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

Re-Admission/Hospitalization Form (ADM)
Web Version: 1.0; 4.07; 05-24-16
Segment (PROTSEG):
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) 1 - Contributory | 2 - Noncontributory

—

Seizure:(REASSZR) 1 - Contributory | 2 - Noncontributory

Bleeding/hemorrhage (REASGIBL)

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) 1 - Contributory [ 5. Noncontributory

101 T

Other:(REASOTHR)
Specify other:(ADM 2SPEC)

°

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):
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):
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):
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):
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):
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; 8.00; 01-28-16
Segment (PROTSEG):
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):
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):
Visit Number (VISNO):

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

Comments:(CIDCOMM)



Blood and Marrow Transplant Clinical
Trials Network

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

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

6. Race:(RACE)

Specify race:(RACESP)

7. Secondary Race:(RACE2)

Specify secondary race:(RACE2SP)

Comments:(DEMCOMM 1)

Demographics (DEM)

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

1- Hispanic or Latino

2- Not Hispanic or Latino
8- Unknown

9- Not Answered

White

10 - White (Not Otherwise Specified)

11 - European (Not Otherwise Specified)
13 - Mediterranean

14 - White North American

*Additional Options Listed Below

White

10 - White (Not Otherwise Specified)

11 - European (Not Otherwise Specified)
13 - Mediterranean

14 - White North American

*Additional Options Listed Below

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






Blood and Marrow Transplant Clinical
Trials Network

Death Form (DTH)
Web Version: 1.0; 4.16; 05-20-16

1. Record date of death:(DTHDT) (mm/dd lyyyy)

2. Was an autopsy performed ?2(AUTPERF) [T 1-Yes [ 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

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

EQ-5D Survey (EQ5)
Web Version: 1.0; 1.03; 12-08-15
Segment (PROTSEG):
Visit Number (VISNO):

Date of Assessment:(EQ5ASTDT) (mm/ddlyyyy)

Please indicate which statements best describe your own health state today.

[

 Mobility(EQSMBTLY) 01 - | have no problems in walking about

02 - | have some problems in walking about
03 - I am confined to bed
88 - Not answered

N

- Self-Care(EQSSLFCR) 01 - | have no problems with self-care

02 - | have some problems washing or dressing myself
03 - | am unable to wash or dress myself
88 - Not answered

w

. Usual Activities (e.g. work, study, housework, family, or leisure activities)

(EQBACTIV) 01 - I have no problems with performing my usual activities

02 - | have some problems with performing my usual activities
03 - | am unable to perform my usual activities
88 - Not answered

»

Pain/Discomfor(EQSPAIND) 01 - I have no pain or discomfort

02 - | have moderate pain or discomfort
03 - | have extreme pain or discomfort
88 - Not answered

3 A DRSSO (EQRANDIE) 01 - I am not anxious or depressed

02 - | am moderately anxious or depressed
03 - | am extremely anxious or depressed
88 - Not answered

To help people say how good or bad a health state is, we have drawn ascale (rather like athermometer) on which the best state you can imagine is marked
100 and the worst state you can imagine is marked 0. We would like you to indicate on this scale how good or bad your own health is today, in your opinion.
Please do this by drawing a line from the box below to whichever point on the scale indicates how good or bad your health state is today.

(o2}

. Indicate the number that corresponds to the point on the scale where the line is (XXX)
drawn:(EQ5HTHST)

Comments:(EQ5COM M)

© 1998 EuroQol Group. EQ-5D™ is atrade mark of the EuroQol Group



Blood and Marrow Transplant Clinical
Trials Network

0901A (ENR)

Web Version: 1.0; 8.01; 10-16-15

RIC vs MAC in MDS/AML Enrollment Form - Segment A

1. Record the proposed start date of the conditioning regimen:(MRCRSTDT)

2. Declared Reduced Intensity Conditioning (RIC) regimen:(MRCRRIC)

3. Declared RIC GVHD prophylaxis regimen:(MRGVHRIC)

If other, specify:(MRGVOTHR)

4. Declared Myeloablative Conditioning (MAC) regimen:(MRCRM AC)

5. Declared MAC GVHD prophylaxis regime n:(M RGVHMAC)

If other, specify:(MRGVOTHM)

6. Will antithymo cyte globulin (T hymoglobulin or ATGAM) be used as part of the
conditioning regimen?(MRATGCR)

Inclusion Criteria

7. Record the patient's primary diagnosis:(MRPRIMDX)

8. If MDS, record WHO classification at diagnosis:(M RM DSWHO)

9. If AML, record WHO classification at diagnosis:(M RAMLWHO)

10. Date bone marrow asse ssment was performed:(M RBMEVDT)

11. Does the patient have <5% myeloblasts in the bone marrow?(MRBM MYEL)

(mm/ddAyyyy)

1 - Fludarabine/Busulfan (Flu/Bu)
2 - Fludarabine/Melphalan (Flu/Mel)

1 - Tacrolimus/Methotrexate

2 - Sirolimus/Tacrolimus

3 - Tacrolimus/MMF

4 - Cyclosporine/MMF

5 - Cyclosporine/Methotrexate
*Additional Options Listed Below

1 - Busulfan/Fludarabine (Bu/Flu)
2 - Busulfan/Cyclophosphamide (Bu/Cy)
3 - Cyclophosphamide/T otal Body lrradiation (Cy/TBI)

1 - Tacrolimus/Methotrexate
2 - Sirolimus/Tacrolimus

3 - Tacrolimus/MMF

4 - Cyclosporine/MMF

5 - Cyclosporine/Methotrexate

*Additional Options Listed Below

[ 1-ves [ 2-No

1 - Myelodysplastic Syndrome
2 - Acute Myelogenous Leukemia

1 - Refractory Anemia

2 - Refractory Anemia with Ringed Sideroblasts

3 - Refractory Cytopenia with Multilineage Dysplasia

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

*Additional Options Listed Below

1 - Acute myeloid leukemia with recurrent cytogenetic abnormalities
2 - Acute myeloid leukemia with multilineage dysplasia
3 - Acute myeloid leukemia and myelodysplastic syndromes, therapy related

4 - Acute myeloid leukemia, not otherwise categorized

(mm/dd/lyyyy)
[T 1-Yes | 2-No

If the last bone marrow assessment was done more than 30 days (AML or high grade MDS) or 50 days (low grade MDS) prior to conditioning, this assessment must be

repeated before starting conditioning.

12. Date peripheral blood assessment was performed:(M RPBPDT)

13. Were there myeloblasts in the peripheral blood?(M RPBMOR)

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



14.

19.

20.

27.
28.
72,

32,

33:
34.
35.

36.

37.

40.
41.
42.

