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-mive | 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:(REASG VHD) 1 - Contributory | 2 - Noncontributory

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

o

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

o

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

@

. Fever:(REASFVR) 1 - Contributory | 2 - Noncontributory

—

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

Bleeding/hemorrhage (REASGIBL)

@l

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 ftreatment:(REASPROC) 1 - Contributory [ 5. Noncontributory

°

T hrombosis/thrombus/embolism:(REASTRMB) 1 - Contributory [ 5. Noncontributory

101 11 1

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):

[E

. Report activation status:(AVSTATUS)

If Other, specify reason for deactivation:(AESPEC1)

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

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/dd/yyyy)

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 be low.

(SESUM M)
4. Initial submitter :(SEISUBBY) Name: Date:(SEISUBDT) (mm/dd
1yyyy)
5. Authorized submitter:(SEASUBBY) Name Date:(SEASUBDT) (mm/dd

1yyyy) n



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) [T 1-Yes | 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

(CONMEDG)

(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}
=

(CMBINDIC)

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)

(CM 15INDI)

1 - Treatment of adverse event

©
o
=
=
I}
=

(CONMED16)

(CONMED17)

(CONMED18)

(CM16STDT)

(CM17STDT)

(CM18STDT)

(CM16SPDT)

(CM17SPDT)

(CM18SPDT)

(CM16DOSE)

(CM17DOSE)

(CM18DOSE)

(CM 16INDI)

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) [T 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) (ADL1INORG) (ADL1PRVL) (ADL1PCD)
’(ADLTSTZ) (ADL2CD) (ADL2RES) (ADL2NORG) (ADL2PRVL) (ADL2PCD)
‘(AD LTST3) ‘(ADLSC D) (ADL3RES) (ADL3NORG) (ADL3PRVL) (ADL3PCD)
‘(AD LTST4) (ADLACD) (ADL4RES) (ADL4NORG) (ADL4PRVL) (ADL4PCD)
‘(AD LTST5) (ADL5CD) (ADL5RES) (ADL5NORG) (ADL5PRVL) (ADL5PCD)
‘(ADLTSTG) (ADL6CD) (ADL6RES) (ADL6NORG) (ADL6PRVL) (ADL6PCD)
‘(ADLTST7) (ADL7CD) (ADL7RES) (ADL7NORG) (ADL7PRVL) (ADL7PCD)
(ADLTSTS8) (ADL8CD) (ADLBRES) (ADL8NORG) (ADL8PRVL) (ADL8PCD)
‘(ADLTSTQ) ‘(ADLQCD) (ADL9RES) (ADL9NORG) (ADL9PRVL) (ADL9PCD)

‘(ADLTSTlo) (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)

2. 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-nNo

4. Do you recommend the patient be withdrawn from further protocol therapy? [T 1-Yes | 2-nNo
(AMWITHDR)

5. Is the review complete?(AM RE VDNE) [ 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):

[N

. Start of assessment period:(DTPRVAST) (mm/dd/yyyy)

N

. 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
I
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) (mm/dd/yyyy) ﬁ
7. Was prophylaxis for GVHD given during this assessment 1 -Yes
period?(PROPHIMM ) h
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. Maximumoverall 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
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)



15. Mini K fsky/Lansky S t fi 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 Spentin 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) U/L
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 Ry - |

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-Yes | 2-No

c. Sclerodermatous:(RASHSCLR) [T 1-Yes | 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):(DIARHEA1L)

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



38. Contractures:(CONTRCTR) 0 - No Symptoms

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

39. Myositis:(M YOSITIS) [ 1-Yes [ 2-No

Hematologic

40. Eosinophilia:(EO SINPHL) [T 1-ves [ 2-No
Other

41. Serositis (SEROSITS) [T 1-ves [ 2-No

42. Fascitis:(FASCITIS) [T1-ves [ 2-No

43. Was there other organ involvement?(ORGNOTHR) [ 1-vYes | 2-No

Specify other organ:(ORGSPEC)

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. (BIOTYPL) (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)

S

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 3 - Equivocal
4 - Lower Gl Biopsy
5 - Liver Biopsy
*Additional Options Listed Below




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)

=

. Sirolimus (Rapamycin):(THRPY SIR)

. Etretinate:(THRPYETR)

