-No
regimen?(ANCDRP)
2. Did the patient achieve ANC > 500/mmS for three consecutive measurements | 1-Yes | 2-No |  3- Previously Reported
obtained on different days?(ANCREC)
3. Record absolute neutrophil counts and dates obtained:

Day 1: | (D1ANC) (xxxxx) /mm°  (DLANCDT) (mm/dd/yyyy)
Day 2: | (D2ANC) (XXXXX) mm® (D2ANCDT) (mm/dd/yyyy)
Day 3: | (D3ANC) (xxxxq) fmm°>  (D3ANCDT) (mnvdd/yyyy)
4. If 'No', record the most recent absolute neutrophil count:(RECNTANC) (XXXXX) /mm°
5. Date most recent absolute neutrophil count obtained:(RCTANCDT) (mm/dd/yyyy)
Record Chimerism Assay Data for Marrow and/or Blood
Upload source documents for all chimerism results during the assessment period.
Marrow:
6. Was a chimerism assay performed on a marrow sample during this assessment [T 1-ves [ 2-No
period?(MRWCHIM)
7. Record date specimen collected (M RWCHIDT) (mm/dd/yyyy)
8. Record method of evaluation:(MRWMTHD) 1- Standard Cytogenetics

2 - Fluorescent In Situ Hybridization (FISH)

3 - Restriction Fragment-Length Polymorphisms (RFLP)

4 - Polymerase Chain Reaction (PCR) [VNTR, STR, micro or mini satellite]
5 - HLA Serotyping

*Additional Options Listed Below

9. Specify other method of evaluation:(MRWM THSP)

10. Record marrow chimerism cell type (M RWTYPE) [ 1- Unmanipulated | 2 - Granulocytes

11. Record marrow assay results:(M RWRSLT)

1-AllHostCells
2 - All Donor Cells
3 - Hostand Donor

12. Record % donor:(M RWPCTD) (xx) %
Blood:

13. Was a chimerism assay performed on a blood sample during this assessment (W Yes [~ 2. No
period?(BLDCHIM)
14. Record date specimen collected:(BLDCHIDT) (mm/dd/yyyy)
15. Record method of evaluation:(BLDMTHD) 1 - Standard Cytogenetics

2 - Fluorescent In Situ Hybridization (FISH)

3 - Restriction Fragment-Length Polymorphisms (RFLP)

4 - Polymerase Chain Reaction (PCR) [VNTR, STR, micro or mini satellite]
5 - HLA Serotyping

*Additional Options Listed Below

16. Specify other method of evaluation:(BLDMTHSP)

17. Record blood chimerism cell type:(BLDTYPE) [T 1. Unmanipulated [~ 2. Gran ulocytes



1-AllHostCells
2 - All Donor Cells
3 - Hostand Donor

1 - Standard Cytogenetics

2 - Fluorescent In Situ Hybridization (FISH)

3 - Restriction Fragment-Length Polymorphisms (RFLP)

4 - Polymerase Chain Reaction (PCR) [VNTR, STR, micro or mini satellite]
5 - HLA Serotyping

*Additional Options Listed Below

1-AllHostCells
2 - All Donor Cells
3 - Hostand Donor







Blood and Marrow Transplant Clinical
Trials Network

Infection Form (IFN)

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

INFECTION |
1. Is Infection la nonmicrobiologically defined infection?(IFN1INM CR)

2. Did the patient have evidence of pneumonia or bronchopneumonia related to
an infection?(IFN1P TP N)

3. Did the patient re quire mechanical ventilation?(IFN1P TV T)
4. Did the patient have typhliis?(IFN1PTTY)

w

. Did the patient have severe sepsis without an ide ntified organism?(IFN1PSEP)

o

. Type of infection:(IFN1TYPE)

~

. Organism I:(IFN1ORGN)

Specify other organism:(IFN1OTSP)

8. Severity of infection:(IFN1SVRT)

9. Was there evidence of sepsis?(IFN1EVSP)

10. Was there evidence of new or worsening infilrates at the time of the infection?
(IFN1EVIN)

INFECTION II
11. Is Infection Ila nonmicrobiologically defined infection?(IFN2NM CR)
12. Did the patient have evidence of pneumonia or bronchopneumonia related to
an infection?(IFN2P TP N)

