Data Set Name: adm.sas7bdat

05:11 Wednesday, November 02, 2016 1

Num | Variable Type | Len |Format | Informat | Label
1|DISCPTST Char 1| $X6675X. | $1. Pt Status at Discharge
2 | PHSPREAS Char 2| $X6676X. | $2. Prim Reason for Re-Admit
3| REASGVHD Char 1| $X6677X. | $1. GVHD
4| REASRLPS Char 1]$X7600X. | $1. Relapse/Progression
5| REASGF Char 1$X7601X. | $1. Graft Failure
6 | REASINF Char 1]$X7602X. | $1. Infection
7 |REASFVR Char 1]$X7640X. | $1. Fever
8 |[REASSZR Char 1$X7641X. | $1. Seizure
9 | REASGIBL Char 1| $X7642X. | $1. Bleeding
10 |REASDRH Char 1]$X7643X. | $1. Diarrhea
11 |REASNV Char 1]$X7644X. | $1. Nausea/Vomiting
12 | REASORGF Char 1]$X8261X. | $1. Organ Failure
13 |REASTRAM Char 1]$X8262X. | $1. Trauma
14 |REASPSYC Char 1]$X8263X. | $1. Psychiatric
15| REASMALG Char 1| $X8264X. | $1. Secondary Malignancy
16 |REASOTHR Char 1| $X8267X. | $1. Other
17 | ADMCENTR Char 1|$X8268X. | $1. Re-Admission Center
18 | RAND_ID Char 10 Randomized subject ID
19 | ADMITDT_DAYS | Num 8 Date of Admission - days since enrollment
20 | DISCHDT_DAYS |Num 8 Date of Discharge - days since enroliment




Data Set Name: ae.sas7hdat

05:11 Wednesday, November 02, 2016 2

Num | Variable Type | Len|Format |Informat | Label
1|ADVENT Char 35| $35. $35. Event description
2 |AVSTATUS Char 1]$X12046X. | $1. Activation status
3|AVWGHTKG Num 871 7.1 Weight in kilograms
4| AVEXPECT Char 1]$X12047X. | $1. Expected
5| AVEVENT Char 1]$X12048X. | $1. Severity of event
6 | AVRELAT Char 1]$X12049X. | $1. Relationship to study pro
7| AVETIOL Char 1]$X12054X. | $1. Alternative etiology
8 | AVEFFECT Char 1]$X12055X. | $1. Effect on therpy/interven
9| AVOUTCOM Char 1]$X12056X. | $1. Outcome of the event
10 | AVASSOCI Char 1]$X12057X. | $1. Event associated with
11 | SEMEDHXS Char 1]$X12059X. | $1. Relevant past med hx
12 |RCVSP Char 1]$X12061X. | $1. Receiving study products
13| SPNAME1 Char 20 | $20. $20. Study product name 1
14| SP1DOSE Char 12| $12. $12. Study product 1 dose
15| SP1IROUTE Char 10| $10. $10. Study product 1 route
16| SP1SCHED Char 12| $12. $12. Study product 1 schedule
17| SP1REASO Char 25 | $25. $25. Study product 1 reason
18| RCVCONMD Char 1| $X12062X. |$1. Receiving con meds
19| CONMED1 Char 30 $30. $30. Concomitant Medication 1
20| CM1DOSE Char 20| $20. $20. Con med 1 dose/route/sche
21 CM1INDIC Char 1|$X12376X. | $1. Con med 1 indication
22| CONMED?2 Char 30 $30. $30. Concomitant Medication 2
23| CM2DOSE Char 20| $20. $20. Con med 2 dose/route/sche
24 | CM2INDIC Char 1]$X12377X. | $1. Con med 2 indication
25|CONMED3 Char 30| $30. $30. Concomitant Medication 3
26 | CM3DOSE Char 20| $20. $20. Con med 3 dose/route/sche
27 |CM3INDIC Char 1]$X12378X. | $1. Con med 3 indication
28 | LABTSTPF Char 1]$X12064X. | $1. Lab tests performed
29| ADLTST1 Char 20| $20. $20. Laboratory test 1
30| ADL1RES Char 10 | $10. $10. Lab test 1 result
31| ADLINORG Char 15| $15. $15. Lab test 1 normal range
32| ADL1PRVL Char 10 | $10. $10. Lab test 1 previous value
33| DXSTPF Char 1]$X12065X. | $1. Diagnostic tests perform
34| ADDTS1 Char 20| $20. $20. Diagnostic test 1
35| AMDETER Char 1|$X12069X. | $1. SAE determined
36 | AMEXPDSM Char 1| $X12075X. | $1. Expedite reporting DSMB
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Num | Variable Type | Len | Format |Informat | Label
37 AMWITHDR Char 1]$X12076X. | $1. Subject withdrawn
38 | AMREVDNE Char 1| $X12077X. | $1. Review complete
39 | AMMMEVDS Char 35| $35. $35. MM event description
40| RAND_ID Char 10 Randomized subject ID
41| ADVDATE_DAYS Num 8 Date of Onset - days since enrollment
42| AVAWARDT_DAYS |Num 8 Site awareness date - days since enrollment
43| AVRESDT_DAYS Num 8 Date of resolution - days since enrollment
44| SEISUBDT_DAYS Num 8 Initial submit date - days since enrollment
45| SEASUBDT_DAYS |Num 8 Authorized submit date - days since enrollment
46| SP1STDT_DAYS Num 8 Study product 1 start date - days since enrollment
47| SP1SPDT_DAYS Num 8 Study product 1 stop date - days since enrollment
48| CM1STDT_DAYS Num 8 Con med 1 start date - days since enrollment
49| CM1SPDT_DAYS Num 8 Con med 1 stop date - days since enrollment
50 | CM2STDT_DAYS Num 8 Con med 2 start date - days since enrollment
51| CM2SPDT_DAYS Num 8 Con med 2 stop date - days since enrollment
52 | CM3STDT_DAYS Num 8 Con med 3 start date - days since enrollment
53| CM3SPDT_DAYS Num 8 Con med 3 stop date - days since enrollment
54 | ADL1CD_DAYS Num 8 Lab test 1 collection date - days since enrollment
55| ADL1PCD _DAYS Num 8 Lab test 1 prev coll date - days since enrollment
56 | ADIDTDAT_DAYS |Num 8 Date of diag test 1 - days since enrollment
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Data Set Name: bl1.sas7bdat