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

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




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)

o

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 discontinued?(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

1. Record date of death:(DTHDT)

2. Was an autopsy performed ?2(AUTPERF)

Death Form (DTH)

(mm/ddfyyyy)
[T 1-Yes [ 2-No

Web Version: 1.0; 4.16; 05-20-16

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)

Specify other:(DTHSPEC1)

4. Secondary cause of death:(SCNDCZ1)

Specify other:(DTHSPEC?2)

5. Secondary cause of death:(SCNDCZ2)

Specify other:(DTHSPEC3)

6. Secondary cause of death:(SCNDCZ3)

Specify other:(DTHSP EC4)

7. Secondary cause of death:(SCNDCZ4)

Specify other:(DTHSPEC5)

Comments:(DTCMMNTS)

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

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

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

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

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



http:1Recor.Etne4Sdeconar.5Sdeconar.6Sdeconar.7Sdeconar.Sp




Blood and Marrow Transplant Clinical
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0301A (ENR)
Web Version: 1.0; 6.00; 10-16-15

1. Record date patient informed consent form was signe d:(CNSNAADT) (mm/dd/yyyy)
2. Patient's birthdate:(PTBRAADT) 09/20/1976 (mm/dd/yyyy)
3. Record the proposed start date of conditioning:(CONDAADT) (mm/dd/yyyy)

Patient Inclusion Criteria

4. Does the patient meet the protocol criteria for diagnosis of severe aplasticanemia [~ 1 _.ves | 2-No
(SAA)?(SAACRIT)

5. Does the patient have isolated hyperbilirubinemia due to Gilbert's Syndrome? [T 1-ves | 2-No
(HYPERBIL)

6. Record the type of fraction test performed:(FRACTYAA)

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

7. Record the left ventricular ejection fraction:(EJCTAAFT) (xxx) % Date ejection fraction performed:(EJCTAADT)
(mm/dd/yyyy)

8. Record the shortening fraction at rest.(SHORTAFT) (xxx) % Date shortening fraction performed:(SHORTADT)
(mm/dd/yyyy)

| Most Recent Value | ULN For Your Institution Date of Assessment

9. Serum Total Bilirubin: | (ToTBILAA) (xx) mgldL ‘ (BILULAA) (x.X) mgldL (BILIAADT) (mm/ddlyyyy)

10. ALT: | (ALTAA) (xxx) Units/L | (ALTLULAA) (xx) Units/L (ALT1AADT) (mm/ddlyyyy)

11. AST: | (ASTAA) (xxx) Units/L | (ASTLULAA) (xxx) Units/L (AST1AADT) (mm/ddlyyyy)

12. Serum Creatinine: | (SERCREAA) (x.x) mg/dL | (SCULNAA) (xx) mg/dL  (SCAADT) (mm/dd fyyyy)

13. Were Pulmonary Function Tests performed? (PFTAA) [T1-ves [ 2-No

If PFT's were not performed, then an O2 saturation must be obtained.

| Most Recent Value Corrected for Hemoglobin ‘ Date of Assessment
14. DLCO: ‘ (DLCOAA) (xxx) % of predicted value | (DLCOAADT) (mm/dd/yyyy)
15. FEVL: ‘ (FEV1AA) (xxx) % of predicted value | (FEVIAADT) (mm/dd/yyyy)
16. FVC: | (FVCAA) (xxx) % of predicted value ‘ (FVCAADT) (mm/ddlyyyy)
17. O2 saturation on room air:(OXSATAA) (xxx) % Date O 2 saturation was obtained:(OXSATDT)
(mm/dd/yyyy)

Patient Exclusion Criteria

18. Does the patient have clonal cytogenetic abnormalities on marrow examination? [~ 1 _.yes | 2-No
(CLONABN)

19. Does the patient have Fanconi anemia based on diepoxybutane (DEB) or [T 1-ves | 2-No
comparable testing on marrow examination?(FANANEM I)

20. Does the patient have other "congenital" aplastic anemia such as: Diamond- [T 1-ves [ 2-No
Blackfan; Shwachman-Diamond, congenital amegakaryocytosis?(CO NG AA)

21. Does the patient have symptomatic or uncontrolled cardiac failure or coronary [T 1-ves | 2-No
artery disease ?(CARFAILU)

