
  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

16:23 Friday, March 08, 2024 1 

Data Set Name: adm.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 ADM4SPEC Char 5 $50. $50. Prim Reason Organ Spec 

3 ADM1SPEC Char 48 $50. $50. Primary Reason Other Spec 

4 ADM3SPEC Char 33 $50. $50. Specify Organ 

5 ADM2SPEC Char 45 $50. $50. Other Reason Specify 

6 RAND_ID Num 8 Randomized Subject ID 

7 PROTSEG Char 1 $1. $1. Segment 

8 DISCPTST Char 1 $X1592X. $1. Pt Status at Discharge 

9 PHSPREAS Char 2 $X55670X. $2. Prim Reason for Re-Admit 

10 REASGVHD Char 1 $X4602X. $1. GVHD 

11 REASRLPS Char 1 $X4602X. $1. Relapse/Progression 

12 REASGF Char 1 $X4602X. $1. Graft Failure 

13 REASINF Char 1 $X4602X. $1. Infection 

14 REASFVR Char 1 $X4602X. $1. Fever 

15 REASSZR Char 1 $X4602X. $1. Seizure 

16 REASGIBL Char 1 $X4602X. $1. Bleeding 

17 REASDRH Char 1 $X4602X. $1. Diarrhea 

18 REASNV Char 1 $X4602X. $1. Nausea/Vomiting 

19 REASORGF Char 1 $X4602X. $1. Organ Failure 

20 REASTRAM Char 1 $X4602X. $1. Trauma 

21 REASPSYC Char 1 $X4602X. $1. Psychiatric 

22 REASMALG Char 1 $X4602X. $1. Secondary Malignancy 

23 REASPROC Char 1 $X4602X. $1. Procedure/Treatment 

24 REASTRMB Char 1 $X4602X. $1. Thrombosis/Embolism 

25 REASOTHR Char 1 $X4602X. $1. Other 

26 ADMCENTR Char 1 $X1651X. $1. Re-Admission Center 

27 ADMITND Num 8 Days between enrollment and Date of Admission 

28 DISCHND Num 8 Days between enrollment and Date of Discharge 



  

  

   

 
 

       
       

        

       

        

        

        

        

        

        

        

        

        

        

        

        

        

       

        

       

        

        

        

        

       

        

       

        

       

        

       

       

       

       

       

       

       

       

16:23 Friday, March 08, 2024 2 

Data Set Name: ae.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 ADVENT Char 34 $35. $35. Event description 

3 SEMEDHX Char 210 $2000. Relevant past med hx summ 

4 SPNAME1 Char 12 $20. $20. Study product name 1 

5 SP1DOSE Char 5 $12. $12. Study product 1 dose 

6 SP1ROUTE Char 4 $10. $10. Study product 1 route 

7 SPNAME2 Char 7 $20. $20. Study product name 2 

8 SP2DOSE Char 11 $12. $12. Study product 2 dose 

9 SP2SCHED Char 8 $12. $12. Study product 2 schedule 

10 SP2REASO Char 20 $25. $25. Study product 2 reason 

11 SPNAME3 Char 6 $20. $20. Study product name 3 

12 SP3DOSE Char 6 $12. $12. Study product 3 dose 

13 SP3ROUTE Char 4 $10. $10. Study product 3 route 

14 SP3SCHED Char 4 $12. $12. Study product 3 schedule 

15 SP3REASO Char 9 $25. $25. Study product 3 reason 

16 CONMED1 Char 19 $30. $30. Concomitant Medication 1 

17 CM1DOSE Char 18 $20. $20. Con med 1 dose/route/sche 

18 CONMED2 Char 28 $30. $30. Concomitant Medication 2 

19 CM2DOSE Char 19 $20. $20. Con med 2 dose/route/sche 

20 CONMED3 Char 29 $30. $30. Concomitant Medication 3 

21 CONMED4 Char 23 $30. $30. Concomitant Medication 4 

22 CONMED5 Char 23 $30. $30. Concomitant Medication 5 

23 CONMED6 Char 27 $30. $30. Concomitant Medication 6 

24 CM6DOSE Char 18 $20. $20. Con med 6 dose/route/sche 

25 CONMED7 Char 23 $30. $30. Concomitant Medication 7 

26 CM7DOSE Char 19 $20. $20. Con med 7 dose/route/sche 

27 CONMED8 Char 29 $30. $30. Concomitant Medication 8 

28 CM8DOSE Char 19 $20. $20. Con med 8 dose/route/sche 

29 CONMED9 Char 18 $30. $30. Concomitant Medication 9 

30 CONMED10 Char 17 $30. $30. Concomitant medication 10 

31 CM10DOSE Char 18 $20. $20. Con med 10 dose/route/sch 

32 CONMED11 Char 29 $30. $30. Concomitant medication 11 

33 CONMED12 Char 28 $30. $30. Concomitant medication 12 

34 CM12DOSE Char 18 $20. $20. Con med 12 dose/route/sch 

35 CM13DOSE Char 17 $20. $20. Con med 13 dose/route/sch 

36 CONMED14 Char 22 $30. $30. Concomitant medication 14 

37 CM14DOSE Char 18 $20. $20. Con med 14 dose/route/sch 
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16:23 Friday, March 08, 2024 3 

Num Variable Type Len Format Informat Label 
CONMED15 Char 29 $30. $30. Concomitant medication 15 

CM15DOSE Char 19 $20. $20. Con med 15 dose/route/sch 

CONMED16 Char 26 $30. $30. Concomitant medication 16 

CM16DOSE Char 19 $20. $20. Con med 16 dose/route/sch 

CONMED17 Char 28 $30. $30. Concomitant medication 17 

CM17DOSE Char 14 $20. $20. Con med 17 dose/route/sch 

CONMED18 Char 28 $30. $30. Concomitant medication 18 

CM18DOSE Char 13 $20. $20. Con med 18 dose/route/sch 

CONMED19 Char 13 $30. $30. Concomitant medication 19 

CM19DOSE Char 7 $20. $20. Con med 19 dose/route/sch 

CONMED20 Char 11 $30. $30. Concomitant medication 20 

CM20DOSE Char 10 $20. $20. Con med 20 dose/route/sch 

ADL2RES Char 9 $10. $10. Lab test 2 result 

ADL2PRVL Char 9 $10. $10. Lab test 2 previous value 

ADL3RES Char 8 $10. $10. Lab test 3 result 

ADL3NORG Char 13 $15. $15. Lab test 3 normal range 

ADL3PRVL Char 7 $10. $10. Lab test 3 previous value 

ADL5RES Char 8 $10. $10. Lab test 5 result 

ADL5NORG Char 10 $15. $15. Lab test 5 normal range 

ADL5PRVL Char 8 $10. $10. Lab test 5 previous value 

ADLTST6 Char 16 $20. $20. Laboratory test 6 

ADL6RES Char 7 $10. $10. Lab test 6 result 

ADL6NORG Char 13 $15. $15. Lab test 6 normal range 

ADL6PRVL Char 7 $10. $10. Lab test 6 previous value 

ADLTST7 Char 19 $20. $20. Laboratory test 7 

ADL7RES Char 9 $10. $10. Lab test 7 result 

ADL7NORG Char 12 $15. $15. Lab test 7 normal range 

ADL7PRVL Char 9 $10. $10. Lab test 7 previous value 

ADLTST8 Char 10 $20. $20. Laboratory test 8 

ADL8RES Char 9 $10. $10. Lab test 8 result 

ADL8NORG Char 10 $15. $15. Lab test 8 normal range 

ADL8PRVL Char 9 $10. $10. Lab test 8 previous value 

ADLTST9 Char 3 $20. $20. Laboratory test 9 

ADL9RES Char 6 $10. $10. Lab test 9 result 

ADL9NORG Char 8 $15. $15. Lab test 9 normal range 

ADL9PRVL Char 6 $10. $10. Lab test 9 previous value 

ADLTST10 Char 3 $20. $20. Laboratory test 10 

ADL10RES Char 7 $10. $10. Lab test 10 result 

ADL10NRG Char 8 $15. $15. Lab test 10 normal range 
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16:23 Friday, March 08, 2024 4 

Num Variable Type Len Format Informat Label 
ADL10PVL Char 6 $10. $10. Lab test 10 prev value 

ADDTS2 Char 19 $20. $20. Diagnostic test 2 

ADDTS3 Char 17 $20. $20. Diagnostic test 3 

ADDTS4 Char 15 $20. $20. Diagnostic test 4 

ADDTS5 Char 10 $20. $20. Diagnostic test 5 

ADDTS6 Char 15 $20. $20. Diagnostic test 6 

ADDTS7 Char 9 $20. $20. Diagnostic test 7 

ADDTS8 Char 3 $20. $20. Diagnostic test 8 

RAND_ID Num 8 Randomized Subject ID 

AVWGHTKG Num 8 7.1 7.1 Weight in kilograms 

AVEXPECT Char 1 $X1457X. $1. Expected 

AVEVENT Char 1 $X4680X. $1. Severity of event 

AVRELAT Char 1 $X4681X. $1. Relationship to study pro 

AVETIOL Char 1 $X10839X. $1. Alternative etiology 

AVEFFECT Char 1 $X10840X. $1. Effect on therpy/interven 

AVOUTCOM Char 1 $X10841X. $1. Outcome of the event 

AVASSOCI Char 1 $X4685X. $1. Event associated with 

AVRELVAC Char 2 $X34971X. $2. Related to vaccine 

SEMEDHXS Char 1 $X1457X. $1. Relevant past med hx 

RCVSP Char 1 $X1457X. $1. Receiving study products 

SP1SCHED Char 12 $12. $12. Study product 1 schedule 

SP1REASO Char 25 $25. $25. Study product 1 reason 

SP2ROUTE Char 10 $10. $10. Study product 2 route 

RCVCONMD Char 1 $X1457X. $1. Receiving con meds 

CM1INDIC Char 1 $X4687X. $1. Con med 1 indication 

CM2INDIC Char 1 $X4687X. $1. Con med 2 indication 

CM3DOSE Char 20 $20. $20. Con med 3 dose/route/sche 

CM3INDIC Char 1 $X4687X. $1. Con med 3 indication 

CM4DOSE Char 20 $20. $20. Con med 4 dose/route/sche 

CM4INDIC Char 1 $X4687X. $1. Con med 4 indication 

CM5DOSE Char 20 $20. $20. Con med 5 dose/route/sche 

CM5INDIC Char 1 $X4687X. $1. Con med 5 indication 

CM6INDIC Char 1 $X4687X. $1. Con med 6 indication 

CM7INDIC Char 1 $X4687X. $1. Con med 7 indication 

CM8INDIC Char 1 $X4687X. $1. Con med 8 indication 

CM9DOSE Char 20 $20. $20. Con med 9 dose/route/sche 

CM9INDIC Char 1 $X4687X. $1. Con med 9 indication 

CM10INDI Char 1 $X4687X. $1. Con med 10 indication 

CM11DOSE Char 20 $20. $20. Con med 11 dose/route/sch 
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16:23 Friday, March 08, 2024 5 