Num | Variable Type | Len | Format | Informat | Label
1|PMO0302DX Char 1| $X1155X. | $1. Primary Diagnosis
2 | OPRIMDX Char 50| $50. $50. Other Primary Diagnosis
3| AML302SG Char 1]$X1156X. | $1. AML Disease Stage
4| ALL302SG Char 1]$X1157X. | $1. ALL Disease Stage
5| CML302SG Char 1]$X1158X. | $1. CML Disease Stage
6 | MDS302SG Char 1]$X1159X. | $1. MDS Disease Stage
7| LYM302SG Char 1]$X1160X. | $1. Lymphoma Disease Stage
8| ODISESG Char 50| $50. $50. Other Disease Stage
9 | HLA302RE Char 50 | $X1161X. | $50. HLA Resolution
10 | HLA0302S Char 3| $X1162X. | $3. HLA Matched Score
11 | CONO0302R Char 1]/$X1163X. | $1. Conditioning Regimen
12 | KA0302SC Char 2| $X1164X. | $2. Performance Score
13 | REL0302U Char 1|$X1165X. | $1. Related Or Un-related
14| T0302TY Char 1| $X1166X. | $1. Transplant Type
15| T0302CEL Char 1| $X1167X. | $1. T-Cell Depletion
16 | BLO302WT Num 8|4, 4, Weight At Transplant
17 | CEL302DS Num 84. 4. Cell Dose
18 | CMV0302S Char 1| $X1168X. | $1. CMV Satus
19| RAND_ID Char 10 Randomized subject ID
20| T0302DT_DAYS | Num 8 Transplant Date - days since enrollment
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Data Set Name: cgv.sas7bdat