22. Performance status scale used to evaluate patient (Lansky for patients < 16 years [ 1 - Karnofsky [ o. Lansky
old; Karnofsky for patient > 16):( KARLANAA)



34

36

. Record patient's performance status?(PSAA)

. Does the patient have an uncontrolled viral, bacterial or fungal infection?
(VIRBCAA)

. Is the patient seropositive for the human immunodefinciency virus (HIV)?
(HIVPOSAA)

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

. Does the patient have a presence of large accumulation of ascites or pleural
effusions?(ASCAA)

. Does the patient have a severe life threatening allergy or intolerance to ATG or

cyclosporineftacrolimus?(ATCYTRIN)

. Will Alemtuzumab (Campath-1H) or other investigational agents be used as an
alternative agent for GVHD prophylaxis?(ALEM GVHD)

. Is the patient enrolled in a phase | study? (PHASE1AA)

. Has the patient had a prior allogeneic marrow or stem cell transplant?
(PRALSTCT)

. Does the patient have a history of any malignant disease that was treated with

curative intent <5 years ago (other than SAA, resected basal cell carcinoma, or

treated carcinoma in situ)? (MALIGAA)

33. Date approved by study chair/medical monitor(MMCADT)

. Was an anti-donor lymphocyte crossmatch performed 2(POSADLYM)
35. Result of crossmatch:(SCPOSADL)
HLA Typing

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

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

Antigens/alleles provided:(RHLAANUM)

Ist  (RHLAA11X) (RHLAA12X) /
(RHLAA15X) (RHLAA16X) /
2nd:  (RHLAA21X) (RHLAA22X) /
(RHLAA25X) (RHLAA26X) /
HLA-B

Typing method:(RHLABMET)

Antigens/alleles provided:(RHLABNUM)

1st

(RHLAB11X) (RHLAB12X) /
(RHLAB15X) (RHLAB16X) /
2nd: (RHLAB21X) (RHLAB22X) /
(RHLAB25X) (RHLAB26X) /

HLA-C

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

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

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

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

[ 1-Yes [ 2-No
[T 1-ves [ 2-No
[T1-ves [ 2-No [ 3-Not Applicable
[T1-ves [ 2-No
[1-Yes [ 2-No
[T1-ves [ 2-No
[T1-ves [ 2-No
[T1-ves [ 2-No
1-Yes
2 - Yes, Approved by Study Chair/MM
3-No
(mm/dd/yyyy)
[1-ves [ 2-No
[ 1-positive | 2- Negative

1 - DNA Technology

2 - Serology

1-0One

2 - Two
(RHLAA13X) / (RHLAA14X) /
(RHLAAL7X) / (RHLAA18X) /

(RHLAA23X) / (RHLAA24X) /

(RHLAA27X) | (RHLAA28X) /

1 - DNA Technology
2 - Serology

1-0One
2 - Two

(RHLAB13X) / (RHLAB14X) /

(RHLAB17X) / (RHLAB18X) /
(RHLAB23X) / (RHLAB24X) /

(RHLAB27X) / (RHLAB28X) /



DNA Technology
2 - Serology

1 - DNA Technology
2 - Serology

1 - DNA Technology
2 - Serology

1 - DNA Technology
2 - Serology

1 - DNA Technology
2 - Serology




1 - DNA Technology
2 - Serology

*Additional Options Listed Below







Blood and Marrow Transplant Clinical
Trials Network

Follow Up Status Form (FUS)

Segment (PROTSEG):
Visit Number (VISNO):

4
5

13

. Date of last contact:(LASTCTDT)

Web Version: 1.0; 12.01; 10-16-15

(mm/ddlyyyy)

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

. Has the patient died?(DIED)

3. Date of patient death:(DEATHDT)
. Has the patient experienced secondary graft failure?(SECGRFAL)
. Has the patient experienced secondary graft failure?(SECGRFAL)

6. Date of secondary graft failure (SCGRFLDT)

7. Date of secondary graft failure (SCGRFLDT)

. Has the patient e xperienced any new clinically significant infections? (NE WINFX)

10. Date of infection:(INFDT)

. Has the patient been hospitalized?(HOSPITAL)

12. Date of hospitalization:(HOSPTLDT)

[ 1-vYes

[ 2-No

If Yes, a Death Form must be submitted.