13. Did the patient re quire mechanical ventilation?(IFN2P TV T)
14. Did the patient have typhliis?(IFN2PTTY)
15. Did the patient have severe sepsis without an ide ntified organism?(IFN2PSE P)

16. Type of infection:(IFN2TYPE)

17. Organism I:(IFN20RGN)

Specify other organism:(IFN2OTSP)

Web Version: 1.0; 3.00; 06-05-17

[ 1-Yes [ 2-No n
[ 1-Yes [ 2-No

[T 1-ves [ 2-No

[ 1-Yes [ 2-No

[ 1-Yes [ 2-No

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

2 - Grade 2

3-Grade 3

[T 1-vyes [ 2-No
[T 1-ves [ 2-No
T 1-ves [ 2-No
[ 1-Yes [ 2-No
[T 1-Yes [ 2-No
[T 1-Yes [ 2-No
[T 1-ves [ 2-No
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



18. Severity of infection:(IFN2SVRT)

19. Was there evidence of sepsis?(IFN2EVSP)

20. Was there evidence of new or worsening infiltrates at the time of the infection?
(IFN2EVIN)

INFECTION il
21. Is Infection llla nonmicrobiologically defined infection?(IFN3NM CR)

22. Did the patient have evidence of pneumonia or bronchopneumonia related to
an infection?(IFN3P TP N)

23. Did the patient require mechanical ventilation ?(IFN3P TV T)
24. Did the patient have typhlitis?(IFN3PTTY)
25. Did the patient have severe sepsis without an ide ntified organism?(IFN3PSEP)
26. Type of infection:(IFN3TYPE)

27. Organism lII:(IFN3ORGN)

Specify other organism:(IFN3OTSP)

28. Severity of infection:(IFN3SVRT)

29. Was there evidence of sepsis?(IFN3EVSP)

30. Was there evidence of new or worsening infiltrates at the time of the infection?
(IFN3EVIN)

31. Was an agent(s) administered to treat the infection(s)?(IFNAGTRT)

Provide agent(s)administered for the infection(s):
Agents administered for prophylaxis should not be reported.

32. 15 agent(IFNIAGNT)

Specify other agent:(IFN1LAGSP)

33. 5™ Jgent (IFN2AGNT)

Specify other agent:(IFN2AGSP)

34. 33 gent:(IFN3AGNT)

Specify other agent:(IFN3AGSP)

35. Were additional agents ad ministered for the infection(s)?(IFNADDAG)
If yes, specify additional agents administered:(IFNADDSP)

[ 1-ves [ 2-No

[T 1-ves [ 2-No
[ 1-Yes [ 2-No
[T 1-vyes [ 2-No
[T 1-ves [ 2-No
[T 1-ves [ 2-No
[ 1-ves [ 2-No
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

2 - Grade 2

3 - Grade 3

["1-vyes [ 2-No
[1-vyes [ 2-No

[T 1-ves [ 2-No

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

[T 1-ves [ 2-No


















Blood and Marrow Transplant Clinical
Trials Network

Laboratory Assessment Form - 0903 (LA8)
Web Version: 1.0; 3.01; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

Hemoglobin

[

. Enter the patient's most recent hemoglobin value without transfusion support: (¢.x) g/dL
(LABHGVAL)

2. Enter the date the hemoglobin level was obtained:(LABHGDT) (mm/dd/yyyy)

Flow Cytom etry

3. Record the patient's most recent WBC:(LABWBC) (XXXXXX) /L
4. Enter the date the WBC was obtained:(LABWBCDT) (mm/dd/yyyy)
5. Record the date the flow cytometry was performed:(LASFLCDT) (mm/ddlyyyy)
6. CD2:(LABCD2VL) (xxxxx) cells/?L
7. CD3:(LABCD3VL) (xxxxx) cells/?L
8. CD4:(LA8CDAVL) (xxxxx) cells/uL
9. CD8:(LA8CD8VL) (xxxxx) cells/?L