Num | Variable Type | Len |Format | Informat | Label
1| VISNO Char 4\%4. $4. VISNO
2 |GRDAGVHD Char 1/$X6807X. | $1. Max Grade of aGVHD
3|AGVDVLP Char 1]$X6808X. | $1. aGVHD Develop This Assess
4| DGNSAGVH Char 1]$X6809X. | $1. Method To Diagnose aGVHD
5|PROPHIMM Char 1$X6976X. | $1. Immuno for Prophylaxis
6 | PROPHCY Char 1$X6977X. | $1. Cyclosporine Prophylaxis
7| PROPHTAC Char 1]$X6978X. | $1. Tacrolimus Prophylaxis
8 | PROPHSIR Char 1$X6979X. | $1. Sirolimus Prophylaxis
9| PROPHMMF Char 1]$X6980X. | $1. MMF Prophylaxis
10 | PROPHPRD Char 1]$X6981X. | $1. Prednisone Prophylaxis
11 |PROPHOTH Char 1]$X6982X. | $1. Other Prophylaxis
12 |PRPHOTSP Char 50| $50. $50. Specify Other Prophylaxis
13| SEVCGVHD Char 1| $X6983X. | $1. Max Severity of cGVHD
14| GRDCGVHD Char 1|$X6984X. | $1. Max Grade of cGVHD
15| CGVDVLP Char 1| $X7071X. | $1. cGVHD Develop This Assess
16| DGNSCGVH Char 1| $X7072X. | $1. Method To Diagnose cGVHD
17| CGVKRNLN Char 2| $X7073X. | $2. Karnofsky/Lansky Score
18 |PLTLTCNT Num 871 7.1 Platelet Count
19 | ALKPHOSP Num 8|5. 5. Alkaline Phosphatase
20| CGVWEIGH Num 8|71 7.1 CGV Weight
21 |BILIRUBN Num 8/6.1 6.1 Total Bilirubin
22 |BSA Num 8|4. 4, Body Surface Area
23| CGVRASH Char 1| $X7074X. | $1. GVHD Rash
24 |RASHLICH Char 1]$X7075X. | $1. Lichenoid Rash
25| RASHMACU Char 1]$X7076X. | $1. Maculopapular Rash
26 |RASHSCLR Char 1 $X7077X. | $1. Sclerodermatous Rash
27| DRYEYES Char 1]$X7078X. | $1. Xerophthalmia
28 | MUCOFXN Char 1]$X7402X. | $1. Mucositis (functional)
29| CGVDYSPN Char 1] $X7403X. | $1. Dyspnea
30 | PULMFIBR Char 1]$X7404X. | $1. Pulmonary Fibrosis
31 |BRNCOBLT Char 1] $X7405X. | $1. Bronchiolitis Obliterans
32| CGVFEV1 Char 1| $X7406X. | $1. FEV1
33| 02SAT Char 1 $X7407X. | $1. O2 Saturation
34| ESOPHAGS Char 1]$X7408X. | $1. Esophagus
35| NAUSVOMT Char 1| $X7409X. | $1. Nausea and Vomiting
36 | CGVDIARH Char 1|$X7410X. | $1. Diarrhea
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Num | Variable Type | Len | Format |Informat | Label
37 | DIARHMSR Char 1$X7411X. | $1. Diarrhea Measurement
38| DIARHEAL1 Char 1|$X7412X. | $1. Diarrhea - Stools
39| DIARHEA2 Char 1|$X7413X. | $1. Diarrhea - Volume
40 | MALABSRP Char 1| $X7422X. | $1. Malabsorption
41| LIVERBIL Char 1| $X7423X. | $1. Liver Bilirubin
42 |VAGNITIS Char 1| $X7424X. | $1. Vaginitis
43| CONTRCTR Char 1|$X7425X. | $1. Contractures
44| MYOSITIS Char 1| $X7426X. | $1. Myositis
45 | EOSINPHL Char 1| $X7427X. | $1. Eosinophilia
46| SEROSITS Char 1|$X7428X. | $1. Serositis
47| FASCITIS Char 1| $X7429X. | $1. Fascitis
48 | ORGNOTHR Char 1| $X7430X. | $1. Other Organ Involve
49| ORGSPEC Char 50| $50. $50. Specify Other Organ
50| BIOPSY Char 1$X7431X. | $1. Biopsy for GVHD
51|BIOTYP1 Char 1]$X7926X. | $1. Biopsy Type 1
52 | TYP1OSPE Char 20| $20. $20. Biopsyl Other Specify
53| BIORSLT1 Char 11$X7927X. | $1. Biopsy Result 1
54 |BIOTYP2 Char 1]$X7928X. | $1. Biopsy Type 2
55| TYP20OSPE Char 20| $20. $20. Biopsy2 Other Specify
56 | BIORSLT2 Char 1]$X7929X. | $1. Biopsy Result 2
57 | THRPYUSD Char 1]$X7432X. | $1. Was Therapy Used
58 | THRPYATG Char 1| $X7433X. | $1. ALS, ALG, ATS, ATG
59 | THRPYAZA Char 1]$X7434X. | $1. Azathioprine
60 | THRPYCYC Char 1| $X7435X. | $1. Cyclosporine
61| THRPYSCO Char 1| $X7436X. | $1. Systemic Corticosteroids
62| THRPYTCO Char 1| $X7455X. | $1. Topical Corticosteroids
63| THRPYTHA Char 1| $X7456X. | $1. Thalidomide
64 | THRPYTAC Char 1| $X7457X. | $1. Tacrolimus-FK506,Prograf
65| THRPYMMF Char 1| $X7458X. | $1. Mycophenolate Mofetil
66 | THRPYPUV Char 1| $X7459X. | $1. PUVA
67 | THRPYECP Char 1| $X7460X. | $1. ECP
68 | THRPYSIR Char 1|$X7461X. | $1. Sirolimus
69| THRPYETR Char 1|$X7462X. | $1. Etretinate
70 | THRPYLAM Char 1| $X7463X. | $1. Lamprene
71 THRPYETA Char 1]$X7464X. | $1. Etanercept
72| THRPYZEN Char 1] $X7506X. | $1. Zenapax
73| THRPYCPH Char 1]$X7507X. | $1. Chloroquine Phosphate
74| THRPYMAB Char 1| $X7508X. | $1. In Vivo MAB
75| MABAGNT Char 50| $50. $50. Specify MAB Agent
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Num | Variable Type | Len | Format |Informat | Label
76 | THRPYIMM Char 1] $X7509X. | $1. In Vivio Immunotoxin
77 | IMMAGNT Char 50 | $50. $50. Specify Immuno. Agent
78 | THRPYOTH Char 1| $X7510X. | $1. Other Therapy
79 | OTHAGNT Char 50 | $50. $50. Specify Other Agent
80| ONGTRT Char 1|$X7527X. | $1. Treatment Discontinued
81| THRPYRSP Char 1| $X7528X. | $1. Response to GVHD Therapy
82 | GVHDSYMP Char 1| $X7529X. | $1. GVHD Symptoms Present
83 | CURKRNLN Char 2 | $X7530X. | $2. Current Karnofsky/Lansky
84| CURPLTCT Num 871 7.1 Current Platelet Count
85| CURWGHT Num 871 7.1 Current Weight
86 | RAND_ID Char 10 Randomized subject ID
87 | DTPRVAST _DAYS |Num 8 Start Date of Assessment - days since enrollment
88 | DTASSESS DAYS |Num 8 End Date of Assessment - days since enrollment
89 | DTDGNAGV_DAYS |Num 8 Date aGVHD Diagnosed - days since enrollment
90 | PRPHDISC_DAYS |Num 8 GVHD Prophylaxis Discont - days since enrollment
91 | DTDGNCGV_DAYS |Num 8 Date cGVVHD Diagnosed - days since enrollment
92 |BIODT1_DAYS Num 8 Biopsy Date 1 - days since enrollment
93 |BIODT2_DAYS Num 8 Biopsy Date 2 - days since enrollment
94 | TRTSTOP_DAYS Num 8 Treatment Stop Date - days since enrollment
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Data Set Name: dem.sas7bdat