[ 1-Yes
[ 1-Yes

(mm/ddlyyyy)
[ 2-No
[ 2-No

If Yes, a Secondary Graft Failure Form must be submitted.

[ 1-Yes

(mm/ddlyyyy)
(mm/ddlyyyy)

[ 2-No

If Yes, an Infection Form must be submitted.

[ 1-vYes

(mm/ddlyyyy)
[ 2-No

If Yes, a Re-Admission Form must be submitted.

. Has the patient received a non-protocol specified transplant?(TRANS TWO) [ 1- Yes
14. Date of non-protocol specified transplant:(DATRANSP)
. Has the patient developed a post-transplant lymphoproliferative disorder (PTLD)? [ 1 _ veg
(DEVLPLTD)
16. Date post-transplant lymphoproliferative disorder (P TLD) developed:
(RPLTDDT)
. Were any peripheral blood samples drawn for quantitative EBV testing? [ 1-vYes
(EBVBLOOD)
If Yes, provide information for up to four samples obtained below:
Sample Date | EBV Results (copies/mL)
18.(EBVSM1DT) (mm/dd/yyyy) | (EBV1RES) (XXXXXX)
19.(EBVSM2DT) (mm/dd/yyyy) ‘ (EBV2RES) (XXXXXX)
20.(EBVSM3DT) (mm/dd/yyyy) | (EBV3RES) (XXXXXX)
21.(EBVSMA4DT) (mm/dd/yyyy) | (EBV4RES) (XXXXXX)
22. Was rituximab administered?(RITUXADM) [ 1. Yes

23. Total dose of rituximab administered:(RTXTOTDS)

24. Date of first dose of rituximab:(RITXDSDT)

Comments:(FUS1COMM)

(mm/ddlyyyy)
[ 2-No

(mm/ddlyyyy)
[ 2-No

(mm/ddlyyyy)

[ 2-No

[ 2-No

(XXX.X) mg/m2

(mm/ddlyyyy)



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):

[uN

N

IS

o

o

7

8.

9.

. Immunosuppressant (prophylaxis) 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/ddlyyyy)

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

Uppizer @ s s @URIUIAENRY) 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

Myeloablative Hematopoiesis Form (HEM)

Segment (PROTSEG):
Visit Number (VISNO):

1. Didthe patient achieve ANC recovery zSOO/mm3 on three consecutive

days?(ENGRFT1)

2. Record neutrophil count and specimen collection dates:

Web Version: 1.0; 7.01; 10-16-15

[T 1-ves [ 2-n0 [ 3- Previously Reported

Day 1: ‘ (ANCDAY1)

(XXXXX) /mm3 | (ANC1DT)

(mm/ddlyyyy)

Day 2: ’(ANCDAY2) o) /mme

(ANC2DT)

(mm/ddlyyyy)

Day 3: ‘ (ANCDAY3)

(ocooq)/mm° | (ANC3DT)

(mm/ddlyyyy)

Record Chimerism Assay Data for Marrow and/or Blood

Marrow

3. Was a chimerism performed on a marrow sample?(MRWDONE)

4. Date specimen collected:(MRWDT2)

5. Method of evaluation:(MTHOD1)

Specify other:(MRWSPEC)
6. Cell type:(MRWCLTYP)
7. Marrow assay results:(MRWAS SAY)

8. % Donor:(PCNTDNR1)

Blood
9. Was a chimerism performed on a blood sample?(BLDDONE)

10. Date specimen collected:(BLDCHMDT)

11. Method of evaluation:(MTHOD2)

Specify other:(BLDSPEC)
12. Cell type:(BLDCLTYP)
13. Blood assay results:(BLDAS SAY)

14. % Donor:(PCNTDNR2)

T Cell Chimerism

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

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

[T - Unmanipulated |_[Io8 Granulocytes

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

(xx) %

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

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

| - Unmanipulated | PR Granulocytes

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

(xx) %



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
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Infection Form (INF)

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

INFECTION |
1. Type of infection:(INFTYPO1)

2. Organism|:(ORGNO1)

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 1IlI

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

Secondary Graft Failure Form (SGF)

Segment (PROTSEG):

N

w

- Was there a decline in neutrophil counts to <500/mm3 for three consecutive [T 1-Yes [ 2-No

