
  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 1 

Data Set Name: aac.sas7bdat 

Num Variable Type Len Format Informat Label 
1 VISNO Char 4 $4. $4. VISNO 

2 AACALTLO Char 1 $X42290X. $1. Alternative Location 

3 AACALAGV Char 1 $X42290X. $1. Alt Location AGV 

4 AACALBMC Char 1 $X42290X. $1. Alt Location BMC 

5 AACALCLB Char 1 $X42290X. $1. Alt Location CLB 

6 AACALCGV Char 1 $X42290X. $1. Alt Location CGV 

7 AACALECG Char 1 $X42290X. $1. Alt Location ECG 

8 AACALHLB Char 1 $X42290X. $1. Alt Location HLB 

9 AACTEVI Char 1 $X42290X. $1. Telephone or Video 

10 AACTVACG Char 1 $X42290X. $1. Phone/Video AGV 

11 AACTVCGV Char 1 $X42290X. $1. Phone/Video CGV 

12 AACTVFUS Char 1 $X42290X. $1. Phone/Video FUS 

13 AACOTPT Char 1 $X42290X. $1. Outside Protocol Window 

14 AACOPAGV Char 1 $X42290X. $1. Outside Window AGV 

15 AACOPBMC Char 1 $X42290X. $1. Outside Window BMC 

16 AACOPCLB Char 1 $X42290X. $1. Outside Window CLB 

17 AACOPCGV Char 1 $X42290X. $1. Outside Window CGV 

18 AACOPECG Char 1 $X42290X. $1. Outside Window ECG 

19 AACOPHLB Char 1 $X42290X. $1. Outside Window HLB 

20 AACOPFUS Char 1 $X42290X. $1. Outside Window FUS 

21 rand_id Char 20 Randomized ID 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

         

       

       

        

       

       

       

       

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 2 

Data Set Name: ae.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 ADVSEQ Char 3 $XAESEQX. $3. Sequence Number 

4 AE1DTCON Char 1 $X43508X. $1. Onset Date Convention 

5 AE1EVTOC Char 1 $X43351X. $1. Occur After First Dose 

6 AE1EVDSC Char 100 $100. $100. Event Description 

7 AE1STAT Char 1 $X42693X. $1. Report Activation Status 

8 AE1SAE Char 1 $X42290X. $1. Event SAE 

9 AE1DEATH Char 1 $X42290X. $1. Assoc Death 

10 AE1THREA Char 1 $X42290X. $1. Assoc Life Threatening 

11 AE1HOSP Char 1 $X42290X. $1. Assoc Hospitalization 

12 AE1DISAB Char 1 $X42290X. $1. Assoc Disability 

13 AE1ANOMA Char 1 $X42290X. $1. Assoc Congenital Defect 

14 AE1MEDEV Char 1 $X42290X. $1. Important Medical Event 

15 AE1SPECL Char 2 $X42777X. $2. AE Special Situation 

16 AE1AGEON Num 8 3. 3. Age Time Of Onset 

17 AE1EXPEC Char 1 $X42290X. $1. Event Expected 

18 AE1HEIGH Num 8 8.2 8.2 Height 

19 AE1HTUNI Char 1 $X43370X. $1. Height Units 

20 AE1WEIGH Num 8 8.2 8.2 Weight 

21 AE1WTUNI Char 1 $X43371X. $1. Weight Units 

22 AE1CTCAE Char 1 $X42761X. $1. Grade by CTCAE 

23 AE1RELAT Char 1 $X42762X. $1. Relationship Study Drug 

24 AE1THERA Char 1 $X42762X. $1. Relationship Therapy 

25 AE1ETIOL Char 1 $X42763X. $1. Alternative Etiology 

26 AE1SCHED Char 2 $X42772X. $2. Effect on Study Drug Schd 

27 AE1OUTCM Char 1 $X42774X. $1. Most Severe Outcome 

28 AE1ONGOI Char 1 $X42776X. $1. AE Ongoing 

29 AE1TREAT Char 1 $X42290X. $1. Treatment Req After Event 

30 AE1ORANO Num 8 3. 3. Oral Medications Number 

31 AE1IVMNO Num 8 3. 3. IV Medications Number 

32 AE2HIST Char 1 $X42290X. $1. Relevant History 

33 AE2CNFRM Char 1 $X45075X. $1. Confirmation Statement 

34 AE2CNFUP Char 1 $X45075X. $1. Confirmation Uploaded 

35 AE3STMED Char 1 $X42290X. $1. Study Product Suspect Med 

36 AE3PROD1 Char 25 $25. $25. Study Product Name 1 

37 AE3SDCN1 Char 1 $X43508X. $1. Start Date Convention 1 



  

  

   

       
       

        

       

       

       

       

       

       

       

       

       

        

       

       

       

       

       

       

       

       

       

        

       

       

       

       

       

       

       

       

       

        

       

       

       

       

       

       

       

38

40

41

43

44

46

47

48

49

50

51

52

53
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55

56

57

58

59

60

61

62

63

64

65

66

67

68

69

70

71

72

73

74

75

76

39

42

45

15:52 Friday, August 07, 2026 3 

Num Variable Type Len Format Informat Label 
AE3LDCN1 Char 1 $X43508X. $1. Last Date Convention 1 

AE3MDON1 Char 1 $X42290X. $1. Medication Ongoing 1 

AE3DOSE1 Char 10 $10. $10. Medication Dose 1 

AE3DSUN1 Char 1 $X43353X. $1. Medication Dose Unit 1 

AE3ROUT1 Char 2 $X43152X. $2. Medication Route 1 

AE3FREQ1 Char 2 $X43155X. $2. Medication Frequency 1 

AE3INDC1 Char 2 $X43156X. $2. Medication Indication 1 

AE3ACTN1 Char 2 $X42772X. $2. Medication Action 1 

AE3ABAT1 Char 2 $X43158X. $2. Event Abated 1 

AE3REAP1 Char 2 $X43158X. $2. Event Reappeared 1 

AE3PROD2 Char 25 $25. $25. Study Product Name 2 

AE3MDON2 Char 1 $X42290X. $1. Medication Ongoing 2 

AE3DOSE2 Char 10 $10. $10. Medication Dose 2 

AE3DSUN2 Char 1 $X43353X. $1. Medication Dose Unit 2 

AE3ROUT2 Char 2 $X43152X. $2. Medication Route 2 

AE3FREQ2 Char 2 $X43155X. $2. Medication Frequency 2 

AE3INDC2 Char 2 $X43156X. $2. Medication Indication 2 

AE3ACTN2 Char 2 $X42772X. $2. Medication Action 2 

AE3ABAT2 Char 2 $X43158X. $2. Event Abated 2 

AE3REAP2 Char 2 $X43158X. $2. Event Reappeared 2 

AE3PROD3 Char 25 $25. $25. Study Product Name 3 

AE3MDON3 Char 1 $X42290X. $1. Medication Ongoing 3 

AE3DOSE3 Char 10 $10. $10. Medication Dose 3 

AE3DSUN3 Char 1 $X43353X. $1. Medication Dose Unit 3 

AE3ROUT3 Char 2 $X43152X. $2. Medication Route 3 

AE3FREQ3 Char 2 $X43155X. $2. Medication Frequency 3 

AE3INDC3 Char 2 $X43156X. $2. Medication Indication 3 

AE3ACTN3 Char 2 $X42772X. $2. Medication Action 3 

AE3ABAT3 Char 2 $X43158X. $2. Event Abated 3 

AE3REAP3 Char 2 $X43158X. $2. Event Reappeared 3 

AE3PROD4 Char 25 $25. $25. Study Product Name 4 

AE3MDON4 Char 1 $X42290X. $1. Medication Ongoing 4 

AE3DOSE4 Char 10 $10. $10. Medication Dose 4 

AE3DSUN4 Char 1 $X43353X. $1. Medication Dose Unit 4 

AE3ROUT4 Char 2 $X43152X. $2. Medication Route 4 

AE3FREQ4 Char 2 $X43155X. $2. Medication Frequency 4 

AE3INDC4 Char 2 $X43156X. $2. Medication Indication 4 

AE3ACTN4 Char 2 $X42772X. $2. Medication Action 4 

AE3ABAT4 Char 2 $X43158X. $2. Event Abated 4 
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115

78

81

84

15:52 Friday, August 07, 2026 4 

Num Variable Type Len Format Informat Label 
AE3REAP4 Char 2 $X43158X. $2. Event Reappeared 4 

AE3RECCM Char 1 $X42290X. $1. Receiving Con Meds 

AE3CM01 Char 103 $X43161X. $103. Con Med Name 1 

AE3CMD01 Char 10 $10. $10. Con Med Dose 1 

AE3CMU01 Char 1 $X43353X. $1. Con Med Dose Unit 1 

AE3CMF01 Char 2 $X43155X. $2. Con Med Frequency 1 

AE3CMT01 Char 1 $X42290X. $1. Treatment of SAE 1 

AE3CM02 Char 103 $X43161X. $103. Con Med Name 2 

AE3CMD02 Char 10 $10. $10. Con Med Dose 2 

AE3CMU02 Char 1 $X43353X. $1. Con Med Dose Unit 2 

AE3CMF02 Char 2 $X43155X. $2. Con Med Frequency 2 

AE3CMT02 Char 1 $X42290X. $1. Treatment of SAE 2 

AE3CM03 Char 103 $X43161X. $103. Con Med Name 3 

AE3CMD03 Char 10 $10. $10. Con Med Dose 3 

AE3CMU03 Char 1 $X43353X. $1. Con Med Dose Unit 3 

AE3CMF03 Char 2 $X43155X. $2. Con Med Frequency 3 

AE3CMT03 Char 1 $X42290X. $1. Treatment of SAE 3 

AE3CM04 Char 103 $X43161X. $103. Con Med Name 4 

AE3CMD04 Char 10 $10. $10. Con Med Dose 4 

AE3CMU04 Char 1 $X43353X. $1. Con Med Dose Unit 4 

AE3CMF04 Char 2 $X43155X. $2. Con Med Frequency 4 

AE3CMT04 Char 1 $X42290X. $1. Treatment of SAE 4 

AE3CM05 Char 103 $X43161X. $103. Con Med Name 5 

AE3CMD05 Char 10 $10. $10. Con Med Dose 5 

AE3CMU05 Char 1 $X43353X. $1. Con Med Dose Unit 5 

AE3CMF05 Char 2 $X43155X. $2. Con Med Frequency 5 

AE3CMT05 Char 1 $X42290X. $1. Treatment of SAE 5 

AE3CM06 Char 103 $X43161X. $103. Con Med Name 6 

AE3CMD06 Char 10 $10. $10. Con Med Dose 6 

AE3CMU06 Char 1 $X43353X. $1. Con Med Dose Unit 6 

AE3CMF06 Char 2 $X43155X. $2. Con Med Frequency 6 

AE3CMT06 Char 1 $X42290X. $1. Treatment of SAE 6 

AE3CM07 Char 103 $X43161X. $103. Con Med Name 7 

AE3CMD07 Char 10 $10. $10. Con Med Dose 7 

AE3CMU07 Char 1 $X43353X. $1. Con Med Dose Unit 7 

AE3CMF07 Char 2 $X43155X. $2. Con Med Frequency 7 

AE3CMT07 Char 1 $X42290X. $1. Treatment of SAE 7 

AE3CM08 Char 103 $X43161X. $103. Con Med Name 8 

AE3CMD08 Char 10 $10. $10. Con Med Dose 8 
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117

120

123

15:52 Friday, August 07, 2026 5 

Num Variable Type Len Format Informat Label 
AE3CMU08 Char 1 $X43353X. $1. Con Med Dose Unit 8 

AE3CMF08 Char 2 $X43155X. $2. Con Med Frequency 8 

AE3CMT08 Char 1 $X42290X. $1. Treatment of SAE 8 

AE3CM09 Char 103 $X43161X. $103. Con Med Name 9 

AE3CMD09 Char 10 $10. $10. Con Med Dose 9 

AE3CMU09 Char 1 $X43353X. $1. Con Med Dose Unit 9 

AE3CMF09 Char 2 $X43155X. $2. Con Med Frequency 9 

AE3CMT09 Char 1 $X42290X. $1. Treatment of SAE 9 

AE3CM10 Char 103 $X43161X. $103. Con Med Name 10 

AE3CMD10 Char 10 $10. $10. Con Med Dose 10 

AE3CMU10 Char 1 $X43353X. $1. Con Med Dose Unit 10 

AE3CMF10 Char 2 $X43155X. $2. Con Med Frequency 10 

AE3CMT10 Char 1 $X42290X. $1. Treatment of SAE 10 

AE3CM11 Char 103 $X43161X. $103. Con Med Name 11 

AE3CMD11 Char 10 $10. $10. Con Med Dose 11 

AE3CMU11 Char 1 $X43353X. $1. Con Med Dose Unit 11 

AE3CMF11 Char 2 $X43155X. $2. Con Med Frequency 11 

AE3CMT11 Char 1 $X42290X. $1. Treatment of SAE 11 

AE3CM12 Char 103 $X43161X. $103. Con Med Name 12 

AE3CMD12 Char 10 $10. $10. Con Med Dose 12 

AE3CMU12 Char 1 $X43353X. $1. Con Med Dose Unit 12 

AE3CMF12 Char 2 $X43155X. $2. Con Med Frequency 10 

AE3CMT12 Char 1 $X42290X. $1. Treatment of SAE 12 

AE3CM13 Char 103 $X43161X. $103. Con Med Name 13 

AE3CMD13 Char 10 $10. $10. Con Med Dose 13 

AE3CMU13 Char 1 $X43353X. $1. Con Med Dose Unit 13 

AE3CMF13 Char 2 $X43155X. $2. Con Med Frequency 13 

AE3CMT13 Char 1 $X42290X. $1. Treatment of SAE 13 

AE3CM14 Char 103 $X43161X. $103. Con Med Name 14 

AE3CMD14 Char 10 $10. $10. Con Med Dose 14 

AE3CMU14 Char 1 $X43353X. $1. Con Med Dose Unit 14 

AE3CMF14 Char 2 $X43155X. $2. Con Med Frequency 14 

AE3CMT14 Char 1 $X42290X. $1. Treatment of SAE 14 

AE3CM15 Char 103 $X43161X. $103. Con Med Name 15 

AE3CMD15 Char 10 $10. $10. Con Med Dose 15 

AE3CMU15 Char 1 $X43353X. $1. Con Med Dose Unit 15 

AE3CMF15 Char 2 $X43155X. $2. Con Med Frequency 15 

AE3CMT15 Char 1 $X42290X. $1. Treatment of SAE 15 

AE3CM16 Char 103 $X43161X. $103. Con Med Name 16 
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157

158

160

161

163

164

165

166

167

168

169
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171

172

173

174

175

176

177

178

179

180

181

182

183

184

185

186

187

188

189

190

191

192

193

156

159

162

15:52 Friday, August 07, 2026 6 

Num Variable Type Len Format Informat Label 
AE3CMD16 Char 10 $10. $10. Con Med Dose 16 

AE3CMU16 Char 1 $X43353X. $1. Con Med Dose Unit 16 

AE3CMF16 Char 2 $X43155X. $2. Con Med Frequency 16 

AE3CMT16 Char 1 $X42290X. $1. Treatment of SAE 16 

AE3CM17 Char 103 $X43161X. $103. Con Med Name 17 

AE3CMD17 Char 10 $10. $10. Con Med Dose 17 

AE3CMU17 Char 1 $X43353X. $1. Con Med Dose Unit 17 

AE3CMF17 Char 2 $X43155X. $2. Con Med Frequency 17 

AE3CMT17 Char 1 $X42290X. $1. Treatment of SAE 17 

AE3CM18 Char 103 $X43161X. $103. Con Med Name 18 

AE3CMD18 Char 10 $10. $10. Con Med Dose 18 

AE3CMU18 Char 1 $X43353X. $1. Con Med Dose Unit 18 

AE3CMF18 Char 2 $X43155X. $2. Con Med Frequency 18 

AE3CMT18 Char 1 $X42290X. $1. Treatment of SAE 18 

AE3CM19 Char 103 $X43161X. $103. Con Med Name 19 

AE3CMD19 Char 10 $10. $10. Con Med Dose 19 

AE3CMU19 Char 1 $X43353X. $1. Con Med Dose Unit 19 

AE3CMF19 Char 2 $X43155X. $2. Con Med Frequency 19 

AE3CMT19 Char 1 $X42290X. $1. Treatment of SAE 19 

AE3CM20 Char 103 $X43161X. $103. Con Med Name 20 

AE3CMD20 Char 10 $10. $10. Con Med Dose 20 

AE3CMU20 Char 1 $X43353X. $1. Con Med Dose Unit 20 

AE3CMF20 Char 2 $X43155X. $2. Con Med Frequency 20 

AE3CMT20 Char 1 $X42290X. $1. Treatment of SAE 20 

AE4LABRP Char 1 $X42290X. $1. Relevant Lab Reports 

AE4TEST1 Char 25 $25. $25. Test 1 

AE4T1RES Char 25 $25. $25. Test 1 Results 

AE4NMRA1 Char 25 $25. $25. Test 1 Normal Range 

AE4LAB1 Char 1 $X42290X. $1. Test 1 Previous Lab 

AE4SAET1 Char 25 $25. $25. Lab Value Previous SAE 1 

AE4TEST2 Char 25 $25. $25. Test 2 

AE4T2RES Char 25 $25. $25. Test 2 Results 

AE4NMRA2 Char 25 $25. $25. Test 2 Normal Range 

AE4LAB2 Char 1 $X42290X. $1. Test 2 Previous Lab 

AE4SAET2 Char 25 $25. $25. Lab Value Previous SAE 2 

AE4TEST3 Char 25 $25. $25. Test 3 

AE4T3RES Char 25 $25. $25. Test 3 Results 

AE4NMRA3 Char 25 $25. $25. Test 3 Normal Range 

AE4LAB3 Char 1 $X42290X. $1. Test 3 Previous Lab 
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196

197

199

200

202

203

204

205

206

207

208

209

210

211

212

213

214

215

216

217

218

219

220

221

222

223

224

225

226

227

228

229

230

231

232

195

198

201
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Num Variable Type Len Format Informat Label 
AE4SAET3 Char 25 $25. $25. Lab Value Previous SAE 3 

AE4TEST4 Char 25 $25. $25. Test 4 

AE4T4RES Char 25 $25. $25. Test 4 Results 

AE4NMRA4 Char 25 $25. $25. Test 4 Normal Range 

AE4LAB4 Char 1 $X42290X. $1. Test 4 Previous Lab 

AE4SAET4 Char 25 $25. $25. Lab Value Previous SAE 4 

AE4TEST5 Char 25 $25. $25. Test 5 

AE4T5RES Char 25 $25. $25. Test 5 Results 

AE4NMRA5 Char 25 $25. $25. Test 5 Normal Range 

AE4LAB5 Char 1 $X42290X. $1. Test 5 Previous Lab 

AE4SAET5 Char 25 $25. $25. Lab Value Previous SAE 5 

AE4TEST6 Char 25 $25. $25. Test 6 

AE4T6RES Char 25 $25. $25. Test 6 Results 

AE4NMRA6 Char 25 $25. $25. Test 6 Normal Range 

AE4LAB6 Char 1 $X42290X. $1. Test 6 Previous Lab 

AE4SAET6 Char 25 $25. $25. Lab Value Previous SAE 6 

AE4TEST7 Char 25 $25. $25. Test 7 

AE4T7RES Char 25 $25. $25. Test 7 Results 

AE4NMRA7 Char 25 $25. $25. Test 7 Normal Range 

AE4LAB7 Char 1 $X42290X. $1. Test 7 Previous Lab 

AE4SAET7 Char 25 $25. $25. Lab Value Previous SAE 7 

AE4TEST8 Char 25 $25. $25. Test 8 

AE4T8RES Char 25 $25. $25. Test 8 Results 

AE4NMRA8 Char 25 $25. $25. Test 8 Normal Range 

AE4LAB8 Char 1 $X42290X. $1. Test 8 Previous Lab 

AE4SAET8 Char 25 $25. $25. Lab Value Previous SAE 8 

AE4TEST9 Char 25 $25. $25. Test 9 

AE4T9RES Char 25 $25. $25. Test 9 Results 

AE4NMRA9 Char 25 $25. $25. Test 9 Normal Range 

AE4LAB9 Char 1 $X42290X. $1. Test 9 Previous Lab 

AE4SAET9 Char 25 $25. $25. Lab Value Previous SAE 9 

AE4TES10 Char 25 $25. $25. Test 10 

AE4T10RE Char 25 $25. $25. Test 10 Results 

AE4NMR10 Char 25 $25. $25. Test 10 Normal Range 

AE4LA10 Char 1 $X42290X. $1. Test 10 Previous Lab 

AE4SAE10 Char 25 $25. $25. Lab Value Previous SAE 10 

AE4REDIA Char 1 $X42290X. $1. Relevant Diagnostic Tests 

AE4DIAT1 Char 25 $25. $25. Diagnostic Test 1 

AE4DIAT2 Char 25 $25. $25. Diagnostic Test 2 
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238

239

241
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257

258

259
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264

265

266

267

268
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271

234

237

240
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Num Variable Type Len Format Informat Label 
AE4DIAT3 Char 25 $25. $25. Diagnostic Test 3 