Has the patient received treatment of their MDS or AML prior to transplantation?
(MRPRIOTX)

15. Has the patient received conventional cytotoxic chemotherapy?(MRCYCHEM) [~ 1. ves

16. If yes, record the start date of the most recently administered conventional
cytotoxic che motherapy regimen:(MRCYTODT)

17. Has the patient received treatment with a hypomethylating agent or other
noncytotoxic chemotherapy?(M RNCYCHE)

18. If yes, record the completion date of treatment with a hypomethylating
agent or other noncytotoxic chemotherapy:(MRNOCYDT)

Does the patient have an HCT-Specific Comorbidity Index Score (HCT-CI) <
42(MRHCTCI)

Record left ventricular ejection fraction at rest:(M RRS TLVE)

[ 1-ves [ 2-No
[ 2-No
(mm/dd/lyyyy)
[ 1-ves | 2-no
(mm/dd/yyyy)
[ 1-ves [ 2-nNo
(xxx) % Date ejection fraction performed:(M RLVEFDT)
(mm/ddlyyyy)

Most Recent Value |

ULN at Your Institution Date Sample Obtained

21. Bilirubin (mg/dL): | (MRBILIRV) (xx.x) | (MRBILULN) (xxx) (MRBILIDT) (mm/ddlyyyy)
22. ALT (Units/L): | (MRALTRV) (30¢X) | (MRALTULN) (xxx) (MRALTDT) (mm/dd/yyyy)
23. AST (Units/L): | (MRASTRYV) (XxXX) | (MRASTULN) (xxx) (MRASTDT) (mm/dd/yyyy)
24, Creatinine Clearance (mL/min): | (MRCCLRRV) (XxX) (MRCCLRDT) (mm/ddfyyyy)
| Most Recent Value Corrected for He moglobin Date Sample Obtained
25 DLCO: | (MRDLCORY) %) % (MRDLCODT) (mm/ddyyyy)
26. FEVL: | (MRFEVRV) (XxX) % (MRFEVDT) (mmidd fyyyy)
Exclusion Criteria
Has the patient had a prior allograft or autograft?(MRPRALLO) [ 1-Yes | 2-No
Does the patient currently have leukemia involvement in the CNS?(M RCURBL) [ 1-Yes | 2-No
Does the patient have a history of leukemic blasts previously detected in the [ 1-Yes | 2-No
cerebral spinal fluid? (MRHISTBL)
30. Was leukemia involvement in the CNS cleared within 4 weeks of enrollment? [~ 1_ves | 2-nNo
(MRCLRBL)
31. Date of lumbar puncture:(MRLPDT) (mmi/ddlyyyy)

Record patient's Karnofsky performance score:(MRPRFSCL)

Does the patient have symptomatic coronary artery disease 2(MRSYMCAD)
Is the patient receiving supplementary continuous oxygen?(MRSUPP O2)

Does the patient have a current uncontrolled bacterial, viral, or fungal infection
(currently taking medication with evidence of progression of clinical symptoms)?
(MRVFBACI)

Is the patient seropositive for the human immunodeficiency virus (HIV)?
(MRHIVPST)

Does the patient have a history of any malignant diseases other than basal cell
carcinoma or cervical carcinoma in situ?(M RPRIM AL)

38. For malignancy treated with curative intent < 5 years ago, date approved by
Study Chair or Protocol Officer:(MRMALDT)

39. Was the malignancy treated with curative intent >5 years previously?
(MRCURMAL)

Is the patient pregnant (positive B-HCG) or breastfeeding?(M RPRGNT)
Is the patient pregnant (positive B-HCG) or breastfeeding?(M RPRGNT)

Is the patient willing to use contrace ptive techniques during and for 12 months
following treatment?(M RM FCONT)

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

[T 1-Yes [ 2-No

[T 1-Yes | 2-No

[ 1-Yes | 2-No

[ 1-Yes [ 2-No

1-Yes

2 - Yes, Approved by Study Chair or Protocol Officer

3-No

|
(mm/dd/yyyy)

[1-Yes | 2-No

[ 1-ves [ 2-No [ 3 - Not Applicable

[T 1-Yes [ 2-Nno [ 3 - Not Applicable

[ 1-ves [ 2-No

Consent for Use of Biological Samples for Research



1-Yes
2 - Yes, Approved by Study Chair or Protocol Officer
3-No







Blood and Marrow Transplant Clinical
Trials Network

Follow Up Status Form - 0901 (F10)

Segment (PROTSEG):
Visit Number (VISNO):

[EN

N

»

(22}

[oe]

10.

12.

14.

16.
17.

19.

21.

. Date of last contact:(FLOLSCTD)

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

(mm/ddlyyyy)

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

. Has the patient died?(FI0PTDTH)

3. Date of patient death:(FLODTHDT)

Has the patient relapsed? (FLOPTRLP)

5. Date of relapse:(FIORLPDT)

[T 1-ves [ 2-No

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

[T1-ves [ 2-No

If Yes, a Relapse Form must be submitted.
(mm/ddlyyyy)

Any therapy to treat relapsed disease, including DLI or withdrawal of immunosuppressive therapy will be considered evidence of relapse regardless of whether the criteria

describedin Section 3.2 of the protocol are met.

. Has the patient re ceived non-protocol AML or MDS therapy?(F10NP TAM)

7. If Yes, date of initiation of non-protocol AML or MDS therapy:(FLONPDT)

. Has immunosuppressive therapy been withdrawn to treat relapsed disease ?

(F1OWDIM M)

9. Date of withdrawal fromimmunosuppressive therapy:(F10IMM DT)

Was a donor leukocyte infusion (DLI) given to treat relapsed disease?(F10DL)

11. Date of DLI(F10DLIDT)

Has the patient e xperienced secondary gratft failure?(F10PTSGF)

13. Date of secondary graft failure:(F10S GFDT)

Has the patient experienced any new, clinically significant infections?(F10P TINF)

15. Date of infection:(F10INFDT)

Has the patient been hospitalized (other than for transplant)?(F10 PTHSP)
Has the patient been hospitalize d?(F10PTHSP)

18. Date of hospitalization:(F10HSP DT)

Has the patient e xperienced any Unexpected, Grade 3-5 Adverse Events?
(F1OPTSAE)

20. Date of onset of Unexpected, Grade 3-5 Adverse Event:(FI0SAEDT)

Has the patient received a non-protocol specified transplant?(F1ONPTXP)

22. Date of non-protocol specified transplant:(FLONPTDT)

Comments:(FLOCMNTS)

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

If Yes, a Relapse Form must be submitted.

(mm/ddlyyyy)

[T 1-ves I 2-No

If Yes, a Relapse Form must be submitted.
(mm/ddlyyyy)

[ 1-ves [ 2-No

If Yes, a Secondary Graft Failure Form must be submitted.
(mm/ddlyyyy)

[T 1-ves [ 2-No

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

[T 1-ves [ 2-No

[T 1-ves [ 2-No

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

[T 1-Yes [ 2-No

If Yes, an Unexpected, Grade 3 - 5 Adverse Event Form must be submitted.
(mm/ddlyyyy)

[ 2-No
(mm/ddlyyyy)

[ 1-Yes



Blood and Marrow Transplant Clinical
Trials Network

FACT-BMT (Version 4) (FCT)
Web Version: 1.0; 3.05; 10-16-15

Segment (PROTSEG):
Visit Number (VISNO):

INSTRUCTIONS: This survey asks for your views aboutyour health. This information will help keep track of how you feel and how well you are able to do
your usual activities. Answer each question by selecting the best choice. If you are unsure about how to answer a questions, please give the best answer
you can.