Num | Variable Type | Len | Format | Informat | Label
1| GENDER Char 1|$1. $1. GENDER
2 |ETHNIC Char 3|%3. $3. ETHNIC
3|/RAND_ID Char 10 Randomized subject ID
4 NEW_RACE |Num 8 Primary race
5|NEW_RACE2 |Num 8 Secondary race
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Data Set Name: dth.sas7bdat

Num | Variable Type | Len |Format |Informat | Label
1| AUTPERF Char 1|$X6864X. | $1. Autopsy performed
2| CZDTHPRM Char 4| $X7040X. | $4. Primary Cause of Death
3|SCNDCZ1 Char 4| $X7041X. | $4. Secondary cause death
4| RAND_ID Char 10 Randomized subject ID
5|DTHDT_DAYS | Num 8 Date of death - days since enrollment




Data Set Name: enroll.sas7bdat
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Num | Variable Type | Len |Format |Informat | Label
1| PTENTRWT Num 8|7.1 7.1 Patient Weight at Entry
2| STEMCELL Char 1[$X736X. |$1. Prior Stem Cell Transplan
3| TRNPLTYP Char 1[$X737X. |$1. Type of Transplant
4| MYELOABL Char 1[/$X738X. |$1. Myeloablative or Non-myel
5|GVHDDIAG Char 1[$X739X. |$1. Acute GVHD Diagnosis
6 | GVHDTIME Char 5 $5. $5. Record Time of GVHD Thera
7| SKIN_ABN Char 1|$X740X. |$1. Skin Abnormalities
8 | UPPER_GlI Char 1[$X741X. |$1. Upper Gl Abnormalites
9| LOWER_GI Char 1|$X758X. |$1. Lower Gl Abnormalities
10| LIVER_AB Char 1$X759X. |$1. Liver Abnormalities
11| IMMUNTHR Char 1[$X1289X. | $1. Previous Immuno Therapy
12 |CURSTER Char 1[$X1296X. | $1. Current Steroid Therapy
13 |STERTYPE Char 1]$X1367X. | $1. Corticosteroid Given
14 | PREDDOSE Num 8|5.1 5.1 Prednisone dose
15| METHDOSE Num 8|5.1 5.1 Methylpred dose
16 | DLI0302P Char 1]$X1368X. | $1. Planned DLI
17| STEROIDS Char 1|$X1369X. | $1. Steroids not LT 1mg/kg
18 | REC_ANC Num 8|6. 6. Record ANC
19| SCRGVH Num 8|5.1 5.1 Creatinine Recent Value
20| CRULNGVH Num 8|5.1 5.1 Creatinine ULN for Instit
21| CRCLGVH Num 8| 4. 4. Creatinine Clearance Valu
22 | MMFUSED Char 1|$X1370X. | $1. Received MMF Previously
23| STDYAGNT Char 1|$X1371X. | $1. Receiving Study Agents?
24 | BACVIRAL Char 1[$X1372X. | $1. Bacterial/Viral Infection
25| GVHD_DLI Char 1[$X1373X. | $1. GVHD Diagnosis post DLI
26 | ALLTRNSP Char 1[$X1374X. | $1. GVHD After Allotransplant
27| OTH_AGEN Char 1[$X1375X. | $1. Receiving Other Agents?
28 | CNTRCPTV Char 1[$X1376X. | $1. Willing to Use Contracept
29| PREGANT Char 1[$X1377X. | $1. Pregnant or Breastfeeding
30| ALLERGVH Char 1[$X1378X. | $1. Allergy or Intolerance
31/0302BLD Char 1[$X1379X. | $1. Blood Samples Y/N
32| 0302SKIN Char 1|$X1380X. | $1. Skin Samples Y/N
33| RAND_ID Char 10 Randomized subject ID
34 | CNSNT6_DAYS Num 8 Date of Informed Consent - days since enrollment
35| PTWTDATE_DAYS |Num 8 Date of Patient Weight - days since enrollment
36 | TRNSDT_DAYS Num 8 Date of Transplant - days since enrollment
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Num | Variable Type | Len | Format | Informat | Label
37 | GVHDDATE_DAYS |Num 8 Record Date of GVHD Thera - days since enrollment
38 | ANCDATE_DAYS |Num 8 Record ANC Date - days since enrollment
39| CRDTGVH_DAYS |Num 8 Date Creat Sample Obtaind - days since enrollment
40| CRCLDTGV_DAYS |Num 8 Creatinine Clearance Date - days since enrollment
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Num | Variable Type | Len |Format | Informat | Label
1| VISNO Char 494, $4. VISNO
2 |DIED Char 1[$X329X. |$1. Patient Died
3| RELAPSE Char 1| $X330X. |$1. Relapsed
4| RELAPSTX Char 1[$X331X. [$1. Treated Relapse
5| TREATYPE Char 1[$X332X. |$1. Type of Treatment
6 | FUSISPEC Char 50 | $50. $50. Specify Other Treatment
7| SECGRFAL Char 1[$X361X. |$1. Secondary Graft Failure
8 | NEWINFX Char 1| $X366X. |$1. Clinically Signif Inf
9| HOSPITAL Char 1| $X369X. |$1. Hospitalized
10 | TRANSTWO Char 1| $X370X. |$1. Second Transplant
11 |RAND_ID Char 10 Randomized subject ID
12| LASTCTDT_DAYS |Num 8 Date of Last Contact - days since enrollment
13| DEATHDT_DAYS |Num 8 Patients Death Date - days since enrollment
14 | RELAPSDT_DAYS |Num 8 Date of Relapse - days since enrollment
15| TREATDT_DAYS |Num 8 Date of Relapse Treatment - days since enrollment
16 | INFDT_DAYS Num 8 Date of Infection - days since enroliment
17 |HOSPTLDT_DAYS |Num 8 Date of Hospitalization - days since enrollment
18 | DATRANSP_DAYS |Num 8 Date of Second Transplant - days since enrollment
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Data Set Name: gvh.sas7bdat