AE4DIAT4 Char 25 $25. $25. Diagnostic Test 4 

AE4DIAT5 Char 25 $25. $25. Diagnostic Test 5 

AE4DIAT6 Char 25 $25. $25. Diagnostic Test 6 

AE4DIAT7 Char 25 $25. $25. Diagnostic Test 7 

AE4DIAT8 Char 25 $25. $25. Diagnostic Test 8 

AE4DIAT9 Char 25 $25. $25. Diagnostic Test 9 

AE4DIA10 Char 25 $25. $25. Diagnostic Test 10 

AE7REVW Char 1 $X42290X. $1. Event Review Complete 

AE7EVTTP Char 1 $X42290X. $1. Event Type 

AE7ASTCN Char 12 $12. $12. Astellas Case Number 

AE8OSTAT Char 1 $X48277X. $1. Overall Event Status 

AE8EVTYP Char 8 $X48278X. $8. Indicate Event Type 

AE8OCRF Char 1 $X42290X. $1. Report Event on Other CRF 

AE8CRFTX Char 1 $X42290X. $1. Completed by Tx Center 

AE8SMQRY Char 1 $X42290X. $1. Safety Monitor Queries 

AE8QYRES Char 1 $X42290X. $1. SM Queries Resolved 

AE8ASTRE Char 2 $X46399X. $2. Event Report to Astellas 

AE8INREP Char 1 $X48279X. $1. Initial Event Report Stat 

AE8ASTFU Char 1 $X42290X. $1. Follow Up Required 

AE8FUREP Char 2 $X48280X. $2. FUp Event Rport Status 

AE8ASTQY Char 1 $X42290X. $1. Astellas Queries 

AE8AQRES Char 1 $X42290X. $1. Astellas Queries Resolved 

AE8REV Char 1 $X42290X. $1. Astellas Review Complete 

AE8LIST Char 1 $X48281X. $1. Listedness of Event 

AE8RELAT Char 1 $X42762X. $1. Relationship Study Drug 

AE8DSMB Char 1 $X42290X. $1. DSMB Expedited Report 

AE8EVTRP Char 1 $X48279X. $1. DSMB Init Rpt Status 

AE8FUREQ Char 1 $X42290X. $1. Follow Up Report Required 

AE8FUST Char 2 $X48280X. $2. FUp Event Rport Status 

AE8NHLBI Char 1 $X42290X. $1. Queries from NHLBI/DSMB 

AE8RESQY Char 1 $X42290X. $1. Queries Resolved NHLBI 

AE901STS Char 1 $X48210X. $1. COM 1 Status 

AE901TYP Char 1 $X48211X. $1. COM 1 Type 

AE901RLE Char 2 $X48212X. $2. COM 1 Contact Role 

AE902STS Char 1 $X48210X. $1. COM 2 Status 

AE902TYP Char 1 $X48211X. $1. COM 2 Type 

AE902RLE Char 2 $X48212X. $2. COM 2 Contact Role 

AE903STS Char 1 $X48210X. $1. COM 3 Status 
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277
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273

276

279
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Num Variable Type Len Format Informat Label 
AE903TYP Char 1 $X48211X. $1. COM 3 Type 

AE903RLE Char 2 $X48212X. $2. COM 3 Contact Role 

AE904STS Char 1 $X48210X. $1. COM 4 Status 

AE904TYP Char 1 $X48211X. $1. COM 4 Type 

AE904RLE Char 2 $X48212X. $2. COM 4 Contact Role 

AE905STS Char 1 $X48210X. $1. COM 5 Status 

AE905TYP Char 1 $X48211X. $1. COM 5 Type 

AE905RLE Char 2 $X48212X. $2. COM 5 Contact Role 

AE906STS Char 1 $X48210X. $1. COM 6 Status 

AE906TYP Char 1 $X48211X. $1. COM 6 Type 

AE906RLE Char 2 $X48212X. $2. COM 6 Contact Role 

AE907STS Char 1 $X48210X. $1. COM 7 Status 

AE907TYP Char 1 $X48211X. $1. COM 7 Type 

AE907RLE Char 2 $X48212X. $2. COM 7 Contact Role 

AE908STS Char 1 $X48210X. $1. COM 8 Status 

AE908TYP Char 1 $X48211X. $1. COM 8 Type 

AE908RLE Char 2 $X48212X. $2. COM 8 Contact Role 

AE909STS Char 1 $X48210X. $1. COM 9 Status 

AE909TYP Char 1 $X48211X. $1. COM 9 Type 

AE909RLE Char 2 $X48212X. $2. COM 9 Contact Role 

AE910STS Char 1 $X48210X. $1. COM 10 Status 

AE910TYP Char 1 $X48211X. $1. COM 10 Type 

AE910RLE Char 2 $X48212X. $2. COM 10 Contact Role 

AE911STS Char 1 $X48210X. $1. COM 11 Status 

AE911TYP Char 1 $X48211X. $1. COM 11 Type 

AE911RLE Char 2 $X48212X. $2. COM 11 Contact Role 

AE912STS Char 1 $X48210X. $1. COM 12 Status 

AE912TYP Char 1 $X48211X. $1. COM 12 Type 

AE912RLE Char 2 $X48212X. $2. COM 12 Contact Role 

AE913STS Char 1 $X48210X. $1. COM 13 Status 

AE913TYP Char 1 $X48211X. $1. COM 13 Type 

AE913RLE Char 2 $X48212X. $2. COM 13 Contact Role 

AE914STS Char 1 $X48210X. $1. COM 14 Status 

AE914TYP Char 1 $X48211X. $1. COM 14 Type 

AE914RLE Char 2 $X48212X. $2. COM 14 Contact Role 

AE915STS Char 1 $X48210X. $1. COM 15 Status 

AE915TYP Char 1 $X48211X. $1. COM 15 Type 

AE915RLE Char 2 $X48212X. $2. COM 15 Contact Role 

rand_id Char 20 Randomized ID 
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15:52 Friday, August 07, 2026 10 

Num Variable Type Len Format Informat Label 
ENRLDATE_DAYS Num 8 ENRLDATE (in days since enrollment date A) 

ADVDATE_DAYS Num 8 Onset Date (in days since enrollment date A) 

AE1AWADT_DAYS Num 8 Transp Center Aware Date (in days since enrollment date A) 

AE1RESDT_DAYS Num 8 AE Resolution Date (in days since enrollment date A) 

AE1ADVDT_DAYS Num 8 Onset Date (in days since enrollment date A) 

AE2ISBDT_DAYS Num 8 Initial Submitter Date (in days since enrollment date A) 

AE2ASBDT_DAYS Num 8 Authorized Submitter Date (in days since enrollment date A) 

AE3ST1DT_DAYS Num 8 Study Product Strt Date 1 (in days since enrollment date A) 

AE3LS1DT_DAYS Num 8 Product Last Taken Date 1 (in days since enrollment date A) 

AE3ST2DT_DAYS Num 8 Study Product Strt Date 2 (in days since enrollment date A) 

AE3LS2DT_DAYS Num 8 Product Last Taken Date 2 (in days since enrollment date A) 

AE3ST3DT_DAYS Num 8 Study Product Strt Date 3 (in days since enrollment date A) 

AE3LS3DT_DAYS Num 8 Product Last Taken Date 3 (in days since enrollment date A) 

AE3ST4DT_DAYS Num 8 Study Product Strt Date 4 (in days since enrollment date A) 

AE3LS4DT_DAYS Num 8 Product Last Taken Date 4 (in days since enrollment date A) 

AE4T1DT_DAYS Num 8 Test 1 Collection Date (in days since enrollment date A) 

AE4T1PDT_DAYS Num 8 Test 1 Previous Lab Date (in days since enrollment date A) 

AE4T2DT_DAYS Num 8 Test 2 Collection Date (in days since enrollment date A) 

AE4T2PDT_DAYS Num 8 Test 2 Previous Lab Date (in days since enrollment date A) 

AE4T3DT_DAYS Num 8 Test 3 Collection Date (in days since enrollment date A) 

AE4T3PDT_DAYS Num 8 Test 3 Previous Lab Date (in days since enrollment date A) 

AE4T4DT_DAYS Num 8 Test 4 Collection Date (in days since enrollment date A) 

AE4T4PDT_DAYS Num 8 Test 4 Previous Lab Date (in days since enrollment date A) 

AE4T5DT_DAYS Num 8 Test 5 Collection Date (in days since enrollment date A) 

AE4T5PDT_DAYS Num 8 Test 5 Previous Lab Date (in days since enrollment date A) 

AE4T6DT_DAYS Num 8 Test 6 Collection Date (in days since enrollment date A) 

AE4T6PDT_DAYS Num 8 Test 6 Previous Lab Date (in days since enrollment date A) 

AE4T7DT_DAYS Num 8 Test 7 Collection Date (in days since enrollment date A) 

AE4T7PDT_DAYS Num 8 Test 7 Previous Lab Date (in days since enrollment date A) 

AE4T8DT_DAYS Num 8 Test 8 Collection Date (in days since enrollment date A) 

AE4T8PDT_DAYS Num 8 Test 8 Previous Lab Date (in days since enrollment date A) 

AE4T9DT_DAYS Num 8 Test 9 Collection Date (in days since enrollment date A) 

AE4T9PDT_DAYS Num 8 Test 9 Previous Lab Date (in days since enrollment date A) 

AE4T10DT_DAYS Num 8 Test 10 Collection Date (in days since enrollment date A) 

AE410PDT_DAYS Num 8 Test 10 Previous Lab Date (in days since enrollment date A) 

AE4DT1DT_DAYS Num 8 Diagnostic Test 1 Date (in days since enrollment date A) 

AE4DT2DT_DAYS Num 8 Diagnostic Test 2 Date (in days since enrollment date A) 

AE4DT3DT_DAYS Num 8 Diagnostic Test 3 Date (in days since enrollment date A) 

AE4DT4DT_DAYS Num 8 Diagnostic Test 4 Date (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 11 

Num Variable Type Len Format Informat Label 
AE4DT5DT_DAYS Num 8 Diagnostic Test 1 Date (in days since enrollment date A) 

AE4DT6DT_DAYS Num 8 Diagnostic Test 6 Date (in days since enrollment date A) 

AE4DT7DT_DAYS Num 8 Diagnostic Test 7 Date (in days since enrollment date A) 

AE4DT8DT_DAYS Num 8 Diagnostic Test 8 Date (in days since enrollment date A) 

AE4DT9DT_DAYS Num 8 Diagnostic Test 9 Date (in days since enrollment date A) 

AE4D10DT_DAYS Num 8 Diagnostic Test 10 Date (in days since enrollment date A) 

AE8RPTDT_DAYS Num 8 Initial Rport Astellas Dt (in days since enrollment date A) 

AE8ASTDT_DAYS Num 8 Astellas Aware Date (in days since enrollment date A) 

AE8F1ADT_DAYS Num 8 First FUp to Astellas Dt (in days since enrollment date A) 

AE8F2ADT_DAYS Num 8 Second FUp to Astellas Dt (in days since enrollment date A) 

AE8F3ADT_DAYS Num 8 Third FUp to Astellas Dt (in days since enrollment date A) 

AE8F4ADT_DAYS Num 8 Fourth FUp to Astellas Dt (in days since enrollment date A) 

AE8F5ADT_DAYS Num 8 Fifth FUp to Astellas Dt (in days since enrollment date A) 

AE8F6ADT_DAYS Num 8 Sixth FUp to Astellas Dt (in days since enrollment date A) 

AE8F7ADT_DAYS Num 8 Seventh FUp to Astellas D (in days since enrollment date A) 

AE8F8ADT_DAYS Num 8 Eight FUp to Astellas Dt (in days since enrollment date A) 

AE8F9ADT_DAYS Num 8 Ninth FUp to Astellas Dt (in days since enrollment date A) 

AE8F10DT_DAYS Num 8 Tenth FUp to Astellas Dt (in days since enrollment date A) 

AE8IRDT_DAYS Num 8 DSMB Initial Report Dt (in days since enrollment date A) 

AE8FU1DT_DAYS Num 8 First FUp DSMB Dt (in days since enrollment date A) 

AE8FU2DT_DAYS Num 8 Second FUp DSMB Dt (in days since enrollment date A) 

AE8FU3DT_DAYS Num 8 Third FUp DSMB Dt (in days since enrollment date A) 

AE901CDT_DAYS Num 8 COM 1 Date (in days since enrollment date A) 

AE901RDT_DAYS Num 8 COM 1 Resolution Date (in days since enrollment date A) 

AE902CDT_DAYS Num 8 COM 2 Date (in days since enrollment date A) 

AE902RDT_DAYS Num 8 COM 2 Resolution Date (in days since enrollment date A) 

AE903CDT_DAYS Num 8 COM 3 Date (in days since enrollment date A) 

AE903RDT_DAYS Num 8 COM 3 Resolution Date (in days since enrollment date A) 

AE904CDT_DAYS Num 8 COM 4 Date (in days since enrollment date A) 

AE904RDT_DAYS Num 8 COM 4 Resolution Date (in days since enrollment date A) 

AE905CDT_DAYS Num 8 COM 5 Date (in days since enrollment date A) 

AE905RDT_DAYS Num 8 COM 5 Resolution Date (in days since enrollment date A) 

AE906CDT_DAYS Num 8 COM 6 Date (in days since enrollment date A) 

AE906RDT_DAYS Num 8 COM 6 Resolution Date (in days since enrollment date A) 

AE907CDT_DAYS Num 8 COM 7 Date (in days since enrollment date A) 

AE907RDT_DAYS Num 8 COM 7 Resolution Date (in days since enrollment date A) 

AE908CDT_DAYS Num 8 COM 8 Date (in days since enrollment date A) 

AE908RDT_DAYS Num 8 COM 8 Resolution Date (in days since enrollment date A) 

AE909CDT_DAYS Num 8 COM 9 Date (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 12 

Num Variable Type Len Format Informat Label 
AE909RDT_DAYS Num 8 COM 9 Resolution Date (in days since enrollment date A) 

AE910CDT_DAYS Num 8 COM 10 Date (in days since enrollment date A) 

AE910RDT_DAYS Num 8 COM 10 Resolution Date (in days since enrollment date A) 

AE911CDT_DAYS Num 8 COM 11 Date (in days since enrollment date A) 

AE911RDT_DAYS Num 8 COM 11 Resolution Date (in days since enrollment date A) 

AE912CDT_DAYS Num 8 COM 12 Date (in days since enrollment date A) 

AE912RDT_DAYS Num 8 COM 12 Resolution Date (in days since enrollment date A) 

AE913CDT_DAYS Num 8 COM 13 Date (in days since enrollment date A) 

AE913RDT_DAYS Num 8 COM 13 Resolution Date (in days since enrollment date A) 

AE914CDT_DAYS Num 8 COM 14 Date (in days since enrollment date A) 

AE914RDT_DAYS Num 8 COM 14 Resolution Date (in days since enrollment date A) 

AE915CDT_DAYS Num 8 COM 15 Date (in days since enrollment date A) 

AE915RDT_DAYS Num 8 COM 15 Resolution Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

        

       

       

       

15:52 Friday, August 07, 2026 13 

Data Set Name: agv.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 AGVMAXGR Char 1 $X42970X. $1. Maximum AGVHD Grade 

5 AGVACTIV Char 1 $X42290X. $1. Active AGVHD Before RAND 

6 AGVSAE Char 1 $X42969X. $1. Serious Adverse Event 

7 AGVDRUG Char 1 $X43642X. $1. Relation to Study Drug 

8 AGVSCHED Char 2 $X42772X. $2. Effect on Drug Schedule 

9 AGVSKABN Char 1 $X42964X. $1. Skin Abnormalities 

10 AGVSKGVH Char 1 $X42290X. $1. Skin Etiologies GVHD 

11 AGVSKDR Char 1 $X42290X. $1. Skin Etiologies Rx React 

12 AGVSKCRT Char 1 $X42290X. $1. Skin Etiologies CR Tox 

13 AGVSKINF Char 1 $X42290X. $1. Skin Etiologies Infection 

14 AGVSKOTH Char 1 $X42290X. $1. Skin Etiologies Other 

15 AGVSKOSP Char 50 $50. $50. Specify Skin Etiology 

16 AGVSBPSY Char 1 $X42965X. $1. Skin Biopsy For GVHD 

17 AGVUGABN Char 1 $X42966X. $1. Upper GI Abnormalities 

18 AGVUGGVH Char 1 $X42290X. $1. Upper GI GVHD 

19 AGVUGDR Char 1 $X42290X. $1. Upper GI Rx Reaction 

20 AGVUGCRT Char 1 $X42290X. $1. Upper GI CR Toxicity 

21 AGVUGTPN Char 1 $X42290X. $1. Upper GI TPN 

22 AGVUGINF Char 1 $X42290X. $1. Upper GI Infection 

23 AGVUGOTH Char 1 $X42290X. $1. Upper GI Other 

24 AGVUGOSP Char 50 $50. $50. Specify Upper GI Etiology 

25 AGVUBPSY Char 1 $X42965X. $1. Upper GI Biopsy For GVHD 

26 AGVLGABN Char 1 $X42967X. $1. Lower GI Abnormalities 

27 AGVLGGVH Char 1 $X42290X. $1. Lower GI GVHD 

28 AGVLGDR Char 1 $X42290X. $1. Lower GI Rx Reaction 

29 AGVLGCRT Char 1 $X42290X. $1. Lower GI CR Toxicity 

30 AGVLGTPN Char 1 $X42290X. $1. Lower GI TPN 

31 AGVLGINF Char 1 $X42290X. $1. Lower GI Infection 

32 AGVLGOTH Char 1 $X42290X. $1. Lower GI Other 

33 AGVLGOSP Char 50 $50. $50. Specify Lower GI Etiology 

34 AGVLBPSY Char 1 $X42965X. $1. Lower GI Biopsy For GVHD 

35 AGVLVABN Char 1 $X42968X. $1. Liver Abnormalities 

36 AGVLVGVH Char 1 $X42290X. $1. Liver GVHD 

37 AGVLVDR Char 1 $X42290X. $1. Liver Rx Reaction 
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15:52 Friday, August 07, 2026 14 

Num Variable Type Len Format Informat Label 
AGVLVCRT Char 1 $X42290X. $1. Liver CR Toxicity 

AGVLVTPN Char 1 $X42290X. $1. Liver TPN 

AGVLVINF Char 1 $X42290X. $1. Liver Infection 

AGVLVVOD Char 1 $X42290X. $1. Liver VOD 

AGVLVOTH Char 1 $X42290X. $1. Liver Other 

AGVLVOSP Char 50 $50. $50. Specify Liver Etiology 

AGLVBPSY Char 1 $X42965X. $1. Liver Biopsy For GVHD 

AGVIMMNO Char 1 $X42290X. $1. New or Additional Therapy 

AGVSTERD Char 1 $X42290X. $1. Re-escalation of Steroid 

rand_id Char 20 Randomized ID 

AGVSTRDT_DAYS Num 8 Start of GVHD Assessment (in days since enrollment date A) 

AGVRTDT_DAYS Num 8 Date of Recent AGVHD (in days since enrollment date A) 

AGVMAXDT_DAYS Num 8 Date of Maximum Grade (in days since enrollment date A) 

AGVIMMDT_DAYS Num 8 Date of New Therapy (in days since enrollment date A) 

AGVSTDDT_DAYS Num 8 Date of Escalated Steroid (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

        

       

15:52 Friday, August 07, 2026 15 

Data Set Name: bmc.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 BMCASPER Char 1 $X42290X. $1. Aspirate Performed 

5 BMCASPNP Char 2 $X43347X. $2. Aspirate Not Performed 

6 BMCBIPER Char 1 $X42290X. $1. Biopsy Performed 

7 BMCBIPNP Char 2 $X43347X. $2. Biopsy Not Performed 

8 BMCASCON Char 1 $X42619X. $1. Aspirate Condition 

9 BMCASCEC Num 8 5. 5. Aspirate Cell Count 

10 BMCASMYB Num 8 7.1 7.1 Aspirate Myeloblasts 

11 BMCAMYPC Char 1 $X43348X. $1. Aspirate Myeloblasts Perc 

12 BMCASPMY Num 8 7.1 7.1 Aspirate Promyelocytes 

13 BMCAPMPC Char 1 $X43348X. $1. Aspirate Promyelo Perc 

14 BMCASMYC Num 8 7.1 7.1 Aspirate Myelocytes 

15 BMCAMCPC Char 1 $X43348X. $1. Apirate Myelocytes Perc 

16 BMCASGRN Num 8 7.1 7.1 Aspirate Granulocytes 

17 BMCAMGPC Char 1 $X43348X. $1. Aspirate Mat Granulo Perc 

18 BMCASERY Num 8 7.1 7.1 Aspirate Erythroid Cells 

19 BMCAEDPC Char 1 $X43348X. $1. Aspirate Erythoid Perc 

20 BMCASMON Num 8 7.1 7.1 Aspirate Monocytes 

21 BMCAMPC Char 1 $X43348X. $1. Aspirate Monocytes Perc 

22 BMCASEOS Num 8 7.1 7.1 Aspirate Eosinophils 

23 BMCAEOPC Char 1 $X43348X. $1. Aspirate Eosinophils Perc 

24 BMCASMER Char 5 $5. $5. Aspirate M:E Ratio 

25 BMCASLYM Num 8 7.1 7.1 Aspirate Lymphocytes 

26 BMCALYPC Char 1 $X43348X. $1. Aspirate Lymphocytes Perc 

27 BMCABAS Num 8 7.1 7.1 Aspirate Basophils 

28 BMCABPC Char 1 $X43348X. $1. Aspirate Basophils Perc 

29 BMCAPCE Num 8 7.1 7.1 Aspirate Plasma Cells 

30 BMCAPCPC Char 1 $X43348X. $1. Aspirate Plasma Perc 

31 BMCADSP Char 50 $50. $50. Aspirate Differentil Find 

32 BMCAOTPC Char 1 $X43348X. $1. Aspirate Plasma Perc 

33 BMCASDER Char 2 $X42631X. $2. Aspirate Dysp Erythroid 

34 BMCASDMY Char 2 $X42631X. $2. Aspirate Dysp Myeloid 

35 BMCASDMG Char 2 $X42631X. $2. Aspirate Dysp Megakary 

36 BMCASDPX Char 2 $X42633X. $2. Aspirate Dysp Perox Stain 

37 BMCASDIR Char 2 $X42635X. $2. Aspirate Dysp Iron Stores 
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15:52 Friday, August 07, 2026 16 

Num Variable Type Len Format Informat Label 
BMCASDSB Num 8 7.1 7.1 Aspirate Dysp Sideroblast 