Date of Evaluation:(FACTDATE) (mm/dd/yyyy)

Physical Well-Being
. Ihave a lack of energy(LCKENRG)

[

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

N

. Ihave nausea(NAUSEA) 0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

w

. Because of my physical condition, | have trouble meeting the needs of my

family(FMLYNEED) 0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

»

Ihave pain(PAIN) 0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

o

. lam bothered by the side effects of treatment(SIDEFFCT) 0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

o

. Ifeel ill(FEELILL) 0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

=

. lam forced to spend time in bed(TIM INBED) 0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below




0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall
1 - A little bit
2 - Somewhat
3 - Quite a bit
4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below




0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 - Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall
1 - A little bit
2 - Somewhat
3 - Quite a bit
4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below




0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 - Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall
1 - A little bit
2 - Somewhat
3 - Quite a bit
4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below




0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 - Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below




0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 - Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below

0 - Notatall

1 - A little bit

2 - Somewhat

3 - Quite a bit

4 -Very much

*Additional Options Listed Below







Blood and Marrow Transplant Clinical
Trials Network

Global QOL Baseline Form (GBL)

Segment (PROTSEG):
Visit Number (VISNO):

Date of Assessment:(GBLASMDT)

Please tell us about yourself

1. What is your marital status? (GBLMTLST)

Other, please specify:(GBLMTLSP)

2. What is your current work status? (Check all that apply.)
In school:(GBLWKEDU)

Working full time:(GBLWKFT)

Working part time:(GBLWKPT)
Homemaker:(GBLWKHM)
Disabled:(GBLWKDIS)

On medical leave from work:(GBLWKLV)
Unemployed, looking for work:(GBLWKUNL)
Unemployed, not looking for work:(GBLWKUNN)
Retired :(GBLWKRET)

Other:(GBLWRKSP)

Other, please specify:(GBLOTHSP)

3. Which category best describes your usual occupation? If you are not currently
employed, which category best describes your LAST job? (GBLOCCUP)

Other, please describe:(GBLJOBSP)

4. What is the highest grade of school you have completed?(GBLEDU)

5. What was your approximate annual family income in the year prior to your
diagnosis?(GBLINCO M)

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

(mm/ddlyyyy)

1 - Married/Living with partner

2 - Single, Never married

3 - Divorced, Separated

4 - Widowed

5 - Other, specify

*Additional Options Listed Below

1-Yes | 2-No
1-Yes | 2-No
1-Yes | 2-No
1-Yes | 2-No
1-Yes | 2-No
1-Yes | 2-No
1-Yes | 2-No
1-Yes | 2-No
1-Yes r2—No

ENENEN e .

1-Yes [ 2-No

1 - Professional, technical (teacher/professor, nurse, lawyer, physician, engineer)

2 - Manager, administrator, or proprietor (sales manager, real estate agent, postmater)
3 - Clerical (secretary, clerk, mail carrier)

4 - Sales (salesperson, demonstrator, agent, broker)

5 - Service (police, cook, hairdresser)

*Additional Options Listed Below

1 - Grade school

2 - Some high school

3 - High school graduate

4 - Some college

5 - College graduate

*Additional Options Listed Below

1 - Under $15,000

2-$15,000 - $24,999
3-$25,000 - $49,999

4 -$50,000 - $74,999
5-$75,000 - $99,999
*Additional Options Listed Below




1 - Normal, no difficulties with daily activities

2 - Able to carry on normal activities, minor problems

3 - Normal activity with effort

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

1 - Excellent

2 - Very Good

3 - Good

4 - Fair

5 - Poor

*Additional Options Listed Below







Blood and Marrow Transplant Clinical
Trials Network

Global QOL Follow-Up Form (GFU)

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

Date of Assessment:(GFUASM DT) (mm/ddlyyyy)

Please tell us about yourself

1. Which statement describes how you feel most of the time:(GFUFEEL) 1 - Normal, no difficulties with daily activities

2 - Able to carry on normal activities, minor problems

3 - Normal activity with effort

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

2. Ingeneral, would you say your health is:(GFUHLTH) 1 - Excellent

2 - Very Good

3 - Good

4 - Fair

5 - Poor

*Additional Options Listed Below

3. On ascale of 0 to 100, with zero being death and one-hundred being perfect
health, which number would you say best describes your state of health over the
pasttwo weeks?(GFUSCALE)

(xxx)

4. Overall, how would you rate the severity of your chronic graft-versus-host

disease?(GFUCGVHD) 1-None

2 - Mild

3 - Moderate

4 - Severe

88 - Not Answered

Comments:(GFUCOM M)






Blood and Marrow Transplant Clinical
Trials Network

Acute GVHD Form (GVH)
Web Version: 1.0; 10.12; 06-16-16

Segment (PROTSEG):
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):
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

Immune Reconstitution Form - 0901 (IMC)
Web Version: 1.0; 2.00; 10-16-15
Segment (PROTSEG):
Visit Number (VISNO):

Start of Assessment Period:(IMCSTDT) (mm/ddlyyyy)

End of Assessment Period:(IM CENDT) (mm/ddlyyyy)

Flow Cytometry

[

. Date flow cytometry was performed:(IMCFCY DT)

(mm/dd/yyyy)

2. White blood cell count:(IMCWBCC) (xxxxxx) fuL
3. Percent lymphocyte of CD45+ cells:(IMCLYM PH) (xxx) %

4. CD3:(IMC3CT) (xxxx) cells/uL
5. CD4:(IMCA4CT) (xxxx) cells/uL
6. CD8:(IMC8CT) (xxxx) cells/uL
7. CD19:(IMC19CT) (xxxx) cells/uL
8. CD56+:(IMC56CT) (xxxx) cells/uL

Comments:(IMCCOM M)



Blood and Marrow Transplant Clinical
Trials Network

Infection Form (INF)

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

INFECTION |
1. Type of infection:(INFTYPO1)

2. Organism|:(ORGNO01)

If other specify:(INFSPEC1)

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

4. Severity of infection:(SVRTYO01)

INFECTION Il
5. Type of infection:(INFTYP02)

6. Organism I[l:(ORGNO02)

If other specify:(INFSPEC2)

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

8. Severity of infection:(SVRTY02)

INFECTION IlI

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

B - Bacteria
V - Viral

F - Fungal

P - Protozoal
O - Other

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

B03 - Alcaligenes xylosoxidans

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

*Additional Options Listed Below

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

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

B - Bacteria

V - Viral

F - Fungal

P - Protozoal
O - Other

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

B03 - Alcaligenes xylosoxidans

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

*Additional Options Listed Below

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

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



B - Bacteria
V - Viral

F - Fungal

P - Protozoal
O - Other

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

B03 - Alcaligenes xylosoxidans

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

*Additional Options Listed Below

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

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

abacavir (Ziagen)

acyclovir (Zovirax)

albendazole (Albenza)

amantadine (Symmetrel, Symadine)
amikacin (Amikin)

*Additional Options Listed Below

abacavir (Ziagen)

acyclovir (Zovirax)

albendazole (Albenza)

amantadine (Symmetrel, Symadine)
amikacin (Amikin)

*Additional Options Listed Below

abacavir (Ziagen)

acyclovir (Zovirax)

albendazole (Albenza)

amantadine (Symmetrel, Symadine)
amikacin (Amikin)

*Additional Options Listed Below
















Blood and Marrow Transplant Clinical
Trials Network

MAC Conditioning Regimen Form - 0901 (MCR)
Web Version: 1.0; 4.01; 12-08-15

Segment (PROTSEG):
Visit Number (VISNO):

1. Was a bone marrow assessment repeated?(MCBM AR) [T 1-ves | 2-No
2. Date repeat bone marrow assessment performed:(M CBMRDT) (mm/ddiyyyy)
3. Did the repeat bone marrow assessment indicate < 5% myeloblasts? [T 1-Yes [ 2-No
(MCBM5MB)
4. Was a peripheral blood assessment repe ated?(MCPBAR) [T 1-Yes | 2-No
5. Date of repeat peripheral blood assessment:(MCPBRDT) (mm/ddyyyy)
6. Were there leukemic myeloblasts in the peripheral blood on morphologic [ 1-ves | 2-No
analysis?(MCPBLMB)
If arepeat bone marrow assessment revealed = 5% myeloblasts or morphologic analysis of the peripheral blood revealed leukemic myeloblasts, a Relapse form is
required.
7. Record the patient's Body Surface Area (BSA):(MCBSA) (XXX) m2
8. Record the date the BSA was obtained:(M CBSADT) (mm/ddiyyyy)
9. Record the patient's weight used to calculate dose:(MCPTWT) (xxx) kg
10. Record the date the weight was obtained:(M CP TWDT) (mm/ddiyyyy)
11. Record the conditioning regimen that the patient re ceived:(M CCONRG) 1 - Busulfan/Fludarabine (Bu/Flu)