Num Variable Type Len Format Informat Label 
CM11INDI Char 1 $X4687X. $1. Con med 11 indication 

CM12INDI Char 1 $X4687X. $1. Con med 12 indication 

CONMED13 Char 30 $30. $30. Concomitant medication 13 

CM13INDI Char 1 $X4687X. $1. Con med 13 indication 

CM14INDI Char 1 $X4687X. $1. Con med 14 indication 

CM15INDI Char 1 $X4687X. $1. Con med 15 indication 

CM16INDI Char 1 $X4687X. $1. Con med 16 indication 

CM17INDI Char 1 $X4687X. $1. Con med 17 indication 

CM18INDI Char 1 $X4687X. $1. Con med 18 indication 

CM19INDI Char 1 $X4687X. $1. Con med 19 indication 

CM20INDI Char 1 $X4687X. $1. Con med 20 indication 

LABTSTPF Char 1 $X1457X. $1. Lab tests performed 

ADLTST1 Char 20 $20. $20. Laboratory test 1 

ADL1RES Char 10 $10. $10. Lab test 1 result 

ADL1NORG Char 15 $15. $15. Lab test 1 normal range 

ADL1PRVL Char 10 $10. $10. Lab test 1 previous value 

ADLTST2 Char 20 $20. $20. Laboratory test 2 

ADL2NORG Char 15 $15. $15. Lab test 2 normal range 

ADLTST3 Char 20 $20. $20. Laboratory test 3 

ADLTST4 Char 20 $20. $20. Laboratory test 4 

ADL4RES Char 10 $10. $10. Lab test 4 result 

ADL4NORG Char 15 $15. $15. Lab test 4 normal range 

ADL4PRVL Char 10 $10. $10. Lab test 4 previous value 

ADLTST5 Char 20 $20. $20. Laboratory test 5 

DXSTPF Char 1 $X1457X. $1. Diagnostic tests perform 

ADDTS1 Char 20 $20. $20. Diagnostic test 1 

AEREVIEW Char 1 $1. $1. Adverse event reviewed 

AMDETER Char 1 $X1457X. $1. SAE Determined 

AMRELVAC Char 2 $X34971X. $2. Related to Vaccine 

AMEXPFDA Char 1 $X1457X. $1. Standard Expedited 

AMEXPDSM Char 1 $X1457X. $1. Expedite Reporting DSMB 

AMWITHDR Char 1 $X1457X. $1. Subject Withdrawn 

AMREVDNE Char 1 $X1457X. $1. Review Complete 

AMMMEVDS Char 35 $35. $35. MM Event Description 

CTCAEGRD Char 1 $X30900X. $1. CTCAE Grade of Event 

ADVDAYS Num 8 Days between enrollment and Date of Onset 

AVAWARND Num 8 Days between enrollment and Site awareness date 

AVRESND Num 8 Days between enrollment and Date of resolution 

SEISUBND Num 8 Days between enrollment and Initial submit date 
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16:23 Friday, March 08, 2024 6 

Num Variable Type Len Format Informat Label 
SP1STND Num 8 Days between enrollment and Study product 1 start dte 

SP1SPND Num 8 Days between enrollment and Study product 1 stop date 

SP2STND Num 8 Days between enrollment and Study product 2 start dte 

SP2SPND Num 8 Days between enrollment and Study product 2 stop date 

SP3STND Num 8 Days between enrollment and Study product 3 start dte 

SP3SPND Num 8 Days between enrollment and Study product 3 stop date 

CM1STND Num 8 Days between enrollment and Con med 1 start date 

CM1SPND Num 8 Days between enrollment and Con med 1 stop date 

CM2STND Num 8 Days between enrollment and Con med 2 start date 

CM2SPND Num 8 Days between enrollment and Con med 2 stop date 

CM3STND Num 8 Days between enrollment and Con med 3 start date 

CM3SPND Num 8 Days between enrollment and Con med 3 stop date 

CM4STND Num 8 Days between enrollment and Con med 4 start date 

CM4SPND Num 8 Days between enrollment and Con med 4 start date 

CM5STND Num 8 Days between enrollment and Con med 5 start date 

CM5SPND Num 8 Days between enrollment and Con med 5 stop date 

CM6STND Num 8 Days between enrollment and Con med 6 start date 

CM6SPND Num 8 Days between enrollment and Con med 6 stop date 

CM7STND Num 8 Days between enrollment and Con med 7 start date 

CM7SPND Num 8 Days between enrollment and Con med 7 stop date 

CM8STND Num 8 Days between enrollment and Con med 8 start date 

CM8SPND Num 8 Days between enrollment and Con med 8 stop date 

CM9STND Num 8 Days between enrollment and Con med 9 start date 

CM9SPND Num 8 Days between enrollment and Con med 9 stop date 

CM10STND Num 8 Days between enrollment and Con med 10 start date 

CM10SPND Num 8 Days between enrollment and Con med 10 stop date 

CM11STND Num 8 Days between enrollment and Con med 11 start date 

CM12STND Num 8 Days between enrollment and Con med 12 start date 

CM12SPND Num 8 Days between enrollment and Con med 12 stop date 

CM13STND Num 8 Days between enrollment and Con med 13 start date 

CM14STND Num 8 Days between enrollment and Con med 14 start date 

CM15STND Num 8 Days between enrollment and Con med 15 start date 

CM15SPND Num 8 Days between enrollment and Con med 15 stop date 

CM16STND Num 8 Days between enrollment and Con med 16 start date 

CM17STND Num 8 Days between enrollment and Con med 17 start date 

CM17SPND Num 8 Days between enrollment and Con med 17 stop date 

CM18STND Num 8 Days between enrollment and Con med 18 start date 

CM19STND Num 8 Days between enrollment and Con med 19 start date 

ADL1CND Num 8 Days between enrollment and Lab test 1 collection dt 
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16:23 Friday, March 08, 2024 7 

Num Variable Type Len Format Informat Label 
ADL1PCND Num 8 Days between enrollment and Lab test 1 prev coll date 

ADL2CND Num 8 Days between enrollment and Lab test 2 collection dt 

ADL2PCND Num 8 Days between enrollment and Lab test 2 prev coll date 

ADL3CND Num 8 Days between enrollment and Lab test 3 collection dt 

ADL3PCND Num 8 Days between enrollment and Lab test 3 prev coll date 

ADL4CND Num 8 Days between enrollment and Lab test 4 collection dt 

ADL4PCND Num 8 Days between enrollment and Lab test 4 prev coll date 

ADL5CND Num 8 Days between enrollment and Lab test 5 collection dt 

ADL5PCND Num 8 Days between enrollment and Lab test 5 prev coll date 

ADL6CND Num 8 Days between enrollment and Lab test 6 collection dte 

ADL6PCND Num 8 Days between enrollment and Lab test 6 prev coll date 

ADL7CND Num 8 Days between enrollment and Lab test 7 collection dte 

ADL7PCND Num 8 Days between enrollment and Lab test 7 prev coll date 

ADL8CND Num 8 Days between enrollment and Lab test 8 collection dte 

ADL8PCND Num 8 Days between enrollment and Lab test 8 prev coll date 

ADL9CND Num 8 Days between enrollment and Lab test 9 collection dte 

ADL9PCND Num 8 Days between enrollment and Lab test 9 prev coll date 

ADL10CND Num 8 Days between enrollment and Lab test 10 collection dt 

ADL10PCND Num 8 Days between enrollment and Lab test 10 prev coll dte 

AD1NDDAT Num 8 Days between enrollment and Date of diag test 1 

AD2NDDAT Num 8 Days between enrollment and Date of diag test 2 

AD3NDDAT Num 8 Days between enrollment and Date of diag test 3 

AD4NDDAT Num 8 Days between enrollment and Date of diag test 4 

AD5NDDAT Num 8 Days between enrollment and Date of diag test 5 

AD6NDDAT Num 8 Days between enrollment and Date of diag test 6 

AD7NDDAT Num 8 Days between enrollment and Date of diag test 7 

AD8NDDAT Num 8 Days between enrollment and Date of diag test 8 

ARFREVND Num 8 Days between enrollment and Review form review date 
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16:23 Friday, March 08, 2024 8 

Data Set Name: bl9.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 BL93OTH Char 29 $30. $30. Therapy 3 Other 

3 BL94OTH Char 21 $30. $30. Therapy 4 Other 

4 RAND_ID Num 8 Randomized Subject ID 

PROTSEG Char 1 $1. $1. Segment 

6 VISNO Char 4 $4. $4. VISNO 

7 BL9414T Char 1 $X18022X. $1. T(4;14) 

8 BL91420T Char 1 $X18022X. $1. T(14;20) 

9 BL91416T Char 1 $X18022X. $1. T(14;16) 

BL917CYT Char 1 $X18022X. $1. Deletion Chromosome 17 

11 BL913CYT Char 1 $X18022X. $1. Deletion Chromosome 13 

12 BL91ABCH Char 1 $X18022X. $1. Abnormality Chromosome 1 

13 BL9CHROM Char 1 $X18022X. $1. Change Chromosome Number 

14 BL9GEXPP Char 1 $X3613X. $1. Gene Expression Profiling 

BL9SYTHE Char 1 $X1457X. $1. Myeloma Systemic Therapy 

16 BL9THENO Char 2 $X43889X. $2. Systemic Therapy Number 

17 BL91THTP Char 2 $X44480X. $2. Therapy 1 Type 

18 BL91OTH Char 30 $30. $30. Therapy 1 Other 

19 BL92THTP Char 2 $X44480X. $2. Therapy 2 Type 

BL92OTH Char 30 $30. $30. Therapy 2 Other 

21 BL93THTP Char 2 $X44480X. $2. Therapy 3 Type 

22 BL94THTP Char 2 $X44480X. $2. Therapy 4 Type 

23 BL9CYTND Num 8 Days between enrollment and Cytogenetics Date 

24 BL91STND Num 8 Days between enrollment and Therapy 1 Start Date 

BL91SPND Num 8 Days between enrollment and Therapy 1 Stop Date 

26 BL92STND Num 8 Days between enrollment and Therapy 2 Start Date 

27 BL92SPND Num 8 Days between enrollment and Therapy 2 Stop Date 

28 BL93STND Num 8 Days between enrollment and Therapy 3 Start Date 

29 BL93SPND Num 8 Days between enrollment and Therapy 3 Stop Date 

BL94STND Num 8 Days between enrollment and Therapy 4 Start Date 

31 BL94SPND Num 8 Days between enrollment and Therapy 4 Stop Date 

32 BL9ASPND Num 8 Days between enrollment and Marrow Aspirate Date 



  