BMCADSPC Char 1 $X43348X. $1. Aspirate Dysp Ring Perc 

BMCASDAR Char 1 $X42637X. $1. Aspirate Dysp Auer Rods 

BMCASDSP Char 50 $50. $50. Aspirate Dysp Other Evals 

BMCBICON Char 1 $X42638X. $1. Biopsy Condition 

BMCBICEP Num 8 7.1 7.1 Percent Cellularity 

BMCBCPC Char 1 $X43348X. $1. Biopsy Condition Cel Perc 

BMCBICEL Char 2 $X42640X. $2. Biopsy Cellularity 

BMCBIMGK Char 2 $X42641X. $2. Biopsy Megakaryocytes 

BMCBIFIB Char 2 $X42631X. $2. Biopsy Fibrosis 

BMCBIBLK Char 1 $X42290X. $1. Biopsy Perc Blasts Known 

BMCBIBPC Num 8 7.1 7.1 Biopsy Blasts 

BMCBBPC Char 1 $X43348X. $1. Biopsy Blasts Perc 

BMCBIDER Char 2 $X42631X. $2. Biopsy Dysp Erythroid 

BMCBIDMY Char 2 $X42631X. $2. Biopsy Dysp Myeloid 

BMCBIDMG Char 2 $X42631X. $2. Biopsy Dysp Megakaryoctye 

BMCBIDHE Char 1 $X42649X. $1. Biopsy Dysp Hematopoesis 

BMCBDHSP Char 50 $50. $50. Biopsy Dysp Hemat Specify 

BMCBDOSP Char 50 $50. $50. Biopsy Dysp Other Specify 

rand_id Char 20 Randomized ID 

BMCASDT_DAYS Num 8 Aspirate Date (in days since enrollment date A) 

BMCBIDT_DAYS Num 8 Biopsy Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 17 

Data Set Name: btb.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 BTBREASN Char 50 $50. $50. Reason Blind Broken 

4 rand_id Char 20 Randomized ID 

5 BTBDT_DAYS Num 8 Date Blind Broken (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

        

       

       

       

       

        

        

       

       

        

        
 

 
  

15:52 Friday, August 07, 2026 18 

Data Set Name: cgv.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 CGVMAXSV Char 1 $X42862X. $1. GVHD Max Severity 

5 CGVACTGV Char 1 $X42290X. $1. Active GVHD 

6 CGVMAXAS Char 1 $X42862X. $1. Assess Pd Max Severity 

7 CGVADVEV Char 1 $X42290X. $1. GVHD SAE 

8 CGVRELSD Char 1 $X42762X. $1. GVHD Related Study Drug 

9 CGVSCHED Char 2 $X42772X. $2. Effect on Drug Schedule 

10 CGVNEWSY Char 1 $X42290X. $1. GVHD New Symptoms 

11 CGVWORSE Char 1 $X42290X. $1. GVHD Worsening Severity 

12 CGVIMMUN Char 1 $X42290X. $1. Receive Immuno Agents 

13 rand_id Char 20 Randomized ID 

14 CGVSTRDT_DAYS Num 8 GVHD Assess Pd Start Date (in days since enrollment date A) 

15 CGVRECDT_DAYS Num 8 Most Recent GVHD Date (in days since enrollment date A) 

16 CGVMAXDT_DAYS Num 8 GVHD Max Severity Date (in days since enrollment date A) 

17 CGVDXDT_DAYS Num 8 Initial Diagnosis Date (in days since enrollment date A) 

18 CGVOVDT_DAYS Num 8 GVHD Max Overall Sev Date (in days since enrollment date A) 

19 CGVIMMDT_DAYS Num 8 Immuno Agents Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 19 

Data Set Name: clb.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 CLBCLCOL Char 1 $X42290X. $1. Chem/Liver Tests Collect. 

5 CLBFAST Char 2 $X42469X. $2. Participant Fast 

6 CLBRGCHG Char 1 $X42290X. $1. CLB Range Change 

7 CLBCREAT Char 25 $25. $25. Creatinine 

8 CLBCRTU Char 1 $X42745X. $1. Creatinine Units 

9 CLBCULN Char 25 $25. $25. Creatinine ULN 

10 CLBCK Char 25 $25. $25. Creatine Kinase 

11 CLBCKU Char 1 $X42747X. $1. Creatine Kinase Units 

12 CLBCKULN Char 25 $25. $25. Creatine Kinase ULN 

13 CLBBILI Char 25 $25. $25. Total Bilirubin 

14 CLBBILIU Char 1 $X42745X. $1. Total Bilirubin Units 

15 CLBBIULN Char 25 $25. $25. Bilirubin ULN 

16 CLBALKP Char 25 $25. $25. Alkaline Phosphatase 

17 CLBALKPU Char 1 $X42747X. $1. Alkaline Phosph. Units 

18 CLBAPULN Char 25 $25. $25. Alkaline Phosphatase ULN 

19 CLBAST Char 25 $25. $25. AST 

20 CLBASTU Char 1 $X42747X. $1. AST Units 

21 CLBASULN Char 25 $25. $25. AST ULN 

22 CLBALT Char 25 $25. $25. ALT 

23 CLBALTU Char 1 $X42747X. $1. ALT Units 

24 CLBALULN Char 25 $25. $25. ALT ULN 

25 CLBGLUC Char 25 $25. $25. Glucose 

26 CLBGLUCU Char 1 $X42860X. $1. Glucose Units 

27 CLBGLLN Char 25 $25. $25. Glucose LLN 

28 CLBGULN Char 25 $25. $25. Glucose ULN 

29 CLBMG Char 25 $25. $25. Magnesium 

30 CLBMGU Char 1 $X42748X. $1. Magnesium Units 

31 CLBMLLN Char 25 $25. $25. Magnesium LLN 

32 CLBMULN Char 25 $25. $25. Magnesium ULN 

33 CLBNA Char 25 $25. $25. Sodium 

34 CLBNAU Char 1 $X42749X. $1. Sodium Units 

35 CLBNALLN Char 25 $25. $25. Sodium LLN 

36 CLBNAULN Char 25 $25. $25. Sodium ULN 

37 CLBK Char 25 $25. $25. Potassium 
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15:52 Friday, August 07, 2026 20 

Num Variable Type Len Format Informat Label 
CLBKU Char 1 $X42749X. $1. Potassium Units 

CLBKLLN Char 25 $25. $25. Potassium LLN 

CLBKULN Char 25 $25. $25. Potassium ULN 

CLBCL Char 25 $25. $25. Chloride 

CLBCLU Char 1 $X42749X. $1. Chloride Units 

CLBBICAR Char 25 $25. $25. Bicarbonate 

CLBBICRU Char 1 $X42749X. $1. Bicarbonate Units 

CLBBU Char 25 $25. $25. Blood Urea 

CLBBUUN Char 1 $X42860X. $1. Blood Urea Units 

CLBBUN Char 25 $25. $25. Blood Urea Nitrogen 

CLBBUNU Char 1 $X42860X. $1. Blood Urea Nitrogen Units 

CLBCA Char 25 $25. $25. Serum Calcium 

CLBCAU Char 1 $X42748X. $1. Serum Calcium Units 

CLBPHOS Char 25 $25. $25. Phosphate 

CLBPHOSU Char 1 $X42860X. $1. Phosphate Units 

CLBPHLLN Char 25 $25. $25. Phosphate LLN 

CLBALB Char 25 $25. $25. Albumin 

CLBALBUN Char 1 $X46823X. $1. Albumin Units 

CLBALLLN Char 25 $25. $25. Albumin LLN 

CLBCC Char 25 $25. $25. Corrected calcium 

CLBCCU Char 1 $X47107X. $1. Corrected calcium units 

CLBGILBR Char 1 $X42290X. $1. Gilbert's Syndrome 

CLBTHYRD Char 1 $X42290X. $1. Thyroid Function Collect. 

CLBTSH Char 25 $25. $25. TSH 

CLBTSHU Char 1 $X42751X. $1. TSH Units 

CLBFT4 Char 25 $25. $25. Free T4 

CLBFT4U Char 1 $X42752X. $1. Free T4 Units 

rand_id Char 20 Randomized ID 

CLBC1DT_DAYS Num 8 Recent Chem/Liv Coll Date (in days since enrollment date A) 

CLBC2DT_DAYS Num 8 Chem/Liv Collection Date (in days since enrollment date A) 

CLBC3DT_DAYS Num 8 Recent Thyroid Coll. Date (in days since enrollment date A) 

CLBC4DT_DAYS Num 8 Thyroid Collection Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 21 

Data Set Name: cmd.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 CMDSEQNO Char 3 $XCMDSEQNOX. $3. Sequence Number 

4 CMDMEDNM Char 100 $100. $100. Medication Name 

5 CMDROUTE Char 2 $X43160X. $2. Medication Route 

6 CMDROUSP Char 25 $25. $25. Medication Route Specify 

7 CMDSDCON Char 1 $X43508X. $1. Start Date Convention 

8 CMDMEDON Char 1 $X42290X. $1. Medication Ongoing 

9 CMDPDCON Char 1 $X43508X. $1. Stop Date Convention 

10 CMDADVEV Char 1 $X42290X. $1. Reason Adverse Event 

11 CMDGVHD Char 1 $X42290X. $1. Reason GVHD 

12 CMDPROPH Char 1 $X42290X. $1. Reason Prophylaxis 

13 CMDMHX Char 1 $X42290X. $1. Reason Medical History 

14 CMDINF Char 1 $X42290X. $1. Reason Infection 

15 CMDOTH Char 1 $X42290X. $1. Reason Other 

16 CMDINDIC Char 50 $50. $50. Medication Indication 

17 rand_id Char 20 Randomized ID 

18 CMDSTADT_DAYS Num 8 Medication Start Date (in days since enrollment date A) 

19 CMDSTPDT_DAYS Num 8 Medication Stop Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

        

       

        

       
 

 
  

15:52 Friday, August 07, 2026 22 

Data Set Name: cmi.sas7bdat 

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

2 CMISEQ Char 3 $XAESEQX. $3. Sequence Number 

3 CMITYPE Char 1 $X46900X. $1. Event Type 

4 CMIPDCAT Char 1 $X46995X. $1. PD Category 

5 CMIEXPED Char 1 $X42290X. $1. Expedited Reporting 

6 CMICATEG Char 2 $X46901X. $2. Category 

7 CMIOTHSP Char 100 $100. $100. Other Category Specify 

8 CMIISTAT Char 1 $X46903X. $1. Current Status 

9 rand_id Char 20 Randomized ID 

10 CMIOCCDT_DAYS Num 8 Occurrence Date (in days since enrollment date A) 

11 CMIPDSDT_DAYS Num 8 PD Sent to PI Date (in days since enrollment date A) 

12 CMIIDDT_DAYS Num 8 Identified Date (in days since enrollment date A) 

13 CMICLSDT_DAYS Num 8 Closed Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

         

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 23 

Data Set Name: cnr.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 CNR5GY Char 1 $X42290X. $1. TBI 5 GY 

4 CNR5GYDO Char 15 $15. $15. TBI 5GY Dose 

5 CNR5GYDU Char 2 $X45263X. $2. TBI 5GY Dose Unit 

6 CNR5GYRO Char 2 $X42702X. $2. TBI 5GY Route 

7 CNR8GY Char 1 $X42290X. $1. TBI 8 GY 

8 CNR8GYDO Char 15 $15. $15. TBI 8GY Dose 

9 CNR8GYDU Char 2 $X45263X. $2. TBI 8GY Dose Unit 

10 CNR8GYRO Char 2 $X42702X. $2. TBI 8GY Route 

11 CNRTREO Char 1 $X42290X. $1. Treosulfan 

12 CNRTRDO Char 15 $15. $15. Treosulfan Dose 

13 CNRTRDU Char 2 $X45263X. $2. Treosulfan Dose Unit 

14 CNRTRRO Char 2 $X42702X. $2. Treosulfan Route 

15 CNRBUPO Char 1 $X42290X. $1. Busulfan PO 

16 CNRBPDO Char 15 $15. $15. Busulfan PO Dose 

17 CNRBPDU Char 2 $X45263X. $2. Busulfan PO Dose Unit 

18 CNRBPRO Char 2 $X42702X. $2. Busulfan PO Route 

19 CNRBUIV Char 1 $X42290X. $1. Busulfan IV 

20 CNRBIDO Char 15 $15. $15. Busulfan IV Dose 

21 CNRBIDU Char 2 $X45263X. $2. Busulfan IV Dose Unit 

22 CNRBIRO Char 2 $X42702X. $2. Busulfan IV Route 

23 CNRMELP Char 1 $X42290X. $1. Melphalan 

24 CNRMEDO Char 15 $15. $15. Melphalan Dose 

25 CNRMEDU Char 2 $X45263X. $2. Melphalan Dose Unit 

26 CNRMERO Char 2 $X42702X. $2. Melphalan Route 

27 CNRTHIO Char 1 $X42290X. $1. Thiotepa 

28 CNRTHDO Char 15 $15. $15. Thiotepa Dose 

29 CNRTHDU Char 2 $X45263X. $2. Thiotepa Dose Unit 

30 CNRTHRO Char 2 $X42702X. $2. Thiotepa Route 

31 CNRAGEN1 Char 2 $X42694X. $2. CIBMTR Agent 1 

32 CNRAG1DO Char 15 $15. $15. CIBMTR Agent 1 Dose 

33 CNRAGDU1 Char 2 $X45264X. $2. CIBMTR Agent 1 Dose Unit 

34 CNRAG1RO Char 2 $X42702X. $2. CIBMTR Agent 1 Route 

35 CNRAGEN2 Char 2 $X42694X. $2. CIBMTR Agent 2 

36 CNRAG2DO Char 15 $15. $15. CIBMTR Agent 2 Dose 

37 CNRAGDU2 Char 2 $X45264X. $2. CIBMTR Agent 2 Dose Unit 
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15:52 Friday, August 07, 2026 24 

Num Variable Type Len Format Informat Label 
CNRAG2RO Char 2 $X42702X. $2. CIBMTR Agent 2 Route 

CNRAGEN3 Char 2 $X42694X. $2. CIBMTR Agent 3 

CNRAG3DO Char 15 $15. $15. CIBMTR Agent 3 Dose 

CNRAGDU3 Char 2 $X45264X. $2. CIBMTR Agent 3 Dose Unit 

CNRAG3RO Char 2 $X42702X. $2. CIBMTR Agent 3 Route 

CNRAGEN4 Char 2 $X42694X. $2. CIBMTR Agent 4 

CNRAG4DO Char 15 $15. $15. CIBMTR Agent 4 Dose 

CNRAGDU4 Char 2 $X45264X. $2. CIBMTR Agent 4 Dose Unit 

CNRAG4RO Char 2 $X42702X. $2. CIBMTR Agent 4 Route 

CNRAGEN5 Char 2 $X42694X. $2. CIBMTR Agent 5 

CNRAG5DO Char 15 $15. $15. CIBMTR Agent 5 Dose 

CNRAGDU5 Char 2 $X45264X. $2. CIBMTR Agent 5 Dose Unit 

CNRAG5RO Char 2 $X42702X. $2. CIBMTR Agent 5 Route 

CNRCNDRE Char 1 $X42735X. $1. Type of Condition Regimen 

CNRCALCU Char 1 $1. $1. Calculated Condition Reg 

CNRMATCH Char 1 $1. $1. Match Identifier 

CNRADJUD Char 1 $X42735X. $1. CNR Adjudication 

CNRMEHDI Char 1 $X42735X. $1. Mehdi Review Entry 

CNRMARK Char 1 $X42735X. $1. Mark Review Entry 

CNRYIBIN Char 8 $X42735X. $8. YiBin Review Entry 

rand_id Char 20 Randomized ID 

CNRSTDT_DAYS Num 8 Regimen Start Date (in days since enrollment date A) 

CNR5SDT_DAYS Num 8 TBI 5 GY Start Date (in days since enrollment date A) 

CNR5PDT_DAYS Num 8 TBI 5 GY Stop Date (in days since enrollment date A) 

CNR8SDT_DAYS Num 8 TBI 8 GY Start Date (in days since enrollment date A) 

CNR8PDT_DAYS Num 8 TBI 8 GY Stop Date (in days since enrollment date A) 

CNRTRSDT_DAYS Num 8 Treosulfan Start Date (in days since enrollment date A) 

CNRTRPDT_DAYS Num 8 Treosulfan Stop Date (in days since enrollment date A) 

CNRBPSDT_DAYS Num 8 Busulfan PO Start Date (in days since enrollment date A) 

CNRBPPDT_DAYS Num 8 Busulfan PO Stop Date (in days since enrollment date A) 

CNRBISDT_DAYS Num 8 Busulfan IV Start Date (in days since enrollment date A) 

CNRBIPDT_DAYS Num 8 Busulfan IV Stop Date (in days since enrollment date A) 

CNRMSDT_DAYS Num 8 Melphalan Start Date (in days since enrollment date A) 

CNRMPDT_DAYS Num 8 Melphalan Stop Date (in days since enrollment date A) 

CNRTTSDT_DAYS Num 8 Thiotepa Start Date (in days since enrollment date A) 

CNRTTPDT_DAYS Num 8 Thiotepa Stop Date (in days since enrollment date A) 

CNRAS1DT_DAYS Num 8 CIBMTR Agent 1 Start Date (in days since enrollment date A) 

CNRAP1DT_DAYS Num 8 CIBMTR Agent 1 Stop Date (in days since enrollment date A) 

CNRAS2DT_DAYS Num 8 CIBMTR Agent 2 Start Date (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 25 

Num Variable Type Len Format Informat Label 
CNRAP2DT_DAYS Num 8 CIBMTR Agent 2 Start Date (in days since enrollment date A) 

CNRAS3DT_DAYS Num 8 CIBMTR Agent 3 Start Date (in days since enrollment date A) 

CNRAP3DT_DAYS Num 8 CIBMTR Agent 3 Start Date (in days since enrollment date A) 

CNRAS4DT_DAYS Num 8 CIBMTR Agent 4 Start Date (in days since enrollment date A) 

CNRAP4DT_DAYS Num 8 CIBMTR Agent 4 StopDate (in days since enrollment date A) 

CNRAS5DT_DAYS Num 8 CIBMTR Agent 5 Start Date (in days since enrollment date A) 

CNRAP5DT_DAYS Num 8 CIBMTR Agent 5 Stop Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

        

        

        

        

       

        

        

        

         
 

 
  

15:52 Friday, August 07, 2026 26 

Data Set Name: cwd.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 CWDALL Char 1 $X42290X. $1. Wthdrw Cnsnt All Proced 

4 CWDSTDRG Char 1 $X42290X. $1. Wthdrw Consent Study Drug 

5 CWDFUTSM Char 1 $X42290X. $1. Wthdrw Consent Futr Samp 

6 CWDDATA Char 1 $X42290X. $1. Wthdrw Consent Study Data 

7 rand_id Char 20 Randomized ID 

8 CWDALLDT_DAYS Num 8 Wthdrw Cnsnt All Proced D (in days since enrollment date A) 

9 CWDSTDDT_DAYS Num 8 Wthdrw Consent Drug Date (in days since enrollment date A) 

10 CWDFUTDT_DAYS Num 8 Wthdrw Cnsnt Futr Samp Dt (in days since enrollment date A) 

11 CWDDATDT_DAYS Num 8 Wthdrw Consent Data Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

        

       

       

       
 

 
  

15:52 Friday, August 07, 2026 27 

Data Set Name: dem.sas7bdat 

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

2 COUNTRY Char 40 $40. $40. Site Country 

3 SEX Char 2 $X41901X. $2. Sex 

4 AGECONST Num 8 3. 3. Age at Time of Consent 

5 YEARS Char 1 $X43757X. $1. Years 

6 ALLOWETH Char 1 $X42290X. $1. Allow Collect Ethnicity 

7 ETHNICIT Char 2 $X42651X. $2. Ethnicity 

8 ALLOWRCE Char 1 $X42290X. $1. Allowed Collect Race 

9 rand_id Char 20 Randomized ID 

10 race Char 2 $X42652X. Race 

11 secrace Char 2 $X42652X. Secondary Race 



  

  

   

 
 

       
       

       

       

       

       

       

       

        

       

       

        

       

       

       

       

       

       

        

       

       

        

       

       

       

       

       

       

        

       

       

        

       

       

       

       

       

       

15:52 Friday, August 07, 2026 28 

Data Set Name: dos.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 DOSRTE1 Char 1 $X42855X. $1. Route 1 