2 - Busulfan/Cyclophosphamide (Bu/Cy)
3 - Cyclophosphamide/TBI (Cy/TBI)
4 - Other

12. Record the dose and date of Bu/Flu administration:

Busulfan Dose Date Given
Dose 1: | (vcBU11D) (xxx) mg (MCBU11DT) (mm/dd/yyyy)
Dose 2: | (wcBU12D) (xxx) mg (MCBU12DT) (mm/dd/yyyy)
Dose 3: | (McBU13D) (xxx) mg (MCBU13DT) (mm/dd/yyyy)
Dose 4: | (\mcBU14D) (xxx) mg (MCBU14DT) (mm/dd/yyyy)
‘ Fludarabine Dose Date Given
Dose 1: | (\vcFL11D) (xxX) mg (MCFL11DT) (mm/ddlyyyy)
Dose 2: ‘ (MCFL12D) (xxX) mg (MCFL12DT) (mm/ddiyyyy)
Dose 3: ’ (MCFL13D) (xxx) mg (MCFL13DT) (mm/dd/yyyy)
Dose 4: ‘ (MCFL14D) (xxx) mg (MCFL14DT) (mm/ddlyyyy)

13. Record the dose and date of Bu/Cy administration:

‘ Busulfan Dose Date Given
Dose 1! | (vcBU21D) (xxx) mg (MCBU21DT) (mm/ddlyyyy)
Dose 2: | (vcBU22D) (xxx) mg (MCBU22DT) (mm/ddlyyyy)
Dose 3: | (McBU23D) (xxx) mg (MCBU23DT) (mm/ddyyyy)
Dose 4: | (vcBU24D) (xxx) mg (MCBU24DT) (mm/ddyyyy)




‘ Cyclophosphamide Dose | Date Given
Dose 1: ‘ (MCCY11D) (Xxxxx) mg ‘ (MCCY11DT) (mm/ddiyyyy)
Dose 2: ’ (MCCY12D) (Xxxxx) mg | (MCCY12DT) (mm/ddyyyy)
14. Record the dose and date of Cy/TBI administration:
‘ TBI Dose | Date Given
Dose 1: | \cTBI1D) (xxxx) cGy | (MCTBI1DT) (mm/ddlyyyy)
Dose 2: | (vcTBI2D) (xxxx) cGy | (MCTBI2DT) (mm/dd/yyyy)
Dose 3: | (vcTBI3D) (xxxx) cGy | (MCTBI3DT) (mm/dd/yyyy)
Dose 4: | (McTBI4D) (xxxx) cGy | (MCTBI4DT) (mm/ddiyyyy)
‘ Cyclophosphamide Dose | Date Given
Dose 1: ‘ (MCCY21D) (Xxxxx) mg | (MCCY21DT) (mm/ddyyyy)
Dose 2: ’ (MCCY22D) (xxXxxx) mg | (MCCY22DT) (mm/ddlyyyy)

15. Record the dose and date of the other conditioning regimen administration:

All agents and doses should be recorded. If the same agent is administered on more than one day, each date and dose should be recorded.

Agent Date Other Agent Specify Other Agent Total Dose Unit
1. (MCR1DT) (MCLAGENT) (MC10THER) (MC1DOSE) (MCLUNIT)
(mm/dd 1 - Busulfan (00x) (11 - mg
yyyy) 2 - Fludarabine 2 - cGy
3 - Cyclophosphamide I
4 - Melphalan
5 - Thymoglobulin (rabbit)
*Additional Options Listed Below
2. (MCR2DT) (MC2AGENT) (MC20THER) (MC2DO SE) (MC2UNIT)
(mm/dd 1 - Busulfan (xx) |11 - mg
yyyy) 2 - Fludarabine 2 - cGy
3 - Cyclophosphamide .
4 - Melphalan
5 - Thymoglobulin (rabbit)
*Additional Options Listed Below
3. (MCR3DT) (MC3AGENT) (MC30THER) (MC3DOSE) (MC3UNIT)
(mm/dd | |1 - Busulfan (xxxx) |11 - mg
yyyy) 2 - Fludarabine 2 - cGy
3 - Cyclophosphamide I
4 - Melphalan
5 - Thymoglobulin (rabbit)
*Additional Options Listed Below
4, (MCR4DT) (MC4AGENT) (MC40OTHER) (M C4DO SE) (MCA4UNIT)
(mm/dd | |1 - Busulfan (xxxxx) |1 - mg
yyyy) 2 - Fludarabine 2 - cGy
3 - Cyclophosphamide ]
4 - Melphalan
5 - Thymoglobulin (rabbit)
*Additional Options Listed Below
5. (MCR5DT) (MC5AGENT) (MC50THER) (MC5DOSE) (MC5UNIT)
(mm/dd 1 - Busulfan (o0ox) |11 - mg
yyyy) 2 - Fludarabine 2 - cGy
3 - Cyclophosphamide I
4 - Melphalan
5 - Thymoglobulin (rabbit)
*Additional Options Listed Below




1-Busufn
|
3 - Cyclophosphamide

4 - Melphalan

5 - Thymoglobulin (rabbit)
*Additional Options Listed Below

1 - Busulfan

2 - Fludarabine

3 - Cyclophosphamide

4 - Melphalan

5 - Thymoglobulin (rabbit)
*Additional Options Listed Below

1 Busifan
T
3 - Cyclophosphamide

4 - Melphalan

5 - Thymoglobulin (rabbit)
*Additional Options Listed Below

1 - Busulfan

2 - Fludarabine

3 - Cyclophosphamide

4 - Melphalan

5 - Thymoglobulin (rabbit)
*Additional Options Listed Below

1 - Thymoglobulin (rabbit)
2 - ATGAM (horse)







Blood and Marrow Transplant Clinical
Trials Network

M.D. Anderson Symptom Inventory (MDA)
Web Version: 1.0; 3.04; 10-16-15

Segment (PROTSEG):
Visit Number (VISNO):

Date M.D. Anderson Symptom Inventory was completed by the patient: (mm/ddlyyyy)
(MDACOMDT)

Date M.D. Anderson Symptom Inventory was completed by the patient: (mm/dd/yyyy)
(MDACOMDT)

Is the patient = 18 years old?(MDA180LD) [T 1-ves [ 2-No

If no, please indicate if the form was completed by the patient or the patient's [~ 1-patient | 2-Guardian

guardian:(MDAP AREN)

Part I. How severe are the reported symptoms?
Complete the following questions regarding the patient's symptoms within 24 hours. Please rate the symptoms on a scale of 0 (not present) to 10 (as bad as imaginable).