Num | Variable Type | Len|Format |Informat | Label
1| VISNO Char 4\%4. $4. VISNO
2 IMMUNORC Char 1]$X14040X. | $1. Immunosuppressant Recvd
3| TROUGHLV Num 8/8.1 8.1 Most Recent Immun Level
4| GVHSKINA Char 1]$X14047X. | $1. Skin Abnormalities
5|SETGVHD Char 1| $X14224X. | $1. Skin Etiology GVHD
6 | SETDRGRX Char 1]$X14225X. | $1. Skin Etiology Drug Reacti
7| SETCRTOX Char 1]$X14226X. | $1. Skin Etiology Cnd Reg Tox
8 | SETINFCT Char 1]$X14227X. | $1. Skin Etiology Infection
9|SETOTHER Char 1]$X14228X. | $1. Skin Etiology Other
10 | GVHSKNSP Char 50| $50. $50. Skin Etiology Specify
11 | GVHSKINB Char 1]$X14048X. | $1. Skin Biopsy Results
12 | GVHUPGIA Char 1]$X14049X. | $1. Upper Gl Abnormalities
13| UGIETGVH Char 1| $X14229X. | $1. UGI Etiology GVHD
14| UGIETDRG Char 1| $X14230X. |$1. UGI Etiology Drug Rxn
15| UGIETCON Char 1| $X14231X. |$1. UGI Etiology Cond Reg Tox
16 |UGIETTPN Char 1| $X14232X. |$1. UGI Etiology TPN
17| UGIETINF Char 1| $X14233X. |$1. UGI Etiology Infection
18| UGIETOTH Char 1| $X14234X. |$1. UGI Etiology Other
19| UGIETSPC Char 50 | $50. $50. UGI Etiology Specify
20 |UGIBIORS Char 1| $X14050X. |$1. UGI Biopsy Results
21| GVHINTA Char 1|$X14051X. | $1. Lower Gl Abnormalities
22 |LGIETGVH Char 1| $X14235X. |$1. LGl Etiology GVHD
23| LGIETDRG Char 1| $X14236X. |$1. LGI Etiology Drug Rxn
24 | LGIETCON Char 1]$X14237X. | $1. LGI Etiology Cond Reg Tox
25| LGIETTPN Char 1| $X14238X. |$1. LGI Etiology TPN
26 | LGIETINF Char 1]$X14239X. | $1. LGI Etiology Infection
27| LGIETOTH Char 1| $X14240X. | $1. LGI Etiology Other
28 | LGIETSPC Char 50| $50. $50. LGI Etiology Specify
29| LGIBIORS Char 1]$X14052X. | $1. LGI Biopsy Results
30 | GVHLIVRA Char 1]$X14053X. | $1. Liver Abnormalities
31| LIVETGVH Char 1| $X14241X. |$1. Liver Etiology GVHD
32| LIVETDRG Char 1]$X14242X. | $1. Liver Etiology Drug Rxn
33| LIVETCND Char 1]$X14243X. | $1. Liver Etiology Cnd Reg Tx
34| LIVETTPN Char 1]$X14244X. | $1. Liver Etiology TPN
35| LIVETINF Char 1| $X14245X. | $1. Liver Etiology Infection
36 | LIVETVOD Char 1| $X14246X. | $1. Liver Etiology VOD
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Num | Variable Type | Len | Format |Informat | Label
37| LIVETOTH Char 1]$X14247X. | $1. Liver Etiology Other
38| GVHLIVRS Char 50 | $50. $50. Liver Etiology Specify
39 | GVHLIVRB Char 1| $X14054X. | $1. Liver Biopsy Results
40| GVHTHERP Char 1|$X14055X. | $1. GVHD Treatment Modified?
41 | GVHAGENT Char 1| $X14056X. |$1. Agent Type
42 |GVHAGNSP Char 50 | $50. $50. Specify Agent
43| GVHTRMOD Char 1|$X14057X. | $1. Modification of Treatment
44| RAND_ID Char 10 Randomized subject ID
45| STAGEDT_DAYS |Num 8 Date of GVHD Staging - days since enrollment
46| GVASSTDT_DAYS |Num 8 Start of GVHD Ass Period - days since enrollment
47| GVASENDT_DAYS |Num 8 End of GVHD Ass Period - days since enrollment
48| TROUGHDT_DAYS |Num 8 Dt of Most Recent Immun - days since enrollment
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Num | Variable Type | Len | Format Informat | Label
1|INFSITE Char 2| $XINFSITEX. | $2. Infection Site
2 INFTYPO1 Char 1[$X6372X. $1. Infection Type 1
3| ORGNO1 Char 3| $X6373X. $3. Organism 1
4|SVRTYO01 Char 1| $X6375X. $1. Severity 1
5| INFTYP02 Char 1| $X6376X. $1. Infection Type 2
6| SVRTY02 Char 1[$X6379X. $1. Severity 2
7 INFTYPO3 Char 1| $X6380X. $1. Infection Type 3
8 | TRTINF Char 1| $X6384X. $1. Infection treated
9| AGENT1 Char 50 | $X6385X. $50. 1st Agent Given
10 | AGENT2 Char 50 | $X6386X. $50. 2nd Agent Given
11| AGENT3 Char 50 | $X6387X. $50. 3rd Agent Given
12 | ADDAGENT Char 1| $X6388X. $1. Additional Agents Given
13| RAND_ID Char 10 Randomized subject ID
14 | INFSTDT_DAYS |Num 8 Infection Start Date - days since enrollment
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Num | Variable Type | Len |Format | Informat | Label
1|VISNO Char 41%4. $4. VISNO
2| IRCWBCT Num 8|6. 6. White Blood Cell Count
3|IRCLYMPH Num 8|4. 4. % Lymphocyte of CD45
4|IRCCD3 Num 8|5. 5. CD3
5|IRCCD4 Num 8|5. 5. CD4
6| IRCCDS8 Num 8|5. 5. CD8
7| IRCCD25 Num 8|5. 5. CD25
8| IRCCD69 Num 8|5. 5. CD69
9| IRCCD20 Num 8|5. 5. CD20
10 | IRCCD425 Num 8|5. 5. CD4/CD25
11 |RAND_ID Char 10 Randomized subject ID
12 | IRCFCDT_DAYS | Num 8 Date of Immunophenotyping - days since enroliment
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Data Set Name: laf.sas7bdat