10. CD19:(LABCD19V) (xxxxx) cells/?L

11. CD3+/CD25+(LA8CD25V) (xxxxx) cells/?L
12. CD45 RA/RO:(LABCD45V) (xxxxx) cells/?L
13. CD56+/CD3-:(LABCD56V) (xxxxx) cells/?L

Quantitative Immunoglobulins

14. IgA:(LABIGA) 1-g/dL

2 - mg/dL
oo xx) (LASIG AUN)
15. Date (LASIGADT) (mm/dd/yyyy)
16. IgG:(LABIGG) 1-g/dL
2 - mg/dL
(xxxxx.xx) (LA8IGGUN)
17. Date:(LA8IGGDT) (mm/dd/yyyy)
18. IgM:(LA8IGM) 1-g/dL
2 - mg/dL
o) (LA8IG MUN)
19. Date:(LA8IGMDT) (mm/dd/yyyy)
HIV Viral Copy

20. Record the patient's HIV viral copy number:(LASBHIVCP) (xxxxx)  copies/mL

21. Record the date the patient's HIV viral copy number was obtained: (mm/dd/yyyy)
(LABCPYDT)
Platelets
22. Record the most recent platelet count:(LABRCPLT) (XxxXxxx) /uL

23. Record the date of the most recent platelet count:(LASBPLTDT) (mm/dd/yyyy)






Blood and Marrow Transplant Clinical
Trials Network

Endpoint Review Query Form - 0903 (Q11)

Web Version: 1.0; 1.00; 06-28-16
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 - 0903 (SA7)
Web Version: 1.0; 1.00; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

Microbial Translocation Markers

1. Was a peripheral blood sample collected for microbial translocation markers? [ 1-Yes [ 2-No
(SA7MICTR)
2. Record the date the peripheral blood sample for microbial translocation (mmidd/yyyy)
markers testing was collected:(SA7MTRDT)
HIV Reservoir
3. Does the patient have negative HIV viral loads?(SA7NEGVI) ["1-Yes [ 2-No [ 3-NotApplicable
4. Was a peripheral blood sample collected for latent HIV reservoir testing? [T 1-Yes [ 2-No
(SATLATHI)
5. Record the date the peripheral blood sample for latent HIV reservoir testing (mmiddAryyy)
was collected:(SA7LATDT)
6. Was a peripheral blood sample collected for HIV single copy PCR testing? [ 1-Yes | 2-No
(SATHIVSI)
7. Record the date the peripheral blood sample for HIV single copy PCR testing (mm/ddAyryyy)
was collected: (SA7HIVDT)
Immune Reconstitution Studies
8. Was a peripheral blood sample collected for immune reconstitution testing? [T 1-Yes [ 2-No
(SA7IMMRE)
9. Record the date the peripheral blood sample forimmune re constitution testing (mmiddyyyy)
was collected:(SA7IMMDT)
Future Research
10. Was a peripheral blood sample for future research collected?(SA7FUTUR) [ 1-vyes I 2-No

11. Record the date the peripheral blood sample for future research was (mm/ddyyyy)
collected:(SA7FUTDT)

Comments:(SA7COMM)



Blood and Marrow Transplant Clinical
Trials Network

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

1. Record date of evaluation:(TXYEVLDT)

Toxicity Form - 0903 (T20)
Web Version: 1.0; 1.00; 10-16-15

(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 Day 0.
The toxicity grades are based on the NCI CTCAE Version 4.02.

Gl Disorders
2. Oral mucositis:(ORLMUCOS)

Renal Disorders
3. Cystitis noninfective (CYSTNINF)

4. Acute kidney injury:(ACKIDINJ)

5. Chronic kidney disease :(CHKIDDIS)

6. Did the patient receive dialysis? (RCVDIALY)
7. If yes, were laboratory values corrected?(LBVALCOR)

Hemorrhagic Disorders
8. Hemorrhage:(HEMORRHG)

9. Which organ system was the hemorrhage associated
with?(ORGSY HEM)

Specify other organ system:(ORGSY HSP)