  

   

 
 

       
       

       

       

       

       

       
 

 
  

16:23 Friday, March 08, 2024 9 

Data Set Name: dem.sas7bdat 

Num Variable Type Len Format Informat Label 
1 RACE Char 12 $2. Race 

2 PROT Char 4 $5. $5. Protocol 

3 ETHNIC Char 1 $X2518X. $3. Ethnicity 

4 RAND_ID Num 8 Randomized Subject ID 

5 GENDER Char 1 $X1399X. $1. Gender 

6 AGE Num 8 Age at enrollment 
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Data Set Name: dth.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 CZDTHPRM Char 3 $X1488X. $4. Primary Cause of Death 

3 RAND_ID Num 8 Randomized Subject ID 

4 AUTPERF Char 1 $X1457X. $1. Autopsy performed 
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16:23 Friday, March 08, 2024 11 

Data Set Name: enra.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 RAND_ID Num 8 Randomized Subject ID 

3 MVATXPEL Char 1 $X1457X. $1. Transplant Eligible 

4 MVASMM Char 1 $X1457X. $1. Systemic MM Eligible 

MVAKPS Char 2 $X2475X. $2. Karnofsky Score 

6 MVASYSTP Char 1 $X1457X. $1. Systemic Therapy Received 

7 MVASYSCL Char 1 $X36580X. $1. Systemic Therapy Cycles 

8 MVAPCPCT Num 8 4. 4. Plasma Cells Percentage 

9 MVAADDTP Char 1 $X1457X. $1. Prior Additional Therapy 

MVACRCL Num 8 4. 4. Creatinine Clearance 

11 MVAPRHCT Char 1 $X1457X. $1. Prior HCT 

12 MVANSMM Char 1 $X1457X. $1. Non-Secretory MM 

13 MVAPCLK Char 1 $X1457X. $1. Plasma Cell Leukemia 

14 MVAHRMM Char 1 $X1457X. $1. High Risk Myeloma Status 

MVAPRDP Char 1 $X1457X. $1. Prior Disease Progression 

16 MVAHIV Char 1 $X1457X. $1. HIV Positive 

17 MVAPRHRT Char 1 $X1457X. $1. Prior Heart Disease 

18 MVAAUTIM Char 1 $X1457X. $1. Active Autoimmune Disease 

19 MVAINVDG Char 1 $X1457X. $1. Other Inv Drugs Received 

MVAPRMAL Char 1 $X1457X. $1. Prior Malignancies 

21 MVA5YRS Char 1 $X1457X. $1. Malignancy Treated > 5 YR 

22 MVAPREG Char 1 $X1635X. $1. Pregnant Or Lactating 

23 MVAFCBP Char 1 $X1457X. $1. FCBP Patient 

24 MVABTHCT Char 1 $X1457X. $1. Birth Control 

MVAPRMEL Char 1 $X1457X. $1. Prior Melphalan Received 

26 MVAOGTXP Char 1 $X1457X. $1. Prior Organ Transplant 

27 MVALENTX Char 1 $X1457X. $1. Prior Lenalidomide Tox 

28 MVATHROM Char 1 $X1457X. $1. Prior Thromboembolic 

29 MVADVT Char 1 $X1457X. $1. Take DVT Prophylaxis 

MVAIC Char 1 $X1457X. $1. Informed Consent 

31 MVARTNTR Char 1 $X1457X. $1. Return For Treatment 

32 MVABMAND Num 8 Days between enrollment and Bone Marrow Aspirate Date 

33 MVACRND Num 8 Days between enrollment and Creatinine Clearance Date 

34 MVACHND Num 8 Days between enrollment and Date Approved By Chair 
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Data Set Name: enrb.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 MVBNOBMA Char 1 $X46728X. $4. Number Of BMAs 

3 RAND_ID Num 8 Randomized Subject ID 

4 MVBPLCYL Char 1 $X1457X. $1. Plasma Cell Yield 10 Mill 

5 MVBTOTUM Num 8 8.2 8.2 Total Tumor Cells Frozen 

6 MVBAUTO Char 1 $X1457X. $1. Pt Receive Auto Txp 

7 MVBPRG Char 1 $X1457X. $1. Has Patient Progressed 

8 MVBDISST Char 1 $X36650X. $1. Patient Disease Status 

9 MVBMUCO Char 1 $X1457X. $1. Muco Or Gastro Symptoms 

10 MVBMUCRS Char 1 $X1457X. $1. Muco Or Gastro Resolved 

11 MVBHYPER Char 1 $X1457X. $1. Receiving Hyperailment 

12 MVBINVHY Char 1 $X1457X. $1. Receiving IV Hydration 

13 MVBINF Char 1 $X1457X. $1. Evidence Of Infection 

14 MVBGILB Char 1 $X1457X. $1. Gilbert's Disease 

15 MVBBILI Num 8 6.1 6.1 Bilirubin Value 

16 MVBBILUL Num 8 6.1 6.1 Bilirubin ULN 

17 MVBALT Num 8 4. 4. ALT Value 

18 MVBALTUL Num 8 4. 4. ALT ULN 

19 MVBAST Num 8 4. 4. AST Value 

20 MVBASTUL Num 8 4. 4. AST ULN 

21 MVBANC Num 8 6. 6. ANC Value 

22 MVBPLT Num 8 7. 7. Platelet Value 

23 MVBCRCL Num 8 4. 4. Creatinine Clearance 

24 MVBPLTTR Char 1 $X1457X. $1. Platelet Transfusion 

25 MVBFIL Char 1 $X1457X. $1. Filigrastim Admin 

26 MVBPEG Char 1 $X1457X. $1. Pegfiligrastim Admin 

27 MVBREMS Char 1 $X1457X. $1. Registered In REMs 

28 MVBFCBP Char 1 $X1635X. $1. FCBP 

29 MVBNEGPG Char 1 $X1457X. $1. Negative Pregnancy Test 

30 MVBAGBCF Char 1 $X1457X. $1. Female Agree BC 

31 MVBPRGTS Char 1 $X1457X. $1. Agree Pregnancy Test 

32 MVBAGBCM Char 1 $X1457X. $1. Male Agree BC 

33 MVBDVTPR Char 1 $X1457X. $1. Agree To DVT Prophylaxis 

34 MVBVCEN Char 1 $X1457X. $1. Plan To Enroll VCAN 

35 MVBVCCPL Char 1 $X1457X. $1. VCAN Marrow Biopsy 

36 MVBVCCON Char 1 $X1457X. $1. VCAN Consent 

37 MVBTCEN Char 1 $X1457X. $1. Plan to Enroll T Cell 
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16:23 Friday, March 08, 2024 13 

Num Variable Type Len Format Informat Label 
MVBWILL Char 1 $X1457X. $1. T Cell Willing 

STRATA Char 3 $3. $3. Stratum 

STARTND Num 8 Days between enrollment and Start Date 

MVB1MND Num 8 Days between enrollment and Date Of First BMA 

MVB2MND Num 8 Days between enrollment and Date Of Second BMA 

MVBAUTND Num 8 Days between enrollment and Auto Txp Date 

MVBDRND Num 8 Days between enrollment and Date Of Disease Assesment 

MVBBILND Num 8 Days between enrollment and Bilirubin Date 

MVBALTND Num 8 Days between enrollment and ALT Date 

MVBASTND Num 8 Days between enrollment and AST Date 

MVBANCND Num 8 Days between enrollment and ANC Date 

MVBPLTND Num 8 Days between enrollment and Platelet Date 

MVBCRND Num 8 Days between enrollment and Creatinine Clearance Date 

MVBVCCND Num 8 Days between enrollment and VCAN Consent Date 

MVBTGMND Num 8 Days between enrollment and T Cell Consent Date 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

        

        

       

       

       

        

       

       

       

       

        

       

       

       

       

       

       

       

        

       

       

       

       

16:23 Friday, March 08, 2024 14 

Data Set Name: f19.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 F19C1RSN Char 24 $25. $25. C1 Dose Change Reason 