4 DOSDSE1 Char 3 $X42826X. $3. Dose 1 

5 DOSUNT1 Char 1 $X43350X. $1. Dose Units 1 

6 DOSADJ1 Char 2 $X42849X. $2. Primary Dose Adjust 1 

7 DOSA1SP Char 50 $50. $50. Specify Dose Adjustment 1 

8 DOSINT1 Char 2 $X42850X. $2. Dose Interruption Rsn. 1 

9 DOSSIN1 Char 50 $50. $50. Secondary Dose Inter. 1 

10 DOSI1SP Char 50 $50. $50. Specify Dose Interrupt 1 

11 DOS1FNL Char 1 $X42290X. $1. Final Dosing Record 1 

12 DOSRTE2 Char 1 $X42855X. $1. Route 2 

13 DOSDSE2 Char 3 $X42826X. $3. Dose 2 

14 DOSUNT2 Char 1 $X43350X. $1. Dose Units 2 

15 DOSADJ2 Char 2 $X42849X. $2. Primary Dose Adjust 2 

16 DOSA2SP Char 50 $50. $50. Specify Dose Adjustment 2 

17 DOSSAD2 Char 50 $50. $50. Secondary Dose Adjust 2 

18 DOSINT2 Char 2 $X42850X. $2. Dose Interruption Rsn. 2 

19 DOSSIN2 Char 50 $50. $50. Secondary Dose Inter. 2 

20 DOSI2SP Char 50 $50. $50. Specify Dose Interrupt 2 

21 DOS2FNL Char 1 $X42290X. $1. Final Dosing Record 2 

22 DOSRTE3 Char 1 $X42855X. $1. Route 3 

23 DOSDSE3 Char 3 $X42826X. $3. Dose 3 

24 DOSUNT3 Char 1 $X43350X. $1. Dose Units 3 

25 DOSADJ3 Char 2 $X42849X. $2. Primary Dose Adjust 3 

26 DOSA3SP Char 50 $50. $50. Specify Dose Adjustment 3 

27 DOSSAD3 Char 50 $50. $50. Secondary Dose Adjust 3 

28 DOSINT3 Char 2 $X42850X. $2. Dose Interruption Rsn. 3 

29 DOSSIN3 Char 50 $50. $50. Secondary Dose Inter. 3 

30 DOSI3SP Char 50 $50. $50. Specify Dose Interrupt 3 

31 DOS3FNL Char 1 $X42290X. $1. Final Dosing Record 3 

32 DOSRTE4 Char 1 $X42855X. $1. Route 4 

33 DOSDSE4 Char 3 $X42826X. $3. Dose 4 

34 DOSUNT4 Char 1 $X43350X. $1. Dose Units 4 

35 DOSADJ4 Char 2 $X42849X. $2. Primary Dose Adjust 4 

36 DOSA4SP Char 50 $50. $50. Specify Dose Adjustment 4 

37 DOSSAD4 Char 50 $50. $50. Secondary Dose Adjust 4 
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15:52 Friday, August 07, 2026 29 

Num Variable Type Len Format Informat Label 
DOSINT4 Char 2 $X42850X. $2. Dose Interruption Rsn. 4 

DOSSIN4 Char 50 $50. $50. Secondary Dose Inter. 4 

DOSI4SP Char 50 $50. $50. Specify Dose Interrupt 4 

DOS4FNL Char 1 $X42290X. $1. Final Dosing Record 4 

DOSRTE5 Char 1 $X42855X. $1. Route 5 

DOSDSE5 Char 3 $X42826X. $3. Dose 5 

DOSUNT5 Char 1 $X43350X. $1. Dose Units 5 

DOSADJ5 Char 2 $X42849X. $2. Primary Dose Adjust 5 

DOSA5SP Char 50 $50. $50. Specify Dose Adjustment 5 

DOSINT5 Char 2 $X42850X. $2. Dose Interruption Rsn. 5 

DOSSIN5 Char 50 $50. $50. Secondary Dose Inter. 5 

DOSI5SP Char 50 $50. $50. Specify Dose Interrupt 5 

DOS5FNL Char 1 $X42290X. $1. Final Dosing Record 5 

DOSRTE6 Char 1 $X42855X. $1. Route 6 

DOSDSE6 Char 3 $X42826X. $3. Dose 6 

DOSUNT6 Char 1 $X43350X. $1. Dose Units 6 

DOSINT6 Char 2 $X42850X. $2. Dose Interruption Rsn. 6 

DOSI6SP Char 50 $50. $50. Specify Dose Interrupt 6 

DOS6FNL Char 1 $X42290X. $1. Final Dosing Record 6 

DOSRTE7 Char 1 $X42855X. $1. Route 7 

DOSDSE7 Char 3 $X42826X. $3. Dose 7 

DOSUNT7 Char 1 $X43350X. $1. Dose Units 7 

DOSADJ7 Char 2 $X42849X. $2. Primary Dose Adjust 7 

DOSINT7 Char 2 $X42850X. $2. Dose Interruption Rsn. 7 

DOSI7SP Char 50 $50. $50. Specify Dose Interrupt 7 

DOS7FNL Char 1 $X42290X. $1. Final Dosing Record 7 

DOSRTE8 Char 1 $X42855X. $1. Route 8 

DOSDSE8 Char 3 $X42826X. $3. Dose 8 

DOSUNT8 Char 1 $X43350X. $1. Dose Units 8 

DOSINT8 Char 2 $X42850X. $2. Dose Interruption Rsn. 8 

DOSSIN8 Char 50 $50. $50. Secondary Dose Inter. 8 

DOSI8SP Char 50 $50. $50. Specify Dose Interrupt 8 

DOS8FNL Char 1 $X42290X. $1. Final Dosing Record 8 

DOSRTE9 Char 1 $X42855X. $1. Route 9 

DOSDSE9 Char 3 $X42826X. $3. Dose 9 

DOSUNT9 Char 1 $X43350X. $1. Dose Units 9 

DOSINT9 Char 2 $X42850X. $2. Dose Interrupton Rsn. 9 

DOSI9SP Char 50 $50. $50. Specify Dose Interrupt 9 

DOS9FNL Char 1 $X42290X. $1. Final Dosing Record 9 
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15:52 Friday, August 07, 2026 30 

Num Variable Type Len Format Informat Label 
DOSRTE10 Char 1 $X42855X. $1. Route 10 

DOSDSE10 Char 3 $X42826X. $3. Dose 10 

DOSUNT10 Char 1 $X43350X. $1. Dose Units 10 

DOSINT10 Char 2 $X42850X. $2. Dose Interruption Rsn. 10 

DOSSIN10 Char 50 $50. $50. Secondary Dose Inter. 10 

DOSI10SP Char 50 $50. $50. Specify Dose Interrupt 10 

DOS10FNL Char 1 $X42290X. $1. Final Dosing Record 10 

DOSRTE11 Char 1 $X42855X. $1. Route 11 

DOSDSE11 Char 3 $X42826X. $3. Dose 11 

DOSUNT11 Char 1 $X43350X. $1. Dose Units 11 

DOSINT11 Char 2 $X42850X. $2. Dose Interruption Rsn. 11 

DOSSIN11 Char 50 $50. $50. Secondary Dose Inter. 11 

DOS11FNL Char 1 $X42290X. $1. Final Dosing Record 11 

DOSRTE12 Char 1 $X42855X. $1. Route 12 

DOSUNT12 Char 1 $X43350X. $1. Dose Units 12 

DOSRTE13 Char 1 $X42855X. $1. Route 13 

DOSUNT13 Char 1 $X43350X. $1. Dose Units 13 

DOSRTE14 Char 1 $X42855X. $1. Route 14 

DOSUNT14 Char 1 $X43350X. $1. Dose Units 14 

DOSRTE15 Char 1 $X42855X. $1. Route 15 

DOSUNT15 Char 1 $X43350X. $1. Dose Units 15 

DOSRTE16 Char 1 $X42855X. $1. Route 16 

DOSUNT16 Char 1 $X43350X. $1. Dose Units 16 

DOSRTE17 Char 1 $X42855X. $1. Route 17 

DOSUNT17 Char 1 $X43350X. $1. Dose Units 17 

DOSRTE18 Char 1 $X42855X. $1. Route 18 

DOSUNT18 Char 1 $X43350X. $1. Dose Units 18 

DOSRTE19 Char 1 $X42855X. $1. Route 19 

DOSUNT19 Char 1 $X43350X. $1. Dose Units 19 

rand_id Char 20 Randomized ID 

DOSS1DT_DAYS Num 8 Start Date 1 (in days since enrollment date A) 

DOSP1DT_DAYS Num 8 Stop Date 1 (in days since enrollment date A) 

DOSS2DT_DAYS Num 8 Start Date 2 (in days since enrollment date A) 

DOSP2DT_DAYS Num 8 Stop Date 2 (in days since enrollment date A) 

DOSS3DT_DAYS Num 8 Start Date 3 (in days since enrollment date A) 

DOSP3DT_DAYS Num 8 Stop Date 3 (in days since enrollment date A) 

DOSS4DT_DAYS Num 8 Start Date 4 (in days since enrollment date A) 

DOSP4DT_DAYS Num 8 Stop Date 4 (in days since enrollment date A) 

DOSS5DT_DAYS Num 8 Start Date 5 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 31 

Num Variable Type Len Format Informat Label 
DOSP5DT_DAYS Num 8 Stop Date 5 (in days since enrollment date A) 

DOSS6DT_DAYS Num 8 Start Date 6 (in days since enrollment date A) 

DOSP6DT_DAYS Num 8 Stop Date 6 (in days since enrollment date A) 

DOSS7DT_DAYS Num 8 Start Date 7 (in days since enrollment date A) 

DOSP7DT_DAYS Num 8 Stop Date 7 (in days since enrollment date A) 

DOSS8DT_DAYS Num 8 Start Date 8 (in days since enrollment date A) 

DOSP8DT_DAYS Num 8 Stop Date 8 (in days since enrollment date A) 

DOSS9DT_DAYS Num 8 Start Date 9 (in days since enrollment date A) 

DOSP9DT_DAYS Num 8 Stop Date 9 (in days since enrollment date A) 

DOSS10DT_DAYS Num 8 Start Date 10 (in days since enrollment date A) 

DOSP10DT_DAYS Num 8 Stop Date 10 (in days since enrollment date A) 

DOSS11DT_DAYS Num 8 Start Date 11 (in days since enrollment date A) 

DOSP11DT_DAYS Num 8 Stop Date 11 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 32 

Data Set Name: drl.sas7bdat 

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

2 DRLREASN Char 2 $X53507X. $2. Data Lock Reason 

3 rand_id Char 20 Randomized ID 

4 ENRLDATE_DAYS Num 8 ENRLDATE (in days since enrollment date A) 

5 DRLDT_DAYS Num 8 Data Lock Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

        
 

 
  

15:52 Friday, August 07, 2026 33 

Data Set Name: dth.sas7bdat 

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

2 DTHEST Char 1 $X43508X. $1. Estimated Death Date 

3 DTHATPSY Char 1 $X42290X. $1. Autopsy Performed 

4 DTHPCOD Char 4 $X42684X. $4. Primary Cause Of Death 

5 DTHPCDSP Char 50 $50. $50. Primary Specify Other 

6 DTHSCOD1 Char 4 $X42684X. $4. Second Cause Of Death 1 

7 DTHCDSP1 Char 50 $50. $50. Second Specify Other 1 

8 DTHSCOD2 Char 4 $X42684X. $4. Second Cause Of Death 2 

9 DTHCDSP2 Char 50 $50. $50. Second Specify Other 2 

10 DTHSCOD3 Char 4 $X42684X. $4. Second Cause Of Death 3 

11 DTHCDSP3 Char 50 $50. $50. Second Specify Other 3 

12 DTHSCOD4 Char 4 $X42684X. $4. Second Cause Of Death 4 

13 DTHCDSP4 Char 50 $50. $50. Second Specify Other 4 

14 rand_id Char 20 Randomized ID 

15 DTHDT_DAYS Num 8 Date Of Death (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

        

       

        

       
 

 
  

15:52 Friday, August 07, 2026 34 

Data Set Name: egr.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 EGRNTLRY Char 1 $X42290X. $1. Neutrophil Recovery 

4 EGRANCDP Char 1 $X42290X. $1. ANC Drop Below 500 

5 EGRANCMT Char 1 $X42290X. $1. ANC Measurement Achieved 

6 EGR1ANCV Char 10 $10. $10. Day 1 ANC Value 

7 EGR1ANCU Char 1 $X42503X. $1. Day 1 ANC Unit 

8 EGRPLTRY Char 1 $X42290X. $1. Platelet Recovery 

9 EGRPLTDP Char 1 $X42290X. $1. Platelet Drop Below 20000 

10 EGRPLTMT Char 1 $X42290X. $1. Platelet Measure Achieved 

11 EGR1PLTV Char 10 $10. $10. Day 1 Platelet Value 

12 EGR1PLTU Char 1 $X42817X. $1. Day 1 Platelet Unit 

13 EGRPLTRN Char 1 $X42290X. $1. Platelet Transfusion 

14 rand_id Char 20 Randomized ID 

15 EGRDT_DAYS Num 8 Engraftment Date (in days since enrollment date A) 

16 EGR1NCDT_DAYS Num 8 Day 1 ANC Date (in days since enrollment date A) 

17 EGR1PTDT_DAYS Num 8 Day 1 Platelet Date (in days since enrollment date A) 

18 EGRTNSDT_DAYS Num 8 Platelet Transfusion Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

        
 

 
  

15:52 Friday, August 07, 2026 35 

Data Set Name: emu.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 EMUPERFM Char 1 $X42290X. $1. ECHO/MUGA Performed 

5 EMUPERSP Char 1 $X42478X. $1. Specify Test Performed 

6 EMULVEF Num 8 7.1 7.1 LVEF Results 

7 EMULVEFU Char 1 $X43348X. $1. LVEF Unit 

8 rand_id Char 20 Randomized ID 

9 ENRLDATE_DAYS Num 8 ENRLDATE (in days since enrollment date A) 

10 EMUTSTDT_DAYS Num 8 Most Recent Test Date (in days since enrollment date A) 



  

  

   

 
 

       
       

        

       

       

       

       

        
 

 
  

15:52 Friday, August 07, 2026 36 

Data Set Name: enra.sas7bdat 

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

2 ENACNFLP Char 1 $X42290X. $1. Consent Study Follow Up 

3 ENAFUTRS Char 1 $X42290X. $1. Consent Future Research 

4 ENAPROVR Char 3 $X42510X. $3. Protocol Version at Const 

5 rand_id Char 20 Randomized ID 

6 ENACNSDT_DAYS Num 8 Signed Informed Consent (in days since enrollment date A) 

7 ENAFUTDT_DAYS Num 8 Signed Future Research (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

        

         

       

       

       

       

       

        

       

       

        

       

        

       

        

       

       

       

       

       

       

       

       

       

         
 

 
 

  

15:52 Friday, August 07, 2026 37 

Data Set Name: enrb.sas7bdat 

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

2 ENBSUITB Char 2 $X43117X. $2. Suitable Transplant Cand 

3 ENBSGNCT Char 2 $X43117X. $2. Signed Consent 

4 ENBLEGAL Char 2 $X43117X. $2. Legal Adult 

5 ENBSAMPL Char 2 $X43117X. $2. Consent Research Sample 

6 ENBAMLCR Char 2 $X43117X. $2. Confirmed AML In CR1 

7 ENBFLT3M Char 2 $X43117X. $2. Presence Of FLT3 Mutation 

8 ENBLABS Char 2 $X43117X. $2. Meet Criteria In All Labs 

9 ENBLVEF Char 2 $X43117X. $2. LVEF GT Or EQ 40 Percent 

10 ENBDLCO Char 2 $X43117X. $2. Meets DLCO FEV1 FVC Critr 

11 ENBFEMCO Char 2 $X43118X. $2. Female Contraception 

12 ENBBRFED Char 2 $X43118X. $2. Agree Not To Breastfeed 

13 ENBMALEC Char 2 $X43118X. $2. Male Use Contraception 

14 ENBMALES Char 2 $X43118X. $2. Male Not Donate Sperm 

15 ENBORAL Char 2 $X43117X. $2. Able To Take Oral Meds 

16 ENBOTSTY Char 2 $X43117X. $2. Participate In Othr Study 

17 ENBPRTXP Char 2 $X43117X. $2. Had Prior Transplant 

18 ENBKARN Char 2 $X43117X. $2. Karnofsky Score GT 70 Per 

19 ENBCYP3A Char 2 $X43117X. $2. Trtmnt Wth Inducers CYP3A 

20 ENBSERO Char 2 $X43117X. $2. Con Meds Serotonin Recept 

21 ENBQTCF Char 2 $X43117X. $2. QTCF GT 450 msec 

22 ENBLNGQT Char 2 $X43117X. $2. Long QT Syndrome 

23 ENBHIV Char 2 $X43117X. $2. HIV Infection 

24 ENBHEPB Char 2 $X43117X. $2. Active Hepatitis B Infect 

25 ENBHEPC Char 2 $X43117X. $2. Active Hepatitis C Infect 

26 ENBINFEC Char 2 $X43117X. $2. Uncontrolled Infection 

27 ENBMYINF Char 2 $X43117X. $2. Myocardial Infarction 

28 ENBSERMD Char 2 $X43117X. $2. Serious Medical Or Psych 

29 ENBPREG Char 2 $X43118X. $2. Pregnant Or Breastfeeding 

30 ENBMALIG Char 2 $X43117X. $2. Prior Malignancies 

31 rand_id Char 20 Randomized ID 

32 enrldate_enrb_days Num 8 Enrollment Date B - Registration Enrollment (in days from enrollment 
date A) 



  

  

   

 
 

       
       

       

        

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

         
 

       
 

 
  

15:52 Friday, August 07, 2026 38 

Data Set Name: enrc.sas7bdat 

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

2 ENCDAYS Char 2 $X43117X. $2. Between 30 and 90 Days 

3 ENCANCPL Char 2 $X43117X. $2. ANC 500 Platelets 20000 

4 ENCAGENT Char 2 $X43117X. $2. Invest Agent Past 4 Wk 

5 ENCMAML Char 2 $X43117X. $2. Morphological AML 

6 ENCCLBCR Char 2 $X43117X. $2. CLB Criteria Met 

7 ENCOXYGN Char 2 $X43117X. $2. No Supplem Oxygen 

8 ENCGVHD Char 2 $X43117X. $2. Acute GVHD 

9 ENCAGVHD Char 2 $X43117X. $2. No Acte GVHD Tx Past 4 Wk 

10 ENCORAL Char 2 $X43117X. $2. Able Take Oral Med 

11 ENCCYP3A Char 2 $X43117X. $2. Conc Meds for CYP3A4 

12 ENCSEROT Char 2 $X43117X. $2. Conc Meds for Serotonin 

13 ENCQTCF Char 2 $X43117X. $2. QTCF Interval Greater 450 

14 ENCSPOXY Char 2 $X43117X. $2. Supplemental Oxygen 

15 ENCIAGNT Char 2 $X43117X. $2. Investigational Agent Use 

16 ENCGVHDT Char 2 $X43117X. $2. Acute GVHD Therapy 

17 ENCINFEC Char 2 $X43117X. $2. Uncontrolled Infections 

18 rand_id Char 20 Randomized ID 

19 enrldate_enrc_days Num 8 Enrollment Date C - Randomization Enrollment (in days from 
enrollment date A) 

20 ENCINFDT_DAYS Num 8 Stem Cell Infusion Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

        

         

       

       

       

       

       

        

       

       

        

       

        

       

        

       

       

       

       

       

       

       

       

       

       

         
 

 
 

  

15:52 Friday, August 07, 2026 39 

Data Set Name: enrx.sas7bdat 

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

2 ENXSUITB Char 2 $X43117X. $2. Suitable Transplant Cand 

3 ENXSGNCT Char 2 $X43117X. $2. Signed Consent 

4 ENXLEGAL Char 2 $X43117X. $2. Legal Adult 

5 ENXSAMPL Char 2 $X43117X. $2. Consent Research Sample 

6 ENXAMLCR Char 2 $X43117X. $2. Confirmed AML In CR1 

7 ENXFLT3M Char 2 $X43117X. $2. Presence Of FLT3 Mutation 

8 ENXLABS Char 2 $X43117X. $2. Meet Criteria In All Labs 

9 ENXLVEF Char 2 $X43117X. $2. LVEF GT Or EQ 40 Percent 

10 ENXDLCO Char 2 $X43117X. $2. Meets DLCO FEV1 FVC Critr 

11 ENXFEMCO Char 2 $X43118X. $2. Female Contraception 

12 ENXBRFED Char 2 $X43118X. $2. Agree Not To Breastfeed 

13 ENXMALEC Char 2 $X43118X. $2. Male Use Contraception 

14 ENXMALES Char 2 $X43118X. $2. Male Not Donate Sperm 

15 ENXORAL Char 2 $X43117X. $2. Able To Take Oral Meds 

16 ENXOTSTY Char 2 $X43117X. $2. Participate In Othr Study 

17 ENXPRTXP Char 2 $X43117X. $2. Had Prior Transplant 

18 ENXKARN Char 2 $X43117X. $2. Karnofsky Score GT 70 Per 

19 ENXCYP3A Char 2 $X43117X. $2. Trtmnt Wth Inducers CYP3A 

20 ENXSERO Char 2 $X43117X. $2. Con Meds Serotonin Recept 

21 ENXQTCF Char 2 $X43117X. $2. QTCF GT 450 msec 

22 ENXLNGQT Char 2 $X43117X. $2. Long QT Syndrome 

23 ENXHIV Char 2 $X43117X. $2. HIV Infection 

24 ENXHEPB Char 2 $X43117X. $2. Active Hepatitis B Infect 

25 ENXHEPC Char 2 $X43117X. $2. Active Hepatitis C Infect 

26 ENXINFEC Char 2 $X43117X. $2. Uncontrolled Infection 

27 ENXMYINF Char 2 $X43117X. $2. Myocardial Infarction 

28 ENXSERMD Char 2 $X43117X. $2. Serious Medical Or Psych 

29 ENXPREG Char 2 $X43118X. $2. Pregnant Or Breastfeeding 

30 ENXMALIG Char 2 $X43117X. $2. Prior Malignancies 

31 ENXACKNO Char 1 $X42290X. $1. Site Acknowledge Failure 

32 rand_id Char 20 Randomized ID 

33 enrldate_enrx_days Num 8 Enrollment Date X - Registration Failure (in days from enrollment date 
A) 



  

  

   

 
 

       
       

       

        

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

       

         
 

       
 

 
  

