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

Blood and Marrow Transplant Clinical
Trials Network

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

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

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

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

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

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

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

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

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

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

9 - Other
|

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

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

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

Reporting to DSMB

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

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

2 - Initial Report Circulated

3 - Pending Circulation of First Follow-Up Report

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

14. If 'Other’, specify:(DSMBSTSP)

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

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

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

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



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

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

23. FDA report reviewer status:(FDAREVS)

24. If 'Other’, specify:(FDAROTH)

Reporting to Pharma Company #1

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

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

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

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

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

30. If 'Other’, specify:(PC1STSP)

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

32. If 'Other’, specify:(PC1ROTH)

Reporting to Pharma Company #2

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

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

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

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

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

38. If 'Other’, specify:(PC2STSP)

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

1 - Pending Initial Report Circulation

2 - Initial Report Circulated

3 - Pending Circulation of First Follow-Up Report

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

1 - With Medical Monitor for Review

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

9 - Other

1-Celgene

2 - Millennium

3 - Pfizer

4 - Miltenyi

5 - Novartis

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

1 - Pending Initial Report Circulation

2 - Initial Report Circulated

3 - Pending Circulation of First Follow-Up Report

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

1 - With Medical Monitor for Review

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

9 - Other

1-Celgene

2 - Millennium

3 - Pfizer

4 - Miltenyi

5 - Novartis

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

1 - Pending Initial Report Circulation

2 - Initial Report Circulated

3 - Pending Circulation of First Follow-Up Report

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

1 - With Medical Monitor for Review

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

9 - Other



1-Celgene
2 - Millennium
3 - Pfizer

4 - Miltenyi

5 - Novartis

1 - Pending Initial Report Circulation

2 - Initial Report Circulated

3 - Pending Circulation of First Follow-Up Report

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

1 - With Medical Monitor for Review

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

9 - Other

1-Celgene
2 - Millennium
3 - Pfizer

4 - Miltenyi

5 - Novartis

1 - Pending Initial Report Circulation

2 - Initial Report Circulated

3 - Pending Circulation of First Follow-Up Report

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

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







Blood and Marrow Transplant Clinical
Trials Network

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

BMT AE Tracking Communications Form (A9C)

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

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




Pending
Resolved

5 - Updated AdvantageEDC

1 - Tx Center Coordinator
2 - Medical Monitor

3 - Tx Center Pl/Investiga
4 - NHLBI PO

5 - EMMES PI/PD

*Additional Options Listed Below

v
Of

—~

—~

#15(A9C15RPT)

(mm/ddlyyyy)

—

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




1 - Email

2 - Telephone

3 -Fax

4 - In Person

5 - Updated AdvantageEDC

1 - Tx Center Coordinator

2 - Medical Monitor

3 - Tx Center Pl/Investigator

4 - NHLBI PO

5 - EMMES PI/PD

*Additional Options Listed Below

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

4 - In Person
5 - Updated AdvantageEDC

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

—~

—~

—







Blood and Marrow Transplant Clinical
Trials Network

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

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

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

If Dead, a Death Form must be submitted.

3. Record PRIMARY discharge diagnosis:(PHSP REAS)

01-GVHD

02 - Relapse/Progression

03 - Graft Failure

04 - Infection

05 - Fungal Infection

*Additional Options Listed Below

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

4. Record secondary discharge diagnoses:

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

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

o

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

=5

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

@

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

1 - Contributory [ 2- Noncontributory

—

1 - Contributory [2- Noncontributory

Q

1 - Contributory [2- Noncontributory

=

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

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

1 - Contributory [2- Noncontributory

BN

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

=~

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

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

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

=

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

°

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

1 - Contributory 2 Noncontributory

101 11 1

°

1 - Contributory [T2- Noncontributory

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

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

Comments:(ADMCOMM 1)






Blood and Marrow Transplant Clinical
Trials Network

Adverse Event Form (AE1)

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

[

. Report activation status:(AVSTATUS)

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

N

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

w

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

»

Was this event expected or anticipated?(AVEXPECT)

o

. Record the severity of event:(AVEVENT)

[22]

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

=

. Is there an alternative etiology:(AVETIOL)

oo

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

©

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

10. Record the date of resolution:(AVRESDT)

11. Was this event associated with:(AVASSOCI)

Comments:(AELCOMM)

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

1 - Keep reportactive

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

9 - Deactivate - Other reason

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

[ 1-ves [ 2-No n

1 - Mild

2 - Moderate

3 - Severe

4 - Life Threatening
5 - Fatal

1 - Unrelated

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

0 - None Apparent

1 - Study Disease

2 - Other Pre-Existing Disease or Condition

3 - Accident, Trauma, or External Factors

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

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

3 - Dose Modified

4 - Temporarily Stopped

5 - Permanently Stopped

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

3 - Persistent Condition

4 - Resolved by Death

(mm/ddiyyyy)

0 - None of the Following

1 - Death

2 - Life-Threatening Event

3 - Disability

4 - Congenital Anomaly
*Additional Options Listed Below






Blood and Marrow Transplant Clinical
Trials Network

AE Summary Form (AE2)

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

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

1. Report activation status:(AVSTAT_A)

Relevant Past Medical History

N

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

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

(SEMEDHX)

w

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

(SESUM M)

4. Initial submitter (SEISUBBY)

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

1yyyy) n

(mm/dd

(mm/dd



Blood and Marrow Transplant Clinical
Trials Network

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

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

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

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

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

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

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

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

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

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

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

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

1 - Treatment of adverse event
9 - Other

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




1 - Treatment of adverse event

©
o
=
=
I}
=

(CONMEDS)

(CM5STDT)

(CM5SPDT)

(CM5DOSE)

(CM5INDIC)

1 - Treatment of adverse event
9 - Other

(CONMED6)

(CONMED?7)

(CONMEDS)

(CONMED9)

(CONMED10)

(CONMED11)

(CM6STDT)

(CM7STDT)

(CM8STDT)

(CM9STDT)

(CM10STDT)

(CM11STDT)

(CM6SPDT)

(CM7SPDT)

(CM8SPDT)

(CM9SPDT)

(CM10SPDT)

(CM11SPDT)

(CM6DOSE)

(CM7DOSE)

(CM8DOSE)

(CM9DOSE)

(CM10DOSE)

(CM11DOSE)

(CMBINDIC)

1 - Treatment of adverse event
9 - Other

(CM7INDIC)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CM8INDIC)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CM9INDIC)

1 - Treatment of adverse event
9 - Other

CM 10INDI)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CM 11INDI)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CONMED12)

(CM12STDT)

(CM12SPDT)

(CM 12DOSE)

(CM12INDI)

1 - Treatment of adverse event
9 - Other

(CONMED13)

(CM13STDT)

(CM13SPDT)

(CM13DOSE)

(CM 13INDI)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CONMED14)

(CM14STDT)

(CM14SPDT)

(CM14DOSE)

(CM 14INDI)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CONMED15)

(CM15STDT)

(CM15SPDT)

(CM 15DOSE)

(CM15INDI)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CONMED16)

(CONMED17)

(CONMED18)

(CM16STDT)

(CM17STDT)

(CM18STDT)

(CM16SPDT)

(CM17SPDT)

(CM18SPDT)

(CM16DOSE)

(CM17DOSE)

(CM18DOSE)

(CM16INDI)

1 - Treatment of adverse event
9 - Other

(CM17INDI)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CM 18INDI)

1 - Treatment of adverse event

©
o
=
=
I}
=



e —
1 - Treatment of adverse event
9 - Other

1 - Treatment of adverse event
9 - Other

1 - Treatment of adverse event
9 - Other

1 - Treatment of adverse event i

9 - Other

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




Blood and Marrow Transplant Clinical
Trials Network

AE Laboratory/Diagnostics Form (AE4)

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

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

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

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

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

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

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

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

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

(ADDTS1) (AD1DTDAT)

(ADIDTRES)