3 F19C2RSN Char 23 $25. $25. C2 Dose Change Reason 

4 F19C3RSN Char 24 $25. $25. C3 Dose Change Reason 

5 F19TPYSP Char 79 $80. $80. Other Therapy Specify 

6 F19TOXSP Char 11 $100. $100. Hem Tox Specify 

7 F19TNHSP Char 44 $100. $100. Non-Hem Tox Specify 

8 RAND_ID Num 8 Randomized Subject ID 

9 PROTSEG Char 1 $1. $1. Segment 

10 VISNO Char 4 $4. $4. VISNO 

11 F19PTDTH Char 1 $X1457X. $1. Has Patient Died 

12 F19PRGRS Char 1 $X1457X. $1. Has Disease Progressed 

13 F19LENA Char 1 $X1457X. $1. Receive Lenalidomide 

14 F19LENRN Char 50 $50. $50. No Lenalidomide Reason 

15 F19CYC1L Char 2 $X49033X. $2. Len Cycle Number 1 

16 F19L1REC Char 1 $X1457X. $1. Len Doses Rec Cycle 1 

17 F19C1DS Char 1 $X49038X. $1. Len Dose At Cycle 1 Start 

18 F19C1CH Char 1 $X1457X. $1. Len Dose Change Cycle 1 

19 F19C1ND Num 8 6.1 6.1 New Len Dose Cycle 1 

20 F19CYC2L Char 2 $X49033X. $2. Len Cycle Number 2 

21 F19L2REC Char 1 $X1457X. $1. Len Doses Rec Cycle 2 

22 F19C2DS Char 1 $X49038X. $1. Len Dose At Cycle 2 Start 

23 F19C2CH Char 1 $X1457X. $1. Len Dose Change Cycle 2 

24 F19C2ND Num 8 6.1 6.1 New Len Dose Cycle 2 

25 F19CYC3L Char 2 $X49033X. $2. Len Cycle Number 3 

26 F19L3REC Char 1 $X1457X. $1. Len Doses Rec Cycle 3 

27 F19C3DS Char 1 $X49038X. $1. Len Dose At Cycle 3 Start 

28 F19C3CH Char 1 $X1457X. $1. Len Dose Change Cycle 3 

29 F19C3ND Num 8 6.1 6.1 New Len Dose Cycle 3 

30 F19LDIS Char 1 $X1457X. $1. Lenalidomide Discontinued 

31 F19LHLD Char 1 $X1457X. $1. Lenalidomide Held 

32 F19THRPY Char 1 $X1457X. $1. Any Non-Protocol Therapy 

33 F19TYDRG Char 2 $X36934X. $2. Therapy Drug Initiated 

34 F19INFEC Char 1 $X1457X. $1. Any New Infections 

35 F19HOSP Char 1 $X1457X. $1. Patient Hospitalized 

36 F19TRANS Char 1 $X1457X. $1. Non-Protocol Transplant 

37 F19UAE Char 1 $X1457X. $1. Any Unexpected AEs 
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16:23 Friday, March 08, 2024 15 

Num Variable Type Len Format Informat Label 
F19HETOX Char 1 $X1457X. $1. Hematologic Toxicity 

F19TOXON Char 1 $X1457X. $1. Hem Tox Onset Period 

F19TOXRE Char 1 $X1457X. $1. Hem Tox Resolve Period 

F19TOXDU Char 1 $X1457X. $1. Hem Toxicity Duration 

F19NHTOX Char 1 $X1457X. $1. Non-Hematologic Toxicity 

F19CNCR Char 1 $X1457X. $1. Second Cancer Diagnosis 

F19CYCNU Char 1 $X49435X. $1. Lenalidomide Cycles 

F19CNTND Num 8 Days between enrollment and Date of Last Contact 

F19DTHND Num 8 Days between enrollment and Date of Patient Death 

F19PRGND Num 8 Days between enrollment and Date of Progression 

F19C1SND Num 8 Days between enrollment and Cycle 1 Start Date 

F19C2SND Num 8 Days between enrollment and Cycle 2 Start Date 

F19C3SND Num 8 Days between enrollment and Cycle 3 Start Date 

F19TPYND Num 8 Days between enrollment and Therapy Start Date 

F19INFND Num 8 Days between enrollment and New Infection Date 

F19HSPND Num 8 Days between enrollment and Hospitalization Date 

F19UAEND Num 8 Days between enrollment and Unexpected AE Date 

F19TOXND Num 8 Days between enrollment and Hem Toxicity Onset Date 

F19NHTND Num 8 Days between enrollment and Non-Hem Tox Date 

F19CNRND Num 8 Days between enrollment and Second Cancer Date 
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16:23 Friday, March 08, 2024 16 

Data Set Name: ifn.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 IFN1OTSP Char 34 $50. $50. Infection 1 Other Specify 

3 IFN2OTSP Char 10 $50. $50. Infection 2 Other Specify 

4 IFN1AGNT Char 36 $X2850X. $50. 1st Agent Given 

IFN1AGSP Char 41 $50. $50. 1st Agent Other Specify 

6 IFN2AGNT Char 25 $X2850X. $50. 2nd Agent Given 

7 IFN2AGSP Char 16 $50. $50. 2nd Agent Other Specify 

8 IFN3AGNT Char 23 $X2850X. $50. 3rd Agent Given 

9 IFN3AGSP Char 12 $50. $50. 3rd Agent Other Specify 

IFNADDSP Char 27 $50. $50. Additional Agent Specify 

11 RAND_ID Num 8 Randomized Subject ID 

12 PROTSEG Char 1 $1. $1. Segment 

13 INFSITE Char 2 $XINFSITEX. $2. Infection Site 

14 IFN1NMCR Char 1 $X1457X. $1. Infect 1 Nonmicrobiologic 

IFN1PTPN Char 1 $X1457X. $1. Infect 1 Pt Pneumonia 

16 IFN1PTVT Char 1 $X1457X. $1. Infect 1 Pt Ventilation 

17 IFN1PTTY Char 1 $X1457X. $1. Infect 1 Pt Typhlitis 

18 IFN1PSEP Char 1 $X1457X. $1. Infect 1 Pt Severe Sepsis 

19 IFN1TYPE Char 1 $X1507X. $1. Infection 1 Type 

IFN1ORGN Char 3 $X1371X. $3. Infection 1 Organism 

21 IFN1SVRT Char 1 $X28311X. $1. Infection 1 Severity 

22 IFN1EVSP Char 1 $X1457X. $1. Infect 1 Evidence Sepsis 

23 IFN1EVIN Char 1 $X1457X. $1. Infect 1 Evid Infiltrates 

24 IFN2NMCR Char 1 $X1457X. $1. Infect 2 Nonmicrobiologic 

IFN2TYPE Char 1 $X1507X. $1. Infection 2 Type 

26 IFN2ORGN Char 3 $X1371X. $3. Infection 2 Organism 

27 IFN2SVRT Char 1 $X28311X. $1. Infection 2 Severity 

28 IFN2EVSP Char 1 $X1457X. $1. Infect 2 Evidence Sepsis 

29 IFN2EVIN Char 1 $X1457X. $1. Infect 2 Evid Infiltrates 

IFNAGTRT Char 1 $X1457X. $1. Agent Given to Treat Inf 

31 IFNADDAG Char 1 $X1457X. $1. Additional Agent Given 

32 INFSTND Num 8 Days between enrollment and Infection Start Date 



  

  

   

 
 

       
       

       

       

       

       

        
 

 
  

16:23 Friday, March 08, 2024 17 

Data Set Name: min.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 RAND_ID Num 8 Randomized Subject ID 

3 PROTSEG Char 1 $1. $1. Segment 

4 VISNO Char 4 $4. $4. VISNO 

5 MINMTINI Char 1 $X1457X. $1. Maintenance Initiated 

6 MINMTND Num 8 Days between enrollment and Maintenance Therapy Date 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

         

       

       

       

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

16:23 Friday, March 08, 2024 18 

Data Set Name: mpf.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 RAND_ID Num 8 Randomized Subject ID 

3 PROTSEG Char 1 $1. $1. Segment 

4 VISNO Char 4 $4. $4. VISNO 

5 MPSTATUS Char 1 $X36770X. $1. Disease Status 

6 MPSPEP Char 1 $X1457X. $1. SPEP Performed 

7 MPSPTPG Num 8 8.3 8.3 SPEP Total Protein Gram 

8 MPSPRES Char 1 $X19936X. $1. SPEP M-Protein Result 

9 MPSPMSG Num 8 8.3 8.3 SPEP M-Protein Gram 

10 MPSPTPMG Num 8 10.2 10.2 SPEP Total Protein mg 

11 MPSPMSMG Num 8 10.2 10.2 SPEP M-Protein mg 

12 MPSIFE Char 1 $X1457X. $1. Serum IFE Performed 

13 MPSIFERS Char 1 $X36803X. $1. Serum IFE Result 

14 MPSIFEBD Char 1 $X36804X. $1. Serum IFE Bands Present 

15 MPSFLC Char 1 $X1457X. $1. Serum FLC Measured 

16 MPKFLCL Num 8 11.2 11.2 Kappa FLC mg/L 

17 MPLFLCL Num 8 11.2 11.2 Lambda FLC mg/L 

18 MPSFLCRT Num 8 15.6 15.6 Kappa/Lambda FLC Ratio 

19 MPKFLCDL Num 8 11.3 11.3 Kappa FLC mg/dL 

20 MPLFLCDL Num 8 11.3 11.3 Lambda FLC mg/dL 

21 MPUPEP Char 1 $X1457X. $1. UPEP Performed 

22 MPUPTPG Num 8 9.3 9.3 UPEP Total Protein Grams 

23 MPUPTVL Num 8 8.3 8.3 UPEP Total Volume L 

24 MPUPRES Char 1 $X19936X. $1. UPEP M-Protein Result 

25 MPUPMSG Num 8 9.3 9.3 UPEP M-Protein Grams 

26 MPUPTPMG Num 8 11.2 11.2 UPEP Total Protein mg 

27 MPUPTVML Num 8 10.2 10.2 UPEP Total Volume ml 

28 MPUPMSMG Num 8 11.2 11.2 UPEP M-Protein mg 

29 MPUIFE Char 1 $X1457X. $1. Urine IFE Performed 

30 MPUIFERS Char 1 $X36803X. $1. Urine IFE Results 

31 MPUIFEBD Char 1 $X36804X. $1. Urine IFE Bands 

32 MPSRIGS Char 1 $X1457X. $1. Immunglobulins Obtained 

33 MPSIGG Num 8 10.2 10.2 Quantitative IgG 

34 MPSIGA Num 8 10.2 10.2 Quantitative IgA 

35 MPSIGM Num 8 10.2 10.2 Quantitative IgM 

36 MPSIGE Num 8 8.1 8.1 Quantitative IgE 

37 MPBMBX Char 1 $X1457X. $1. BMBX Performed 
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16:23 Friday, March 08, 2024 19 

Num Variable Type Len Format Informat Label 
MPBMBXRS Char 1 $X19936X. $1. BMBX Plasma Cells Present 