Cardiac Disorders
10. Cardiac arrhythmia:(CRDARRHY)

11. Specify arrhythmia:(CRDARRSP)

0 - Grades 0-2

3 - Severe pain; interfering with oral intake

4 - Life-threatening consequences; urgent intervention indicated
5 - Death

0 - Grades 0-2

3 - Gross hematuria; transfusion, IV meds or hosp indicated;

4 - Life-threatening consequences; urgent radiologic or operative intervention indicated
5 - Death

0 - Grades 0-2

3 - Creatinine >3x baseline; >4.0 mg/dL; hospitalization indicated
4 - Life-threatening consequences; dialysis indicated

5 - Death

0 - Grades 0-2

3 - eGFR or CrCl1 29-15 ml/min/1.73 m"2

4 - eGFR <15 ml/min/1.73 m”2; dialysis or renal transplant indicated
5 - Death

[ 1-ves [ 2-No
[ 1-ves | 2-No

0 - Grades 0-2

3 - Transfusion, radiologic, endoscopic, or elective operative intervention indicated
4 - Life-threatening consequences; urgent intervention indicated

5 - Death

1-CNS

2 - Gastrointestinal

3 - Genitourinary

4 - Pulmonary, Upper Respiratory
5 - Other

0 - Grades 0-2

3 - Severe, medically significant; medical intervention indicated

4 - Life-threatening consequences; hemodynamic compromise; urgent intervention indicated
5 - Death




12.

13.

14.

{158

16.

18.

19.

20.

2L,

22.

23.

Left ventricular systolic dysfunction:(LFVTSY DF)

Pericardial effusion:(PERCRDEF)

Nervous System Disorders
Somnolence:(SOMNOLN)

Seizure:(TXSEIZR)

Neuropathy:(NEURPTHY)

17. Specify neuropathy type:(NEURTY SP)

Blood and Lymphatic Disorders
Thrombotic thrombocytope nic purpura:(THRMBPUR)

Vascular Disorders
Hypotension:(HY POTEN)

Hypertension:(HY PERTSN)

Capillary leak syndrome:(CAPLKSYN)

Thromboembolic event:(THROMBEV)

Respiratory, Thoracic and Mediastinal Disorders
Hypoxia:(TXHYPXIA)

0 - Grades 0-2
3 - Symptomatic due to drop in ejection fraction responsive to intervention

4 - Refractory or poorly controlled HF; ventricular device, iv vaso, or heart transplant indicated

5 - Death

0 - Grades 0-2

3 - Effusion with physiologic consequences

4 - Life-threatening consequences; urgent intervention indicated
5 - Death

0 - Grades 0-2

3 - Obtundation or Stupor

4 - Life-threatening consequences; urgent intervention indicated
5 - Death

0 - Grades 0-2
3 - Multiple seizures despite medical intervention
4 - Life-threatening; prolonged repetitive seizures

o
vl
@
o
=
=2

0 - Grades 0-2

3 - Severe symptoms; limiting self care ADL

4 - Life-threatening consequences; urgent intervention indicated
5 - Death

1 - Motor
2 - Sensory
3 - Both motor and sensory

0 - Grades 0-2
3 - Laboratory findings with clinical consequences [e.g., renal insufficiency, petechiae]

4 - Life-threatening consequences [e.g., CNS hemorrhage or thrombosis/embolism or renal failure]

5 - Death

0 - Grades 0-2

3 - Medical intervention or hospitalization indicated
4 - Life-threatening and urgent intervention indicated
5 - Death

3 - Stage 2 [SBP 160+ mmHg or DBP 100+ mmHg]; medical intervention indicated
4 - Life-threatening consequences; urgent intervention indicated
5 - Death

o
o
Q
[=%
[
2]
[=
N

0 - Grades 0-2

3 - Severe symptoms; intervention indicated

4 - Life-threatening consequences; urgent intervention indicated
5 - Death

0 - Grades 0-2
3 - Thrombosis; medical intervention indicated
4 - Life-threatening; urgent intervention indicated

5 - Death

0 - Grades 0-2

3 - Decreased oxygen saturation at rest (e.g. pulse oximeter <88% or PaO2 <= 55 mm Hg)

4 - Life-threatening airway compromise; urgent intervention indicated
5 - Death




24,

25.