Collection Date Result Site Normal Lab Value Previous Collection Date

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

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

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







Blood and Marrow Transplant Clinical
Trials Network

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

1. Report activation status:(AVSTAT_D)

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

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

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

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



Blood and Marrow Transplant Clinical
Trials Network

AE Medical Monitor Reviewer Form (AES6)

Web Version: 1.0; 10.00; 02-20-18
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

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

Conditioning Regimen Form - 1204 (CR5)
Web Version: 1.0; 1.02; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

[

Record the patient's weight used to calculate dose:(CR5WGHT)

(xxxx) kg

2. Recordthe date the patient's weight was obtained:(CRSWTDT) (mmi/ddiyyyy)

3. Recordthe patient's Body Surface Area (BSA) used to calculate dose:(CR5BSA) (XXX) m?

4. Recordthe date the patient's BSAwas obtained:(CR5BSADT) (mm/ddyyyy)
Alemtuzumab

5. Did the patient experience an adverse reaction to the test dose of [ 1-Yes | 2-No
Aemtuzumab?(CR5ALAE)
An Adverse Event Form must be completed for all unexpected, grade 3-5 adverse events.
6. What type of reaction did the patient experience 2(CR5ARXTP) [ 1-Local | 2-systemic | 3-Both
7. Was an intervention required? (CR5ALINT) [T 1-Yes [ 2-No

Indicate the intervention(s) given:

| If "Yes", specify (drug/dose):

’8- PR, ’(CRSANTH) [T1-ves [ 2-No ’(CRSANTHS)

|9- St |(CRSSTER) [T1-ves [ 2-no |(CRSSTERS)

|10- Fluid: |(CR5FLD) [1-Yes [ 2-No |(CR5FLDS)

11. Resuscitation: | crsres) [ 1-ves | 2-No (CR5RESS)

12. Anti-pyretic: (CR5ANTP) | 1-ves | 2-No (CR5ANTPS)

13. Pressors: (CR5PRES) | 1-Yes [ 2-No |(CRSPRESS)
14. Intubation: (CR5INTU) | 1-Yes [ 2-No [ (CRSINTUS)
15. Other: (CR50TH) | 1-Yes [ 2-No (CR50THS)

Record the doses, times and dates of Alemtuzumab administration:

Dose Time Given Date Given Was the full dose given? If "No", what partial dose
was given?

16. Alemtuzumab - (CR5A1DOS) (CR5A1T) (CR5A1DT) (CR5A1PAR) [_ 1-Yes (CR5A1PDA)
1st Dose: (XxXx) mg (hh:mm)  (mm/ddlyyyy) [ 2-No ‘ (xx.xx) mg
17. Alemtuzumab - (CR5A2DOS) (CR5A2T) (CR5A2DT) (CR5A2PAR) [" 1.ves |(CR5A2PDA)
2nd Dose: (xx.xx) mg (hh:mm)  (mmvddlyyyy) ™ 2-No ‘ (xx.xx) mg
18. Alemtuzumab - (CR5A3DOS) (CR5A3T) (CR5A3DT) (CR5A3PAR) [ 1-Yes (CR5A3PDA)
3rd Dose: (xxxx) mg (hh:mm)  mnvddiyyyy) ™ 2-No ‘ (Xx.Xx) mg
19. Alemtuzumab - (CR5A4DOS) (CR5AA4T) (CR5A4DT) (CR5A4PAR) [~ 1.yves |(CR5A4PDA)
4th Dose: (xxxx) mg (hh:mm)  (mmvddryyyy) [ 2-No | (xxxx) mg
20. Alemtuzumab - (CR5A5D0S) (CR5A5T) (CR5A5DT) (CR5A5PAR) [ 1-Yes ‘(CRSASP DA)
5th Dose: (Xx.XX) mg (hh:mm)  (mmnvddiyyyy) ™ 2-No | (xx.xx) mg







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

Disease-Specific Studies Form - 1204 (DSS)

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

For HLH patients:
For CAEBV patients:
1. NK cell function:(DS SNKFNC)

2. Percentage of NK cells:(DSSNKPCT)

3. Date sample obtained:(DSSNKDT)

4. Type of EBV test:(DSSEBVTP)
5. Result of EBV test:(DSSEBVRS)

6. If "Positive", was the result quantifiable?(DSSEBVQT)

7. EBV viral load:(DSSEBVVL)
8. Lower limit of detection:(DSSEBVLL)

9. Date sample obtained:(DSSEBVDT)

10. Does the patient have the PRF1 mutation?(DSSPRFM U)
11. Perforin expression:(DSSPRFEX)

12. Date sample obtained:(DSSPRFDT)

13. Does the patient have the XLP mutation?(DS SXLP MU)
14. SAP expression:(DSSSAPEX)

15. Date sample obtained:(DSSXLPDT)

For CGD patients:
16. DHR assay results:(DSSDHRAS)

17. Date sample obtained:(DSSDHRDT)

For HIGM1 patients:

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

1 - Present - Normal

2 - Present - Decreased

3 - Absent

4 - Sample Uninterpretable

(xxx.X) %

(mm/dd/yyyy)

" 1-whole Blood | 2-Plasma

1 - Positive
2 - Negative

1-Yes
2 - No, not quantifiable
3 - No, below level of detection

(XOXXXXXXX) copies/mL
(Xxxxxx) copies/mL

(mm/dd/yyyy)

[T 1-Yes [ 2-No

1 - Present - Normal

2 - Present - Decreased

3 - Absent

4 - Sample Uninterpretable

(mm/dd/yyyy)

T 1-Yes | 2-No

1 - Present - Normal

2 - Present - Decreased

3 - Absent

4 - Sample Uninterpretable
I

(mm/dd/yyyy)

1 - Present - Normal

2 - Present - Decreased

3 - Absent

4 - Sample Uninterpretable

(mm/dd/yyyy)



1 - Present - Normal

2 - Present - Decreased

3 - Absent

4 - Sample Uninterpretable

1 - Present - Normal

2 - Present - Decreased

3 - Absent

4 - Sample Uninterpretable




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

EBV/ICMV Surveillance Form (ECV)

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

1. Has the patient received Rituxan prior to conditioning?(E CP RIRTX)
2. If"Yes", record date of last Rituxan dose:(ECLRTXDT)

3. Has the patient received Alemtuzumab (Campath) prior to conditioning?
(ECPRIALM)

4. If"Yes", record date of last Alemtuzumab (Campath) dose:(ECLALM DT)

5. Was a peripheral blood sample drawn for EBV testing during this assessment
period?(ECEBVSAM)

6. If "Yes", record the date the peripheral blood sample for EBV testing was
obtained:(ECEBVODT)

7. Type of EBV test:(ECEBVTYP)
8. Result of EBV test:(ECEBVRES)

9. If "Positive”, was the result quantifiable?(ECEBVQNT)

10. EBV viral load:(ECEBVVLD)

11. Lower limit of detection:(ECEBVLIM)

12. Was a peripheral blood sample drawn for CMV testing during this assessment
period?(ECCMVS AM)

13. If "Yes", record the date the peripheral blood sample for CMV testing was
obtained:(ECCMVODT)

14. Type of CMV test:(ECCMVTYP)
15. Result of CMV test:(ECCMVRES)

16. If "Positive", was the result quantifiable?(ECCMV QNT)

17. CMV viral load :(ECCMVVLD)

18. Lower limit of detection:(ECCMVLIM)

Comments:(ECVCOMM)

Web Version: 1.0; 1.01; 01-17-17

[T 1-ves [ 2-No
(mm/ddlyyyy)

[T 1-ves [ 2-No
(mm/ddlyyyy)
[T1-ves [ 2-no

(mm/ddlyyyy)

[ 1-wholeBlood | 2- Plasma

1 - Positive
2 - Negative

1-Yes
2 - No, not quantifiable
3 - No, below level of detection

(XXXXXXXXX) copies/mL

(XxXxxxx) copies/mL

[T1-ves [ 2-no

(mm/ddlyyyy)

[ 1-wholeBlood | 2- Plasma

1 - Positive
2 - Negative

1-Yes

2 - No, not quantifiable

3 - No, below level of detection
(XXXXXXXXX) copies/mL

(Xxxxxx) copies/mL



Blood and Marrow Transplant Clinical
Trials Network

1204A (ENR)
Web Version: 1.0; 3.01; 10-16-15

HLH & Related Disorders Enroliment Form - Segment A

1. Recordthe proposed start date of the conditioning regimen: (mm/ddAyyyy)
(HIPCONDT)

Inclusion Criteria

2. Patient diagnosis:(HIDIAGNO) 1 - Hemophagocytic lymphohistiocytosis (HLH) or related disorder

2 - Chronic active Epstein-Barr virus (CAEBV)

3 - Chronic granulomatous disease (CGD)

4 - Hyperimmunoglobulin M syndrome (HIGM1)

5 - Immune dysregulation, polyendocrinopathy, enteropathy, and X-linked inheritance (IPEX)
*Additional Options Listed Below

If HLH or related disorder, does the patient have atleast one of the following?