MPBMBXPC Num 8 7.1 7.1 BMBX Plasma Cells Percent 

MPBMBA Char 1 $X1457X. $1. BMA Performed 

MPBMARS Char 1 $X19936X. $1. BMA Plasma Cells Present 

MPBMAPC Num 8 7.1 7.1 BMA Plasma Cells Percent 

MPIHC Char 1 $X1635X. $1. IHC Performed 

MPIHCRES Char 1 $X36821X. $1. IHC Results 

MPIHCSP Char 70 $70. $70. IHC Results Specify 

MPSKELSR Char 1 $X1457X. $1. Skeletal Bone Survey 

MPSKELRS Char 1 $X36774X. $1. Skeletal Bone Results 

MPSKELOT Char 70 $70. $70. Skeletal Bone Results Spe 

MPCTPET Char 1 $X1457X. $1. CT/PET Scan Done 

MPCTPTRS Char 1 $X36822X. $1. CT/PET Scan Results 

MPCTPTSP Char 70 $70. $70. CT/PET Results Specify 

MPSTRTND Num 8 Days between enrollment and Assessment Period Start 

MPENDND Num 8 Days between enrollment and Assessment Period End 

MPSPEPND Num 8 Days between enrollment and SPEP Date 

MPSIFEND Num 8 Days between enrollment and Serum IFE Date 

MPSFLCND Num 8 Days between enrollment and Serum FLC Date 

MPUPEPND Num 8 Days between enrollment and UPEP Date 

MPUIFEND Num 8 Days between enrollment and Urine IFE Date 

MPSRIGND Num 8 Days between enrollment and Immunoglobulins Date 

MPBMBXND Num 8 Days between enrollment and BMBX Date 

MPBMAND Num 8 Days between enrollment and BMA Date 

MPSKELND Num 8 Days between enrollment and Skeletal Bone Survey Date 

MPCTPTND Num 8 Days between enrollment and CT/PET Scan Date 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

       

       

        

       

        

       

       

       

       

       

       

       

       

       

       

        

         

        

       

       

       

        
 

 
  

16:23 Friday, March 08, 2024 20 

Data Set Name: orf.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 ORFOCCSP Char 48 $50. $50. Occurrence Type Specify 

3 ORFSTASP Char 45 $50. $50. Activation Status Specify 

4 RAND_ID Num 8 Randomized Subject ID 

5 PROTSEG Char 1 $1. $1. Segment 

6 ORFOCCTP Char 1 $XOCCRTYPEX. $1. Occurrence Type 

7 ORFMICRO Char 1 $X1457X. $1. Unaccpt Microbiology Res 

8 ORFSTER Char 1 $X1457X. $1. Unaccpt Sterility Results 

9 ORFENDO Char 1 $X1457X. $1. Unaccpt Endotoxin Results 

10 ORFMYCO Char 1 $X1457X. $1. Unaccpt Mycoplasma Result 

11 ORFVIAB Char 1 $X1457X. $1. Unaccpt Viability Results 

12 ORFIMMU Char 1 $X1457X. $1. Unaccpt Immunohisto Res 

13 ORFIRRA Char 1 $X1457X. $1. Irradiated Dose Not 30Gy 

14 ORFDVSOP Char 50 $50. $50. Deviation From SOP 

15 ORFSTATU Char 1 $X5109X. $1. Activation Status 

16 ORFCOMP Char 1 $X40536X. $1. Component 

17 ORFCOMPN Char 14 $14. $14. Component Number 

18 ORFTUMY Char 1 $X1457X. $1. Insuff Tumor Cell Yield 

19 ORFTUNO Num 8 10. 10. Num Cells Initial Process 

20 ORFTUSC Char 1 $X1457X. $1. Second Isolation Perform 

21 ORFSCNO Num 8 10. 10. Num Cells Second Process 

22 ORFQUAR Char 1 $X1635X. $1. Product Quarantined 

23 ORFMEDDR Char 1 $X1457X. $1. Reviewed By Medi Director 

24 ORFOCCND Num 8 Days between enrollment and Occurrence Date 

25 ORFDETND Num 8 Days between enrollment and Detection Date 

26 ORFINND Num 8 Days between enrollment and Date Initial Isolation 

27 ORFSCND Num 8 Days between enrollment and Date Second Isolation 

28 ORFREPND Num 8 Days between enrollment and Reported Date 

29 ORFCACND Num 8 Days between enrollment and Corrective Action Rprt DT 

30 ORFREVND Num 8 Days between enrollment and Site Medical Dir Rev Date 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

        
 

 
  

16:23 Friday, March 08, 2024 21 

Data Set Name: orr.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 RAND_ID Num 8 Randomized Subject ID 

3 PROTSEG Char 1 $1. $1. Segment 

4 ORFOCCTP Char 1 $XOCCRTYPEX. $1. Occurrence Type 

5 ORRSTATU Char 1 $X5109X. $1. Activation Status 

6 ORRCOMP Char 1 $X40536X. $1. Component 

7 ORRREPOR Char 1 $X1457X. $1. Reportable Occurrence 

8 ORRFDA Char 1 $X1457X. $1. Expedited Report FDA 

9 ORRDSMB Char 1 $X1457X. $1. Expedited Report DSMB 

10 ORRADACT Char 1 $X1457X. $1. Additional Corrective Act 

11 ORRAFPRO Char 1 $X1457X. $1. Affect Final Product 

12 ORRFPADM Char 1 $X1457X. $1. Final Product Admin 

13 ORRCOMRV Char 1 $X1457X. $1. Complete Review 

14 ORFOCCND Num 8 Days between enrollment and Occurrence Date 

15 ORRRVND Num 8 Days between enrollment and Date Of Review 



  

  

   

 
 

       
       

       

       

       

       

       

       

        

      
 

       

        

       
 

       

       

       

       

       

       

       
 

       

       

       

       

       

       

        

       

       

       

       

       

        

       

       

        

16:23 Friday, March 08, 2024 22 

Data Set Name: outcomes.sas7bdat 

Num Variable Type Len Format Informat Label 
1 TRTTRUE Char 27 $800. Treatment Arm 

2 MP_Risk Char 8 $9. $9. Risk Stratification 

3 ostevent Char 9 Overall Survival Outcome post-transplant 

4 osevent Char 9 Overall Survival Outcome post-randomization 

5 pfstevent Char 11 Progression-Free Survival Outcome post-transplant 

6 pfsevent Char 11 Progression-Free Survival Outcome post-randomization 

7 progtoutcome Char 11 Progression Outcome Post-Transplant 

8 progoutcome Char 11 Progression Outcome Post-Randomization 

9 TRMoutcome Char 11 Treatment-related Mortality Outcome Post-
Randomization 

10 inf23outcome Char 11 Grades 2-3 Infection Outcome Post-Randomization 

11 inf3outcome Char 10 Grade 3 Infection Outcome Post-Randomization 

12 MRD_Cycle9_Result Char 1 Post-Randomization Minimum Residual Disease at 
Cycle 9 

13 RAND_ID Num 8 Randomized Subject ID 

14 MVAKPS Char 2 $KPS. $2. Karnofsky Performance Score 

15 MVAPCPCT Num 8 4. 4. Plasma Cells Percentage in BM Aspirate Differential 

16 MVASYSTP Char 1 $YESNO. $1. Initial Systemic Therapy prior to Enrollment 

17 STRATA Char 3 $STRATAF. $3. Randomization Strata 

18 MVBDISST Char 1 $DS. $1. Disease Status at Randomization 

19 BL9SYTHE Char 1 $YESNO. $1. Initial Systemic Anti-Myeloma Therapy prior to 
Randomization 

20 BL9THENO Char 2 $2. $2. Number of Lines of Initial Systemic Therapy 

21 diagmon Num 8 Months from Diagnosis to Enrollment 

22 txpmon Num 8 Months from Enrollment to Transplant 

23 randay Num 8 Days from Transplant to Randomization 

24 minday Num 8 Days from Randomization to Maintenance Initiation 

25 F19THRPY Char 1 $YESNO. $1. Non-protocol Anti-lymphoma Therapy 

26 MPSTATUS Char 1 $X36770X. $1. 1 Year Post-Transplant Myeloma Status 

27 MPSTATUS_RAND Char 1 $X36770X. Pre-Randomization Myeloma Status 

28 MPSTATUS_M225 Char 1 $X36770X. Day 225 Myeloma Status 

29 MPSTATUS_M309 Char 1 $X36770X. Day 309 Myeloma Status 

30 ostday Num 8 Overall Survival Days post-transplant 

31 ostmon Num 8 Overall Survival Months post-transplant 

32 ostsrvcens Num 8 Overall Survival Indicator post-transplant 

33 osday Num 8 Overall Survival Days post-randomization 

34 osmon Num 8 Overall Survival Months post-randomization 

35 ossrvcens Num 8 Overall Survival Indicator post-randomization 
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16:23 Friday, March 08, 2024 23 

Num Variable Type Len Format Informat Label 
36 pfstransday Num 8 Progression-Free Survival Days post-transplant 

37 pfstransmon Num 8 Progression-Free Survival Months post-transplant 

38 pfstsrvcens Num 8 Progression-Free Survival Indicator post-transplant 

39 pfsday Num 8 Progression-Free Survival Days post-randomization 

pfsmon Num 8 Progression-Free Survival Months post-randomization 

41 pfssrvcens Num 8 Progression-Free Survival Indicator post-randomization 

42 progtday Num 8 Progression Days Post-Transplant 

43 progtmon Num 8 Progression Months Post-Transplant 

44 progtcens Num 8 Progression Indicator Post-Transplant 

progt_CI Num 8 Progression Competing Risk Post-Transplant 

46 progday Num 8 Progression Days Post-Randomization 

47 progmon Num 8 Progression Months Post-Randomization 

48 progcens Num 8 Progression Indicator Post-Randomization 

49 prog_CI Num 8 Progression Competing Risk Post-Randomization 

TRMday Num 8 Treatment-related Mortality Days Post-Randomization 

51 TRMmon Num 8 Treatment-related Mortality Months Post-
Randomization 

52 TRMcens Num 8 Treatment-related Mortality Indicator Post-
Randomization 

53 TRM_CI Num 8 Treatment-related Mortality Competing Risk Post-
Randomization 

54 inf23day Num 8 Grades 2-3 Infection Days Post-Randomization 

inf23mon Num 8 Grades 2-3 Infection Months Post-Randomization 

56 inf23cens Num 8 Grades 2-3 Infection Indicator Post-Randomization 

57 inf23_CI Num 8 Grades 2-3 Infection Competing Risk Post-
Randomization 

58 inf3day Num 8 Grade 3 Infection Days Post-Randomization 

59 inf3mon Num 8 Grade 3 Infection Months Post-Randomization 

inf3cens Num 8 Grade 3 Infection Indicator Post-Randomization 

61 inf3_CI Num 8 Grade 3 Infection Competing Risk Post-Randomization 

62 MRD_RAND_Result Char 2 Pre-Randomization Minimum Residual Disease 

63 PRIMARYENDPOINT_SITE Char 1 $ENDPOINTF. Site-Reported Patient Alive in Complete Response 

64 PRIMARYENDPOINT_ERC Char 1 $ENDPOINTF. ERC-Adjudicated Patient Alive in Complete Response 

primaryendpoint Char 1 $ENDPOINTF. Patient Alive in Complete Response (Primary Endpoint) 