15:52 Friday, August 07, 2026 40 

Data Set Name: enrz.sas7bdat 

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

2 ENZDAYS Char 2 $X43117X. $2. Between 30 and 90 Days 

3 ENZANCPL Char 2 $X43117X. $2. ANC 500 Platelets 20000 

4 ENZAGENT Char 2 $X43117X. $2. Invest Agent Past 4 Wk 

5 ENZMAML Char 2 $X43117X. $2. Morphological AML 

6 ENZCLBCR Char 2 $X43117X. $2. CLB Criteria Met 

7 ENZOXYGN Char 2 $X43117X. $2. No Supplem Oxygen 

8 ENZGVHD Char 2 $X43117X. $2. Acute GVHD 

9 ENZAGVHD Char 2 $X43117X. $2. No Acte GVHD Tx Past 4 Wk 

10 ENZORAL Char 2 $X43117X. $2. Able Take Oral Med 

11 ENZCYP3A Char 2 $X43117X. $2. Conc Meds for CYP3A4 

12 ENZSEROT Char 2 $X43117X. $2. Conc Meds for Serotonin 

13 ENZQTCF Char 2 $X43117X. $2. QTCF Interval Greater 450 

14 ENZSPOXY Char 2 $X43117X. $2. Supplemental Oxygen 

15 ENZIAGNT Char 2 $X43117X. $2. Investigational Agent Use 

16 ENZGVHDT Char 2 $X43117X. $2. Acute GVHD Therapy 

17 ENZINFEC Char 2 $X43117X. $2. Uncontrolled Infections 

18 ENZACKNO Char 1 $X42290X. $1. Site Acknowledge Failure 

19 rand_id Char 20 Randomized ID 

20 enrldate_enrz_days Num 8 Enrollment Date Z - Randomization Failure (in days from enrollment 
date A) 

21 ENZINFDT_DAYS Num 8 Stem Cell Infusion Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 41 

Data Set Name: eq5.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 EQ5MBTLY Char 3 $X42688X. $3. Mobility 

5 EQ5SLFCR Char 3 $X42689X. $3. Self-care 

6 EQ5ACTIV Char 3 $X42690X. $3. Usual activities 

7 EQ5PAIND Char 3 $X42691X. $3. Pain or discomfort 

8 EQ5ANXDE Char 3 $X42692X. $3. Anxiety or depression 

9 EQ5HLTTD Num 8 4. 4. Your health today 

10 rand_id Char 20 Randomized ID 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

        

       

       

       

       

       

       

       

       

        

       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 42 

Data Set Name: fcb.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 FCBJOB Char 2 $X54091X. $2. Concerned abt keeping job 

5 FCBDIST Char 2 $X54091X. $2. Distant from other people 

6 FCBTRANS Char 2 $X54091X. $2. Transplant will not work 

7 FCBSIDE Char 2 $X54091X. $2. Side-effcts wrse than img 

8 FCBAPPET Char 2 $X54091X. $2. I have a good appetite 

9 FCBAPBDY Char 2 $X54091X. $2. Like appearance of body 

10 FCBAROUN Char 2 $X54091X. $2. Able to get around 

11 FCBTIRED Char 2 $X54091X. $2. I get tired easily 

12 FCBINSEX Char 2 $X54091X. $2. Interested in sex 

13 FCBCHILD Char 2 $X54091X. $2. Ability to have children 

14 FCBNURSE Char 2 $X54091X. $2. Confidence in my nurse 

15 FCBRGBMT Char 2 $X54091X. $2. Regret BMT 

16 FCBREMEM Char 2 $X54091X. $2. I can remember things 

17 FCBCONCE Char 2 $X54091X. $2. Able to concentrate 

18 FCBFRCLD Char 2 $X54091X. $2. Frequent cold and infect 

19 FCBEYE Char 2 $X54091X. $2. My eyesight is blurry 

20 FCBTASTE Char 2 $X54091X. $2. Bothered change in taste 

21 FCBTREMO Char 2 $X54091X. $2. I have tremors 

22 FCBBREAT Char 2 $X54091X. $2. Shortness of breath 

23 FCBSKIN Char 2 $X54091X. $2. Bothered by skin problems 

24 FCBBOWEL Char 2 $X54091X. $2. Trouble with bowels 

25 FCBHARD Char 2 $X54091X. $2. Hardship for family 

26 FCBCOST Char 2 $X54091X. $2. Treatment cost burden 

27 rand_id Char 20 Randomized ID 

28 ENRLDATE_DAYS Num 8 ENRLDATE (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

        

       

       

       

       

       

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

        

       

        

       

        

       

15:52 Friday, August 07, 2026 43 

Data Set Name: fcl.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 FCLLKENG Char 2 $X54091X. $2. Lack of energy 

5 FCLNAUSE Char 2 $X54091X. $2. I have nausea 

6 FCLFAMND Char 2 $X54091X. $2. Meeting family needs 

7 FCLPAIN Char 2 $X54091X. $2. I have pain 

8 FCLSDEFF Char 2 $X54091X. $2. Bothered by side effects 

9 FCLILL Char 2 $X54091X. $2. I feel ill 

10 FCLTMBED Char 2 $X54091X. $2. Forced time in bed 

11 FCLFRNDS Char 2 $X54091X. $2. Close to friends 

12 FCLEMSUP Char 2 $X54091X. $2. Emotional support family 

13 FCLSUPFR Char 2 $X54091X. $2. Support from friends 

14 FCLFMILL Char 2 $X54091X. $2. Family accepted illness 

15 FCLCOMFM Char 2 $X54091X. $2. Family communication 

16 FCLPARTN Char 2 $X54091X. $2. Feel close to my partner 

17 FCLSXLNA Char 2 $X41883X. $2. Prefer not to answer sx q 

18 FCLSXLIF Char 2 $X54091X. $2. Satisfied with sex life 

19 FCLFLSAD Char 2 $X54091X. $2. I feel sad 

20 FCLCPILL Char 2 $X54091X. $2. Coping with illness 

21 FCLHOPE Char 2 $X54091X. $2. Losing hope agnst illness 

22 FCLNERVO Char 2 $X54091X. $2. I feel nervous 

23 FCLDYING Char 2 $X54091X. $2. I worry about dying 

24 FCLWORSE Char 2 $X54091X. $2. Worry cond will get worse 

25 FCLWORK Char 2 $X54091X. $2. I am able to work 

26 FCLWKFUL Char 2 $X54091X. $2. My work is fulfilling 

27 FCLENJOY Char 2 $X54091X. $2. I am able to enjoy life 

28 FCLACILL Char 2 $X54091X. $2. I have accepted my illnes 

29 FCLSLEEP Char 2 $X54091X. $2. I am sleeping well 

30 FCLFUN Char 2 $X54091X. $2. Enjoy things I do for fun 

31 FCLQUALI Char 2 $X54091X. $2. Content w quality of life 

32 FCLFEVER Char 2 $X54091X. $2. Bothered by fevers 

33 FCLXPAIN Char 2 $X54091X. $2. Experience pain 

34 FCLCHILL Char 2 $X54091X. $2. Bothered by chills 

35 FCLNTSWT Char 2 $X54091X. $2. I have night sweats 

36 FCLLUMPS Char 2 $X54091X. $2. Bothered by lumps 

37 FCLBLEED Char 2 $X54091X. $2. I bleed easily 
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15:52 Friday, August 07, 2026 44 

Num Variable Type Len Format Informat Label 
FCLBRUIS Char 2 $X54091X. $2. I bruise easily 

FCLWEAK Char 2 $X54091X. $2. I feel weak all over 

FCLTIRED Char 2 $X54091X. $2. I get tired easily 

FCLWGTLS Char 2 $X54091X. $2. I am losing weight 

FCLAPPET Char 2 $X54091X. $2. I have a good appetite 

FCLACTIV Char 2 $X54091X. $2. Able to do usual actvties 

FCLINFEC Char 2 $X54091X. $2. Worry abt infections 

FCLFTHLT Char 2 $X54091X. $2. Uncrtn abt furture health 

FCLNWSYM Char 2 $X54091X. $2. Getting new symptoms 

FCLEMOTI Char 2 $X54091X. $2. Emotional ups and downs 

FCLISOLA Char 2 $X54091X. $2. Feel isolated from others 

rand_id Char 20 Randomized ID 

ENRLDATE_DAYS Num 8 ENRLDATE (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

       

        

       

       

       
 

 
  

15:52 Friday, August 07, 2026 45 

Data Set Name: fls.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 PGSPEC Char 20 $X46572X. $20. Specimen Material Type 

5 LPMACCNO Char 40 $40. $40. LPM Accession Number 

6 CHR Num 8 11. 11. Chromosome 

7 FLSPOS Char 20 $20. $20. Position 

8 REF Char 30 $30. $30. Reference 

9 VRF Char 10 $10. $10. Frequency 

10 COSMIC Char 50 $50. $50. Catalog of somatic muta 

11 DBSNP Char 20 $20. $20. DB Single nucleotide poly 

12 VARTYPE Char 20 $20. $20. Variant_Type 

13 SIZE Num 8 11. 11. Variant_Size 

14 GENE Char 10 $10. $10. Gene_Name 

15 CCDS Char 20 $20. $20. Consensus Coding DNA Sequ 

16 CNSQ Char 50 $50. $50. Consequence 

17 CDS Char 50 $50. $50. Coding DNA Sequence 

18 AA1 Char 20 $20. $20. Amino Acid 

19 SIFT Char 20 $20. $20. Sorting Intolerant From T 

20 POLYPHEN Char 50 $50. $50. Polymorphism Phenotyping 

21 rand_id Char 20 Randomized ID 

22 COLDT_DAYS Num 8 Sample Collection Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

        

       

        

        

       

       

       

        

       

       

       
 

 
  

15:52 Friday, August 07, 2026 46 

Data Set Name: flt.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 RECRDID Char 20 $20. $20. Record ID 

5 SAMPID Char 20 $20. $20. Sample Unique Identifier 

6 PGSPEC Char 20 $X49717X. $20. Specimen Material Type 

7 LPMACCNO Char 40 $40. $40. LPM Accession Number 

8 DNACONAC Char 3 $3. $3. DNA Conc. Acceptable 

9 ITDRSLT Char 20 $20. $20. ITD Sample Result 

10 TKDRSLT Char 20 $20. $20. TKD Sample Result 

11 FLT3RSLT Char 20 $20. $20. Final FLT3 Sample Result 

12 RSNSMDEV Char 8000 $8000. $8000. Reason for Sample Deviati 

13 PGREASND Char 8000 $8000. $8000. Reason Test Not Done 

14 ITDRSNF Char 8000 $8000. $8000. ITD Sample Failure Reason 

15 TKDRSN Char 8000 $8000. $8000. TKD Sample Failure Reason 

16 rand_id Char 20 Randomized ID 

17 COLDT_DAYS Num 8 Sample Collection Date (in days since enrollment date A) 

18 RPTDT_DAYS Num 8 Central Lab Report Date (in days since enrollment date A) 
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Data Set Name: fus.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 FUSCNEST Char 1 $X43508X. $1. Estimated Last Contact Dt 

5 FUSPTDIE Char 1 $X42290X. $1. Participant Death 

6 FUSRLPDF Char 1 $X42290X. $1. Relapse Definition Met 

7 FUSRPEST Char 1 $X43508X. $1. Estimated Relapse Date 

8 FUSALTHR Char 1 $X42290X. $1. Anti-leukemic Therapy 

9 FUSDLI Char 1 $X42290X. $1. Received Donor Infusion 

10 FUSDLINR Char 1 $X42290X. $1. DLI Not Given For Relapse 

11 FUSHOSP Char 1 $X42290X. $1. Emergency Hospitalization 

12 FUSHPEST Char 1 $X43508X. $1. Estimated Hospital Date 

13 FUSAESAE Num 8 3. 3. AE/SAE Follow-up Visits 

14 FUSGVHD Num 8 3. 3. GVHD Follow-up Visits 

15 FUSINFEC Num 8 3. 3. Infect Follow-up Visits 

16 rand_id Char 20 Randomized ID 

17 FUSCONDT_DAYS Num 8 Date Of Last Contact (in days since enrollment date A) 

18 FUSDTHDT_DAYS Num 8 Date Of Participant Death (in days since enrollment date A) 

19 FUSRLPDT_DAYS Num 8 Date Of Relapse (in days since enrollment date A) 

20 FUSDLIDT_DAYS Num 8 DLI Date (in days since enrollment date A) 

21 FUSHOSDT_DAYS Num 8 Date Of Hospitalization (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

        

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 48 

Data Set Name: hlb.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 HLBCBCCL Char 1 $X42290X. $1. CBC Differential Collectd 

5 HLBRGCHG Char 1 $X42290X. $1. HLB Range Change 

6 HLBWBC Char 25 $25. $25. WBC Count 

7 HLBWBCUN Char 1 $X42815X. $1. WBC Count Units 

8 HLBWLLN Char 25 $25. $25. WBC LLN 

9 HLBWULN Char 25 $25. $25. WBC ULN 

10 HLBPLA Char 25 $25. $25. Platelet Count 

11 HLBPLAUN Char 1 $X42817X. $1. Platelet Count Units 

12 HLBPLLN Char 25 $25. $25. Platelet LLN 

13 HLBHEM Char 25 $25. $25. Hemoglobin 

14 HLBHEMUN Char 1 $X42818X. $1. Hemoglobin Units 

15 HLBHLLN Char 25 $25. $25. Hemoglobin LLN 

16 HLBHULN Char 25 $25. $25. Hemoglobin ULN 

17 HLBCRT Char 25 $25. $25. Hematocrit 

18 HLBCRTUN Char 1 $X42819X. $1. Hematocrit Units 

19 HLBRNEU Char 25 $25. $25. Neutrophils 

20 HLBRNEUN Char 1 $X42824X. $1. Neutrophil Units 

21 HLBNEU Char 25 $25. $25. Neutrophils Abs 

22 HLBNEUUN Char 1 $X42823X. $1. Neutrophil Abs Units 

23 HLBNLLN Char 25 $25. $25. Neutrophils Abs LLN 

24 HLBLYM Char 25 $25. $25. Lymphocytes 

25 HLBLYMUN Char 1 $X42824X. $1. Lymphocytes Units 

26 HLBALY Char 25 $25. $25. Lymphocytes Abs 

27 HLBALYUN Char 1 $X42825X. $1. Lymphocytes Abs Units 

28 HLBLLLN Char 25 $25. $25. Lymphocytes Abs LLN 

29 HLBLULN Char 25 $25. $25. Lymphoctyes Abs ULN 

30 HLBBLA Char 25 $25. $25. Blasts 

31 HLBBLAUN Char 1 $X42824X. $1. Blasts Units 

32 rand_id Char 20 Randomized ID 

33 HLBCBCDT_DAYS Num 8 Date Most Recent Sample (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 49 

Data Set Name: idm.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 IDMCMV Char 1 $X42290X. $1. CMV Test Performed 

5 IDMCMVRE Char 1 $X42458X. $1. CMV Test Results 

6 IDMHEP Char 1 $X42290X. $1. Hepatitis Panel Performed 

7 IDMHBSUR Char 1 $X42458X. $1. HepB Surface Antigen Rslt 

8 IDMHBCOR Char 1 $X42458X. $1. HepB Core Antibody Rslt 

9 IDMHBDNA Char 1 $X42458X. $1. HepB DNA Results 

10 IDMHEPC Char 1 $X42458X. $1. HepC Antibody Results 

11 IDMHIV Char 2 $X42469X. $2. HIV Test Performed 

12 IDMHIVRE Char 1 $X42458X. $1. HIV Test Results 

13 rand_id Char 20 Randomized ID 

14 IDMCOLDT_DAYS Num 8 Date Sample Collected (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

        

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

        

       
 

 
  

15:52 Friday, August 07, 2026 50 

Data Set Name: inf.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

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

4 INFSEQ Char 3 $XAESEQX. $3. Sequence Number 

5 INFDTCON Char 1 $X43508X. $1. Onset Date Convention 

6 INFSONST Char 1 $X43351X. $1. Onset to Drug 

7 INFSAE Char 1 $X42290X. $1. SAE Criteria Met 

8 INFRELAT Char 1 $X42762X. $1. Relation to Study Drug 

9 INFOUTCO Char 1 $X42774X. $1. Most Severe Outcome 

10 INFONGOI Char 1 $X42776X. $1. Infection Ongoing 

11 INFSCHED Char 2 $X42772X. $2. Effect on Drug Schedule 

12 INFNONMI Char 1 $X42290X. $1. Nonmicrobio Infection 

13 INFPNEUM Char 1 $X42290X. $1. Evidence of Pneumonia 

14 INFVENTI Char 1 $X42290X. $1. Mechanical Ventilation 

15 INFTYPHL Char 1 $X42290X. $1. Typhlitis 

16 INFSSEPS Char 1 $X42290X. $1. Sever Sepsis No Organism 

17 INFTYPE Char 1 $X46793X. $1. Infection Type 

18 INFORG Char 3 $X46792X. $3. Organism I 

19 INFORGSP Char 50 $50. $50. Specify Other Organism 

20 INFCTCAE Char 1 $X42761X. $1. CTCAE Grade 

21 INFSEPS Char 1 $X42290X. $1. Evidence of Sepsis 

22 INFINFIL Char 1 $X42290X. $1. Evidence of Infiltrates 

23 rand_id Char 20 Randomized ID 

24 INFONSDT_DAYS Num 8 Infection Onset Date (in days since enrollment date A) 

25 INFRESDT_DAYS Num 8 Infection Resolution Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

15:52 Friday, August 07, 2026 51 

Data Set Name: l10.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 L10ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 L10ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 L10ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 L10ASRE1 Char 10 $10. $10. AST Result 1 

8 L10ASUL1 Char 10 $10. $10. AST ULN 1 

9 L10ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 L10ATRE1 Char 10 $10. $10. ALT Result 1 

11 L10ATUL1 Char 10 $10. $10. ALT ULN 1 

12 L10ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 L10BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 L10BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 L10BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 L10CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 L10CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 L10CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 L10PRRE1 Num 8 6.1 6.1 Prothrombin Time Result 1 

20 L10PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

21 L10INRE1 Num 8 6.1 6.1 INR Result 1 

22 L10INUL1 Num 8 6.1 6.1 INR ULN 1 

23 L10ALRE2 Char 10 $10. $10. Alkaline Result 2 

24 L10ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

25 L10ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

26 L10ASRE2 Char 10 $10. $10. AST Result 2 

27 L10ASUL2 Char 10 $10. $10. AST ULN 2 

28 L10ASUN2 Char 1 $X42851X. $1. AST Units 2 

29 L10ATRE2 Char 10 $10. $10. ALT Result 2 

30 L10ATUL2 Char 10 $10. $10. ALT ULN 2 

31 L10ATUN2 Char 1 $X42851X. $1. ALT Units 2 

32 L10BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

33 L10BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

34 L10BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

35 L10CRRE2 Char 10 $10. $10. Creatinine Result 2 

36 L10CRUL2 Char 10 $10. $10. Creatinine ULN 2 

37 L10CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 
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15:52 Friday, August 07, 2026 52 

Num Variable Type Len Format Informat Label 
L10PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

L10ALRE3 Char 10 $10. $10. Alkaline Result 3 

L10ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 

L10ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

L10ASRE3 Char 10 $10. $10. AST Result 3 

L10ASUL3 Char 10 $10. $10. AST ULN 3 

L10ASUN3 Char 1 $X42851X. $1. AST Units 3 

L10ATRE3 Char 10 $10. $10. ALT Result 3 

L10ATUL3 Char 10 $10. $10. ALT ULN 3 

L10ATUN3 Char 1 $X42851X. $1. ALT Units 3 

L10BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

L10BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

L10BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

L10CRRE3 Char 10 $10. $10. Creatinine Result 3 

L10CRUL3 Char 10 $10. $10. Creatinine ULN 3 

L10CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

L10PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

L10ALRE4 Char 10 $10. $10. Alkaline Result 4 

L10ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

L10ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

L10ASRE4 Char 10 $10. $10. AST Result 4 

L10ASUL4 Char 10 $10. $10. AST ULN 4 

L10ASUN4 Char 1 $X42851X. $1. AST Units 4 

L10ATRE4 Char 10 $10. $10. ALT Result 4 

L10ATUL4 Char 10 $10. $10. ALT ULN 4 

L10ATUN4 Char 1 $X42851X. $1. ALT Units 4 

L10BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

L10BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

L10BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

L10CRRE4 Char 10 $10. $10. Creatinine Result 4 

L10CRUL4 Char 10 $10. $10. Creatinine ULN 4 

L10CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

L10PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

L10ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

L10AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

L10AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

L10AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

L10BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 53 

Num Variable Type Len Format Informat Label 
L10CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

L10PR1DT_DAYS Num 8 Prothrombin Time Date 1 (in days since enrollment date A) 

L10IN1DT_DAYS Num 8 INR Date 1 (in days since enrollment date A) 

L10AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

L10AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

L10AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

L10BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

L10CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

L10AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

L10AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

L10AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

L10BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

L10CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

L10AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

L10AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

L10AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

L10BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

L10CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 54 

Data Set Name: l11.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 L11ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 L11ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 L11ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 L11ASRE1 Char 10 $10. $10. AST Result 1 

8 L11ASUL1 Char 10 $10. $10. AST ULN 1 

9 L11ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 L11ATRE1 Char 10 $10. $10. ALT Result 1 

11 L11ATUL1 Char 10 $10. $10. ALT ULN 1 

12 L11ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 L11BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 L11BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 L11BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 L11CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 L11CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 L11CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 L11PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

20 L11ALRE2 Char 10 $10. $10. Alkaline Result 2 

21 L11ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

22 L11ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

23 L11ASRE2 Char 10 $10. $10. AST Result 2 

24 L11ASUL2 Char 10 $10. $10. AST ULN 2 

25 L11ASUN2 Char 1 $X42851X. $1. AST Units 2 

26 L11ATRE2 Char 10 $10. $10. ALT Result 2 

27 L11ATUL2 Char 10 $10. $10. ALT ULN 2 

28 L11ATUN2 Char 1 $X42851X. $1. ALT Units 2 

29 L11BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

30 L11BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

31 L11BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

32 L11CRRE2 Char 10 $10. $10. Creatinine Result 2 

33 L11CRUL2 Char 10 $10. $10. Creatinine ULN 2 

34 L11CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

35 L11PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

36 L11ALRE3 Char 10 $10. $10. Alkaline Result 3 

37 L11ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 
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15:52 Friday, August 07, 2026 55 

Num Variable Type Len Format Informat Label 
L11ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