3. Inherited gene mutation associated withHLH: PRF1, UNC13D [~ 1 _.vyes | 2-No
(MUNC13-2), STXBP2 (MUNC18-2), STX11, RAB27A (Griscelli
syndrome, type 2), SH2D1A (XLP1), XIAP (XLP2), LY ST
(Chediak-Higashi syndrome)?(HI1HLH)

4. Meets clinical criteriafor HLH, refractory to therapy according [ 1-Yes | 2-No

to HLH-94 or HLH-2004 (dexamethasone/etoposide), or
recurrent episod es of hyperinflammation?(HI2HLH)

o

- Meets clinical criteria for HLH, without identified gene defects, [~ 1 ves [ 2.No
with affected sibling OR decreased or absent NK cell function
at the last evaluation OR a history of CNS inflammation as
evidenced by pleocytosis in CSF or MRI evidence of hyper-
inflammation in the CNS?(HI3HLH)

If CAEBV, does the patient have all of the following?

6. Severe progressive illness, usually with fever, [T 1-Yes | 2-No
lymphadenopathy and splenomegaly that either began as
primary EBV infection or was associated with markedly
elevated antibody titers to EBV viral capsid antibody (> 1:5120)
or early antigen (> 1:640) or markedly elevated EBV DNA in the
blood?(HILCAEBYV)

7. Infiltration of tissues (e.g. lymph nodes, liver, lungs, CNS, bone [~ 1 yves [ 2-No
marrow, eye, skin) with lymphocytes? (HI2CAEBV)

8. Elevated EBV DNA, RNA or proteins in affected tissues? [T 1-Yes | 2-No
(HI3CAEBV)

9. Absence of HIV or post-transplant lymphoproliferative disorder? [~ 1 .yes | 2-No
(HI4CAEBV)

If CGD, does the patient have all of the following?

10. Oxidative burst < 10% normal with dihydrorhodamine (DHR) [ 1-Yes [ 2-No
assay?(HI1CGD)

11. pocumented CGD mutation(s) in gp91P™X, pa7PhoX pe7Phox [~ 4 ves [ 2-No
p22P"%% o paoP"%oHI2CGD)
Severe disease as evidenced by one or more of the following?

12. History of one or more potentially life-threatening [T 1-Yes | 2-No
infections?(HI3ACGD)

13. Inflammatory bowel disease?(HI3BCGD) [ 1-vYes | 2-No

14. Failure to thrive with height <10% for age (unless parent(s) [ 1-Yes | 2-No
height <10%)?(HI3CCG D)

15. Autoimmune complication felt to be linked to [T 1-Yes | 2-No

CGD?(HI3DCGD)



If HIGM1, does the patient have both of the following?

16. Decreased serum IgG (> 2 standard deviations below normal
forage)?(HIIHIGM1)

17. Mutation in CD40LG OR family history of maternally related
males with HIGM1? (HI2HIGM1)

If IPEX syndrome, does the patient have both of the following?

18. Absent FOXP3+ CD4+ T cells OR abnormal function of
FOXP3+ CD4+ T cells?(HI1IPEX)

19. Disease-associated mutation in FoxP3 (bi-allelic in females) OR
family history of maternally related males with clinical diagnosis
of IPEX?(HI2IPE X)

If LAD-I, does the patient have both of the following?

20. Decreased CD18 expression on neutrophils (<5% normal for
age) ?(HILLAD1)

21. Mutation of ITGB2 OR absence of ITGB2 mRNA in leukocytes?
(HI2LAD1)

22. Performance status scale used to evaluate patient (Lansky for
patients < 16 years old; Karnofsky for patients > 16):(HIPSCALE)

-

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

[ 1 - Karnofsky [ 2 - Lansky

23. Record patient's performance status:(HIP STATS)

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

24. Record type of fraction test performed:(HIEFTY PE)

25. Left ventricular ejection fraction:(HILVEJFR)
26. Shortening fraction:(HISHORFR)

27. Has the patient been asymptomatic (no clinical concerns by
medical team for new cardiac issues) since the time of the fraction
test?(HIASYM CD)

28. Does the patient have hyperbilirubinemia due to Gilbert's syndrome
or as a result of liver inflammation in the setting of persistent, active
HLH?(HIHYBIRU)

29. Does the patient have elevated transaminase levels as a result of

liver inflammation in the setting of persistent, active
HLH? (HIELTRAN)

1 - Left Ventricular Ejection Fraction (LVEF)
2 - Shortening Fraction

(xx) % Date ejection fraction performed:(HILVEFDT) (mm/dd/yyyy)
(xx) % Date shortening fraction performed:(HISHFRDT) (mm/ddyyyy)
" 1-ves [ 2-No
[ 1-Yes [ 2 - No
[T 1-ves [ 2-No

| Most Recent Value ‘ ULN for your institution | Date Sample Obtained
30. GFR (mL/min/1.73m2): | (HIGFRVAL) (XXX) | (HIGFRDT) (mm/ddiyyyy)
31. Direct bilirubin (mg/dL): | (HIBILVAL) (x.X) ‘ (HIBILULN) (xx.X) | (HIBILDT) (mm/dd/yyyy)
32. ALT (units/L): | (HIALTVAL) (00x) ‘ (HIALTULN) (xxx) | (HIALTDT) (mm/ddiyyyy)
33. AST (unitsiL): | (HIASTVAL) (00x) ‘ (HIASTULN) (xxx) | (HIASTDT) (mm/ddlyyyy)
34. Is the patient on mechanical ventilation support?(HIMNVENT) [ 1 vos [ 2_No
35. Does the patient have a progressive pulmonary infection? [ 1-vYes | 2-No
(HIPULMIN)
36. Is the patient able to undergo pulmonary function tests (PFTS)? [~ 1 _ves | 2-No
(HIPFTEST)
| Most Recent Value | Date of Assessment
37. FEV1 (%): | (HIFEVVAL) (0) | (HIFEVDT) (mmvddryyyy)



41.

42.

44,

45,

46.

47.

48.

49.

50.

58.

59.

60.