26.

27.

28.

29.

30.

31.

32.

Dyspnea:(TXDYSPNA)

Metabolism and Nutrition Disorders
Hyperglycemia:(HYPRGLY C)

Chemistry/Investigations
Cholesterol:(CHOLESTR)

Triglycerides:(TRIGLYCR)

Hepatic Disorders

0 - Grades 0-2

3 - Shortness of breath at rest; limiting self care ADL

4 - Life-threatening consequences; urgent intervention indicated
5 - Death

0 - Grades 0-2
3 ->250-500 mg/dL; >13.9-27.8 mmol/L; hospitalization indicated
4 ->500 mg/dL; >27.8 mmol/L; life-threatening consequences

5 - Death

0 - Grades 0-2
3->400-500 mg/dL; >10.34-12.92 mmol/L
4 ->500 mg/dL; >12.92 mmol/L

0 - Grades 0-2

3->500-1000 mg/dL; >5.7-11.4 mmol/L

4 ->1000 mg/dL; >11.4 mmol/L; life-threatening consequences
5 - Death

ALTH(TXALT) 0 - Grades 0-2
3->5.0-20.0xULN
4 ->20.0xULN
I
AST:(TXAST) 0 - Grade 0-2
3->5.0-20.0xULN
4 ->20.0x ULN
|
Bilirubin:(TXBILIRB) 0 - Grades 0-2
3->3.0-10.0 x ULN
4->10.0 x ULN
]
Akaline Phosphatase:(TXALKPH) 0 - Grades 0-2
3->5.0-20.0 x ULN
4 ->20.0 ULN
|
Did the patient develop any clinical signs/symptoms of abnormal [~ 1_ves [ 2-No
liver function during this assessment period?(SY MABNLF)
Indicate all clinical signs/symptoms of abnormal liver functioning:
33. Jaundice:(TXJAUND) [ 1-vYes | 2-No
34. Hepatomegaly:(HEPTMGLY) [ 1-Yes | 2-No
35. Right upper quadrant pain:(RTQUADPN) [ 1-Yes | 2-No
36. Weight gain (>5%) from baseline:(TXWGHTGN) [ 1-Yes | 2-No
37. Other clinical signs/symptoms:(OTLVABN) [ 1-Yes | 2-No
Specify other clinical signs/symptoms of abnormal liver
function:(OTLVABSP)
Indicate the etiology of the abnormal liver function:
Etiology Biopsy Results Doppler
Ultrasound Results
38. VOD: 1-Yes 1 - Positive 1 - Confirmed
2 -No 2 - Negative 2 - Not Confirmed
(VODETIOL) 3 - Equivocal 3 - Not Done
4 - NotDone || (VODDOPP)
(VODBIOP)
39. GVHD: 1-Yes 1 - Positive 1 - Confirmed
2 - No 2 - Negative 2 - Not Confirmed
(GVHETIOL) 3 - Equivocal 3 - Not Done
4 - NotDone | (GVHDOPP) |
(GVHBIOP)




1 - Positive 1 - Confirmed
2 - Negative 2 - Not Confirmed
3 - Equivocal 3 - NotDone

1 - Positive 1 - Confirmed

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

4 - Not Done




Blood and Marrow Transplant Clinical
Trials Network

Transplant Form (TXP)

Web Version: 1.0; 17.01; 11-17-17
Segment (PROTSEG): A
Visit Number (VISNO):

1. Record date of initiation of conditioning regimen:(CONDNGDT) (mm/dd/yyyy)
2. Record date of hematopoietic stem cell infusion:(TXDTTXP) (mm/ddlyyyy)

3. Record the patient's pre-transplant CMV antibody (IgG) status:(CM VSTAT) [ 1-positive | 2- Negative

4. Record the stem cell source:(TXPSTMSR)

1 - Peripheral Blood
2 - Bone Marrow

o

. lUBMID for this patient (if available):(T_IUBM ID)

Comments:(COMMTXP1)
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