L11ASRE3 Char 10 $10. $10. AST Result 3 

L11ASUL3 Char 10 $10. $10. AST ULN 3 

L11ASUN3 Char 1 $X42851X. $1. AST Units 3 

L11ATRE3 Char 10 $10. $10. ALT Result 3 

L11ATUL3 Char 10 $10. $10. ALT ULN 3 

L11ATUN3 Char 1 $X42851X. $1. ALT Units 3 

L11BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

L11BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

L11BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

L11CRRE3 Char 10 $10. $10. Creatinine Result 3 

L11CRUL3 Char 10 $10. $10. Creatinine ULN 3 

L11CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

L11PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

L11ALRE4 Char 10 $10. $10. Alkaline Result 4 

L11ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

L11ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

L11ASRE4 Char 10 $10. $10. AST Result 4 

L11ASUL4 Char 10 $10. $10. AST ULN 4 

L11ASUN4 Char 1 $X42851X. $1. AST Units 4 

L11ATRE4 Char 10 $10. $10. ALT Result 4 

L11ATUL4 Char 10 $10. $10. ALT ULN 4 

L11ATUN4 Char 1 $X42851X. $1. ALT Units 4 

L11BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

L11BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

L11BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

L11CRRE4 Char 10 $10. $10. Creatinine Result 4 

L11CRUL4 Char 10 $10. $10. Creatinine ULN 4 

L11CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

L11PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

L11ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

L11AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

L11AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

L11AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

L11BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

L11CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

L11AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

L11AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 56 

Num Variable Type Len Format Informat Label 
L11AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

L11BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

L11CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

L11AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

L11AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

L11AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

L11BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

L11CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

L11AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

L11AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

L11AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

L11BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

L11CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 57 

Data Set Name: l12.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 L12ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 L12ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 L12ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 L12ASRE1 Char 10 $10. $10. AST Result 1 

8 L12ASUL1 Char 10 $10. $10. AST ULN 1 

9 L12ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 L12ATRE1 Char 10 $10. $10. ALT Result 1 

11 L12ATUL1 Char 10 $10. $10. ALT ULN 1 

12 L12ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 L12BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 L12BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 L12BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 L12CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 L12CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 L12CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 L12PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

20 L12ALRE2 Char 10 $10. $10. Alkaline Result 2 

21 L12ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

22 L12ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

23 L12ASRE2 Char 10 $10. $10. AST Result 2 

24 L12ASUL2 Char 10 $10. $10. AST ULN 2 

25 L12ASUN2 Char 1 $X42851X. $1. AST Units 2 

26 L12ATRE2 Char 10 $10. $10. ALT Result 2 

27 L12ATUL2 Char 10 $10. $10. ALT ULN 2 

28 L12ATUN2 Char 1 $X42851X. $1. ALT Units 2 

29 L12BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

30 L12BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

31 L12BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

32 L12CRRE2 Char 10 $10. $10. Creatinine Result 2 

33 L12CRUL2 Char 10 $10. $10. Creatinine ULN 2 

34 L12CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

35 L12PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

36 L12ALRE3 Char 10 $10. $10. Alkaline Result 3 

37 L12ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 
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15:52 Friday, August 07, 2026 58 

Num Variable Type Len Format Informat Label 
L12ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

L12ASRE3 Char 10 $10. $10. AST Result 3 

L12ASUL3 Char 10 $10. $10. AST ULN 3 

L12ASUN3 Char 1 $X42851X. $1. AST Units 3 

L12ATRE3 Char 10 $10. $10. ALT Result 3 

L12ATUL3 Char 10 $10. $10. ALT ULN 3 

L12ATUN3 Char 1 $X42851X. $1. ALT Units 3 

L12BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

L12BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

L12BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

L12CRRE3 Char 10 $10. $10. Creatinine Result 3 

L12CRUL3 Char 10 $10. $10. Creatinine ULN 3 

L12CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

L12PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

L12ALRE4 Char 10 $10. $10. Alkaline Result 4 

L12ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

L12ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

L12ASRE4 Char 10 $10. $10. AST Result 4 

L12ASUL4 Char 10 $10. $10. AST ULN 4 

L12ASUN4 Char 1 $X42851X. $1. AST Units 4 

L12ATRE4 Char 10 $10. $10. ALT Result 4 

L12ATUL4 Char 10 $10. $10. ALT ULN 4 

L12ATUN4 Char 1 $X42851X. $1. ALT Units 4 

L12BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

L12BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

L12BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

L12CRRE4 Char 10 $10. $10. Creatinine Result 4 

L12CRUL4 Char 10 $10. $10. Creatinine ULN 4 

L12CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

L12PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

L12ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

L12AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

L12AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

L12AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

L12BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

L12CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

L12AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

L12AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 59 

Num Variable Type Len Format Informat Label 
L12AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

L12BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

L12CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

L12AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

L12AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

L12AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

L12BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

L12CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

L12AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

L12AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

L12AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

L12BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

L12CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 60 

Data Set Name: laa.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LAAELVAT Char 1 $X42290X. $1. Elevated ALT or AST 

5 LAAASTRE Char 10 $10. $10. AST Result 

6 LAAASTUL Char 10 $10. $10. AST ULN 

7 LAAASTUN Char 1 $X42851X. $1. AST Units 

8 LAAALTRE Char 10 $10. $10. ALT Result 

9 LAAALTUL Char 10 $10. $10. ALT ULN 

10 LAAALTUN Char 1 $X42851X. $1. ALT Units 

11 LAABILEL Char 1 $X42290X. $1. Elevated Bilirubin 

12 LAABILRE Char 10 $10. $10. Total Bilirubin Result 

13 LAABILUL Char 10 $10. $10. Total Bilirubin ULN 

14 LAABILUN Char 1 $X42853X. $1. Total Bilirubin Units 

15 LAALABTS Char 1 $X42290X. $1. Additional Lab Testing 

16 LAASERTS Char 1 $X42290X. $1. Serology Testing 

17 LAAHEPBB Char 2 $X42633X. $2. Hepatitis B Antigen 

18 LAAHEPBC Char 2 $X42633X. $2. Hepatitis B Antibody 

19 LAAHEPCA Char 2 $X42633X. $2. Hepatitis B Core Antigen 

20 LAAHEPCB Char 2 $X42633X. $2. Hepatitis B Core Antibody 

21 LAAHEPAM Char 2 $X42633X. $2. Hepatitis A Antibody IgM 

22 LAAHEPAG Char 2 $X42633X. $2. Hepatitis A Antibody IgG 

23 LAAHCVAN Char 2 $X42633X. $2. HCV Antibody 

24 LAACYTOM Char 2 $X42633X. $2. Cytomegalovirus 

25 LAAEPIGM Char 2 $X42633X. $2. Epstein-Barr Virus IgM 

26 LAAEPIGG Char 2 $X42633X. $2. Epstein-Barr Virus IgG 

27 LAALIVIM Char 1 $X42290X. $1. Liver Imaging 

28 LAAULTRA Char 2 $X42856X. $2. Ultrasound 

29 LAACTSCA Char 2 $X42856X. $2. CT Scan 

30 LAAMRI Char 2 $X42856X. $2. MRI 

31 LAAANGIO Char 2 $X42856X. $2. Angiography 

32 LAAOTHSP Char 2 $X42856X. $2. Specify Other Imaging 1 

33 LAALIMSP Char 50 $50. $50. Specify Other Imaging 2 

34 LAAAB1SP Char 50 $50. $50. Specify Abnormality 1 

35 LAALBIOP Char 1 $X42290X. $1. Liver Biopsy 

36 LAABIORE Char 1 $X49561X. $1. Results of Liver Biopsy 

37 LAAAB2SP Char 50 $50. $50. Specify Abnormality 2 
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15:52 Friday, August 07, 2026 61 

Num Variable Type Len Format Informat Label 
LAASIGSY Char 1 $X42290X. $1. Associated Signs Symptoms 

LAAFATIG Char 1 $X42290X. $1. Fatigue 

LAAARTHR Char 1 $X42290X. $1. Arthralgia 

LAAASTHE Char 1 $X42290X. $1. Asthenia 

LAACONF Char 1 $X42290X. $1. Confusion 

LAACONSC Char 1 $X42290X. $1. Loss of Consciousness 

LAAANORE Char 1 $X42290X. $1. Anorexia 

LAANAUSE Char 1 $X42290X. $1. Nausea 

LAAVOMIT Char 1 $X42290X. $1. Vomiting 

LAAFEVER Char 1 $X42290X. $1. Fever 

LAARASH Char 1 $X42290X. $1. Rash 

LAAPRURI Char 1 $X42290X. $1. Pruritus 

LAASKINE Char 1 $X42290X. $1. Skin Eruption 

LAARIGUP Char 1 $X42290X. $1. Right Upper Quadrant Pain 

LAAASCIT Char 1 $X42290X. $1. Ascites 

LAAJAUND Char 1 $X42290X. $1. Jaundice 

LAALYMPH Char 1 $X42290X. $1. Lymphadenopathy 

LAASPLEN Char 1 $X42290X. $1. Splenomegaly 

LAAHEPAT Char 1 $X42290X. $1. Hepatomegaly 

LAAEOSIN Char 1 $X42290X. $1. Eosinophilia 

LAAEOSRE Num 8 7.1 7.1 Eosinophils Result 

LAAEOSUN Char 1 $X43348X. $1. Eosinophils Units 

LAAALCHX Char 1 $X42858X. $1. History of Alcohol Use 

LAAALCFQ Char 1 $X43538X. $1. Frequency of Alcohol Use 

LAADRUG Char 1 $X42858X. $1. History of Drug Use 

LAADRUFQ Char 1 $X43538X. $1. Frequency of Drug Use 

LAAEXPHE Char 1 $X42290X. $1. Hepatotoxic Med Exposure 

LAAHEPSP Char 50 $50. $50. Specify Hepatotoxic Med 

LAAINTTR Char 1 $X42290X. $1. International Travel 

LAALIVCO Char 1 $X42290X. $1. Liver Condition 

LAACONDI Char 50 $50. $50. Condition 

LAAOTHET Char 1 $X42290X. $1. Other Etiology 

LAAALTET Char 50 $50. $50. Alternative Etiology 

rand_id Char 20 Randomized ID 

LAADT_DAYS Num 8 Assessment Date (in days since enrollment date A) 

LAACOLDT_DAYS Num 8 AST ALT Collection Date (in days since enrollment date A) 

LAABILDT_DAYS Num 8 Bilirubin Collection Date (in days since enrollment date A) 

LAASERDT_DAYS Num 8 Serology Testing Date (in days since enrollment date A) 

LAAULTDT_DAYS Num 8 Ultrasound Date (in days since enrollment date A) 



  

  

   

       
       

       

       
 

 
  

15:52 Friday, August 07, 2026 62 

Num Variable Type Len Format Informat Label 
77 LAACTSDT_DAYS Num 8 CT Scan Date (in days since enrollment date A) 

78 LAALIMDT_DAYS Num 8 Other Liver Imaging Date (in days since enrollment date A) 

79 LAABIODT_DAYS Num 8 Liver Biopsy Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

        

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

15:52 Friday, August 07, 2026 63 

Data Set Name: lat.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LATALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LATALUL1 Char 10 $10. $10. Alkalne Phosphatase ULN 1 

6 LATALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LATASRE1 Char 10 $10. $10. AST Result 1 

8 LATASUL1 Char 10 $10. $10. AST ULN 1 

9 LATASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LATATRE1 Char 10 $10. $10. ALT Result 1 

11 LATATUL1 Char 10 $10. $10. ALT ULN 1 

12 LATATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LATBIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LATBIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LATBIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LATCRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LATCRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LATCRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LATPRRE1 Num 8 6.1 6.1 Prothrombin Time Result 1 

20 LATPRUL1 Num 8 6.1 6.1 Prothrombin Time ULN 1 

21 LATPRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

22 LATINRE1 Num 8 6.1 6.1 INR Result 1 

23 LATINUL1 Num 8 6.1 6.1 INR ULN 1 

24 LATALRE2 Char 10 $10. $10. Alkaline Result 2 

25 LATALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

26 LATALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

27 LATASRE2 Char 10 $10. $10. AST Result 2 

28 LATASUL2 Char 10 $10. $10. AST ULN 2 

29 LATASUN2 Char 1 $X42851X. $1. AST Units 2 

30 LATATRE2 Char 10 $10. $10. ALT Result 2 

31 LATATUL2 Char 10 $10. $10. ALT ULN 2 

32 LATATUN2 Char 1 $X42851X. $1. ALT Units 2 

33 LATBIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

34 LATBIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

35 LATBIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

36 LATCRRE2 Char 10 $10. $10. Creatinine Result 2 

37 LATCRUL2 Char 10 $10. $10. Creatinine ULN 2 
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15:52 Friday, August 07, 2026 64 

Num Variable Type Len Format Informat Label 
LATCRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

LATPRRE2 Num 8 6.1 6.1 Prothrombin Time Result 2 

LATPRUL2 Num 8 6.1 6.1 Prothrombin Time ULN 2 

LATPRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

LATINRE2 Num 8 6.1 6.1 INR Result 2 

LATINUL2 Num 8 6.1 6.1 INR ULN 2 

LATALRE3 Char 10 $10. $10. Alkaline Result 3 

LATALUL3 Char 10 $10. $10. Alkalne Phosphatase ULN 3 

LATALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LATASRE3 Char 10 $10. $10. AST Result 3 

LATASUL3 Char 10 $10. $10. AST ULN 3 

LATASUN3 Char 1 $X42851X. $1. AST Units 3 

LATATRE3 Char 10 $10. $10. ALT Result 3 

LATATUL3 Char 10 $10. $10. ALT ULN 3 

LATATUN3 Char 1 $X42851X. $1. ALT Units 3 

LATBIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LATBIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LATBIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LATCRRE3 Char 10 $10. $10. Creatinine Result 3 

LATCRUL3 Char 10 $10. $10. Creatinine ULN 3 

LATCRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LATPRRE3 Num 8 6.1 6.1 Prothrombin Time Result 3 

LATPRUL3 Num 8 6.1 6.1 Prothrombin Time ULN 3 

LATPRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LATINRE3 Num 8 6.1 6.1 INR Result 3 

LATINUL3 Num 8 6.1 6.1 INR ULN 3 

LATALRE4 Char 10 $10. $10. Alkaline Result 4 

LATALUL4 Char 10 $10. $10. Alkalne Phosphatase ULN 4 

LATALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LATASRE4 Char 10 $10. $10. AST Result 4 

LATASUL4 Char 10 $10. $10. AST ULN 4 

LATASUN4 Char 1 $X42851X. $1. AST Units 4 

LATATRE4 Char 10 $10. $10. ALT Result 4 

LATATUL4 Char 10 $10. $10. ALT ULN 4 

LATATUN4 Char 1 $X42851X. $1. ALT Units 4 

LATBIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LATBIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LATBIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LATCRRE4 Char 10 $10. $10. Creatinine Result 4 
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15:52 Friday, August 07, 2026 65 

Num Variable Type Len Format Informat Label 
LATCRUL4 Char 10 $10. $10. Creatinine ULN 4 

LATCRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LATPRRE4 Num 8 6.1 6.1 Prothrombin Time Result 4 

LATPRUL4 Num 8 6.1 6.1 Prothrombin Time ULN 4 

LATPRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LATINRE4 Num 8 6.1 6.1 INR Result 4 

LATINUL4 Num 8 6.1 6.1 INR ULN 4 

LATADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LATAL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LATAS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LATAT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LATBI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LATCR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LATPR1DT_DAYS Num 8 Prothrombin Time Date 1 (in days since enrollment date A) 

LATIN1DT_DAYS Num 8 INR Date 1 (in days since enrollment date A) 

LATAL2DT_DAYS Num 8 Alklne Phosphatase Date 2 (in days since enrollment date A) 

LATAS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

LATAT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LATBI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LATCR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LATPR2DT_DAYS Num 8 Prothrombin Time Date 2 (in days since enrollment date A) 

LATIN2DT_DAYS Num 8 INR Date 2 (in days since enrollment date A) 

LATAL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LATAS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LATAT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LATBI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LATCR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LATPR3DT_DAYS Num 8 Prothrombin Time Date 3 (in days since enrollment date A) 

LATIN3DT_DAYS Num 8 INR Date 3 (in days since enrollment date A) 

LATAL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LATAS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LATAT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LATBI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LATCR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 

LATPR4DT_DAYS Num 8 Prothrombin Time Date 4 (in days since enrollment date A) 

LATIN4DT_DAYS Num 8 INR Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

        

        

       

       

        

       

       

        

       

       

       

       

       

       

       

        

       

        
 

 
  

15:52 Friday, August 07, 2026 66 

Data Set Name: lec.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 TIMEPT Char 30 $30. $30. Timepoint 

5 EGREFID Char 9 $9. $9. ECG Reference ID 

6 EGTESTCD Char 8 $XEGTESTCDX. $8. ECG Test or Examination 

7 EGTM Char 8 $8. $8. Time ECG Performed 

8 EGORRES Char 182 $182. $182. Result or Finding in orig 

9 EGTEST Char 40 $40. $40. ECG Test or Examination N 

10 EGREPNUM Num 8 9. 9. Repetition Number 

11 EGORRESU Char 20 $X43566X. $20. Original Units 

12 EGABCD Char 8 $X43567X. $8. ECG Abnormality Code 

13 EGABCM Char 8000 $8000. $8000. Comment on Abnormal Resul 

14 EGCOM Char 8000 $8000. $8000. Cardiologist Comment 

15 EGSPCCND Char 8000 $8000. $8000. Specimen Condition 

16 EGSTAT Char 8 $X43556X. $8. ECG Status 

17 EGREASND Char 8000 $8000. $8000. Reason ECG Not Performed 

18 EGMETHOD Char 8000 $8000. $8000. Method of ECG Test 

19 EGCAT Char 8000 $8000. $8000. Category for ECG 

20 EGLEAD Char 8000 $8000. $8000. Lead Location Used for Me 

21 rand_id Char 20 Randomized ID 

22 EGDT_DAYS Num 8 Date ECG Performed (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

        

       

        

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 67 

Data Set Name: lmr.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 LPMACCN1 Char 40 $40. $40. LPM Accession Number 

5 MRDRESND Char 8000 $8000. $8000. Reason Test Not Done 

6 DNACONA1 Char 3 $3. $3. DNA Conc. Acceptable 

7 ITDLNGTH Char 3 $3. $3. ITD Length (BP) 

8 VAFREQ Char 20 $20. $20. Variant Frequency 

9 rand_id Char 20 Randomized ID 

10 MRDDT_DAYS Num 8 Sample Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

        

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 68 

Data Set Name: lpk.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 XXTPT Char 40 $40. $40. Planned Time Point Name 

5 XXTM Char 20 $20. $20. Time of Specimen Collecti 

6 rand_id Char 20 Randomized ID 

7 enrldate Num 8 MMDDYY8. 11. ENRLDATE 

8 xxdt_days Num 8 Date of Specimen Collection (in days from enrollment A date) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

        

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

15:52 Friday, August 07, 2026 69 

Data Set Name: lt1.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT1ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT1ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT1ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT1ASRE1 Char 10 $10. $10. AST Result 1 

8 LT1ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT1ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT1ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT1ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT1ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT1BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT1BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT1BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT1CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT1CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT1CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT1PRRE1 Num 8 6.1 6.1 Prothrombin Time Result 1 

20 LT1PRUL1 Num 8 6.1 6.1 Prothrombin Time ULN 1 

21 LT1PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

22 LT1INRE1 Num 8 6.1 6.1 INR Result 1 

23 LT1INUL1 Num 8 6.1 6.1 INR ULN 1 

24 LT1ALRE2 Char 10 $10. $10. Alkaline Result 2 

25 LT1ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

26 LT1ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

27 LT1ASRE2 Char 10 $10. $10. AST Result 2 

28 LT1ASUL2 Char 10 $10. $10. AST ULN 2 

29 LT1ASUN2 Char 1 $X42851X. $1. AST Units 2 

30 LT1ATRE2 Char 10 $10. $10. ALT Result 2 

31 LT1ATUL2 Char 10 $10. $10. ALT ULN 2 

32 LT1ATUN2 Char 1 $X42851X. $1. ALT Units 2 

33 LT1BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

34 LT1BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

35 LT1BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

36 LT1CRRE2 Char 10 $10. $10. Creatinine Result 2 

37 LT1CRUL2 Char 10 $10. $10. Creatinine ULN 2 
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15:52 Friday, August 07, 2026 70 

Num Variable Type Len Format Informat Label 
LT1CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

LT1PRRE2 Num 8 6.1 6.1 Prothrombin Time Result 2 

LT1PRUL2 Num 8 6.1 6.1 Prothrombin Time ULN 2 

LT1PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

LT1INRE2 Num 8 6.1 6.1 INR Result 2 

LT1INUL2 Num 8 6.1 6.1 INR ULN 2 

LT1ALRE3 Char 10 $10. $10. Alkaline Result 3 

LT1ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 

LT1ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT1ASRE3 Char 10 $10. $10. AST Result 3 

LT1ASUL3 Char 10 $10. $10. AST ULN 3 

LT1ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT1ATRE3 Char 10 $10. $10. ALT Result 3 

LT1ATUL3 Char 10 $10. $10. ALT ULN 3 

LT1ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT1BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT1BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT1BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT1CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT1CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT1CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT1PRRE3 Num 8 6.1 6.1 Prothrombin Time Result 3 

LT1PRUL3 Num 8 6.1 6.1 Prothrombin Time ULN 3 

LT1PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT1INRE3 Num 8 6.1 6.1 INR Result 3 

LT1INUL3 Num 8 6.1 6.1 INR ULN 3 

LT1ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT1ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT1ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT1ASRE4 Char 10 $10. $10. AST Result 4 

LT1ASUL4 Char 10 $10. $10. AST ULN 4 

LT1ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT1ATRE4 Char 10 $10. $10. ALT Result 4 

LT1ATUL4 Char 10 $10. $10. ALT ULN 4 

LT1ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT1BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT1BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT1BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT1CRRE4 Char 10 $10. $10. Creatinine Result 4 
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15:52 Friday, August 07, 2026 71 