38. DLCO corrected for hemoglobin (%): | (HIDLCOVL) (xxx) | (HIDLCODT) (mm/dd/yyyy)
39. SaO2 on amax of 2L/min supplemental O2 (%): | (HISO2VAL) (xxx) | (HI1SO2DT) (mmiddlyyyy)
40. Has the patient been asymptomatic (no clinical concerns by [T 1-Yes [ 2-No
medical team for new pulmonary issues) since the time of the
FEV1and DLCO tests?(HIASYM PF)
Exclusion Criteria
Has the patient had a hematopoietic stem cell transplant within 6 [" 1-Yes 2 - No
months of enrollment?(HIRECHCT)
Does the patient have a current uncontrolled bacterial, viral, or [T 1-Yes | 2-No
fungal infection (currently taking medication with evidence of
progression of clinical symptoms or radiological findings)?
(HIBVFINF)
43. Does the patient have ongoing EBV viremia?(HIEBVVIR) [ 1-Yes | 2-No
Is the patient pregnant (positive B-HCG) or breastfeeding? [ 1-Yes | 2-No | 3-Not Applicable
(HIPREGBF)
Is the patient pregnant (positive B-HCG) or breastfeeding? [T 1-vyes | 2-No [ 3-NotApplicable
(HIPREGBF)
Is the patient sero-positive for human immunodeficiency virus [ 1-vYes | 2-No
(HIV) 2(HIPATHIV)
Has the patient re ceived alemtuzumab within 2 weeks of [ 1. Yes [ 5. No
enrollment?(HIALEM TU)
Does the patient have a current or prior malignancy, except [ 1-Yes | 2-No
EBV-associated lymphomas related to immune deficiency or
lymphomas associated with X-linked LPD in a good remission, or
resected basal cell carcinoma or treated cervical carcinoma in
situ?(HIPRIMAL)
Donor Inclusion Criteria
Is the donor willing and able to donate bone marrow stem cells? [ 1-Yes | 2-No
(HIDONRBM)
Patient's donor type:(HIDNRREL)
|
For related donors of patients with HLH or related disorders:
51. Does the patient have a known HLH-associated gene [T 1-Yes | 2-No
mutation ?(HIHLHGM )
52. Does the donor harbor the same gene mutation causing [ 1 .yes | 2-No
HLH in the recipient?(HIHLHG LM)
53. Is the donor a sibling with a heterozygous mutation of [~ 1 vas [ 2_pNo
an autosomal recessive HLH-associated
gene? (HISIBAUT)
54. Is the donor a female relative who is a carrier of an [" 1-Yes 2 - No
X-linked HLH-associated gene mutation?(HISISXLI)
55. Does the donor have a medical history concerning for [~ 1 _yeg 2 - No
HLH? (HIHLHHIS)
56. Does the donor have laboratory values suggestive of [T 1-Yes | 2-No
significant immune dysfunction (for example, highly
elevated ferritin or absent NK cell function)?
(HIHLHLAB)
For sibling donors of patients with CGD, HIGM1, IPEX, and LAD-I:
57. Does the donor meet diagnostic criteria for the immune [T 1-ves | 2-nNo
deficiency for which the patient is receiving
HCT?(HISAM EPI)
Donor Exclusion Criteria
Is the donor pregnant (positive B-HCG) or uninte rruptedly [T 1-Yes [ 2-No [ 3-NotApplicable
breastfeeding? (HIDNRP RG)
Is the donor sero-positive for human immunodeficiency virus (HIV)? [~ 1 _veg 2 - No
(HIDNRHIV)
Is the donor currently receiving experimental therapy or 1 -Yes

investigational agents?(HIDNREXP)

2 - Yes, Approved by Study Chair or Protocol Officer

3-No









Blood and Marrow Transplant Clinical
Trials Network

Follow Up Status - 1204 (F14)
Web Version: 1.0; 1.00; 10-16-15
Segment (PROTSEG): A
Visit Number (VISNO):

1. Date of last contact:(F14LSCTD) (mm/ddlyyyy)

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

2. Has the patient died?(F14 PTDTH) [T 1-vyes | 2-No
If Yes, a Death Form must be submitted.
3. Date of patient death:(FL4ADTHDT) (mm/ddlyyyy)
4. Has the patient experienced HLH reactivation?(F14PTHLH) [ 1-Yes | 2-No [ 3-Not Applicable

If Yes, a HLH Reactivation Form must be submitted.
5. Date of HLH Reactivation:(F14HLHDT) (mmiddlyyyy)
6. Is the patient taking any immunosuppressive agents (including PUVA)to reator [ 1 _ves | 2-No
prevent GVHD?(F14WDIMM)

7. If no, was the final date the patient received any inmunosuppressanttotreat [ 1 yes | 2.No
or prevent GVHD previously reported ?2(F14IMRPT)

8. Date final imimunosuppressant agent to treat or prevent GVHD received: (mm/ddyyyy)
(F14IMMDT)
9. Has the patient received a donor leukocyte infusion (DLI)?(F14DLI) [T 1-ves | 2-No
10. Date of DLI:(F14DLIDT) (mm/ddlyyyy)
11. Has the patient received a second transplant?(F142NTXP) [ 1-ves | 2-No
12. Date of second transplant:(F14 TXPDT) (mm/ddlyyyy)
13. Has the patient experienced secondary graft failure?(F14 PTSGF) [ 1-Yes [ 2-No
If Yes, a Secondary Graft Failure Form must be submitted.
14. Date of secondary graft failure:(F14S GFDT) (mm/ddlyyyy)
15. Has the patient experienced any new grade 2-3 infections?(F14PTINF) " 1-Yes [ 2-No
If Yes, an Infection Form must be submitted.
16. Date of infection:(F14INFDT) (mm/ddlyyyy)
17. Has the patient been hospitalized (other than for transplant)?(F14PTHOS) [T 1-ves | 2-No
18. Has the patient been hospitalize d?(F14PTHOS) [ 1-ves | 2-No
If Yes, a Re-Admission Form must be submitted.
19. Date of hospitalization :(F14HSPDT) (mm/ddlyyyy)
20. Has the patient e xperienced any Unexpected, Grade 3-5 Adverse Events? " 1-ves | 2-No
(F14PTSAE)

If Yes, an Unexpected, Grade 3 -5 Adverse Event Form must be submitted.
21. Date of onset of Unexpected, Grade 3-5 Adverse Event:(F14SAEDT) (mmiddlyyyy)

Comments:(FL4COMM)



Blood and Marrow Transplant Clinical
Trials Network

Follow Up/Chronic GVHD Form (FGV)
Web Version: 1.0; 2.03; 08-15-17
Segment (PROTSEG): A
Visit Number (VISNO):

1. Start of assessment period:(DTPRVAST) (mm/ddlyyyy)

2. End of assessment period (DTASSESS) (mm/ddlyyyy)
Acute GVHD

3. Maximumoverall grade of acute GVHD during this 0 - No Symptoms of Acute GVHD

assessment period:(FGGRAGVH)

4. Did new clinical signs and/or symptoms of acutte GVHD [~ 1 _ves [ 2-No
develop during this assessment period?(FGAGVDVL)

Only report new clinical signs and/or symptoms of acute GVHD that developed during the assessment period at the top of the form.
5. Date of diagnosis of acute GVHD:(FGAGDGDT) (mmi/ddAyryyy)

If the date is out of range because the diagnosis occurred before this assessment period, question 4 should be answered 2-No'.

Record the highest severity for the following organ systems at the time of maximum overall grade of acute GVHD.
6. Skin abnormalities:(FGASKNAB)

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

7. Upper Gl abnormalities: (FGAUGIAB) 0 - No Protracted Nausea and Vomiting

1 - Persistent Nausea, Vomiting or Anorexia

8. Lower Gl abnormalities:(FGALGIAB) 0 - No Diarthea

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 butLess Than or Equal to 1500 mL/day or 556-833 mL/m"2
4 - Diarrhea >1500 mL/day or >833 mL/m"2

*Additional Options Listed Below

9. Liver abnormalities:(FGALVRAB) 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

|
10. Was prophylaxis for GVHD given during this assessment 1-Y.
period?(FGPROPIM) ) - Nes
- No

3 - Discontinued During This Assessment Period

11. If yes ordiscontinued during assessment period, specify all immunosuppressants used for GVHD prophylaxis:

a. AT G:(FGPRATG) [T 1-Yes [ 2-No
b. Bortezomib:(FGPRBORT) [ 1-ves [ 2-No
¢. Campath:(FGPRCAMP) [ 1-ves | 2-nNo
d. Cyclophosphamide:(FGPRCY PH) [ 1-Yes | 2-No
e. Cyclosporine:(FGPRCY CL) [T 1-vYes I 2-No

—

. MMF:(FGPRMM F) [T 1-Yes [ 2-No



g. Maraviroc:(FGPRMRVR) [ 1-Yes | 2-No
h. Methotrexate:(FGPRMTRX) [ 1-Yes [ 2-No
i. Prednisone:(FGPRPRED) [ 1-Yes | 2-No
j. Sirolimus:(FGPRSIR) [ 1-Yes | 2-nNo
k. Tacrolimus:(FGPRTAC) [ 1-ves | 2-nNo
I. Other:(FGPROTHR) [ 1-ves | 2-No
Specify other agent used:(FGPROTSP)
12. If GVHD prophylaxis was discontinued during this (mmidd fyyyy)

assessment, record the date:(FGPRDCDT)

Chronic GVHD

13. Maximum overall severity of chronic GVHD during this

assessment period:(FG SVCGVH) 0 - No Chronic GYHD

1 - Mild
2 - Moderate
3 - Severe

14. Did new clinical signs and/or symptoms of chronic GVHD [ 1-Yes | 2-No n
develop during this assessment period?(FGCGVDVL)

Only initial diagnosis or onset of chronic GVHD should be reported.