1. Pain at its worst?(M DAPAIN)

BWON=O

*Additional Options Listed Below

2. Fatigue at its worst?(MDAFATIG)

AWN=O ‘

*

Additional Options Listed Below

3. Nausea at its worst?(MDANAUSE)

AWN=O ‘

*Additional Options Listed Below

4. Disturbed sleep at its worst?(MDASLE EP)

AWN=O ‘

*Additional Options Listed Below

5. Feelings of being distressed at its worst?(MDADISTR)

AWN=O ‘

*Additional Options Listed Below

6. Shortness of breath at its worst?(M DASOB)

AWN=O ‘

*Additional Options Listed Below



Additional Options Listed Below

Additional Options Listed Below

Additional Options Listed Below

Additional Options Listed Below

Additional Options Listed Below

Additional Options Listed Below

Additional Options Listed Below

Additional Options Listed Below

Additional Options Listed Below




Additional Options Listed Below

Additional Options Listed Below

Additional Options Listed Below

Additional Options Listed Below







Blood and Marrow Transplant Clinical
Trials Network

Occupational Functioning Items (OFX)

Segment (PROTSEG):
Visit Number (VISNO):

Date of assessment:(OFXASTDT)

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

(mm/dd/yyyy)

The nextset of questions has to do with your working ata job orin the home.

1. Which of the following best describes your current job status?(OFXJOBST)

N

. What kind of work do youdo at the present time? (Include work done inthe
home.)(OFXTY WRK)

w

. At the present time, how many hours do you work each week for which you are
paid?(OFXHRSWK)

How many for which you are not paid?(OFXNOTPD)

»

Have you attempted to work/go to school but found that you weren't able
t0? (OFXATTWK)

(If yes) What prevents you from working/going to school at the present
time?(OFXPVTWK)

o

. Is your work/school work as important to you now as it was before your
diagnosis?(0 FXIM PWK)

[22]

. Have you changed your goals concerning your work/education as a result of
your diagnosis?(O FXGOALS)

Comments:(OFXCOMM)

1 - Employed outside the home, full-time
2 - Employed outside the home, part-time
3 - Homemaker

4 - Retired

5 - Unemployed, looking for work
*Additional Options Listed Below

(xxxx) paid hours

(xxxx) unpaid hours

[T 1-Yes [ 2-No [ 88-NotAnswered

1 - More important
2 - About the same importance
3 - Less important
88 - Not Answered

1 - My goals haven't changed

2 - My goals have changed slightly

3 - My goals have changed quite a bit
4 - My goals have changed completely
88 - Not Answered






Blood and Marrow Transplant Clinical
Trials Network

RIC Conditioning Regimen Form - 0901 (RCR)
Web Version: 1.0; 4.02; 12-08-15

Segment (PROTSEG):
Visit Number (VISNO):

1. Was a bone marrow assessment repeated?(RCBMAR) [ 1-Yes | 2-No
2. Date repeat bone marrow assessment performed:(RCBMRDT) (mm/ddAyryyy)
3. Did the repeat bone marrow assessment indicate < 5% myeloblasts? [T 1-Yes | 2-No
(RCBM5MB)
4. Was a peripheral blood assessment repeate d?(RCPBAR) [T 1-Yes | 2-No
5. Date of repeat peripheral blood assessment:(RCPBRDT) (mmidd/yyyy)
6. Were there leukemic myeloblasts in the peripheral blood on morphologic [ 1-Yes | 2-nNo
analysis?(RCPBLM B)
If arepeat bone marrow assessment revealed = 5% myeloblasts or morphologic analysis of the peripheral blood revealed leukemic myeloblasts, a Relapse form is
required.
7. Record the patient's Body Surface Area (BSA):(RCBSA) (xXX) m2
8. Record the date the BSA was obtained :(RCBSADT) (mm/ddAyyyy)
9. Record the patient's weight used to calculate the dose:(RCPTWT) (xxx) kg
10. Record the date the weight was obtained:(RCPTWDT) (mmi/ddAryyy)
11. Record the conditioning regimen that the patient re ceived:(RCCONRG) 1 - Fludarabine/Busulfan (Flu/Bu)
2 - Fludarabine/Melphalan (Flu/Mel)
3 - Other

12. Record the dose and date of Flu/Bu administration:

Fludarabine Dose Date Given
Dose 1: | (RCFL11D) (xx) mg | (RCFL11DT) (mm/ddAyyy)
Dose 2: | (RCFL12D) (xxx) mg | (RCFL12DT) (mm/dd/yyyy)
Dose 3: | (RCFL13D) (xx) mg | (RCFL13DT) (mm/ddfyyyy)
Dose 4: | (RCFL14D) (xxx) mg | (RCFL14DT) (mm/ddAyyyy)
Dose 5 | (RCFL15D) (xx) mg | (RCFL15DT) (mm/ddAyyyy)
‘ Busulfan Dose ‘ Date Given
Dose 1: | (RcBUID) (xxx) mg | (RCBUD1DT) (mm/dd/yyyy)
Dose 2: ‘(RCBUZD) (xx) mg ‘(RCBUDZDT) (mm/dd/yyyy)

13. Record the dose and date of Flu/Mel administration:

‘ Fludarabine Dose ‘ Date Given
Dose 1 [\ RcHL21D) (xx) mg | (RCFL21DT) (mm/ddyyyy)
Dose 2: | (RcFL22D) (xx) mg | (RCFL22DT) (mm/ddAyyyy)
Dose 3: | (RCFL23D) (xx) mg | (RCFL23DT) (mm/dd/yyyy)
Dose 4: | (RCFL24D) (xx) mg | (RCFL24DT) (mm/ddAyyyy)
‘ Melphalan Dose ‘ Date Given

Dose: ‘(RCMELD) (xxx) mg ‘(RCMELDT) (mm/dd/yyyy)



14. Record the dose and date of the other conditioning regimen administration:

All agents and doses should be recorded. If the same agent is administered on more than one day, each date and dose should be recorded.

Agent Date Other Agent Specify Other Agent Total Dose Unit
L, (RC1DT) (RC1AGENT) (RC10THSP) (RC1DOSE) (RC1UNIT)
(mm/dd/yyyy) 1 - Busulfan (o) |1 -mg
2 - Fludarabine 2 - cGy
3 - Cyclophosphamide I
4 - Melphalan
5 - Thymoglobulin (rabbit)
*Additional Options Listed Below
2. (RC2DT) (RC2AGENT) (RC20THSP) (RC2DOSE) (RC2UNIT)
(mm/dd/yyyy) 1 - Busulfan CoxxX) |1 _mg
2 - Fludarabine 2 - cGy
3 - Cyclophosphamide I
4 - Melphalan
5 - Thymoglobulin (rabbit)
*Additional Options Listed Below
3. (RC3DT) (RC3AGENT) (RC3OTHSP) (RC3DOSE) (RC3UNIT)
(mm/dd/yyyy) 1 - Busulfan (oxxx) 1 -mg
2 - Fludarabine 2 - cGy
3 - Cyclophosphamide I
4 - Melphalan
5 - Thymoglobulin (rabbit)
*Additional Options Listed Below
4, (RCADT) (RC4AGENT) (RC40THSP) (RC4DOSE) (RCAUNIT)
(mm/dd/yyyy) 1 - Busulfan (000 |1 -mg
2 - Fludarabine 2 - cGy
3 - Cyclophosphamide [
4 - Melphalan
5 - Thymoglobulin (rabbit)
*Additional Options Listed Below
5. (RC5DT) (RC5AGENT) (RC50THSP) (RC5DO SE) (RC5UNIT)
(mm/dd/yyyy) 1 - Busulfan (oxxX) |1 -mg
2 - Fludarabine 2 - cGy
3 - Cyclophosphamide I
4 - Melphalan
5 - Thymoglobulin (rabbit)
*Additional Options Listed Below
6. (RCEDT) (RCB6AGENT) (RC60THSP) (RC6DOSE) (RCBUNIT)
(mm/dd/yyyy) 1 - Busulfan (oxxx) 11 - mg
2 - Fludarabine 2 - cGy
3 - Cyclophosphamide I
4 - Melphalan
5 - Thymoglobulin (rabbit)
*Additional Options Listed Below
7. (RC7DT) (RC7AGENT) (RC7OTHSP) (RC7DO SE) (RC7UNIT)
(mm/dd/yyyy) 1 - Busulfan (oxxX) |1 -mg
2 - Fludarabine 2 - cGy
3 - Cyclophosphamide ]
4 - Melphalan
5 - Thymoglobulin (rabbit)
*Additional Options Listed Below
8. (RC8DT) (RCBAGENT) (RCBOTHSP) (RC8DOSE) (RCBUNIT)
(mm/dd/yyyy) (XXXXX) 1-mg
2 - cGy