66 CD4_Enrollment Num 8 CD4 cells at Enrollment 

67 CD4_PC1 Num 8 CD4 cells at Cycle 1 

68 CD4_PC2 Num 8 CD4 cells at Cycle 2 

69 CD4_PC3 Num 8 CD4 cells at Cycle 3 

CD4_PC4 Num 8 CD4 cells at Cycle 4 

71 CD4_PC9 Num 8 CD4 cells at Cycle 9 



  

  

   

       
       

       

       

       

       

       

       

       

       
 

        
 

      
 

        

        

       

      
 

       

       

       
 

        

       
 

 
  

16:23 Friday, March 08, 2024 24 

Num Variable Type Len Format Informat Label 
72 CD8_Enrollment Num 8 CD8 cells at Enrollment 

73 CD8_PC1 Num 8 CD8 cells at Cycle 1 

74 CD8_PC2 Num 8 CD8 cells at Cycle 2 

75 CD8_PC3 Num 8 CD8 cells at Cycle 3 

76 CD8_PC4 Num 8 CD8 cells at Cycle 4 

77 CD8_PC9 Num 8 CD8 cells at Cycle 9 

78 Days_of_Diagnosis_to_Emmes Num 8 Days between enrollment and Diagnosis Date 

79 txndtxp Num 8 Days between enrollment and Transplant Date 

80 enrldaysB Num 8 Days between enrollment and Segment B Enroll Date 
(Randomization) 

81 MINMTND Num 8 Days between enrollment and Maintenance Initiation 
Date 

82 PRRELPND Num 8 Days between enrollment and Site-Reported 
Progression Date 

83 DTHND Num 8 Days between enrollment and Death Date 

84 fudays Num 8 Days between enrollment and Last Contact Date 

85 WOCPDAND Num 8 Days between enrollment and Consent Withdrawal Date 

86 F19TPYND Num 8 Days between enrollment and Non-protocol Anti-
lymphoma Therapy Date 

87 MPDays_M225 Num 8 Days between enrollment and Day 225 Myeloma Date 

88 MPDays_M309 Num 8 Days between enrollment and Day 309 Myeloma Date 

89 ERCPROND Num 8 Days between enrollment and ERC-adjudicated 
Progression Date 

90 infection23days Num 8 Days between enrollment and Grades 2-3 Infection Date 

91 infection3days Num 8 Days between enrollment and Grade 3 Infection Date 
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Data Set Name: paf.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PAFGLOSP Char 1 

2 PROT Char 4 $5. $5. Protocol 

3 PAFVRNSP Char 25 $50. $50. Specify Other Reason VA 

4 PAFGRNSP Char 49 $50. $50. Specify Other Reason GM 

RAND_ID Num 8 Randomized Subject ID 

6 PROTSEG Char 1 $1. $1. Segment 

7 VISNO Char 4 $4. $4. VISNO 

8 PAFRAND Char 1 $X40617X. $1. Randomization 

9 PAFVADM Char 1 $X1457X. $1. Vaccine Administration 

PAFVRSN Char 1 $X40798X. $1. Reason Vac Not Admin 

11 PAFVADS Num 8 7.2 7.2 Vaccine Dose 

12 PAFVALOC Char 1 $X40618X. $1. Vaccine Location 

13 PAFGM1AD Char 1 $X1457X. $1. GM-CSF Admin Day 1 

14 PAFG1RSN Char 1 $X40798X. $1. GM-CSF Reason Day 1 

PAFGM1DS Num 8 4. 4. GM-CSF Dose Day 1 

16 PAFGM1LO Char 1 $X40618X. $1. GM-CSF  Location 1 

17 PAFGM2AD Char 1 $X1457X. $1. GM-CSF Admin Day 2 

18 PAFG2RSN Char 1 $X40798X. $1. GM-CSF Reason Day 2 

19 PAFGM2DS Num 8 4. 4. GM-CSF Dose Day 2 

PAFGM2LO Char 1 $X40618X. $1. GM-CSF Location 2 

21 PAFGM3AD Char 1 $X1457X. $1. GM-CSF Admin Day 3 

22 PAFG3RSN Char 1 $X40798X. $1. GM-CSF Reason Day 3 

23 PAFGM3DS Num 8 4. 4. GM-CSF Dose Day 3 

24 PAFGM3LO Char 1 $X40618X. $1. GM-CSF Location 3 

PAFGM4AD Char 1 $X1457X. $1. GM-CSF Admin Day 4 

26 PAFG4RSN Char 1 $X40798X. $1. GM-CSF Reason Day 4 

27 PAFGM4DS Num 8 4. 4. GM-CSF Dose Day 4 

28 PAFGM4LO Char 1 $X40618X. $1. GM-CSF Location 4 

29 PAFVAND Num 8 Days between enrollment and Vaccine Date Given 

PAFGM1ND Num 8 Days between enrollment and GM-CSF Date 1 

31 PAFGM2ND Num 8 Days between enrollment and GM-CSF Date 2 

32 PAFGM3ND Num 8 Days between enrollment and GM-CSF Date 3 

33 PAFGM4ND Num 8 Days between enrollment and GM-CSF Date 4 
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Data Set Name: pdr.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 PDREVSUM Char 306 $551. $2000. Event Summary 

3 PDRCATEG Char 2 $X41403X. $11. Deviation Category 

4 PDRREASN Char 2 $X41406X. $10. Reason For Deviation 

5 PDRRSNSP Char 38 $40. $40. Reason Other Specify 

6 PDRCAPSP Char 178 $270. $2000. CAPA Specify 

7 RAND_ID Num 8 Randomized Subject ID 

8 PROTSEG Char 1 $1. $1. Segment 

9 PDSEQNUM Char 2 $XPDSEQX. $2. Deviation/Violation Num 

10 PDRQUAL Char 1 $X1457X. $1. Event Qualification 

11 PDRDSMB Char 1 $X1457X. $1. DSMB Reportable 

12 PDRDSMSF Char 2 $X43909X. $2. DSMB Spring Fall 

13 PDRDSMYR Num 8 5. 5. DSMB Year 

14 PDRCCCPR Char 1 $X1457X. $1. Center Perform Report 

15 PDRCAPA Char 1 $X1457X. $1. Site Re-training CAPA 

16 PDRRECOM Char 1 $X1457X. $1. Review Complete 

17 PDRPDREV Char 1 $X1457X. $1. Project Director Reviewed 

18 PDRGMREV Char 1 $X1457X. $1. Group Manager Reviewed 

19 PDDAYS Num 8 Days between enrollment and Deviation/Violation Date 

20 PDREVND Num 8 Days between enrollment and Event Review Date 
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Data Set Name: pdv.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 RAND_ID Num 8 Randomized Subject ID 

3 PROTSEG Char 1 $1. $1. Segment 

4 PDSEQNUM Char 2 $XPDSEQX. $2. Deviation/Violation Num 

5 PDVCATEG Char 2 $X41403X. $2. Deviation Category 

6 PDVCATSP Char 50 $50. $50. Deviation Categor Specify 

7 PDVREASO Char 2 $X41406X. $2. Deviation Reason 

8 PDVREASP Char 50 $50. $50. Deviation Reason Specify 

9 PDVSTDIS Char 1 $X1457X. $1. Deviation Therapy Discont 

10 PDVIRBRE Char 1 $X1457X. $1. Deviation IRB reported 

11 PDVIRBOU Char 1 $X41572X. $1. Deviation IRB outcome 

12 PDVCORRC Char 1 $X1457X. $1. Deviation Corrective Act 

13 PDDAYS Num 8 Days between enrollment and Deviation/Violation Date 

14 PDVIDTND Num 8 Days between enrollment and Date Deviation Identified 

15 PDVIRBND Num 8 Days between enrollment and Deviation IRB Report Date 
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Data Set Name: pgf.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 PGSKELSP Char 40 $50. $50. Bone Survey Reslt Specify 

3 PGCTPSP Char 35 $50. $50. CT PET Other Specify 

4 PGFTRTSP Char 45 $50. $50. Specify Other Treatment 

5 RAND_ID Num 8 Randomized Subject ID 

6 PROTSEG Char 1 $1. $1. Segment 

7 PGSPEPYN Char 1 $X3613X. $1. SPEP Progression Indicate 

8 PGSFLCYN Char 1 $X3613X. $1. FLC Progression Indicated 

9 PGSIFEYN Char 1 $X3613X. $1. SIFE Progression Indicate 

10 PGUPEPYN Char 1 $X3613X. $1. UPEP Progression Indicate 

11 PGUIFEYN Char 1 $X3613X. $1. UIFE Progression Indicate 

12 PGBMYN Char 1 $X3613X. $1. Marrow Progression Indica 

13 PGLESNYN Char 1 $X3613X. $1. Lesion Progression Indica 

14 PGPLCYYN Char 1 $X3613X. $1. Plasmacytoma Progression 

15 PGCALCYN Char 1 $X3613X. $1. Calcium Progression Indic 

16 PGSPEP Char 1 $X1457X. $1. SPEP Performed 

17 PGSTPTG Num 8 8.3 8.3 SPEP Total g/dL 

18 PGSPRES Char 1 $X38719X. $1. SPEP Spike Result 

19 PGSPMSG Num 8 8.3 8.3 SPEP Spike g/dL 

20 PGSPTMG Num 8 10.2 10.2 SPEP Total mg/dL 

21 PGSPMSMG Num 8 10.2 10.2 SPEP Spike mg/dL 

22 PGSIFE Char 1 $X1457X. $1. SIFE Performed 

23 PGSIFERS Char 1 $X36803X. $1. SIFE Result 

24 PGSIFEBD Char 1 $X38748X. $1. Serum IFE Bands 

25 PGSFLC Char 1 $X1457X. $1. Serum FLC 

26 PGKFLCL Num 8 11.2 11.2 Kappa FLC Value mg/L 

27 PGLFLCL Num 8 11.2 11.2 Lambda FLC Value mg/L 

28 PGSFLCRT Num 8 15.6 15.6 Serum FLC Ratio 

29 PGKFLCDL Num 8 11.3 11.3 Kappa FLC Value mg/dL 

30 PGLFLCDL Num 8 11.3 11.3 Lambda FLC Value mg/dL 

31 PGUPEP Char 1 $X1457X. $1. UPEP Performed 

32 PGUPTPG Num 8 9.3 9.3 UPEP Total g/24h 

33 PGUPTL Num 8 8.3 8.3 UPEP Volume L 

34 PGUPRES Char 1 $X38719X. $1. UPEP M Result 

35 PGUPMG Num 8 9.3 9.3 UPEP Spike g/24hr 

36 PGUPTPMG Num 8 11.2 11.2 UPEP Total mg/24hr 

37 PGUPTVML Num 8 10.2 10.2 UPEP Volume ml/24hr 
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Num Variable Type Len Format Informat Label 
PGUPMSMG Num 8 11.2 11.2 UPEP Spike mg/24hr 