15. Date of initial diagnosis/onset of chronic mm/dd ?
GVHD:(FGCGDGDT) ( yyyy) |-

16. Minimum Karnofsky/Lansky Score at time of diagnosis:

01 - 100 (Normal; No Complaints/Fully Active)

FGDGKNLN
(Febe ) 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 Spentin Play)
05 - 60 (Requires Occasional Assistance/Minimal Active Play)
*Additional Options Listed Below
17. Minimum platelet count at time of diagnosis:(FGDGPLT) (xxxxxx)  /mm3
18. Alkaline phosphatase at time of diagnosis:(FGDGALKP) (xxxx) Units/L
19. Weight at time of diagnosis:(FGDGWGT) (xxxx) kg

20. Total bilirubin at time of diagnosis: (FG DG BILI) (xxx) mg/dL

21. Did the patient have an erythematous or maculopapular [ 1-Yes | 2-No
rash at the time of diagnosis?(FGRSDIAG)

22. Was diarrhea, nausea, vomiting or liver function [ 1-Yes | 2-No
abnormalities present at the time of diagnosis?
(FGDRDIAG)

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

Skin/Hair

23. Extent of skin involvement:(FGSKNINV) 0 - No Symptoms

1 - <18% BSA with disease signs but NO sclerotic features
2 - 19-50% BSA OR involvement with superficial sclerotic features not hidebound (able to pinch)
3 - >50% BSA OR deep sclerotic features hidebound OR impaired mobility, ulceration, severe pruritis

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

a. Lichenoid: (FGRSLICH) [T 1-ves | 2-No
b. Maculopapular:(FGRSMA CU) [T 1-Yes I 2-nNo
c. Sclerodermatous:(FGRSSCLR) [ 1-Yes [ 2-No
d. Other:(FGRSOTHR) [T 1-Yes [ 2-No

Specify other rash:(FGRSOTSP)

Ocular

24. Xerophthalmia:(FGXEROP H) 0 - No Symptoms

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

Oral



25.

26.

27.

7,

30.

31.

32.

33.

38.

3

©

4

o

. Contractures:(FGCONTRC)

Mucositis/ulcers (functional):(FGMUCOS) 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

Bronchiolitis obliterans:(FGBRNCH) 1- Yes, Histologic diagnosis

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

FEVL:(FGFEV1VL) 0000 %

Record the lowest value during this assessment period.
28. Date FEV1 obtained:(FGFEV1DT)

(mm/dd/lyyyy)
FVC:(FGFVCVL) (xxx) %
Record the value at the time of the lowest FEV1 measurement.
DLCO:(FGDLCOVL) (xxx) %

Record the value at the time of the lowest FEV 1 measurement.

Gastrointestinal

Esophagus:(FGE SOPH) 0 - No Symptoms

1 - Symptoms, Confirmed with Diagnostic Procedure

NEEERCEINT T A e B 0 - No Protracted Nausea and Vomiting

1 - Persistent Nausea, Vomiting or Anorexia

Diarrhea:(FGDIARH) 0 - None

1 - Persisting Less Than 2 Weeks
2 - Persisting More Than 2 Weeks
|

Hepatic

Record the highest value during this assessment period for the following:

Highest Value Date Sample Obtained
34. Bilirubin: (FGBIL) (xxx) mg/dL (FGBILIDT) (mm/dd/yyyy)
35. ALT: (FGALT) (xoxxx)  Units/L (FGALTDT) (mm/ddlyyyy)
36. AST: (FGAST) (xxx)  Units/L (FGASTDT) (mm/dd/yyyy)
37. Alkaline Phosphatase: | (FGALK PH) (xxxx) Units’/L  (FGAKPHDT) (mm/ddlyyyy)

Genitourinary

Non-infective vaginitis:(FGVAGNIT) 0 - No Symptoms or Not Applicable

1 - Mild, Intervention Not Indicated
2 - Moderate, Intervention Indicated
3 - Severe, Not Relieved with Treatment; Ulceration

Musculoskeletal

0 - No Symptoms/Undefined

1 - Mild Joint Contractures

2 - Moderate Joint Contractures
3 - Severe Joint Contractures

. Myositis:(FGM YOSIT) [T 1-Yes [ 2-No

Hematologic




41. Eosinophilia:(FGEO SINP)

Other

42. Serositis:(FGSEROS)
43. Fascitis:(FGFASCIT)

44. Was there any other organ involvement?(FGOTORGN)

Specify other organ involvement:(FGOTORSP)

[ 1-Yes

[ 1-Yes
[ 1-Yes
[ 1-Yes

[ 2-No

[ 2-No
[ 2-No
[ 2-No

Biopsies Performed During this Assessment Period

45. Were any biopsies performed during this assessment period [~ 1 _yeg

for suspected GVHD?(FGBIOPSY)

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

[T 2-No

Type of Biopsy:

If Other, Specify:

Date of Biopsy:

Result of Biopsy:

46. (FGBIOLTY) (FGBIO1SP) (FGBIO1DT) (FGBIO1RS)
1 - Skin Biopsy (mm/ddlyyyy) 1 - Positive GVHD
2 - Oral Biopsy 2 - Negative GVHD
3 - Upper Gl Biopsy 3 - Equivocal
4 - Lower Gl Biopsy
5 - Liver Biopsy
*Additional Options Listed Below
47. (FGBIO2TY) (FGBIO2SP) (FGBIO2DT) (FGBIO2RS)
1 - Skin Biopsy (mm/ddlyyyy) 1 - Positive GVHD
2 - Oral Biopsy 2 - Negative GVHD
3 - Upper Gl Biopsy 3 - Equivocal
4 - Lower Gl Biopsy
5 - Liver Biopsy
*Additional Options Listed Below
48. (FGBIO3TY) (FGBIO3SP) (FGBIO3DT) (FGBIO3RS)
1 - Skin Biopsy (mm/ddlyyyy) 1 - Positive GVHD
2 - Oral Biopsy 2 - Negative GVHD
3 - Upper Gl Biopsy 3 - Equivocal
4 - Lower Gl Biopsy
5 - Liver Biopsy
*Additional Options Listed Below
49. (FGBIOATY) (FGBIO4SP) (FGBIO4DT) (FGBIO4RS)
1 - Skin Biopsy (mm/ddlyyyy) 1 - Positive GVHD
2 - Oral Biopsy 2 - Negative GVHD
3 - Upper Gl Biopsy 3 - Equivocal
4 - Lower Gl Biopsy
5 - Liver Biopsy
*Additional Options Listed Below
50. (FGBIO5TY) (FGBIO5SP) (FGBIO5DT) (FGBIO5RS)
1 - Skin Biopsy (mm/ddlyyyy) 1 - Positive GYHD
2 - Oral Biopsy 2 - Negative GVHD
3 - Upper Gl Biopsy 3 - Equivocal
4 - Lower Gl Biopsy
5 - Liver Biopsy
*Additional Options Listed Below
51. (FGBIOGTY) (FGBIOBSP) (FGBIOGDT) (FGBIOGRS)
1 - Skin Biopsy (mm/ddlyyyy) 1 - Positive GVHD
2 - Oral Biopsy 2 - Negative GVHD

3 - Upper Gl Biopsy

4 - Lower Gl Biopsy

5 - Liver Biopsy

*Additional Options Listed Below

3 - Equivocal




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

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

n
.