1 - Busulfan

2 - Fludarabine

3 - Cyclophosphamide

4 - Melphalan

5 - Thymoglobulin (rabbit)
*Additional Options Listed Below

1 - Busulfan

2 - Fludarabine

3 - Cyclophosphamide

4 - Melphalan

5 - Thymoglobulin (rabbit)
*Additional Options Listed Below

1 - ng/mL
2 - umol*min

[ [

1 - Thymoglobulin (rabbit)
2 - ATGAM (horse)







Blood and Marrow Transplant Clinical
Trials Network

Relapse Form - 0901 (RPS)
Web Version: 1.0; 2.00; 10-16-15

Disease (RELDIS):

[

o

oo

10.

14.

Date of Relapse:(RPSRELDT) (mm/dd/yyyy)

Acute Leukemia

Institution of any therapy to treat relapsed disease, including withdrawal of immunosuppressive therapy or DLI, will be considered evidence of relapse regardless of
whether the criteria below are met.

. Were leukemic blasts documented in the blood or bone marrow after [T 1-Yes | 2-No

transplantation?(RP SLBL)
If yes, indicate the following:

2. Type of sample:(RP STYPE) [T 1-Blood [ 2-Bone Marrow
3. Date blasts documented:(RPSP DT) (mm/dd/yyyy)
4. % leukemic blasts documented:(RPSPR) (xxx) %
. Was cytoge netic testing done?(RPSCYT) [T 1-ves I 2-No
6. Date of cytogenetic testing:(RPSCYDT) (mm/dd/yyyy)
7. Have pre-transplant cytogenetic abnormalities reappeared ?(RPSCYTAB) [T 1-Yes | 2-No
. Was leukemia detected at an extramedullary site?(RP SEXTR) [T 1-Yes | 2-No
9. Indicate date disease first detected:(RPSEXDT) (mm/dd/yyyy)

Myelodysplastic Syndrome (MDS)

Institution of any therapy to treat relapsed disease, including withdrawal of immunosuppressive therapy or DLI, will be considered evidence of relapse regardless of
whether the criteria below are met.

Have pre-transplant morphologic abnormalities reappeared in a bone marrow [T 1-Yes [ 2-No
specimen? (RP SMDABN)
If yes, indicate the following:
11. Date specimen obtained:(RPSM D1DT) (mm/dd/yyyy)
12. Have the abnormalities reappeared on a second bone marrow specimen? [T 1-ves | 2-No
(RPSM D2AB)
13. Indicate date second specimen obtained:(RPSMD2DT) (mm/ddlyyyy)
Was cytoge netic testing done?(RPSCYTO) [T 1-ves [ 2-No
15. Date of cytogenetic testing:(RPSCYTDT) (mm/ddlyyyy)
16. Have pre-transplant cytogenetic abnormalities reappeared ?(RPSMD1CY) [T 1-ves I 2-No
If yes, indicate the following:
17. Date of cytogenetic analysis:(RPSMC1DT) (mm/dd/yyyy)
18. Number of metaphases analyzed:(RP SMD1MA) (xxX)
19. Number of metaphases exhibiting pre-transplant cytoge netic abnormalitie s: (XxX)
(RPSM 1ABN)
20. Have pre-transplant cytogenetic abnormalities reappeared on a second [T 1-ves I 2-No
analysis?(RPSM D2CY)
If yes, indicate the following:
21. Date of second cytogenetic analysis:(RPSMC2DT) (mmiddlyyyy)
22. Number of metaphases analyzed on second analysis:(RPSM D2MA) (xxx)
23. Number of metaphases exhibiting pre-transplant cytoge netic abnormalities (xxx)

on second analysis:(RPSM2ABN)
Comments:(RPSCOMM)






Blood and Marrow Transplant Clinical
Trials Network

Specimen Acquisition Form - 0901 (SA6)
Web Version: 1.0; 2.00; 10-16-15
Segment (PROTSEG):
Visit Number (VISNO):

Future Research Studies

1. Was a sample for future research collected?(SA6FRS) [ 1-ves | 2-No

Date sample was collected:(SA6FRSDT) (mm/ddiyyyy)
Blood Samples for Busulfan Pharmacokinetics

2. Were Busulfan Pharmacokinetic samples collected?(SA6BPKCL) [ 1-ves | 2-No
Bu PK Sample Date of Collection Time of Collection
Sample 1: (SA6B1DT) (mm/ddlyyyy) | (SA6BITM) (hh:mm)
Sample 2: (SA6B2DT) (mmiddlyyyy) | (SA6B2TM) (hh:mm)
Sample 3: (SA6B3DT) (mmiddlyyyy) | (SA6B3TM) (hh:mm)
Sample 4: (SA6B4ADT) (mmiddlyyyy) | (SA6BATM) (hh:mm)
Sample 5: (SA6B5DT) (mmiddlyyyy) | (SA6B5TM) (hh:mm)
Sample 6: (SA6BEDT) (mm/ddlyyyy) | (SA6BETM) (hh:mm)
Sample 7: (SA6B7DT) (mm/ddyyyy) | (SABB7TM) (hh:mm)
Sample 8: (SA6BSDT) (mmiddlyyyy) | (SABBSTM) (hh:mm)
Sample 9: (SA6BODT) (mmiddlyyyy) | (SABBITM) (hh:mm)
Sample 10: (SA6B10DT) (mm/ddlyyyy) | (SABB10TM) (hh:mm)

Comments:(SA6COM M)



Blood and Marrow Transplant Clinical
Trials Network

SF36 Quality of Life (SFH)

Web Version: 1.0; 3.06; 12-08-15
Segment (PROTSEG):
Visit Number (VISNO):

INSTRUCTIONS: This survey asks for your views aboutyour health. This information will help keep track of how you feel and how well you are able to do

your usual activities. Answer each question by selecting the best choice. If you are unsure about how to answer a question, please give the best answer you
can.