Num | Variable Type | Len |Format |Informat | Label
1| VISNO Char 4 %4. $4. VISNO
2| LABRBC Num 8/5.1 5.1 RBC
3| LABHCT Num 8|6.1 6.1 Hematocrit
4| LABHGB Num 8|6.1 6.1 Hemoglobin
5| LABWBC Num 8|7. 7. White Blood Cell Count
6| PLATELET Num 8|7. 7. Platelet Count
7|NEUTAGVH Num 8|6. 6. ANC
8 |LYMPHCYT Num 8|6 6 Lymphocyte Count
9| LABCREAT Num 8/5.1 5.1 Creatinine
10| LABCRCL Num 8|4. 4. Creatinine Clearance
11| LABBILI Num 8/6.1 6.1 Bilirubin
12 | LBALKPHO Num 8|5. 5. Alkaline Phosphatase
13| LABAST Num 8|5. 5. AST
14 | LBALT Num 8|5. 5. ALT
15| LBKARLAN Char 2| $X1298X. | $2. Karnofsky/Lansky
16 |[RAND_ID Char 10 Randomized subject ID

[y
-~

LAFAPST DAYS |Num Start of Assess Period - days since enroliment

[N
(o]

LAFAPEND _DAYS |Num End of Assess Period - days since enrollment

[y
©

RBCDT_DAYS Num Date of RBC - days since enrollment

N
o

HCTDT_DAYS Num Date of Hematocrit - days since enrollment

N
[

HGBDT_DAYS Num Date of Hemoblobin - days since enroliment

N
N

WBCDT_DAYS Num Date of WBC - days since enrollment

[
w

PLATDT_DAYS Num Date of Platelet Count - days since enrollment

N
D

GRANDT_DAYS Num Date of ANC - days since enrollment

N
ol

LYMPHDT_DAYS |Num Date of Lymphocyte Count - days since enrollment

N
>

LBCRTDT_DAYS |Num Date of Creatinine - days since enrollment

N
-~

LBCRCLDT_DAYS |Num Date of Creatinine Cleara - days since enrollment

N
o0}

LBBILIDT_DAYS |Num Date of Bilirubin - days since enrollment

N
©

ALKPHDT_DAYS |Num Date of Alk Phos - days since enrollment

w
o

LBASTDT_DAYS |Num Date of AST - days since enrollment

0O | 00O | 0O | 0O | 00| 0O | 0|00 | 0|0 |0C|O)| 0| O, |

w
[uies

LBALTDT _DAYS |Num Date of ALT - days since enrollment
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05:11 Wednesday, November 02, 2016 18