]
]







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 - 1204 (HF3)
Web Version: 1.0; 2.00; 10-16-15

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

1. pidthe patients ANC drop below 500/mm” after the initiation of the conditioning [T 1-ves [ 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:

3

Day 1: | (D1ANC) (xxxxx) /mm°> (DLANCDT) (mm/ddlyyyy)

Day 2: | (D2ANC) (xxxxx) /mm°> (D2ANCDT) (mm/ddlyyyy)

Day 3: | (D3ANC) (xxxxq) fmm°>  (D3ANCDT) (mnvdd/yyyy)
4. If 'No', record the most recent absolute neutrophil count:(RECNTANC) (XXX%XX) /mm°
5. Date most recent absolute neutrophil count obtained:(RCTANCDT) (mm/dd/yyyy)

Record Chimerism Assay Data for Marrow and/or Blood
Per protocol, if prior chimerism results are equivocal (donor chimerism < 20%), a chimerism assay must be performed at the Day 42 visit.

6. Was a chimerism assay performed during this asse ssment period?(CHIM PERF) [T 1-ves [ 2-No
7. Are prior chimerism results equivocal (donor chimerism < 20%) ?(RESEQUIV) [T 1-ves [ 2-No

Upload source documents for all chimerism results during the assessment period.

Unfractionated:

8. Was a chimerism assay performed on an unfractionated sample during this [ 1-Yes | 2-No
assessment period?(M RWCHIM)
9. Record date specimen collected:(M RWCHIDT) (mm/ddlyyyy)

10. 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

11. Specify other method of evaluation:(MRWM THS P)

12. Record the type of unfractionated sample:(UNFTY P) [~ 1-Blood | 2-Marrow

13. Record unfractionated assay results:(MRWRSLT) 1 - All Host Cells

2 - All Donor Cells
3 - Hostand Donor

14. Record % donor:(MRWPCTD) (xx) %
T Cell (CD3+):
15. Was a chimerism assay performed on a T cell sample during this assessment [ 1-Yes [ 2 -No

period?(TCLCHIM)
16. Record date specimen collected (TCLCHIDT) (mm/dd/yyyy)



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

HLH Reactivation Form - 1204 (HLR)
Web Version: 1.0; 1.00; 10-16-15
Segment (PROTSEG): A

HLH Reactivation Date (HLHRCTDT):

1.

2.

3.

18.

20.

21.

22.

Type of HLH reactivation:(HLRSYSCN) 1 - Systemic
2-CNS
3 - Both
Patient's CSF white blood cell count:(HLRWBCCT) (xx) e
Has the radiol ogist determined that there were MRI 1-Yes
changes suggestive of HLH? (HLRM RICH) 2 h N
-No
3 - Uncertain
4 - Not Evaluated
Indicate patient HLH reactivation criteria:
4. Fever > 38.3°C:(HLRFEVER) [ 1-ves | 2-No
5. Splenomegaly:(HLRSPMEG) [ 1-ves | 2-No
Cytopenias affecting the following lineages in the peripheral blood:
6. Hemoglobin < 9 g/dL:(HLRHEM) [ 1-ves | 2-No
7. Platelets < 100x10%/mL:(HLRPLATE) [ 1-ves [ 2-No
8. Neutrophils < 1x10¥/mL:(HLRNEUT) [ 1-ves [ 2-No
9. Hypertriglyceridemia (fasting, 2 265 mg/dL): [ 1-ves | 2-No
(HLRHTG)
10. Hypofibrinogenemia < 150 mg/dL:(HLRHFG) [~ 1.ves | 2-No
Hemophagocytosis in the following:
11. Bone marrow:(HLRBM) [ 1-ves [ 2-No
12. Spleen:(HLRSPLN) [ 1-ves | 2-No
13. Lymph nodes:(HLRLY MPH) [ 1-ves [ 2-No
14. Liver:(HLRLIVER) [ 1-ves | 2-No
15. Low or absent NK-cell activity:(HLRNKACT) [ 1-ves | 2-No
16. Ferritin > 500 ng/mL:(HLRFERR) " 1-ves [ 2-No
17. Elevated soluble CD25:(HLRCD25) [T 1-ves [ 2-No
Are there other potential contributing causes? [ 1-ves [ 2-No
(HLROTCAU)
19. If 'Yes,' specify other causes:(HLROTCSP)
Record absolute neutrophil count:(HLRANC) (XXXXX) Jmm?® Date obtained:(HLRANCDT) (mm/ddiyyyy)
Record platelet count:(HLRPLAT) (xxxxxx) /mm° Date obtained:(HLRPLTDT) (mvddlyyyy)
Chimerism Assay Data
Unfractionated:
Was a chimerism assay performed on an [ 1-ves | 2-No

unfractionated sample? (HLRTOPRF)
23. Record date specimen collected :(HLRTCHDT) (mm/dd/yyyy)



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- AllHost Cells
2 - All Donor Cells
3 - Host and 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- AllHost Cells
2 - All Donor Cells
3 - Host and 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

Immune Reconstitution (IR1)

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

o g A W N P

© o N

10.

11.

Immune and Hematologic Function

Flow Cytometry

. Date flow cytometry was performed:(FLOWCYDT)
. CD3 absolute count:(CD3AB)

. CD4 absolute count:(CD4AB)

CD8 absolute count:(CD8AB)

. CD19 absolute count:(CD19AB)

. CD16+/56 absolute count:(CD1656AB)

Quantitative Immunoglobulins

. Date sample for quantitative immunoglobulins assay was collected:(QIMGSDT)
. IgA(QIGA)
. IgG:(QIGG)

IgM:(QIG M)

Were immunoglobulin products administered during this assessment period?
(IVIGADMN)

12. Record date of last administration:(IVIGLSDT)

Comments:(IR1ICOM M)

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

(mm/ddlyyyy)
(xxxx) cellsfuL
(xxxx) cellsfuL
(xxxx) cellsfuL
(xxxx) cells/uL

(xxxx) cellsfuL

(mm/ddlyyyy)
(xxx) mg/dL
(xxxx) mg/dL

(xxx) mg/dL

[T 2-No

(mm/ddlyyyy)



Blood and Marrow Transplant Clinical
Trials Network

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

Instructions:

Chronic GVHD Provider Survey (PCG)

Web Version: 1.0; 1.04; 06-16-16

Please score a symptom only if you know or suspect it to be related to chronic GVHD. Subjective symptoms are acceptable. For example, joint tightness can be scored based
on subjective findings despite the absence of objective limitations.

Please score symptoms present in the last week. Even if they may have resolved with treatment in the past week, if they were present recently and may possibly return,

please score them.

1. Date of visit (PCGDATE)

Skin Score

Mouth Score

0

(PCGSKIN) [
No Symptoms

(PCGMOUTH)
[ No Symptoms

1

[ <18% BSA with disease
signs but NO sclerotic features

[ Mild symptoms with
disease signs but not limiting
oral intake significantly

(mm/dd/yyyy)

2

[ 19-50% BSAOR
involvement with superficial
sclerotic features not
hidebound (able to pinch)

[ Moderate symptoms with
signs with partial limitation of
oralintake

3

[ >50% BSA OR deep
sclerotic feats. hidebound OR
impaired mobility, ulceration or
severe pruritis

[ severe symptoms with
disease signs on examination
with major limitation of oral
intake

Gl Tract Score

Eye Score

(PCGGITRC) |
No symptoms

(PCGEYE) |
No symptoms

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

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

[ Symptoms associated with
mild to mod erate weight loss
(5-15%)

[ Moderate dry eye partially
affecting ADL WIT HOUT vision
impairme nt

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

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

Joint and Fascia Score

(PCGJIOINT) |
No symptoms

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

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

[ contracture WITH
significant decrease of ROM
AND significant limitation of
ADL

Genital Tract Score (score even if no
GYN exam; score required for men,

(PCGGNITL) [

[] Symptomatic, mild distinct

[ Symptomatic, distinct signs

[] Symptomatic, advanced

No symptoms

of breath after climbing one
flight of steps)

(shortness of breath after
walking on flat ground)