Date of Evaluation:(SF36DATE) (mm/dd/yyyy)

[

. In general, would you say your health is:(GENHLTH) 1 - Excellent

2 - Very Good

3 - Good

4 - Fair

5 - Poor

*Additional Options Listed Below

N

. Compared to one year ago, how would you rate your health in general R
now?(COM PARE) 1 - Much better now than one year ago

2 - Somewhat better now than one year ago
3 - About the same as one year ago

4 - Somewhat worse than one year ago

5 - Much worse than one year ago
*Additional Options Listed Below

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

Activities Amount of Limitation

a. Vigorous activities, such as running, lifting

heavy objects, participating in strenuous sports 1-Yes, limited a lot

2 - Yes, limited a little
3 - No, not limited at all
9 - Subject did not complete

(VIGOROUS)
b. Moderate activities, such aslmoving a tgble, 1 - Yes. limited a lot
pushing a vacuum cleaner, bowling, or playing golf i N
2 - Yes, limited a litle
3 - No, notlimited at all
9 - Subject did not complete
(MODERATE)

c. Lifting or carrying groceries

1 - Yes, limited a lot

2 - Yes, limited a little

3 - No, notlimited at all

9 - Subject did not complete

(LIFTING)
d. Climbing several flights of stairs 1 - Yes, limited a lot
2 - Yes, limited a litle
3 - No, not limited at all
9 - Subject did not complete
(CLINBSEV)

e. Climbing one flight of stairs 1 - Yes, limited a lot

2 - Yes, limited a little

3 - No, not limited at all

9 - Subject did not complete
(CLIMBONE)



f. Bending, kneeling, or stooping

1 - Yes, limited a lot

2 - Yes, limited a little

3 - No, not limited at all

9 - Subject did not complete

(BENDING)

g. Walking more than one mile

1 - Yes, limited a lot

2 - Yes, limited a little

3 - No, notlimited at all

9 - Subject did not complete

(WALKMILE)

h. Walking several hundred yards 1-Yes, limited @ lot

2 - Yes, limited a little
3 - No, not limited at all

9 - Subject did not complete
(WALK SBLK)

i. Walking one hundred yards 1 - Yes, limited a lot

2 - Yes, limited a little
3 - No, not limited at all
9 - Subject did not complete

(WALK 1BLK)

j. Bathing or dressing yourself

1 - Yes, limited a lot

2 - Yes, limited a litile

3 - No, not limited at all

9 - Subject did not complete

(BATHING)

4. During the past 4 weeks, have you had any of the following problems with your work or other regular daily activities as aresult of your physical health?

a. Cutdown on the amount of time you (cUTDOWN) [ 1-ves | 2-No [ 9- Subjectdid not complete
spent on work or other activities

b. Accomplished less than youwould like (accompL) | 1-Yes [ 2-No [ 9-subjectdid not complete

c. Were limited in the kind of work or wMmeD) I 1-Yes [ 2-No [ 9- Subject did not complete
other activities

d. Haddifficulty performing the work or other (pirrpERF) | 1-Yes | 2-No | 9- Subjectdid not complete
activities (for example, it took e xtra e ffort)

5. During the past 4 weeks, have you had any of the following problems with your work or other regular daily activities as aresult of any emotional problems? (such as feeling
depressed or anxious)

a. Cutdown on the amount of time you

(EMOCUT) [T 1-vyes [ 2-n0 [ o- Subject did not complete
spend on work or other activities

b. Accomplished less than youwould like (EMoacc) | 1-ves | 2-No [ 9-Subjectdidnotcomplete

c. Did work or other activities less carefully than usual (EMOLESS) " 1-ves | 2-No | o9- Subject did not complete

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

a. Cutdown on the amount of time you

spent on work or other activities 1- All of the time

2 - Most of the time

3 - Some of the time

4 - A little of the time

5 - None of the time

*Additional Options Listed Below
(CUTTIME)

b. Ac lished | th Id lik .
complished less than you would like 1 - All of the time

2 - Most of the time

3 - Some of the time

4 - A litle of the time

5 - None of the time

*Additional Options Listed Below
(LESSACC)



c. Were limited in the kind of work or .
other activities 1 - All of the time

2 - Most of the time

3 - Some of the time

4 - A little of the time

5 - None of the time

*Additional Options Listed Below
(WORKLMT)

d. Had difficulty performing the work or other .
activities (for example, it took e xtra e ffort) 1-Allofthe hmg
2 - Most of the time

3 - Some of the time
4 - A litle of the time
5 - None of the time
*Additional Options Listed Below

(PRFMDIFF)

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

a. Cutdown on the amount of time you

spent on work or other activities 1- All of the ime
2 - Most of the time

3 - Some of the time
4 - A little of the time
5 - None of the time
*Additional Options Listed Below

(ECUTTIME)

b. Accomplished less than you would like 1 - All of the time

2 - Most of the time

3 - Some of the time

4 - A litle of the time

5 - None of the time

*Additional Options Listed Below
(ELESSACC)

. Did k th tivities | fully th, | .
c. Did work or other activities less carefully than usua 1 - All of the time

2 - Most of the time

3 - Some of the time

4 - A litle of the time

5 - None of the time

*Additional Options Listed Below

(ECARELES)

8. During the past 4 weeks, to what extent has your physical health or emotional

problems interfered with your normal social activities with family, friends, 1- N(?t atall
neighbors, or groups?(INTERFER) 2 - Slightly
3 - Moderately
4 - Quite a bit

5 - Extremely
*Additional Options Listed Below

9. How much bodily pain have you had during the past 4 weeks?(BODYPAIN) 1 - None

2 -Very mild

3 - Mild

4 - Moderate

5 - Severe

*Additional Options Listed Below

10. During the past 4 weeks, how much did pain interfere with your normal work? 1 - Not atall
(including both work outside the home and housework)(WO RK PAIN) 2 _ A fitle bit
- Ittle DI

3 - Moderately

4 - Quite a bit

5 - Extremely

*Additional Options Listed Below

11. These questions are about how you feel and how things have been with you during the past 4 weeks. For each question, please give the one answer that comes closest to
the way you have been feeling. How much of the time during the past 4 weeks:



a. Didyou feel full of pep?

b. Have you beena very
nervous person?

c. Have youfelt so down
in the dumps that nothing
could cheer you up?

d. Have you felt calm
and peaceful?

e. Didyou have a lot
of energy?

f. Have you felt
downhearted and blue?

g. Didyou feel worn out?

h. Have you beena
happy person?

Did you feel tired?

1 - All of the time

2 - Most of the time

3 - A good bit of the time

4 - Some of the time

5 - A little of the time

*Additional Options Listed Below

(FULLPEP)

1 - All of the time

2 - Most of the time

3 - A good bit of the time

4 - Some of the time

5 - A little of the time

*Additional Options Listed Below

(NERVOUS)

1 - All of the time

2 - Most of the time

3 - A good bit of the time

4 - Some of the time

5 - A little of the time

*Additional Options Listed Below

(DUMPS)

(CALM)

1 - All of the time

2 - Most of the time

3 - A good bit of the time

4 - Some of the time

5 - A little of the time

*Additional Options Listed Below

1 - All of the time

2 - Most of the time

3 - A good bit of the time

4 - Some of the time

5 - A litle of the time

*Additional Options Listed Below

(LOTSNRG)

(BLUE)

(WORNOUT)

(HAPPY)

(TIRED)

1 - All of the time

2 - Most of the time

3 - A good bit of the time

4 - Some of the time

5 - A little of the time

*Additional Options Listed Below

1 - All of the time

2 - Most of the ime

3 - A good bit of the time

4 - Some of the time

5 - A litile of the time

*Additional Options Listed Below

1 - All of the ime

2 - Most of the time

3 - A good bit of the time

4 - Some of the time

5 - A litle of the time

*Additional Options Listed Below

1 - All of the ime

2 - Most of the time

3 - A good bit of the time

4 - Some of the time

5 - A litle of the time

*Additional Options Listed Below




. ’ -
j. Did you feel full of life? 1 - All of the time

2 - Most of the time
3 - Some of the time
4 - A litfle of the time
5 - None of the time
*Additional Options Listed Below
ruLLuire) I

k. Have youbeen very nervous?