Num Variable Type Len Format Informat Label 
LT1CRUL4 Char 10 $10. $10. Creatinine ULN 4 

LT1CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT1PRRE4 Num 8 6.1 6.1 Prothrombin Time Result 4 

LT1PRUL4 Num 8 6.1 6.1 Prothrombin Time ULN 4 

LT1PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT1INRE4 Num 8 6.1 6.1 INR Result 4 

LT1INUL4 Num 8 6.1 6.1 INR ULN 4 

LT1ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT1AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT1AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT1AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT1BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT1CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT1PR1DT_DAYS Num 8 Prothrombin Time Date 1 (in days since enrollment date A) 

LT1IN1DT_DAYS Num 8 INR Date 1 (in days since enrollment date A) 

LT1AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT1AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

LT1AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT1BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT1CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT1PR2DT_DAYS Num 8 Prothrombin Time Date 2 (in days since enrollment date A) 

LT1IN2DT_DAYS Num 8 INR Date 2 (in days since enrollment date A) 

LT1AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT1AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT1AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT1BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT1CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT1PR3DT_DAYS Num 8 Prothrombin Time Date 3 (in days since enrollment date A) 

LT1IN3DT_DAYS Num 8 INR Date 3 (in days since enrollment date A) 

LT1AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT1AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT1AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT1BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT1CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 

LT1PR4DT_DAYS Num 8 Prothrombin Time Date 4 (in days since enrollment date A) 

LT1IN4DT_DAYS Num 8 INR Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

        

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

15:52 Friday, August 07, 2026 72 

Data Set Name: lt2.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT2ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT2ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT2ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT2ASRE1 Char 10 $10. $10. AST Result 1 

8 LT2ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT2ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT2ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT2ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT2ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT2BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT2BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT2BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT2CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT2CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT2CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT2PRRE1 Num 8 6.1 6.1 Prothrombin Time Result 1 

20 LT2PRUL1 Num 8 6.1 6.1 Prothrombin Time ULN 1 

21 LT2PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

22 LT2INRE1 Num 8 6.1 6.1 INR Result 1 

23 LT2INUL1 Num 8 6.1 6.1 INR ULN 1 

24 LT2ALRE2 Char 10 $10. $10. Alkaline Result 2 

25 LT2ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

26 LT2ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

27 LT2ASRE2 Char 10 $10. $10. AST Result 2 

28 LT2ASUL2 Char 10 $10. $10. AST ULN 2 

29 LT2ASUN2 Char 1 $X42851X. $1. AST Units 2 

30 LT2ATRE2 Char 10 $10. $10. ALT Result 2 

31 LT2ATUL2 Char 10 $10. $10. ALT ULN 2 

32 LT2ATUN2 Char 1 $X42851X. $1. ALT Units 2 

33 LT2BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

34 LT2BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

35 LT2BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

36 LT2CRRE2 Char 10 $10. $10. Creatinine Result 2 

37 LT2CRUL2 Char 10 $10. $10. Creatinine ULN 2 
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15:52 Friday, August 07, 2026 73 

Num Variable Type Len Format Informat Label 
LT2CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

LT2PRRE2 Num 8 6.1 6.1 Prothrombin Time Result 2 

LT2PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

LT2INRE2 Num 8 6.1 6.1 INR Result 2 

LT2INUL2 Num 8 6.1 6.1 INR ULN 2 

LT2ALRE3 Char 10 $10. $10. Alkaline Result 3 

LT2ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 

LT2ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT2ASRE3 Char 10 $10. $10. AST Result 3 

LT2ASUL3 Char 10 $10. $10. AST ULN 3 

LT2ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT2ATRE3 Char 10 $10. $10. ALT Result 3 

LT2ATUL3 Char 10 $10. $10. ALT ULN 3 

LT2ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT2BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT2BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT2BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT2CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT2CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT2CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT2PRRE3 Num 8 6.1 6.1 Prothrombin Time Result 3 

LT2PRUL3 Num 8 6.1 6.1 Prothrombin Time ULN 3 

LT2PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT2INRE3 Num 8 6.1 6.1 INR Result 3 

LT2INUL3 Num 8 6.1 6.1 INR ULN 3 

LT2ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT2ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT2ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT2ASRE4 Char 10 $10. $10. AST Result 4 

LT2ASUL4 Char 10 $10. $10. AST ULN 4 

LT2ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT2ATRE4 Char 10 $10. $10. ALT Result 4 

LT2ATUL4 Char 10 $10. $10. ALT ULN 4 

LT2ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT2BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT2BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT2BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT2CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT2CRUL4 Char 10 $10. $10. Creatinine ULN 4 
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15:52 Friday, August 07, 2026 74 

Num Variable Type Len Format Informat Label 
LT2CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT2PRRE4 Num 8 6.1 6.1 Prothrombin Time Result 4 

LT2PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT2INRE4 Num 8 6.1 6.1 INR Result 4 

LT2INUL4 Num 8 6.1 6.1 INR ULN 4 

LT2ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT2AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT2AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT2AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT2BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT2CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT2PR1DT_DAYS Num 8 Prothrombin Time Date 1 (in days since enrollment date A) 

LT2IN1DT_DAYS Num 8 INR Date 1 (in days since enrollment date A) 

LT2AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT2AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

LT2AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT2BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT2CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT2PR2DT_DAYS Num 8 Prothrombin Time Date 2 (in days since enrollment date A) 

LT2IN2DT_DAYS Num 8 INR Date 2 (in days since enrollment date A) 

LT2AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT2AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT2AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT2BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT2CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT2PR3DT_DAYS Num 8 Prothrombin Time Date 3 (in days since enrollment date A) 

LT2IN3DT_DAYS Num 8 INR Date 3 (in days since enrollment date A) 

LT2AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT2AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT2AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT2BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT2CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 

LT2PR4DT_DAYS Num 8 Prothrombin Time Date 4 (in days since enrollment date A) 

LT2IN4DT_DAYS Num 8 INR Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

15:52 Friday, August 07, 2026 75 

Data Set Name: lt3.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT3ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT3ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT3ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT3ASRE1 Char 10 $10. $10. AST Result 1 

8 LT3ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT3ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT3ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT3ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT3ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT3BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT3BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT3BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT3CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT3CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT3CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT3PRRE1 Num 8 6.1 6.1 Prothrombin Time Result 1 

20 LT3PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

21 LT3INRE1 Num 8 6.1 6.1 INR Result 1 

22 LT3INUL1 Num 8 6.1 6.1 INR ULN 1 

23 LT3ALRE2 Char 10 $10. $10. Alkaline Result 2 

24 LT3ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

25 LT3ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

26 LT3ASRE2 Char 10 $10. $10. AST Result 2 

27 LT3ASUL2 Char 10 $10. $10. AST ULN 2 

28 LT3ASUN2 Char 1 $X42851X. $1. AST Units 2 

29 LT3ATRE2 Char 10 $10. $10. ALT Result 2 

30 LT3ATUL2 Char 10 $10. $10. ALT ULN 2 

31 LT3ATUN2 Char 1 $X42851X. $1. ALT Units 2 

32 LT3BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

33 LT3BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

34 LT3BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

35 LT3CRRE2 Char 10 $10. $10. Creatinine Result 2 

36 LT3CRUL2 Char 10 $10. $10. Creatinine ULN 2 

37 LT3CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 
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15:52 Friday, August 07, 2026 76 

Num Variable Type Len Format Informat Label 
LT3PRRE2 Num 8 6.1 6.1 Prothrombin Time Result 2 

LT3PRUL2 Num 8 6.1 6.1 Prothrombin Time ULN 2 

LT3PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

LT3INRE2 Num 8 6.1 6.1 INR Result 2 

LT3INUL2 Num 8 6.1 6.1 INR ULN 2 

LT3ALRE3 Char 10 $10. $10. Alkaline Result 3 

LT3ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 

LT3ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT3ASRE3 Char 10 $10. $10. AST Result 3 

LT3ASUL3 Char 10 $10. $10. AST ULN 3 

LT3ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT3ATRE3 Char 10 $10. $10. ALT Result 3 

LT3ATUL3 Char 10 $10. $10. ALT ULN 3 

LT3ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT3BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT3BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT3BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT3CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT3CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT3CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT3PRRE3 Num 8 6.1 6.1 Prothrombin Time Result 3 

LT3PRUL3 Num 8 6.1 6.1 Prothrombin Time ULN 3 

LT3PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT3INRE3 Num 8 6.1 6.1 INR Result 3 

LT3INUL3 Num 8 6.1 6.1 INR ULN 3 

LT3ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT3ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT3ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT3ASRE4 Char 10 $10. $10. AST Result 4 

LT3ASUL4 Char 10 $10. $10. AST ULN 4 

LT3ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT3ATRE4 Char 10 $10. $10. ALT Result 4 

LT3ATUL4 Char 10 $10. $10. ALT ULN 4 

LT3ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT3BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT3BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT3BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT3CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT3CRUL4 Char 10 $10. $10. Creatinine ULN 4 
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15:52 Friday, August 07, 2026 77 

Num Variable Type Len Format Informat Label 
LT3CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT3PRRE4 Num 8 6.1 6.1 Prothrombin Time Result 4 

LT3PRUL4 Num 8 6.1 6.1 Prothrombin Time ULN 4 

LT3PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT3INRE4 Num 8 6.1 6.1 INR Result 4 

LT3INUL4 Num 8 6.1 6.1 INR ULN 4 

LT3ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT3AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT3AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT3AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT3BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT3CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT3PR1DT_DAYS Num 8 Prothrombin Time Date 1 (in days since enrollment date A) 

LT3IN1DT_DAYS Num 8 INR Date 1 (in days since enrollment date A) 

LT3AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT3AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

LT3AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT3BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT3CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT3PR2DT_DAYS Num 8 Prothrombin Time Date 2 (in days since enrollment date A) 

LT3IN2DT_DAYS Num 8 INR Date 2 (in days since enrollment date A) 

LT3AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT3AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT3AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT3BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT3CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT3PR3DT_DAYS Num 8 Prothrombin Time Date 3 (in days since enrollment date A) 

LT3IN3DT_DAYS Num 8 INR Date 3 (in days since enrollment date A) 

LT3AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT3AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT3AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT3BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT3CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 

LT3PR4DT_DAYS Num 8 Prothrombin Time Date 4 (in days since enrollment date A) 

LT3IN4DT_DAYS Num 8 INR Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

        

       

15:52 Friday, August 07, 2026 78 

Data Set Name: lt4.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT4ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT4ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT4ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT4ASRE1 Char 10 $10. $10. AST Result 1 

8 LT4ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT4ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT4ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT4ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT4ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT4BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT4BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT4BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT4CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT4CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT4CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT4PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

20 LT4ALRE2 Char 10 $10. $10. Alkaline Result 2 

21 LT4ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

22 LT4ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

23 LT4ASRE2 Char 10 $10. $10. AST Result 2 

24 LT4ASUL2 Char 10 $10. $10. AST ULN 2 

25 LT4ASUN2 Char 1 $X42851X. $1. AST Units 2 

26 LT4ATRE2 Char 10 $10. $10. ALT Result 2 

27 LT4ATUL2 Char 10 $10. $10. ALT ULN 2 

28 LT4ATUN2 Char 1 $X42851X. $1. ALT Units 2 

29 LT4BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

30 LT4BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

31 LT4BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

32 LT4CRRE2 Char 10 $10. $10. Creatinine Result 2 

33 LT4CRUL2 Char 10 $10. $10. Creatinine ULN 2 

34 LT4CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

35 LT4PRRE2 Num 8 6.1 6.1 Prothrombin Time Result 2 

36 LT4PRUL2 Num 8 6.1 6.1 Prothrombin Time ULN 2 

37 LT4PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 
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15:52 Friday, August 07, 2026 79 

Num Variable Type Len Format Informat Label 
LT4INRE2 Num 8 6.1 6.1 INR Result 2 

LT4INUL2 Num 8 6.1 6.1 INR ULN 2 

LT4ALRE3 Char 10 $10. $10. Alkaline Result 3 

LT4ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 

LT4ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT4ASRE3 Char 10 $10. $10. AST Result 3 

LT4ASUL3 Char 10 $10. $10. AST ULN 3 

LT4ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT4ATRE3 Char 10 $10. $10. ALT Result 3 

LT4ATUL3 Char 10 $10. $10. ALT ULN 3 

LT4ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT4BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT4BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT4BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT4CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT4CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT4CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT4PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT4ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT4ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT4ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT4ASRE4 Char 10 $10. $10. AST Result 4 

LT4ASUL4 Char 10 $10. $10. AST ULN 4 

LT4ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT4ATRE4 Char 10 $10. $10. ALT Result 4 

LT4ATUL4 Char 10 $10. $10. ALT ULN 4 

LT4ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT4BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT4BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT4BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT4CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT4CRUL4 Char 10 $10. $10. Creatinine ULN 4 

LT4CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT4PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT4INRE4 Num 8 6.1 6.1 INR Result 4 

LT4ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT4AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT4AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 80 

Num Variable Type Len Format Informat Label 
LT4AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT4BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT4CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT4AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT4AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

LT4AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT4BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT4CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT4PR2DT_DAYS Num 8 Prothrombin Time Date 2 (in days since enrollment date A) 

LT4IN2DT_DAYS Num 8 INR Date 2 (in days since enrollment date A) 

LT4AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT4AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT4AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT4BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT4CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT4AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT4AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT4AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT4BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT4CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 

LT4IN4DT_DAYS Num 8 INR Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

        

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

15:52 Friday, August 07, 2026 81 

Data Set Name: lt5.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT5ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT5ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT5ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT5ASRE1 Char 10 $10. $10. AST Result 1 

8 LT5ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT5ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT5ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT5ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT5ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT5BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT5BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT5BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT5CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT5CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT5CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT5PRRE1 Num 8 6.1 6.1 Prothrombin Time Result 1 

20 LT5PRUL1 Num 8 6.1 6.1 Prothrombin Time ULN 1 

21 LT5PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

22 LT5INRE1 Num 8 6.1 6.1 INR Result 1 

23 LT5ALRE2 Char 10 $10. $10. Alkaline Result 2 

24 LT5ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

25 LT5ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

26 LT5ASRE2 Char 10 $10. $10. AST Result 2 

27 LT5ASUL2 Char 10 $10. $10. AST ULN 2 

28 LT5ASUN2 Char 1 $X42851X. $1. AST Units 2 

29 LT5ATRE2 Char 10 $10. $10. ALT Result 2 

30 LT5ATUL2 Char 10 $10. $10. ALT ULN 2 

31 LT5ATUN2 Char 1 $X42851X. $1. ALT Units 2 

32 LT5BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

33 LT5BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

34 LT5BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

35 LT5CRRE2 Char 10 $10. $10. Creatinine Result 2 

36 LT5CRUL2 Char 10 $10. $10. Creatinine ULN 2 

37 LT5CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 
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15:52 Friday, August 07, 2026 82 

Num Variable Type Len Format Informat Label 
LT5PRRE2 Num 8 6.1 6.1 Prothrombin Time Result 2 

LT5PRUL2 Num 8 6.1 6.1 Prothrombin Time ULN 2 

LT5PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

LT5INRE2 Num 8 6.1 6.1 INR Result 2 

LT5ALRE3 Char 10 $10. $10. Alkaline Result 3 

LT5ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 

LT5ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT5ASRE3 Char 10 $10. $10. AST Result 3 

LT5ASUL3 Char 10 $10. $10. AST ULN 3 

LT5ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT5ATRE3 Char 10 $10. $10. ALT Result 3 

LT5ATUL3 Char 10 $10. $10. ALT ULN 3 

LT5ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT5BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT5BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT5BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT5CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT5CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT5CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT5PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT5ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT5ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT5ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT5ASRE4 Char 10 $10. $10. AST Result 4 

LT5ASUL4 Char 10 $10. $10. AST ULN 4 

LT5ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT5ATRE4 Char 10 $10. $10. ALT Result 4 

LT5ATUL4 Char 10 $10. $10. ALT ULN 4 

LT5ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT5BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT5BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT5BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT5CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT5CRUL4 Char 10 $10. $10. Creatinine ULN 4 

LT5CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT5PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT5ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT5AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 83 

Num Variable Type Len Format Informat Label 
LT5AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT5AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT5BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT5CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT5PR1DT_DAYS Num 8 Prothrombin Time Date 1 (in days since enrollment date A) 

LT5IN1DT_DAYS Num 8 INR Date 1 (in days since enrollment date A) 

LT5AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT5AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

LT5AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT5BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT5CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT5PR2DT_DAYS Num 8 Prothrombin Time Date 2 (in days since enrollment date A) 

LT5IN2DT_DAYS Num 8 INR Date 2 (in days since enrollment date A) 

LT5AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT5AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT5AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT5BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT5CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT5AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT5AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT5AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT5BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT5CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 84 

Data Set Name: lt6.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT6ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT6ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT6ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT6ASRE1 Char 10 $10. $10. AST Result 1 

8 LT6ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT6ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT6ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT6ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT6ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT6BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT6BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT6BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT6CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT6CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT6CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT6PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

20 LT6ALRE2 Char 10 $10. $10. Alkaline Result 2 

21 LT6ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

22 LT6ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

23 LT6ASRE2 Char 10 $10. $10. AST Result 2 

24 LT6ASUL2 Char 10 $10. $10. AST ULN 2 

25 LT6ASUN2 Char 1 $X42851X. $1. AST Units 2 

26 LT6ATRE2 Char 10 $10. $10. ALT Result 2 

27 LT6ATUL2 Char 10 $10. $10. ALT ULN 2 

28 LT6ATUN2 Char 1 $X42851X. $1. ALT Units 2 

29 LT6BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

30 LT6BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

31 LT6BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

32 LT6CRRE2 Char 10 $10. $10. Creatinine Result 2 

33 LT6CRUL2 Char 10 $10. $10. Creatinine ULN 2 

34 LT6CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

35 LT6PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

36 LT6ALRE3 Char 10 $10. $10. Alkaline Result 3 

37 LT6ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 
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15:52 Friday, August 07, 2026 85 

Num Variable Type Len Format Informat Label 
LT6ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT6ASRE3 Char 10 $10. $10. AST Result 3 

LT6ASUL3 Char 10 $10. $10. AST ULN 3 

LT6ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT6ATRE3 Char 10 $10. $10. ALT Result 3 

LT6ATUL3 Char 10 $10. $10. ALT ULN 3 

LT6ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT6BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT6BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT6BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT6CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT6CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT6CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT6PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT6ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT6ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT6ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT6ASRE4 Char 10 $10. $10. AST Result 4 

LT6ASUL4 Char 10 $10. $10. AST ULN 4 

LT6ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT6ATRE4 Char 10 $10. $10. ALT Result 4 

LT6ATUL4 Char 10 $10. $10. ALT ULN 4 

LT6ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT6BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT6BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT6BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT6CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT6CRUL4 Char 10 $10. $10. Creatinine ULN 4 

LT6CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT6PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT6ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT6AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT6AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT6AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT6BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT6CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT6AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT6AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 86 

Num Variable Type Len Format Informat Label 
LT6AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT6BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT6CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT6AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT6AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT6AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT6BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT6CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT6AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT6AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT6AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT6BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT6CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 87 

Data Set Name: lt7.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT7ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT7ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT7ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT7ASRE1 Char 10 $10. $10. AST Result 1 

8 LT7ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT7ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT7ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT7ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT7ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT7BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT7BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT7BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT7CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT7CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT7CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT7PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

20 LT7ALRE2 Char 10 $10. $10. Alkaline Result 2 

21 LT7ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

22 LT7ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

23 LT7ASRE2 Char 10 $10. $10. AST Result 2 

24 LT7ASUL2 Char 10 $10. $10. AST ULN 2 

25 LT7ASUN2 Char 1 $X42851X. $1. AST Units 2 

26 LT7ATRE2 Char 10 $10. $10. ALT Result 2 

27 LT7ATUL2 Char 10 $10. $10. ALT ULN 2 

28 LT7ATUN2 Char 1 $X42851X. $1. ALT Units 2 

29 LT7BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

30 LT7BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

31 LT7BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

32 LT7CRRE2 Char 10 $10. $10. Creatinine Result 2 

33 LT7CRUL2 Char 10 $10. $10. Creatinine ULN 2 

34 LT7CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

35 LT7PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

36 LT7ALRE3 Char 10 $10. $10. Alkaline Result 3 

37 LT7ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 
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15:52 Friday, August 07, 2026 88 

Num Variable Type Len Format Informat Label 
LT7ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT7ASRE3 Char 10 $10. $10. AST Result 3 

LT7ASUL3 Char 10 $10. $10. AST ULN 3 

LT7ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT7ATRE3 Char 10 $10. $10. ALT Result 3 

LT7ATUL3 Char 10 $10. $10. ALT ULN 3 

LT7ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT7BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT7BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT7BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT7CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT7CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT7CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT7PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT7ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT7ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT7ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT7ASRE4 Char 10 $10. $10. AST Result 4 

LT7ASUL4 Char 10 $10. $10. AST ULN 4 

LT7ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT7ATRE4 Char 10 $10. $10. ALT Result 4 

LT7ATUL4 Char 10 $10. $10. ALT ULN 4 

LT7ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT7BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT7BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT7BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT7CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT7CRUL4 Char 10 $10. $10. Creatinine ULN 4 

LT7CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT7PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT7ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT7AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT7AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT7AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT7BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT7CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT7AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT7AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 89 

Num Variable Type Len Format Informat Label 
LT7AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT7BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT7CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT7AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT7AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT7AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT7BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT7CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT7AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT7AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT7AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT7BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT7CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 90 

Data Set Name: lt8.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT8ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT8ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT8ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT8ASRE1 Char 10 $10. $10. AST Result 1 

8 LT8ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT8ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT8ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT8ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT8ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT8BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT8BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT8BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT8CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT8CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT8CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT8PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