No symptoms signs on exam and no effecton | on exam and mild dyspareunia | signs, severe pain with coitus
too)(PCGNOEXM) [ NoGYN coitus, minimal discomfort w/ or discomfort w/ GYN exam or inability to insert vaginal
Exam GYN exam spectrum
Lung Score (PCGLUNG) | [ Mild symptoms (shortness | | Moderate symptoms [ severe symptoms

(shortness of breath at rest;
requiring oxygen)

Please rate the severity of this person's chronic GVHD

on this scale

(PCGSEVL) | 1-None

[ 2 mild

[ 3- Moderate

[ 4 - Severe

andonthis | (pcgsev2) | 0-cGvHDsymptomsare | [ ([ | [ | | [ [ [ [T | 10-cGVHD symptoms are most
scale not at all severe 1 2 3 4 5 6 7 8 9 severe possible

Is an erythematous or maculopapular rash present?(PCGRASH) [T 1-ves | 2-No

Does the patient have nausea, vomiting or diarrhea?(PCGVOMIT) [T 1-ves | 2-No

Liver score to be completed using most recent LFTs from within +/- 2 weeks of the assessment






Blood and Marrow Transplant Clinical
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Specimen Acquisition Form - 1204 (S10)
Web Version: 1.0; 1.00; 10-16-15

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

Patient Sam ples for Future Testing - Whole Blood

1. Was a whole blood sample collected for future research?(S10BLD) [T 1-ves [ 2-No
2. Date whole blood sample was collected:(S10BLDDT) (mm/dd/yyyy)

IMPORTANT: Remember to enter the sample into the Global Trace Specimen Tracking System the same day it is collected.

Comments:(S10COM M)



Blood and Marrow Transplant Clinical
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Secondary Graft Failure (SGR)

Web Version: 1.0; 4.01; 01-04-17
Segment (PROTSEG): A

Secondary Graft Fail Date (SGFDATE):

1. Was there a decline in neutrop hil counts to <500/mm® for three consecutive [T 1-ves [ 2-No
measurements on different days after initial ne utrophil engraftme nt?(DECLANC)
2. Record the first three consecutive neutrophil counts and specimen collection dates:
Dayl: (DAY1ANC) o) /mm® ‘ (SGLANCDT) (mm/ddlyyyy)
Day2: (pay2ANC) (o) /mm° | (SG2ANCDT) (mm/dd/yyyy)
Day3: (paysaANC) (o) /mm® ‘ (SG3ANCDT) (mm/ddryyyy)
3. Was growth factor administered following the decline in ne utrophil counts? [T 1-Yes | 2-No
(GIVEGF)
4. Has the percent of donor chimerism decreased to <5% donor?(DONDEC) [T 1-ves | 2-No
5. Record percent donor cell:(PERDONOR) x) %
6. Record date of collection of the sample indicating secondary graft failure: (mm/dd/yyyy)
(TCCHIMDT)

Comments:(SGRCOMM)



Blood and Marrow Transplant Clinical
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Toxicity Form - 1204 (T22)
Web Version: 1.0; 1.01; 12-08-15
Segment (PROTSEG): A
Visit Number (VISNO):

[EN

. Record date of evaluation:(TXYEVLDT) (mm/ddlyyyy)

The Day 0000 Toxicity Form isintended to capture conditioning and infusion-related toxicities. Record the highest grade of toxicity diagnosed. The toxicity
grades are based on the NCI CTCAE Version 4.02.

Record the highest grade of toxicity diagnosed since the previous evaluation. The toxicity grades are based on the NCI CTCAE Version 4.02.

General Disorders
. Fever(TXFEVER)

N

0 - Grades 0-2
3 ->40.0 degrees C (>104.0 degrees F) for < = 24 hours
4 - >40 degrees C (>104.0 degrees F) for >24 hours
5 - Death
|
Immune System Disorders:
3. Alergic reaction:(ALRGCRXN)

0 - Grades 0-2

3 - Prolonged; recurrence of symptoms following initial improvement; hospitalization indicated
4 - Life-threatening consequences; urgent intervention indicated

5 - Death

»

Anaphylaxis:(ANAPHYL X) 0 - No event

3 - Symptomatic bronchospasm; parenteral intervention indicated; allergy-related edema/angioedema
4 - Life-threatening consequences; urgent intervention indicated
5 - Death

Gl Disorders
. Oral mucositis:(ORLMUCOS)

o

0 - Grades 0-2

3 - Severe pain; interfering with oral intake

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

(22}

. Nausea:(TXNAUSEA) 0 - Grades 0-2

3 - Inadequate oral caloric or fluid intake; tube feeding, TPN, or hospitalization indicated

~

. Vomiting:(VOMIT) 0 - Grades 0-2

3 - >=6 episodes [separated by 5 minutes] in 24 hrs; tube feeding, TPN or hospitalization indicated
4 - Life-threatening consequences; urgent intervention indicated
5 - Death

8. Diarrhea:(DIARRHEA) 0 - Grades 0-2
3 - Increase of >=7 stools per day; incontinence; severe increase in ostomy; limiting self care ADL
4 - Life-threatening consequences; urgent intervention indicated
5 - Death
I ——
Renal Disorders
9. Cystitis noninfective :(CYSTNINF)

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




10.

L,

12.

14.

16.

17.

18.

20.

2L,

22.

23.

Acute kidney injury:(ACKIDINJ)

Chronic kidney disease :(CHKIDDIS)

Did the patient receive dialysis? (RCVDIALY)

13. If yes, were laboratory values corrected?(LBVALCOR)

Hemorrhagic Disorders
Hemorrhage:(HEMORRHG)

15. Which organ system was the hemorrhage associated
with?(ORGS YHEM)

Specify other organ system:(ORGS YHSP)

Cardiac Disorders
Hypotension:(HY POTEN)

Hypertension:(HY PERTSN)

Cardiac arrhythmia:(CRDARRHY)

19. Specify arrhythmia:(CRDARRSP)

Myocardial infarction:(M YOCDINF)

Left ventricular systolic dysfunction:(LFVTSY DF)

Pericardial effusion:(PERCRDEF)

Restrictive cardiomyopathy:(RSTCDMYP)

Nervous System Disorders

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 CrC129-15 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

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

0 - Grades 0-2

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

5 - Death

0 - Grades 0-2
3 - Severe, medically significant; medical intervention indicated
4 - Life-threatening consequences; hemodynamic compromise; urgent intervention indicated

5 - Death

0 - Grades 0-2

3 - Severe symptoms; hemodynamically stable; ECG changes consistent with infarction
4 - Life-threatening consequences; hemodynamically unstable

5 - Death

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 - No event

3 - Symptomatic heart failure or other cardiac symptoms, responsive to intervention
4 - Refractory heart failure or other poorly controlled cardiac symptoms

5 - Death




24. Somnolence:(SOMNOLN) 0 - Grades 0-2

3 - Obtundation or Stupor
4 - Life-threatening consequences; urgent intervention indicated
5 - Death

25. Seizure:(TXSEIZR) 0 - Grades 0-2

3 - Multiple seizures despite medical intervention
4 - Life-threatening; prolonged repetitive seizures
5 - Death

26. Neuropathy:(NEURPTHY) 0 - Grades 0-2

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

27. Specify neuropathy type:(NEURTY SP)

1 - Motor
2 - Sensory
3 - Both motor and sensory
|
28. Did the patient experience reversible posterior [T 1-Yes | 2-No
leukoencephalopathy syndrome (RPLS) or posterior
reversible encephalopathy syndrome (PRES)?(T22PRES)
Blood and Lymphatic Disorders
29. Thrombotic thrombocytope nic purpura:(THRMBPUR) 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

Vascular Disorders
30. Capillary leak syndrome:(CAPLKSYN)

0 - Grades 0-2

3 - Severe symptoms; intervention indicated

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

31. Thromboembolic event:(THROMBEV) 0 - Grades 0-2

3 - Thrombosis; medical intervention indicated
4 - Life-threatening; urgent intervention indicated
5 - Death