Num | Variable Type | Len |Format |Informat | Label
1| VISNO Char 4%4. $4. VISNO
2| MDDRGASN Char 1[$X1306X. | $1. Study Drug Assignment
3| STERDROP Char 1[$X1307X. | $1. Did Steroid Ivl Drop?
4| STRLWDOS Num 8|5.1 5.1 Lowest Dose of Steroid
5|LOWSTER Char 1|$X1308X. | $1. Steroid Given
6| NUMBDOS Num 8|2. 2. Number of Doses Given
7 INOUTPT Char 1[$X1309X. | $1. Inpatient or Outpatient
8 | INPTDOSE Num 8|3 3. Inpatient Dose Given
9 | MMFDISP Num 8|3 3. Number of Pills Dispensed
10| MMFRET Num 8|3. 3. Number of Pills Returned
11 |PTCOMPLI Char 1[$X1310X. | $1. Is Patient Compliant
12 | MDSDRHLD Char 1[$X1311X. |$1. Was Study Drug Held
13| MDDRREA Char 2| $X1312X. | $2. Reason for Drug Held
14| MDORSPEC Char 50 | $50. $50. Drug Held Other/Specify
15| TRTOTHYN Char 1]$X1313X. | $1. Other GVHD Treatmnt Y/N
16 | GVHTREAT Char 1]$X1314X. | $1. Other GVHD Treatment
17| MD2SPEC Char 50 | $50. $50. Treat Other/Specify
18 | RAND_ID Char 10 Randomized subject ID
19 | MDSTAP_DAYS Num 8 Start of assessment period - days since enrollment
20 | MDENDAP_DAYS |Num 8 End of assessment period - days since enrollment
21 |DTSTRDRP_DAYS |Num 8 Date steroid level dropped - days since enrollment
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05:11 Wednesday, November 02, 2016

19

Num | Variable Type | Len | Format Informat | Label
1|ETHNIC Char 3| $ETHNICF. |$3. Ethnicity
2| ADTREAT28 R Char 12| 12. 12. Secondary Treatment By Day 28? (Per ERC adjudication)
3|ADTREAT56 R Char 32132. 32. Secondary Treatment By Day 567 (Per ERC adjudication)
4| TRTTRUE Char | 800 | $800. $800. Treatment Arm per randomization
5|GRDCGVHD Char 1|/$CGVH. $1. Maximum overall grade of chronic GVHD
6 | SEVCGVHD Char 1|$SEVC. $1. Maximum severity of chronic GVHD
7 | MAXTOX Num 8 Maximum grade of toxicity by Day 56
8 | MMFUSED Char 1|$YESNOF. |1. Received MMF Previously?
9| GRADEO Num 8 Baseline acute GVHD - overall grade
10 | AGE Num 84.1 Age at enrollment
11| DZSTAGE Char 20 Disease Stage
12 |PM0302DX Char 1|$PRIMDZF. |1. Primary Disease
13| CONO0302R Char 1| $CONREG. |1. Conditioning Regimen
14 | KA0302SC Char 2 | $PSA. 2. Karnofsky/Lansky performace score at transplant
15 | REL0302U Char 1|$DSRC. 1. Donor source
16| T0302TY Char 1| $TXPTYPE. |1 Stem cell type
17 | CMV0302S Char 11 1. CMV status at transplant
18 | TXPTYPE Char 21 Transplant type (recoded category)
19| GENDER Char 1|$GENDERF. | 1. Gender
20 | RESP14 Char 2 | $RESPF. GVHD Response - Day 14 assessment (recoded)
21 | RESP21 Char 2 | $RESPF. GVHD Response - Day 21 assessment (recoded)
22 | RESP35 Char 2 | $RESPF. GVHD Response - Day 35 assessment (recoded)
23 | RESP42 Char 2 | $RESPF. GVHD Response - Day 42 assessment (recoded)
24 | RESP49 Char 2 | $RESPF. GVHD Response - Day 49 assessment (recoded)
25| RESP90 Char 2 | $RESPF. GVHD Response - Day 90 assessment (recoded)
26 | RESP120 Char 2 | $RESPF. GVHD Response - Day 120 assessment (recoded)
27 |RESP180 Char 2 | $RESPF. GVHD Response - Day 180 assessment (recoded)
28 | RESP270 Char 2 | $RESPF. GVHD Response - Day 270 assessment (recoded)
29 |FLAREDAY Num 8 Days to aGVHD flare post randomization(only include flare by
Day 120 by Chronic GVHD diagnosis)
30 | RLPDAY Num 8 Days to disease relapse/progression post randomization
31| MAXGRADE_R Num 8 Maximum Acute GVHD Overall Grade (Per ERC adjudication)
32| RESP28 R Char 2 | $RESPF. Response at Day 28 (Per ERC adjudication)
33 | GRADE28 R Num 8 Acute GVHD Overall Grade at Day 28 (Per ERC adjudication)
34 |RESP56_R Char 2 | $RESPF. Response at Day 56 (Per ERC adjudication)
35| GRADE5S6_R Num 8 Acute GVHD Overall Grade at Day 56 (Per ERC adjudication)
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Num | Variable Type | Len | Format Informat | Label

36 | DISCDAY Num 8 Days to discontinuation of immunosuppressive therapy post
randomization

37 | DTHDAY Num 8 Days to death post randomization

38 | CGVDAY Num 8 Days to chronic GVHD post randomization

39 | RAND_ID Char 10 Randomized subject ID

40| FUDATE_DAYS Num 8 Date of Last follow up - days since enrollment

41| TRTSTOP_DAYS Num 8 Date of discontinuation of immunosuppressive therapy for
GVHD - days since enrollment

42 | INFSTDT_DAYS Num 8 First date of severe/life-threatening/fatal infections - days since
enrollment

43| GRADE3DATE_DAYS |Num 8 Toxicity evaulation date for grade 3 or higher toxicity by Day 56
- days since enrollment

44| STAGEDT_DAYS Num 8 Date of acute GVHD onset - days since enrollment

45| T0302DT_DAYS Num 8 Date of Transplant - days since enrollment

46 | NEW_RACEA Num 8 Primary Race category (recode): 1=White, 0=Non-White,

88=Unknown, 99=Not Answered
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enrollment