1 - All of the time

2 - Most of the time

3 - Some of the time

4 - A little of the time

5 - None of the time

*Additional Options Listed Below

(FEELNERV)

I. Have you felt sodown .

in the dur):lps that nothing 1- Allof the tlm.e

could cheer you up? 2 - Most of the time
3 - Some of the time
4 - A little of the time
5 - None of the time

*Additional Options Listed Below

(FEELDOWN)

m. Have you felt calm

and peaceful? 1 - All of the time

2 - Most of the time

3 - Some of the time
4 - A litle of the time
5 - None of the time

*Additional Options Listed Below
(FEELCALM)

n. Didyou have a lot i
of energy? 1 - All of the time

2 - Most of the time

3 - Some of the time
4 - A little of the time
5 - None of the time

*Additional Options Listed Below
(FLENERGY)

0. Have you felt downhearted

and depressed? 1 - All of the time

2 - Most of the time

3 - Some of the time

4 - A little of the time

5 - None of the time

*Additional Options Listed Below

(FEELDEPR)

p. Didyou feel worn out?

1 - All of the time

2 - Most of the time

3 - Some of the time

4 - A little of the time

5 - None of the time

*Additional Options Listed Below

(FEELWORN)

? .
g. Have you been happy? 1 - All of the time

2 - Most of the time

3 - Some of the time
4 - A litfle of the time
5 - None of the time

*Additional Options Listed Below
(FEELHAP)

i ired? .
r. Did you feel tired? 1 - All of the time

2 - Most of the time

3 - Some of the time
4 - A little of the time
5 - None of the time

*Additional Options Listed Below
(FEELTIR)



1 - All of the time

2 - Most of the time

3 - A good bit of the time

4 - Some of the time

5 - A little of the time

*Additional Options Listed Below

1 - All of the time

2 - Most of the time

3 - Some of the time

4 - A litle of the time

5 - None of the time

*Additional Options Listed Below

1 - Definitely true

2 - Mostly true

3 - Don't know

4 - Mostly false

5 - Definitely false

*Additional Options Listed Below

1 - Definitely true

2 - Mostly true

3 - Don't know

4 - Mostly false

5 - Definitely false

*Additional Options Listed Below

1 - Definitely true
2 - Mostly true

3 - Don't know

4 - Mostly false

5 - Definitely false
*Additional Options Listed Below

1 - Definitely true

2 - Mostly true

3 - Don't know

4 - Mostly false

5 - Definitely false

*Additional Options Listed Below







Blood and Marrow Transplant Clinical
Trials Network

Secondary Graft Failure Form (SGF)

Segment (PROTSEG):

N

w

- Was there a decline in neutrophil counts to <500/mm? for three consecutive [T 1-ves [ 2-No

measurements on different days after initial ne utrophil engraftment?(DECANC)

. Record the first three consecutive neutrophil counts and specimen collection dates:

Dayl: (ANCLSGF) (xx<) /mm° | (ANC1SGDT) (mm/ddlyyyy)
Day2: (ANC2SGF) (o) /mm° | (ANC2SGDT) (mm/dd/yyyy)
Day 3: (ANC3SGF) (XXx) /mm° (ANC3SGDT) (mm/dd/yyyy)
. Was growth factor administered following the decline in ne utrophil counts? [T 1-ves | 2-No
(GFGIVEN)
4. Did the neutrophil count respond to growth factor therapy?(RSP NDGF) [T 1-ves I 2-No

Comments:(SGFCOMM)

Web Version: 1.0; 3.02; 10-16-15



Blood and Marrow Transplant Clinical
Trials Network

Toxicity Form - 0901 (T19)
Web Version: 1.0; 2.01; 12-08-15
Segment (PROTSEG):
Visit Number (VISNO):

1. Record date of evaluation:(TXYEVLDT) (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)

0 - Grades 0-2

3 - Severe pain; interfering with oral intake

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

Renal Disorders
3. 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

4. Acute kidney injury:(ACKIDINJ) 0 - Grades 0-2

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

5. Chronic kidney disease :(CHKIDDIS) 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
|
6. Did the patient receive dialysis? (RCVDIALY) [ 1-ves I 2-No
7. If yes, were laboratory values corrected?(LBVALCOR) [ 1-ves [ 2-No

Hemorrhagic Disorders

8. Hemorrhage:(HEMORRHG) 0 - Grades 0-2

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

9. Which organ system was the hemorrhage associated

with2(ORGSY HEM) 1-CNS

2 - Gastrointestinal
3 - Genitourinary
4 - Pulmonary, Upper Respiratory

5 - Other
|
Specify other organ system:(ORGSY HSP)
Cardiac Disorders
10. Cardiac arrhythmia:(CRDARRHY) 0 - Grades 0-2

3 - Severe, medically significant; medical intervention indicated
4 - Life-threatening consequences; hemodynamic compromise; urgent intervention indicated
5 - Death

11. Specify arrhythmia:(CRDARRSP)



12.

13.

14.

15.

16.

1

-

18.

19.

20.

2

[y

2

N

23.

Left ventricular systolic dysfunction:(LFVTSY DF)

Nervous System Disorders
Somnolence:(SOMNOLN)

Seizure:(TXSEIZR)

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

Vascular Disorders
Hypotension:(HY POTEN)

. Capillary leak syndrome:(CAPLKSYN)

Respiratory, Thoracic and Mediastinal Disorders
Hypoxia:(TXHYPXIA)

Dyspnea:(TXDYSPNA)

Hepatic Disorders
ALT:(TXALT)

. AST:(TXAST)

. Bilirubin:(TXBILIRB)

Akaline Phosphatase:(TXALKPH)

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 - 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
5 - Death

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

0 - Grades 0-2

3 - Severe symptoms; intervention indicated

4 - Life-threatening consequences; 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

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->50-20.0xULN
4->200xULN

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

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

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

Indicate all clinical signs/symptoms of abnormal liver functioning present during this assessment period:



NN
NN

1 - Positive 1 - Confirmed

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

4 - NotDone

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

1 - Positive 1 - Confirmed

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

4 - Not Done

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; 16.00; 06-22-16
Segment (PROTSEG):

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. [JUBMID for this patient (if available):(T_IUBM ID)

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






Blood and Marrow Transplant Clinical
Trials Network

09010 (ENR)
Web Version: 1.0; 3.00; 10-16-15

RIC vs MAC in MDS/AML Enrollment Form - Segment 0

Please verify this patient is to be enrolled on the BMT CTN 0901 trial prior to completing the form below.

1. Patient's date of birth:(MRPATBDT) 12/07/1977 (mm/ddfyyyy)

2. Date BMT CTN 0901 informed consent form signed:(MRCONSDT) (mm/ddAyyyy)

3. Record patients donor type (M RDNRLTD) [ 1-Related Donor [ 2 - Unrelated Donor
a. If related, is the donor anidentical twin of the recipient?(M RTWIN) [ 1-Yes | 2-No

Comments:(MROCOMM)



Blood and Marrow Transplant Clinical
Trials Network

Regimen Intensity HLA (Page 1) (RH1)
Web Version: 1.0; 2.02; 10-16-15
Segment (PROTSEG): 0
Visit Number (VISNO):

HLA Typing

Type of HLA Match required by this protocol:(HTIMATCH)

1 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 -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







Blood and Marrow Transplant Clinical
Trials Network

Regimen Intensity HLA (Page 2) (RH2)
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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

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) / (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
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: (1 Ac21x) (HLAC22X) / (HLAC23X) / (HLAC24X) /



*Additional Options Listed Below
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