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

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

Dayl: (ANC1SGF) (o) /mm° | (ANC1SGDT) (mm/dd/yyyy)
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 neutrophil counts? [ 1-ves | 2-No
(GFGIVEN)
4. Did the neutrophil count respond to growth factor therapy within 7 [T 1-ves | 2-No
days?(RSPDGFAA)

Comments:(SGFCOMM)

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



Blood and Marrow Transplant Clinical
Trials Network

Weekly Status Form - 0301 (STA)

Segment (PROTSEG):
Visit Number (VISNO):

[u

N

w

ol

o

=

1

©

o

. Start of assessment period (STASDT)
. End of assessment period:(EDASDT)

. Did the patient die during this assessment period?(PTDEATH)

4. Date of patient death:(PTDTHDT)

- Did the patient achieve ANC recovery >0 .5 x 10 9L for three consecutive

measure ments over three or more days?(PTENGRAF)

- Did the patient have secondary graft failure (ANC < 0.5 x 10 9/L for 3 consecutive

measurements on different days, unresponsive to growth factor therapy)?
(SECGF)

. Record the total dose of cyclophosphamide given to the patient as part of the

preparative re gimen:(CYCPDOSE)

Record the total number of doses of ATG (rabbit or horse) given to the patient as
part of the preparative regimen:(ATGDOSE)

9. Indicate the type of ATG given:(ATGTYPE)

. Did the patient experience any regimen-related toxicities based on the Bearman

toxicity scale during this assessment period?(PTRRT)

Web Version: 1.0; 3.01; 11-05-15

(mm/dd/yyyy)
(mm/dd/yyyy)
[T1-Yes [ 2-No
(mm/dd/yyyy)
[T 1-Yes [ 2-no [ 3 - Previously Reported
[T1-ves [ 2-No [ 3- Previously Reported
0 - 0 mg/kg
1-50 mg/kg
2 - 100 mg/kg
3 - 150 mg/kg

0 - Zero Dose
1-0ne Dose

2 - Two Doses
3 - Three Doses

1 - Rabbit

2 - Horse

[T 1-ves [ 2-No

If yes, 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 Bearman toxicity scale.

11. Cardiac:(CARDTOX)

12. Bladder:(BLADTOX)

13. Renal:(RENTOX)

14. Pulmonary:(PULMTOX)

15. Hepatic:(HEPTOX)

0 - Grades 0-2
3 - Severe EKG Abnormality
4 - Fatal Toxicity

0 - Grades 0-3
4 - Fatal Toxicity

0 - Grades 0-2
3 - Dialysis Required
4 - Fatal Toxicity

0 - Grades 0-2
3 - Interstitial Changes Requiring Mechanical Ventilatory Support
4 - Fatal Toxicity

0 - Grades 0-2
3 - Severe Hepatic Dysfunction
4 - Fatal Toxicity




0 - Grades 0-3
4 - Fatal Toxicity

0 - Grades 0-2
3 - Severe Ulceration and/or Mucositis
4 - Fatal Toxicity

0 - Grades 0-3
4 - Fatal Toxicity




Blood and Marrow Transplant Clinical
Trials Network

Toxicity Form - 0301 (T10)
Web Version: 1.0; 2.00; 10-16-15
Segment (PROTSEG):
Visit Number (VISNO):

1. Record date of evaluation:(TLIOEVLDT) (mm/ddAyryyy)
Record the highest grade of toxicity diagnosed since the previous evaluation. The toxicity grades are based on the Bearman toxicity scale.
2. Cardiac:(T10CARTX) 0 - Grades 0-2
3 - Severe EKG Abnormality
4 - Fatal Toxicity
|
3. Bladder:(T1OBLATX) 0 - Grades 0-3
4 - Fatal T oxicity
]
4. Renal:(TIORENTX) 0 - Grades 0-2
3 - Dialysis Required
4 - Fatal T oxicity
|
5. Pulmonary:(T10PULTX) 0 - Grades 0-2
3 - Interstitial Changes Requiring Mechanical Ventilatory Support
4 - Fatal T oxicity
|
6. Hepatic:(TLOHEP TX) 0 - Grades 0-2
3 - Severe Hepatic Dysfunction
4 - Fatal T oxicity
|
7. Stomatitis/ Mucositis:(T10STO TX) 0 - Grades 0-2
3 - Severe Ulceration and/or Mucositis
4 - Fatal T oxicity
|
8. Gl Toxicity:(T10GITX) 0 - Grades 0-3
4 - Fatal T oxicity
]
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 3.0.
Gl Toxicity
9. Mucositis/stomatitis (clinical exam):(TLOMCSTS) 0 - Grades 0-2
3 - Confluent Ulcerations or Pseudomembranes; Bleeding with Minor Trauma
4 - Tissue Necrosis; Significant Spontaneous Bleeding; LT Consequences
5 - Death
|
Mouth pain or esophageal pain requiring 1V hydration/narcotics.
Renal Toxicity
10. Did the patient experience renal failure severe enough to [ 1-ves [ 2-nNo
warrant dialysis? (TLORENAL)
11. Did the patient receive dialysis? (T10DIALS) [ 1-Yes | 2-No