PGUIFE Char 1 $X1457X. $1. UIFE Performed 

PGUIFERS Char 1 $X36803X. $1. UIFE Result 

PGUIFEBD Char 1 $X38748X. $1. UIFE Bands 

PGSRIGS Char 1 $X1457X. $1. Immunoglobulins Performed 

PGSIGG Num 8 10.2 10.2 IgG Value mg/dL 

PGSIGA Num 8 10.2 10.2 IgA Value mg/dL 

PGSIGM Num 8 10.2 10.2 IgM Value mg/dL 

PGBMBX Char 1 $X1457X. $1. Bone Marrow Biopsy Done 

PGBMBXRS Char 1 $X38719X. $1. BM Plasma Cell Result 

PGBMBXPC Num 8 7.1 7.1 BM Biopsy Percent Cells 

PGBMBA Char 1 $X1457X. $1. Bone Marrow Aspirate Done 

PGBMBARS Char 1 $X38719X. $1. BM Aspirate Result 

PGBMBAPC Num 8 7.1 7.1 BM Aspirate Percent Cells 

PGSKELSR Char 1 $X1457X. $1. Bone Survey Performed 

PGSKELRS Char 1 $X38771X. $1. Bone Survey Results 

PGCTPET Char 1 $X1457X. $1. CT PET Scan Performed 

PGCTPTRS Char 1 $X38772X. $1. CT PET Results 

PGFCALC Char 1 $X1457X. $1. Corrected Serum Calcium 

PGFCAVAL Num 8 7.2 7.2 Serum Calcium Value 

PGFCAUN Char 1 $X20623X. $1. Serum Calcium Units 

PGHYPCAL Char 1 $X1457X. $1. Developed Hypercalcemia 

PGHYPATT Char 1 $X1457X. $1. Hypercalcemia Attributed 

PGFTREAT Char 1 $X1457X. $1. Treated For  Progression 

PGFRTTYP Char 1 $X20621X. $1. Progression Treat Type 

PRRELPND Num 8 Days between enrollment and Progression/Relapse Date 

PGSPEPND Num 8 Days between enrollment and SPEP Date 

PGSIFEND Num 8 Days between enrollment and SIFE Date 

PGSFLCND Num 8 Days between enrollment and Serum FLC Date 

PGUPEPND Num 8 Days between enrollment and UPEP Date 

PGUIFEND Num 8 Days between enrollment and UIFE Date 

PGSIRGND Num 8 Days between enrollment and Immunoglobulins Date 

PGBMBXND Num 8 Days between enrollment and Bone Marrow Biopsy Date 

PGBMBAND Num 8 Days between enrollment and Bone Marrow Aspirate Date 

PGSKLEND Num 8 Days between enrollment and Bone Survey Date 

PGCTPTND Num 8 Days between enrollment and CT PET Scan Date 

PGFCAND Num 8 Days between enrollment and Serum Calcium Date 

PGFTRTND Num 8 Days between enrollment and Progression Treat Date 
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Data Set Name: psf.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 PSWDRSN Char 93 $100. $100. Reason For Withdrawal 

3 PSWDDGNM Char 12 $50. $50. Discontinued Investigational Study Drug Name 

4 PSTXYSP Char 81 $100. $100. Specify Toxicity 

5 PSDGOTSP Char 90 $100. $100. Specify Other 

6 PSDRGNM Char 18 $50. $50. Permanently Discontinued Investigational Study Drug Name 

7 PSELGYSP Char 88 $100. $100. Specify Eligbility 

8 PSSEGOSP Char 96 $100. $100. Specify Other Not Proceed 

9 PSTXPOSP Char 99 $100. $100. Specify Other No Txp 

10 RAND_ID Num 8 Randomized Subject ID 

11 PROTSEG Char 1 $1. $1. Segment 

12 STATUS Char 2 $XSTATUSX. $2. STATUS 

13 STATSEQ Char 2 $XSEQNUMX. $2. Status Change Number 

14 PSWDDRG Char 1 $X1457X. $1. Withdrawal Discon Drug 

15 PSDRGRSN Char 1 $X41506X. $1. Reason Drug Discontinued 

16 PSSEGRSN Char 1 $X41507X. $1. Reason Not Proceeding 

17 PSTXPRN Char 1 $X41508X. $1. Reason For No Transplant 

18 PSWDND Num 8 Days between enrollment and Withdrawal Date 

19 PSWDDGND Num 8 Days between enrollment and Last Drug Dose Date 

20 PSCNTND Num 8 Days between enrollment and Last Contact Date 

21 PSDRGND Num 8 Days between enrollment and Last Dose Of Study Drug 
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Data Set Name: s15.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 RAND_ID Num 8 Randomized Subject ID 

3 PROTSEG Char 1 $1. $1. Segment 

4 VISNO Char 4 $4. $4. VISNO 

5 S15BMTC Char 1 $X1457X. $1. BM T Cells Sample 

6 S15BLTC Char 1 $X1457X. $1. Blood T Cells Sample 

7 S15BMMRD Char 1 $X1457X. $1. BM MRDS Sample 

8 S15PLASM Char 1 $X1457X. $1. Blood Plasmablast Sample 

9 S15NKCEL Char 1 $X1457X. $1. Blood NK Cell Sample 

10 S15BMOFR Char 1 $X1457X. $1. BM Future Research Sample 

11 S15BLOFR Char 1 $X1457X. $1. Blood FR Sample 

12 S15VCANM Char 1 $X1457X. $1. VCAN Slides Prepared 

13 S15GSBM Char 1 $X1457X. $1. T Cell Marrow Aspirate 

14 S15GSBL Char 1 $X1457X. $1. T Cell Blood Sample 

15 S15BMTND Num 8 Days between enrollment and Date of BM T Cells 

16 S15BLTND Num 8 Days between enrollment and Date Of Blood T Cells 

17 S15BMMND Num 8 Days between enrollment and Date Of BM MRDS Sample 

18 S15PLND Num 8 Days between enrollment and Date Of Blood Plasmablast 

19 S15NKND Num 8 Days between enrollment and Date Of Blood NK Cell 

20 S15BMOND Num 8 Days between enrollment and Date Of BM Future Resear 

21 S15BLOND Num 8 Days between enrollment and Date Of Blood Future Res 

22 S15VCAND Num 8 Days between enrollment and VCAN Slide Prep Date 

23 S15VBIND Num 8 Days between enrollment and VCAN Marrow Biopsy Date 

24 S15GSMND Num 8 Days between enrollment and T Cell Marrow Date 

25 S15GSBND Num 8 Days between enrollment and T Cell Blood Sample Date 
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Data Set Name: t26.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 CRDARRSP Char 19 $50. $50. Cardiac Arrhythmia Specif 

3 SAEDFSP Char 67 $100. $100. SAE Definition Specify 

4 RAND_ID Num 8 Randomized Subject ID 

5 PROTSEG Char 1 $1. $1. Segment 

6 VISNO Char 4 $4. $4. VISNO 

7 NCCHESTP Char 1 $X32125X. $1. Non-Cardiac Chest Pain 

8 CHILLS Char 1 $X32139X. $1. Chills 

9 EDEMA Char 1 $X38732X. $1. Edema 

10 FATIGUE Char 1 $X32112X. $1. Fatigue 

11 TXFEVER Char 1 $X18341X. $1. Fever 

12 ABDPAIN Char 1 $X32113X. $1. Abdominal Pain 

13 ANOREXIA Char 1 $X31946X. $1. Anorexia 

14 CONSTIPA Char 1 $X32114X. $1. Constipation 

15 DIARRHEA Char 1 $X23127X. $1. Diarrhea 

16 DRYMOUTH Char 1 $X38731X. $1. Dry Mouth 

17 DYSPEPS Char 1 $X32116X. $1. Dyspepsia 

18 TXNAUSEA Char 1 $X23126X. $1. Nausea 

19 ORLMUCOS Char 1 $X23105X. $1. Oral Mucositis 

20 VOMIT Char 1 $X23124X. $1. Vomiting 

21 DYSGEUS Char 1 $X1457X. $1. Dysgeusia 

22 CYSTNINF Char 1 $X23113X. $1. Cystitis Noninfective 

23 HEMORRHG Char 1 $X23114X. $1. Hemorrhage 

24 LFVTSYDF Char 1 $X23107X. $1. Left Vent Syst Dysfunct 

25 CRDARRHY Char 1 $X23116X. $1. Cardiac Arrhythmia 

26 ANXIETY Char 1 $X31940X. $1. Anxiety 

27 ATAXIA Char 1 $X38736X. $1. Ataxia 

28 CONFUSN Char 1 $X32118X. $1. Confusion 

29 DEPRESSN Char 1 $X31941X. $1. Depression 

30 DIZZY Char 1 $X32119X. $1. Dizziness 

31 HEADACHE Char 1 $X32125X. $1. Headache 

32 INSOMNIA Char 1 $X32120X. $1. Insomnia 

33 SOMNOLN Char 1 $X23119X. $1. Somnolence 

34 TXSEIZR Char 1 $X23108X. $1. Seizure 

35 STROKE Char 1 $X38737X. $1. Stroke 

36 TREMOR Char 1 $X38738X. $1. Tremor 

37 ANEMIA Char 1 $X32233X. $1. Anemia 
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16:23 Friday, March 08, 2024 34 

Num Variable Type Len Format Informat Label 
LYMPENIA Char 1 $X38729X. $1. Lymphopenia 