Musculoskeletal and Connective Tissue Disorders
32. Avascular necrosis:(AVAS CNEC)

0 - Grades 0-2

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

5 - Death

33. Osteoporosis:(OSTEOP OR) 0 - Grades 0-1

2 - BMD t-score <-2.5; loss of height <2 cm; limiting instrumental ADL
3 - Loss of height >/= 2cm; hospitalization indicated; limiting self care ADL

Respiratory, Thoracic and Mediastinal Disorders
34. Hypoxia:(TXHYPXIA)

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

35. Dyspnea(TXDYSPNA) 0 - Grades 0-2

3 - Shortness of breath at rest; limiting self care ADL
4 - Life-threatening consequences; urgent intervention indicated
5 - Death

Metabolism and Nutrition Disorders



. Hyperglyce mia:(HYPRGLY C) 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

Chemistry/Investigations
. Cholesterol:(CHOLESTR)

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

. Triglycerides:(TRIGLYCR) 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

Hepatic Disorders
. ALT:(TXALT)

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

. AST:(TXAST) 0 - Grade 0-2

3->50-20.0xULN
4->20.0xULN

. Bilirubin:(TXBILIRB) 0.- Grades 0-2

3->3.0-10.0x ULN
4->10.0 x ULN

. Alkaline Phosphatase:(TXALKPH) 0 - Grades 0-2

3->5.0-20.0 x ULN
4 ->20.0 ULN

Indicate all clinical signs/symptoms of abnormal liver functioning present during this assessment period:
43. Jaundice:(TXJAUND) [T 2-No

[ 2-No
[~ 2-No

[ 1-Yes

44. Hepatomegaly:(HEPTMGLY) [ 1-vYes

45. Right upper quadrant pain:(RTQUADPN) [ 1-vYes

46. Weight gain (>5%) from baseline:(TXWGHTGN) [ 1-ves | 2-No

Indicate the etiology of the abnormal liver function:

Etiology Biopsy Results Doppler

Ultrasound Results

(fa eIk 1-Yes 1 - Positive 1 - Confirmed
2 -No 2 - Negative 2 - Not Confirmed
(VODETIOL) 3 - Equivocal 3 - Not Done
4 - NotDone | (VODDOPP) |
(VODBIOP)
e OUIE 1-Yes 1 - Positive 1 - Confirmed
2 -No 2 - Negative 2 - Not Confirmed
(GVHETIOL) 3 - Equivocal 3 - Not Done
4 - NotDone | (GVHDOPP)

(cvheior) NG

49. Infection:

1-Yes 1 - Positive 1 - Confirmed
2 -No 2 - Negative 2 - Not Confirmed
anreTioL) (I 3 - Equivocal 3 - NotDone
4 - Not Done (INFDOPP)
(INFBIOP)
50 Other: 1-Yes 1 - Positive 1 - Confirmed
2 -No 2 - Negative 2 - Not Confirmed
©THETIOL) /I 3 - Equivocal 3 - Not Done
|4 - NotDone ' | (OTHDOPP)

(OTHBIOP)




52.

53.

54.

ek,

56.

57.

58.

59;

51. Unk :
nknown 1 -Yes

2 -No
(unkeTioL) [N

Specify other etiology:(OTHETSP)

N/A

Stem Cell Infusional Toxicity (Within 24 Hours of Infusion)

Allergic reaction/hypersensitivity:(T22ALRGY)

Cardiac arrhythmia:(T22CARDC)

Hypertension:(T22HYPRT)

Hypotension:(T22HY POT)

Fever:(T22FEVER)

Rigors, chills:(T22RIGOR)

Vomiting: (T22VOMIT)

Hypoxia:(T22HYPOX)

Comments:(T22COMM)

0 - Grades 0-2

3 - Symptomatic Bronchospasm, with or without Urticaria; Parenteral Med(s) Indicated
4 - Anaphylaxis

5 - Death

0 - Grades 0-2

3 - Incompletely Controlled Medically, or Controlled with Device (e.g., Pacemaker)

4 - Life-Threatening; Disabling (e .g., Arrhythmia Associated with CHF, Syncope, Shock)
5 - Death

0 - Grades 0-2
3 - Requiring More than One Drug or More Intensive Therapy than Previously

4 - Life-Threatening Consequences (e.g., Hypertensive Crisis)
5 - Death

0 - Grades 0-2

3 - Sustained (>/=24 hrs) Therapy, Resolves w/o Persisting Physiologic Consequences
4 - Shock (e.g., Acidemia; Impairment of Vital Organ Function)

5 - Death

0 - Grades 0-1

2 ->39.0-40.0C (102.3-104.0F)
3->40C (>104.0F) for <24 hrs
4 ->40C (>104.0F) for >24 hrs
5 - Death

0 - Grades 0-2
3 - Severe or Prolonged, not Responsive to Narcotics

0 - Grades 0-1

2 - 2-5 Episodes in 24 hrs; IV Fluids Indicated <24 hrs

3 - >/=6 Episodes in 24 hrs; IV Fluids, or TPN Indicated >/=24 hrs
4 - Life-Threatening Consequences

5 - Death

0 - Grades 0-2
3 - Decreased Oxygen Saturation at Rest; Continuous Oxygen Indicated
4 - Life-Threatening; Intubation or Ventilation Indicated

5 - Death



Blood and Marrow Transplant Clinical
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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 patient weight on day of transplant:(PTWGTTB) (xxx.x) kg

4. Record the total nucleated cell (TNC) count of the infused product:(TNCCTINF) (xxxxx) x108

5. Record the CD34" cell count of the infused product:(CDCNTINF) (XXXX.XX) X 106
6. Record the patient's pre-transplant CMV antibody (IgG) status:(CM VSTAT) [ 1-Posive | 2 - Negative

Comments:(COMMTXP1)



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
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12040 (ENR)

HLH & Related Disorders Enrollment Form - Segment O

Please verify this patient is to be enrolled on the BMT CTN 1204 trial prior to completing the form below.

1. Patient's date of birth:(HIBRTHDT)
2. Date BMT CTN 1204 informed consent form signed:(HICNSTDT)

3. Patient's donor type:(HIDNRTYP)

4. If related, is the donor an identical twin of the recipient?(HIDNTWIN)

Comments:(HICOMM )

04/03/1978 (mm/ddlyyyy)
(mm/dd/yyyy)

1 - Related Sibling Donor
2 - Related Non-Sibling Donor
3 - Unrelated Donor

[T 1-Yes [ 2-No

Web Version: 1.0; 1.02; 10-16-15
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HLH HLA Form - Page 1 (HI1)
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)

Recipient HLA Typing

Upload HLA-typing source documents. Be sure to remove patient identifiers prior to uploading.

HLA-A
Typing method:(HLAAMET) 1- DNA Technology
2 - Serology
Antigens/alleles provided:(HLAANUM) 1-0One
2 - Two
Ist:  (HLAA11X) (HLAA12X) / (HLAA13X) / (HLAA14X) /
(HLAA15X) (HLAA16X) / (HLAA17X) / (HLAA18X) /
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
1stt (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
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2 - Serology
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HLH HLA Form - Page 2 (HI2)
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

Donor HLA Typing

Upload HLA-typing source documents. Be sure to remove patient identifiers prior to uploading.

HLA-A
Typing method :(HLAAMET) 1 - DNA Technology
2 - Serology
Antigens/alleles provided:(HLAANUM) 1 -One
2-Two
Ist:  (HLAA11X) (HLAA12X) / (HLAA13X) / (HLAAL4X) /
(HLAA15X) (HLAA16X) / (HLAA17X) / (HLAA18X) /
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 :(HLACM ET) 1 - DNA Technology
2 - Serology
Antigens/alleles provided:(HLACNUM ) 1-One
2 - Two
Ist:  (HLAC11X) (HLAC12X) / (HLAC13X) / (HLAC14X) /

(HLAC15X) (HLAC16X) / (HLAC17X) / (HLAC18X) /



1 - DNA Technology
2 - Serology

0/6
1/6
2/6
3/6
4/6
*Additional Options Listed Below
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