Num | Variable Type | Len |Format | Informat | Label

1| DECANC Char 1]$X9045X. | $1. Decline in ANC

2 | ANC1SGF Num 8|4. 4. ANC Day 1

3| ANC2SGF Num 8|4. 4. ANC Day 2

4| ANC3SGF Num 84. 4. ANC Day 3

5|GFGIVEN Char 1| $X9046X. | $1. Growth Factor Given

6 | RSPNDGF Char 1/$X9047X. | $1. Respond to Growth Factor

7/RAND_ID Char 10 Randomized subject ID

8 | ANC1SGDT_DAYS | Num 8 ANC Day 1 Date - days since
enrollment

9| ANC2SGDT_DAYS | Num 8 ANC Day 2 Date - days since
enrollment

10 | ANC3SGDT_DAYS |Num 8 ANC Day 3 Date - days since
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Num | Variable Type | Len |Format |Informat | Label
1| VISNO Char 4%4. $4. VISNO
2 | TX4ANC Char 1|$X2048X. | $1. Neutrophils
3| TX4PLAT Char 1|$X2049X. | $1. Platelets
4| TX4LEUKO Char 1|$X2050X. | $1. Leukocytes
5| TX4ANEMI Char 1|$X2051X. | $1. Anemia
6 | TX4MCSTS Char 1|$X2052X. | $1. Mucositis
7 | TX4RENAL Char 1|$X2053X. | $1. Renal Failure
8 | TX4DIALS Char 1|$X2054X. | $1. Dialysis
9 | TX4CYSTI Char 1|$X2055X. | $1. Cystitis
10 | TX4HEMRG Char 1|$X2056X. | $1. Hemorrhage
11 | TX4HYPOT Char 1|$X2057X. | $1. Hypotension
12 | TX4CRDAR Char 1|$X2058X. | $1. Cardiac Arrhythmia
13| TX4LVENT Char 1|$X2059X. | $1. Left Ventricular Systolic
14 | TX4SMNLN Char 1]$X2060X. | $1. Somnolence
15| TX4SEIZR Char 1]$X2061X. | $1. Seizures
16 | TX4SZGRD Char 1]$X2062X. | $1. Seizure Grade
17| TX4DIC Char 1|$X2063X. | $1. DiC
18 | TX4VASLK Char 1]$X2064X. | $1. Vascular Leak
19 | TX4HYPXI Char 1|$X2065X. | $1. Hypoxia
20 | TX4DYSPN Char 1|$X2066X. | $1. Dyspnea
21 | TX4FEVDN Char 1|$X2067X. | $1. Was FEV Done?
22 | TX4FEVVL Num 8|4. 4, Reported FEV Value
23| TX4FVCDN Char 1]$X2068X. | $1. Was FVC Done?
24 | TX4FVCVL Num 8|4 4. Reported FVVC Value
25| TX4ABNLF Char 1|$X2069X. | $1. Abnormal Liver Function
26 | TX4ALT Char 1|$X2070X. | $1. ALT Value
27| TX4AST Char 1|$X2071X. | $1. AST Value
28 | TX4BILI Char 1[$X2072X. | $1. Bilirubin Value
29 | TX4CREAT Char 1[$X2073X. | $1. Creatinine Value
30 | TX4ALBUM Char 1[/$X2074X. | $1. Hypoalbuminemia
31| TX4GLYCE Char 1|$X2075X. | $1. Hypoglycemia
32 | TX4JANDC Char 1|$X2076X. | $1. Jaundice
33| TX4HPTMG Char 1[$X2077X. | $1. Hepatomegaly
34| TX4QUADP Char 1|$X2078X. | $1. Right Upper Quadrant Pain
35| TX4WGHTG Char 1|$X2079X. | $1. Weight Gain (>5)
36| TX40THAB Char 1]$X2080X. | $1. Other Liver Abnormalities
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Num | Variable Type | Len | Format | Informat | Label
37| TX4SPEC1 Char 50| $50. $50. Other Specify - 1
38 | TX4VODET Char 1|$X2464X. | $1. VOD Etiology
39| TX4VODBI Char 1|$X2465X. | $1. VOD Biopsy
40 | TX4VODDP Char 1|$X2466X. | $1. VOD Doppler
41| TX4GVHET Char 1|$X2467X. | $1. GVHD Etiology
42 | TX4GVHBI Char 1|$X2468X. | $1. GVHD Biopsy
43 | TX4GVHDP Char 1|$X2469X. | $1. GVHD Doppler
44 | TXAINFET Char 1|$X2470X. | $1. Infection Etiology
45 | TX4INFBI Char 1|$X2471X. | $1. Infection Biopsy
46 | TX4INFDP Char 1|$X2472X. | $1. Infection Doppler
47 | TX40THET Char 1|$X2473X. | $1. Other Etiology
48 | TX40THBI Char 1|$X2474X. | $1. Other Biopsy
49| TX40THDP Char 1|$X2475X. | $1. Other Doppler
50 | TX4UNKET Char 1[$X2476X. | $1. Unknown Etiology
51| TX4SPEC2 Char 50| $50. $50. Etiology Specify - 2
52 |RAND_ID Char 10 Randomized subject ID
53 | TX4EVLDT_DAYS | Num 8 Date Toxicity Evaluation - days since enrollment
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