NEUPENIA Char 1 $X4977X. $1. Neutropenia 

THROMBTP Char 1 $X38730X. $1. Thrombocytopenia 

THRMBPUR Char 1 $X23120X. $1. Thrombocytopenic Purpura 

LYMEDEMA Char 1 $X38738X. $1. Lymphedema 

HYPERTSN Char 1 $X23115X. $1. Hypertension 

HYPOTEN Char 1 $X23106X. $1. Hypotension 

ARTHRALG Char 1 $X32125X. $1. Arthralgia 

MYALGIA Char 1 $X32125X. $1. Myalgia 

MUSCWEAK Char 1 $X32126X. $1. Muscle Weakness 

MUSCPAIN Char 1 $X32125X. $1. Musculoskeletal Pain 

DRYSKIN Char 1 $X38739X. $1. Dry Skin 

PRURITUS Char 1 $X32134X. $1. Pruritus 

RASH Char 1 $X32135X. $1. Rash 

COUGH Char 1 $X32127X. $1. Cough 

TXDYSPNA Char 1 $X23109X. $1. Dyspnea 

TXHYPXIA Char 1 $X23104X. $1. Hypoxia 

SINUSITS Char 1 $X31952X. $1. Sinusitis 

SORETHRT Char 1 $X31953X. $1. Sore Throat 

DEHYDRAT Char 1 $X38735X. $1. Dehydration 

HYPERCAL Char 1 $X32128X. $1. Hypercalcemia 

HYPRGLYC Char 1 $X24071X. $1. Hyperglycemia 

HYPOGLYC Char 1 $X32129X. $1. Hypoglycemia 

HYPOKAL Char 1 $X32130X. $1. Hypokalemia 

HYPONATR Char 1 $X32131X. $1. Hyponatremia 

HYPOTHYR Char 1 $X36933X. $1. Hypothyroidism 

HEARLOSS Char 1 $X32133X. $1. Hearing Loss 

CONJUNCT Char 1 $X32136X. $1. Conjunctivitis 

CREATINC Char 1 $X38733X. $1. Creatinine Increased 

WTLOSS Char 1 $X38734X. $1. Weight Loss 

TXBILIRB Char 1 $X3854X. $1. Bilirubin 

TXALKPH Char 1 $X23122X. $1. Alkaline Phosphatase 

TXJAUND Char 1 $X1457X. $1. Jaundice 

HEPTMGLY Char 1 $X1457X. $1. Hepatomegaly 

RTQUADPN Char 1 $X1457X. $1. Right Upper Quadrant Pain 

TXWGHTGN Char 1 $X1457X. $1. Weight Gain >5 Percent 

VODETIOL Char 1 $X1457X. $1. VOD Etiology 

GVHETIOL Char 1 $X1457X. $1. GVHD Etiology 

INFETIOL Char 1 $X1457X. $1. Infection Etiology 
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Num Variable Type Len Format Informat Label 
77 OTHETIOL Char 1 $X1457X. $1. Other Etiology 

78 UNKETIOL Char 1 $X1457X. $1. Unknown Etiology 

79 SAEDFMET Char 1 $X1457X. $1. SAE Definition Met 

80 TXYEVLND Num 8 Days between enrollment and Toxicity Evaluation Date 
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Data Set Name: txp.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 VISNO Char 3 $4. $4. VISNO 

3 RAND_ID Num 8 Randomized Subject ID 

4 PROTSEG Char 1 $1. $1. Segment 

5 RECTXP Char 1 $X1457X. $1. Did Patient Receive Txp 

6 SCINFND Num 8 Days between enrollment and Stem Cell Infusion Date 
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Data Set Name: vdf.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 RAND_ID Num 8 Randomized Subject ID 

3 PROTSEG Char 1 $1. $1. Segment 

4 VISNO Char 4 $4. $4. VISNO 

5 VDFOCCUR Char 1 $X1457X. $1. Visit Occur 

6 VDFVSTYP Char 1 $X55832X. $1. Visit Type 

7 VDFDELAY Char 1 $X1457X. $1. Visit Delay 

8 VDFDLYRS Char 2 $X56403X. $2. Visit Delay Reason 

9 VDFREAS Char 2 $X55870X. $2. No Visit Reason 

10 VDFVISND Num 8 Days between enrollment and Visit Date 
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Data Set Name: vpf.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 RAND_ID Num 8 Randomized Subject ID 

3 PROTSEG Char 1 $1. $1. Segment 

4 VISNO Char 4 $4. $4. VISNO 

5 VPFCN Char 14 $14. $14. Fusion Component Number 

6 VPFDCVI Num 8 4. 4. Dendritic Cell Viability 

7 VPFFPVI Num 8 4. 4. TC-DC Viability 

8 VPFTUMIC Char 1 $X40176X. $1. Tumor Cell Microbio 

9 VPFDCMIC Char 1 $X40176X. $1. Dendritic Cell Microbio 

10 VPFFPST Char 1 $X40176X. $1. TC-DC Sterility 

11 VPFFPEND Num 8 7.1 7.1 TC-DC Endotoxin 

12 VPFFPMYC Char 1 $X49068X. $1. TC-DC Mycoplasma 

13 VPFTUCM Char 1 $X40345X. $1. Tumor Cell Markers 

14 VPFFPCM Char 1 $X40532X. $1. TC-DC Cell Markers 

15 VPFTUSR Num 8 4. 4. Tumor Cell Staining 

16 VPFDCSR Num 8 4. 4. Dendritic Cell Staining 

17 VPFFPSR Num 8 4. 4. TC-DC Staining 

18 VPFFPNV Num 8 2. 2. TC-DC Number of Vaccines 

19 VPFVIDS Num 8 4. 4. TC-DC Irradiation Dose 

20 VPFWSRV Char 1 $X1457X. $1. Worksheet Review 

21 VPFFPAPP Char 1 $1. $1. Final Product Approved 

22 VPFFPIND Num 8 Days between enrollment and TC-DC Irradiation Date 

23 VPFFPAND Num 8 Days between enrollment and Final Product App Date 
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Data Set Name: vpr.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 RAND_ID Num 8 Randomized Subject ID 

3 PROTSEG Char 1 $1. $1. Segment 

4 VISNO Char 4 $4. $4. VISNO 

5 VPRTUMIC Char 1 $X40176X. $1. Tumor Cell Microbio 

6 VPRDCMIC Char 1 $X40176X. $1. Dendritic Cell Microbio 

7 VPRFPST Char 1 $X40176X. $1. TC-DC Sterility 

8 VPRFPMYC Char 1 $X49068X. $1. TC-DC Mycoplasma 

9 VPRTUCM Char 1 $X40345X. $1. Tumor Cell Markers 

10 VPRFPCM Char 1 $X40532X. $1. TC-DC Cell Markers 

11 VPRCOMPL Char 1 $X1457X. $1. Complete Review 

12 VPRMETCR Char 1 $1. $1. Met Release Criteria 

13 VPRREACR Char 546 $546. $2000. Reason Criteria Not Met 

14 VPRAPPRV Char 1 $1. $1. Approval For Release 

15 VPRREAAP Char 83 $83. $2000. Reason Of Disapproval 

16 VPRAPRND Num 8 Days between enrollment and Date Of Approval for Release 
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Data Set Name: woc.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 RAND_ID Num 8 Randomized Subject ID 

3 WOCSTP Char 1 $X1457X. $1. Study Procedures 

4 WOCISD Char 1 $X1457X. $1. Rec Inves Study Drug 

5 WOCFRB Char 1 $X1635X. $1. Future Res Blood SP 

6 WOCFBM Char 1 $X1635X. $1. Future Res BM 

7 WOCPDA Char 1 $X1457X. $1. Provide Data 

8 WOCURSAM Char 1 $X1635X. $1. Urine Sample 

9 WOCSTPND Num 8 Days between enrollment and Study Procedures Date 

10 WOCISDND Num 8 Days between enrollment and Rec Inves Study Drug Date 

11 WOCFRBND Num 8 Days between enrollment and Future Res Blood SP Date 

12 WOCFBMND Num 8 Days between enrollment and Future Res BM Date 

13 WOCPDAND Num 8 Days between enrollment and Provide Data Date 

14 WOCUSMND Num 8 Days between enrollment and Urine Sample Date 
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Data Set Name: wuf.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PROT Char 4 $5. $5. Protocol 

2 RAND_ID Num 8 Randomized Subject ID 

3 PROTSEG Char 1 $1. $1. Segment 

4 VISNO Char 4 $4. $4. VISNO 

5 WUF01WS Char 1 $X1457X. $1. Bone Marrow Collection 

6 WUF02WS Char 1 $X1457X. $1. Req for Processing 

7 WUF03WS Char 1 $X1457X. $1. Tumor Processing 

8 WUF04WS Char 1 $X1457X. $1. Staining and Transport 

9 WUF05WS Char 1 $X1457X. $1. Plasma Component Log 

10 WUF06WS Char 1 $X1457X. $1. Heat Inactivation Plasma 

11 WUF07WS Char 1 $X1457X. $1. Patient Summary Sheet 

12 WUF08WS Char 1 $X1457X. $1. Freezing Tumor Cells 

13 WUF09WS Char 1 $X1457X. $1. Cytokine Calculation 

14 WUF10WS Char 1 $X1457X. $1. Exp Heat Inactive Plasma 

15 WUF11WS Char 1 $X1457X. $1. Tumor Thawing Worksheet 

16 WUF12WS Char 1 $X1457X. $1. Observation Notes 

17 WUF13WS Char 1 $X1457X. $1. TC-DC Preparation 

18 WUF14WS Char 1 $X1457X. $1. TC-DC Feed Worksheet 

19 WUF15WS Char 1 $X1457X. $1. Fusion Worksheet 

20 WUF16WS Char 1 $X1457X. $1. Fusion Component Log 

21 WUF17WS Char 1 $X1457X. $1. Fusion Freeze Worksheet 

22 WUF19WS Char 1 $X1457X. $1. Testing Log 

23 WUF21WS Char 1 $X1457X. $1. NanoCooler Checklist 

24 WUF23WS Char 1 $X1457X. $1. Irradiation Request Form 

25 WUF24WS Char 1 $X1457X. $1. Component Control Record 

26 WUF25WS Char 1 $X1457X. $1. Tumor Component Log 
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