12. Hemorrhagic cystitis:(T10CYSTI) 0 - Grades 0-2

3 - Transfusion; IV Pain Medications; Bladder Irrigation Indicated
4 - Catastrophic Bleeding; Major Non-Elective Intervention Indicated
5 - Death

Hemorrhagic Toxicity



13.

14.

15.

16.

17.

18.

19.

20.

7L,

22.

23.

25.

Hemorrhage:(TIOHEM RG) 0 - Grades 0-3

4 - Catastrophic Bleeding; Requiring Major Non-Elective Intervention
5 - Death

Cardiovascular Toxicity

Hypotension:(TIOHY POT) 0 - Grades 0-2
3 - Sustained (> or = 24 Hours) Therapy, Resolves Without Persisting Physiologic Consequences
4 - Shock (e.g., Acidemia; Impairment of Vital Organ Function)
5 - Death
I ——
Cardiac arrhythmia:(TLOCRDAR)

0 - Grades 0-2

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

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

Left ventricular systolic dysfunction:(T10LVENT) 0 - Grades 0-2

3 - Symptomatic CHF Responsive to Intervention
4 - Refractory CHF or Poorly Controlled; Intervention with Ventricular Assist Device
5 - Death

Neurologic Toxicity
Somnolence:(T10SMNLN)

0 - Grades 0-2

3 - Obtundation or Stupor; Difficult to Arouse; Interfering with ADL
4 -Coma

5 - Death

Did the patient experience any seizures during this assessment [ 1 _yes [ 2-No
period?(T10SEIZR)

Record seizure toxicity grade :(T10SZGRD)

2 - One Brief Generalized Seizure; Seizure(s) Well Controlled by Anticonvulsants

3 - Seizures in Which Consciousness is Altered; Poorly Controlled Seizure Disorder
4 - Seizures of Any Kind Which are Prolonged, Repetitive or Difficult to Control

5 - Death

Coagulation Toxicity
HUS/TT P/thrombotic microangio pathy:(T10DIC)

0 - Grades 0-3
4 - Laboratory Findings, Life-Threatening or Disabling Consequences
5 - Death

Vascular Toxicity
Vascular leak syndrome :(T10VASLK)

0 - Grades 0-3
4 - Life-Threatening; Pressor Support or Ventilatory Support Indicated
5 - Death

Pulmonary Toxicity
Hypoxia (for more than 24 hours):(T10HYPXI)

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

5 - Death
e
Dyspnea:(T10DY SPN) 0 - Grades 0-2
3 - Dyspnea with Activities of Daily Living
4 - Dyspnea at Rest; Intubation or Ventilator Indicated
5 - Death
e
During this assessment period, was an FEV1 performed? [ 1-Yes [ 2-No
(T10FEVDN)
24. Record FEV1 value obtained:(T10FEVVL) (xxX) % of predicted value
During this assessment period, was an FVC performed? [T 1-Yes [ 2-No
(TLIOFVCDN)

26. Record FVC value obtained:(T10FVCVL) (xxX) % of predicted value



T
RS-

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

1 - Positive 1 - Confirmed

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

4 - NotDone

1 - Positive 1 - Confirmed

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

4 - Not Done

1 - Positive 1 - Confirmed

2 - Negative 2 - Not Confirmed
3 - Equivocal 3 - 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. [UBMID for this patient (if available):(T_IUBM ID)

Comments:(COMMTXP1)
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