20 LT8ALRE2 Char 10 $10. $10. Alkaline Result 2 

21 LT8ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

22 LT8ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

23 LT8ASRE2 Char 10 $10. $10. AST Result 2 

24 LT8ASUL2 Char 10 $10. $10. AST ULN 2 

25 LT8ASUN2 Char 1 $X42851X. $1. AST Units 2 

26 LT8ATRE2 Char 10 $10. $10. ALT Result 2 

27 LT8ATUL2 Char 10 $10. $10. ALT ULN 2 

28 LT8ATUN2 Char 1 $X42851X. $1. ALT Units 2 

29 LT8BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

30 LT8BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

31 LT8BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

32 LT8CRRE2 Char 10 $10. $10. Creatinine Result 2 

33 LT8CRUL2 Char 10 $10. $10. Creatinine ULN 2 

34 LT8CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

35 LT8PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

36 LT8ALRE3 Char 10 $10. $10. Alkaline Result 3 

37 LT8ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 
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15:52 Friday, August 07, 2026 91 

Num Variable Type Len Format Informat Label 
LT8ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT8ASRE3 Char 10 $10. $10. AST Result 3 

LT8ASUL3 Char 10 $10. $10. AST ULN 3 

LT8ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT8ATRE3 Char 10 $10. $10. ALT Result 3 

LT8ATUL3 Char 10 $10. $10. ALT ULN 3 

LT8ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT8BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT8BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT8BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT8CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT8CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT8CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT8PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT8ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT8ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT8ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT8ASRE4 Char 10 $10. $10. AST Result 4 

LT8ASUL4 Char 10 $10. $10. AST ULN 4 

LT8ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT8ATRE4 Char 10 $10. $10. ALT Result 4 

LT8ATUL4 Char 10 $10. $10. ALT ULN 4 

LT8ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT8BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT8BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT8BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT8CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT8CRUL4 Char 10 $10. $10. Creatinine ULN 4 

LT8CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT8PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT8ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT8AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT8AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT8AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT8BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT8CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT8AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT8AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 92 

Num Variable Type Len Format Informat Label 
LT8AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT8BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT8CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT8AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT8AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT8AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT8BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT8CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT8AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT8AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT8AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT8BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT8CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 93 

Data Set Name: lt9.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT9ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT9ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT9ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT9ASRE1 Char 10 $10. $10. AST Result 1 

8 LT9ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT9ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT9ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT9ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT9ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT9BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT9BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT9BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT9CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT9CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT9CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT9PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

20 LT9ALRE2 Char 10 $10. $10. Alkaline Result 2 

21 LT9ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

22 LT9ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

23 LT9ASRE2 Char 10 $10. $10. AST Result 2 

24 LT9ASUL2 Char 10 $10. $10. AST ULN 2 

25 LT9ASUN2 Char 1 $X42851X. $1. AST Units 2 

26 LT9ATRE2 Char 10 $10. $10. ALT Result 2 

27 LT9ATUL2 Char 10 $10. $10. ALT ULN 2 

28 LT9ATUN2 Char 1 $X42851X. $1. ALT Units 2 

29 LT9BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

30 LT9BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

31 LT9BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

32 LT9CRRE2 Char 10 $10. $10. Creatinine Result 2 

33 LT9CRUL2 Char 10 $10. $10. Creatinine ULN 2 

34 LT9CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

35 LT9PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

36 LT9ALRE3 Char 10 $10. $10. Alkaline Result 3 

37 LT9ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 
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15:52 Friday, August 07, 2026 94 

Num Variable Type Len Format Informat Label 
LT9ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT9ASRE3 Char 10 $10. $10. AST Result 3 

LT9ASUL3 Char 10 $10. $10. AST ULN 3 

LT9ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT9ATRE3 Char 10 $10. $10. ALT Result 3 

LT9ATUL3 Char 10 $10. $10. ALT ULN 3 

LT9ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT9BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT9BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT9BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT9CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT9CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT9CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT9PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT9ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT9ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT9ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT9ASRE4 Char 10 $10. $10. AST Result 4 

LT9ASUL4 Char 10 $10. $10. AST ULN 4 

LT9ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT9ATRE4 Char 10 $10. $10. ALT Result 4 

LT9ATUL4 Char 10 $10. $10. ALT ULN 4 

LT9ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT9BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT9BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT9BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT9CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT9CRUL4 Char 10 $10. $10. Creatinine ULN 4 

LT9CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT9PRRE4 Num 8 6.1 6.1 Prothrombin Time Result 4 

LT9PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT9INRE4 Num 8 6.1 6.1 INR Result 4 

LT9INUL4 Num 8 6.1 6.1 INR ULN 4 

LT9ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT9AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT9AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT9AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT9BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 95 

Num Variable Type Len Format Informat Label 
LT9CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT9AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT9AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

LT9AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT9BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT9CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT9AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT9AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT9AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT9BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT9CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT9AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT9AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT9AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT9BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT9CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 

LT9PR4DT_DAYS Num 8 Prothrombin Time Date 4 (in days since enrollment date A) 

LT9IN4DT_DAYS Num 8 INR Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 96 

Data Set Name: mhx.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 MHXCON01 Char 75 $75. $75. Medical Condition 1 

4 MHXONG01 Char 1 $X42290X. $1. Condition Ongoing 1 

5 MHXGRD01 Char 1 $X42630X. $1. NCI CTC Grade 1 

6 MHXMED01 Char 1 $X42290X. $1. Currently Taking Med 1 

7 MHXCON02 Char 75 $75. $75. Medical Condition 2 

8 MHXONG02 Char 1 $X42290X. $1. Condition Ongoing 2 

9 MHXGRD02 Char 1 $X42630X. $1. NCI CTC Grade 2 

10 MHXMED02 Char 1 $X42290X. $1. Currently Taking Med 2 

11 MHXCON03 Char 75 $75. $75. Medical Condition 3 

12 MHXONG03 Char 1 $X42290X. $1. Condition Ongoing 3 

13 MHXGRD03 Char 1 $X42630X. $1. NCI CTC Grade 3 

14 MHXMED03 Char 1 $X42290X. $1. Currently Taking Med 3 

15 MHXCON04 Char 75 $75. $75. Medical Condition 4 

16 MHXONG04 Char 1 $X42290X. $1. Condition Ongoing 4 

17 MHXGRD04 Char 1 $X42630X. $1. NCI CTC Grade 4 

18 MHXMED04 Char 1 $X42290X. $1. Currently Taking Med 4 

19 MHXCON05 Char 75 $75. $75. Medical Condition 5 

20 MHXONG05 Char 1 $X42290X. $1. Condition Ongoing 5 

21 MHXGRD05 Char 1 $X42630X. $1. NCI CTC Grade 5 

22 MHXMED05 Char 1 $X42290X. $1. Currently Taking Med 5 

23 MHXCON06 Char 75 $75. $75. Medical Condition 6 

24 MHXONG06 Char 1 $X42290X. $1. Condition Ongoing 6 

25 MHXGRD06 Char 1 $X42630X. $1. NCI CTC Grade 6 

26 MHXMED06 Char 1 $X42290X. $1. Currently Taking Med 6 

27 MHXCON07 Char 75 $75. $75. Medical Condition 7 

28 MHXONG07 Char 1 $X42290X. $1. Condition Ongoing 7 

29 MHXGRD07 Char 1 $X42630X. $1. NCI CTC Grade 7 

30 MHXMED07 Char 1 $X42290X. $1. Currently Taking Med 7 

31 MHXCON08 Char 75 $75. $75. Medical Condition 8 

32 MHXONG08 Char 1 $X42290X. $1. Condition Ongoing 8 

33 MHXGRD08 Char 1 $X42630X. $1. NCI CTC Grade 8 

34 MHXMED08 Char 1 $X42290X. $1. Currently Taking Med 8 

35 MHXCON09 Char 75 $75. $75. Medical Condition 9 

36 MHXONG09 Char 1 $X42290X. $1. Condition Ongoing 9 

37 MHXGRD09 Char 1 $X42630X. $1. NCI CTC Grade 9 



  

  

   

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

38

40

41

43

44

46

47

48

49

50

51

52

53

54

55

56

57

58

59

60

61

62

63

64

65

66

67

68

69

70

71

72

73

74

75

76

39

42

45

15:52 Friday, August 07, 2026 97 

Num Variable Type Len Format Informat Label 
MHXMED09 Char 1 $X42290X. $1. Currently Taking Med 9 

MHXCON10 Char 75 $75. $75. Medical Condition 10 

MHXONG10 Char 1 $X42290X. $1. Condition Ongoing 10 

MHXGRD10 Char 1 $X42630X. $1. NCI CTC Grade 10 

MHXMED10 Char 1 $X42290X. $1. Currently Taking Med 10 

MHXCON11 Char 75 $75. $75. Medical Condition 11 

MHXONG11 Char 1 $X42290X. $1. Condition Ongoing 11 

MHXGRD11 Char 1 $X42630X. $1. NCI CTC Grade 11 

MHXMED11 Char 1 $X42290X. $1. Currently Taking Med 11 

MHXCON12 Char 75 $75. $75. Medical Condition 12 

MHXONG12 Char 1 $X42290X. $1. Condition Ongoing 12 

MHXGRD12 Char 1 $X42630X. $1. NCI CTC Grade 12 

MHXMED12 Char 1 $X42290X. $1. Currently Taking Med 12 

MHXCON13 Char 75 $75. $75. Medical Condition 13 

MHXONG13 Char 1 $X42290X. $1. Condition Ongoing 13 

MHXGRD13 Char 1 $X42630X. $1. NCI CTC Grade 13 

MHXMED13 Char 1 $X42290X. $1. Currently Taking Med 13 

MHXCON14 Char 75 $75. $75. Medical Condition 14 

MHXONG14 Char 1 $X42290X. $1. Condition Ongoing 14 

MHXGRD14 Char 1 $X42630X. $1. NCI CTC Grade 14 

MHXMED14 Char 1 $X42290X. $1. Currently Taking Med 14 

MHXCON15 Char 75 $75. $75. Medical Condition 15 

MHXONG15 Char 1 $X42290X. $1. Condition Ongoing 15 

MHXGRD15 Char 1 $X42630X. $1. NCI CTC Grade 15 

MHXMED15 Char 1 $X42290X. $1. Currently Taking Med 15 

MHXCON16 Char 75 $75. $75. Medical Condition 16 

MHXONG16 Char 1 $X42290X. $1. Condition Ongoing 16 

MHXGRD16 Char 1 $X42630X. $1. NCI CTC Grade 16 

MHXMED16 Char 1 $X42290X. $1. Currently Taking Med 16 

MHXCON17 Char 75 $75. $75. Medical Condition 17 

MHXONG17 Char 1 $X42290X. $1. Condition Ongoing 17 

MHXGRD17 Char 1 $X42630X. $1. NCI CTC Grade 17 

MHXMED17 Char 1 $X42290X. $1. Currently Taking Med 17 

MHXCON18 Char 75 $75. $75. Medical Condition 18 

MHXONG18 Char 1 $X42290X. $1. Condition Ongoing 18 

MHXGRD18 Char 1 $X42630X. $1. NCI CTC Grade 18 

MHXMED18 Char 1 $X42290X. $1. Currently Taking Med 18 

MHXCON19 Char 75 $75. $75. Medical Condition 19 

MHXONG19 Char 1 $X42290X. $1. Condition Ongoing 19 



  

  

   

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

77

79

80

82

83

85

86

87

88

89

90

91

92

93

94

95

96

97

98

99

100

101

102

103

104

105

106

107

108

109

110

111

112

113

114

115

78

81

84

15:52 Friday, August 07, 2026 98 

Num Variable Type Len Format Informat Label 
MHXGRD19 Char 1 $X42630X. $1. NCI CTC Grade 19 

MHXMED19 Char 1 $X42290X. $1. Currently Taking Med 19 

MHXCON20 Char 75 $75. $75. Medical Condition 20 

MHXONG20 Char 1 $X42290X. $1. Condition Ongoing 20 

MHXGRD20 Char 1 $X42630X. $1. NCI CTC Grade 20 

MHXMED20 Char 1 $X42290X. $1. Currently Taking Med 20 

MHXCON21 Char 75 $75. $75. Medical Condition 21 

MHXONG21 Char 1 $X42290X. $1. Condition Ongoing 21 

MHXGRD21 Char 1 $X42630X. $1. NCI CTC Grade 21 

MHXMED21 Char 1 $X42290X. $1. Currently Taking Med 21 

MHXCON22 Char 75 $75. $75. Medical Condition 22 

MHXONG22 Char 1 $X42290X. $1. Condition Ongoing 22 

MHXGRD22 Char 1 $X42630X. $1. NCI CTC Grade 22 

MHXMED22 Char 1 $X42290X. $1. Currently Taking Med 22 

MHXCON23 Char 75 $75. $75. Medical Condition 23 

MHXONG23 Char 1 $X42290X. $1. Condition Ongoing 23 

MHXGRD23 Char 1 $X42630X. $1. NCI CTC Grade 23 

MHXMED23 Char 1 $X42290X. $1. Currently Taking Med 23 

MHXCON24 Char 75 $75. $75. Medical Condition 24 

MHXONG24 Char 1 $X42290X. $1. Condition Ongoing 24 

MHXGRD24 Char 1 $X42630X. $1. NCI CTC Grade 24 

MHXMED24 Char 1 $X42290X. $1. Currently Taking Med 24 

MHXCON25 Char 75 $75. $75. Medical Condition 25 

MHXONG25 Char 1 $X42290X. $1. Condition Ongoing 25 

MHXGRD25 Char 1 $X42630X. $1. NCI CTC Grade 25 

MHXMED25 Char 1 $X42290X. $1. Currently Taking Med 25 

MHXCON26 Char 75 $75. $75. Medical Condition 26 

MHXONG26 Char 1 $X42290X. $1. Condition Ongoing 26 

MHXGRD26 Char 1 $X42630X. $1. NCI CTC Grade 26 

MHXMED26 Char 1 $X42290X. $1. Currently Taking Med 26 

MHXCON27 Char 75 $75. $75. Medical Condition 27 

MHXONG27 Char 1 $X42290X. $1. Condition Ongoing 27 

MHXGRD27 Char 1 $X42630X. $1. NCI CTC Grade 27 

MHXMED27 Char 1 $X42290X. $1. Currently Taking Med 27 

MHXCON28 Char 75 $75. $75. Medical Condition 28 

MHXONG28 Char 1 $X42290X. $1. Condition Ongoing 28 

MHXGRD28 Char 1 $X42630X. $1. NCI CTC Grade 28 

MHXMED28 Char 1 $X42290X. $1. Currently Taking Med 28 

MHXCON29 Char 75 $75. $75. Medical Condition 29 
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118

119

121

122

124

125
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127

128

129

130
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134

135

136
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140

141
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146

147

148
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150
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152

153

154

117

120

123
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Num Variable Type Len Format Informat Label 
MHXONG29 Char 1 $X42290X. $1. Condition Ongoing 29 

MHXGRD29 Char 1 $X42630X. $1. NCI CTC Grade 29 

MHXMED29 Char 1 $X42290X. $1. Currently Taking Med 29 

MHXCON30 Char 75 $75. $75. Medical Condition 30 

MHXONG30 Char 1 $X42290X. $1. Condition Ongoing 30 

MHXGRD30 Char 1 $X42630X. $1. NCI CTC Grade 30 

MHXMED30 Char 1 $X42290X. $1. Currently Taking Med 30 

MHXCON31 Char 75 $75. $75. Medical Condition 31 

MHXONG31 Char 1 $X42290X. $1. Condition Ongoing 31 

MHXGRD31 Char 1 $X42630X. $1. NCI CTC Grade 31 

MHXMED31 Char 1 $X42290X. $1. Currently Taking Med 31 

MHXCON32 Char 75 $75. $75. Medical Condition 32 

MHXONG32 Char 1 $X42290X. $1. Condition Ongoing 32 

MHXGRD32 Char 1 $X42630X. $1. NCI CTC Grade 32 

MHXMED32 Char 1 $X42290X. $1. Currently Taking Med 32 

MHXCON33 Char 75 $75. $75. Medical Condition 33 

MHXONG33 Char 1 $X42290X. $1. Condition Ongoing 33 

MHXGRD33 Char 1 $X42630X. $1. NCI CTC Grade 33 

MHXMED33 Char 1 $X42290X. $1. Currently Taking Med 33 

MHXCON34 Char 75 $75. $75. Medical Condition 34 

MHXONG34 Char 1 $X42290X. $1. Condition Ongoing 34 

MHXGRD34 Char 1 $X42630X. $1. NCI CTC Grade 34 

MHXMED34 Char 1 $X42290X. $1. Currently Taking Med 34 

MHXCON35 Char 75 $75. $75. Medical Condition 35 

MHXONG35 Char 1 $X42290X. $1. Condition Ongoing 35 

MHXGRD35 Char 1 $X42630X. $1. NCI CTC Grade 35 

MHXMED35 Char 1 $X42290X. $1. Currently Taking Med 35 

MHXCON36 Char 75 $75. $75. Medical Condition 36 

MHXONG36 Char 1 $X42290X. $1. Condition Ongoing 36 

MHXGRD36 Char 1 $X42630X. $1. NCI CTC Grade 36 

MHXMED36 Char 1 $X42290X. $1. Currently Taking Med 36 

MHXCON37 Char 75 $75. $75. Medical Condition 37 

MHXONG37 Char 1 $X42290X. $1. Condition Ongoing 37 

MHXGRD37 Char 1 $X42630X. $1. NCI CTC Grade 37 

MHXMED37 Char 1 $X42290X. $1. Currently Taking Med 37 

MHXCON38 Char 75 $75. $75. Medical Condition 38 

MHXONG38 Char 1 $X42290X. $1. Condition Ongoing 38 

MHXGRD38 Char 1 $X42630X. $1. NCI CTC Grade 38 

MHXMED38 Char 1 $X42290X. $1. Currently Taking Med 38 



  

  

   

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

155

157

158

160

161

163

164

165

166

167

168

169
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171

172

173

174

175

176

177

178

179

180

181
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183

184
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186
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188

189

190

191

192

193

156

159

162
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Num Variable Type Len Format Informat Label 
rand_id Char 20 Randomized ID 

MHXODT01_DAYS Num 8 Onset Date 1 (in days since enrollment date A) 

MHXRDT01_DAYS Num 8 Resolution Date 1 (in days since enrollment date A) 

MHXODT02_DAYS Num 8 Onset Date 2 (in days since enrollment date A) 

MHXRDT02_DAYS Num 8 Resolution Date 2 (in days since enrollment date A) 

MHXODT03_DAYS Num 8 Onset Date 3 (in days since enrollment date A) 

MHXRDT03_DAYS Num 8 Resolution Date 3 (in days since enrollment date A) 

MHXODT04_DAYS Num 8 Onset Date 4 (in days since enrollment date A) 

MHXRDT04_DAYS Num 8 Resolution Date 4 (in days since enrollment date A) 

MHXODT05_DAYS Num 8 Onset Date 5 (in days since enrollment date A) 

MHXRDT05_DAYS Num 8 Resolution Date 5 (in days since enrollment date A) 

MHXODT06_DAYS Num 8 Onset Date 6 (in days since enrollment date A) 

MHXRDT06_DAYS Num 8 Resolution Date 6 (in days since enrollment date A) 

MHXODT07_DAYS Num 8 Onset Date 7 (in days since enrollment date A) 

MHXRDT07_DAYS Num 8 Resolution Date 7 (in days since enrollment date A) 

MHXODT08_DAYS Num 8 Onset Date 8 (in days since enrollment date A) 

MHXRDT08_DAYS Num 8 Resolution Date 8 (in days since enrollment date A) 

MHXODT09_DAYS Num 8 Onset Date 9 (in days since enrollment date A) 

MHXRDT09_DAYS Num 8 Resolution Date 9 (in days since enrollment date A) 

MHXODT10_DAYS Num 8 Onset Date 10 (in days since enrollment date A) 

MHXRDT10_DAYS Num 8 Resolution Date 10 (in days since enrollment date A) 

MHXODT11_DAYS Num 8 Onset Date 11 (in days since enrollment date A) 

MHXRDT11_DAYS Num 8 Resolution Date 11 (in days since enrollment date A) 

MHXODT12_DAYS Num 8 Onset Date 12 (in days since enrollment date A) 

MHXRDT12_DAYS Num 8 Resolution Date 12 (in days since enrollment date A) 

MHXODT13_DAYS Num 8 Onset Date 13 (in days since enrollment date A) 

MHXRDT13_DAYS Num 8 Resolution Date 13 (in days since enrollment date A) 

MHXODT14_DAYS Num 8 Onset Date 14 (in days since enrollment date A) 

MHXRDT14_DAYS Num 8 Resolution Date 14 (in days since enrollment date A) 

MHXODT15_DAYS Num 8 Onset Date 15 (in days since enrollment date A) 

MHXRDT15_DAYS Num 8 Resolution Date 15 (in days since enrollment date A) 

MHXODT16_DAYS Num 8 Onset Date 16 (in days since enrollment date A) 

MHXRDT16_DAYS Num 8 Resolution Date 16 (in days since enrollment date A) 

MHXODT17_DAYS Num 8 Onset Date 17 (in days since enrollment date A) 

MHXRDT17_DAYS Num 8 Resolution Date 17 (in days since enrollment date A) 

MHXODT18_DAYS Num 8 Onset Date 18 (in days since enrollment date A) 

MHXRDT18_DAYS Num 8 Resolution Date 18 (in days since enrollment date A) 

MHXODT19_DAYS Num 8 Onset Date 19 (in days since enrollment date A) 

MHXRDT19_DAYS Num 8 Resolution Date 19 (in days since enrollment date A) 



  

  

   

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

194

196

197

199

200

202

203

204

205

206

207

208

209

210

211

212

213

214

215

216

217

218

219

220

221

222

223

224

225

226

227

228

229

230

231

195

198

201

15:52 Friday, August 07, 2026 101 

Num Variable Type Len Format Informat Label 
MHXODT20_DAYS Num 8 Onset Date 20 (in days since enrollment date A) 

MHXRDT20_DAYS Num 8 Resolution Date 20 (in days since enrollment date A) 

MHXODT21_DAYS Num 8 Onset Date 21 (in days since enrollment date A) 

MHXRDT21_DAYS Num 8 Resolution Date 21 (in days since enrollment date A) 

MHXODT22_DAYS Num 8 Onset Date 22 (in days since enrollment date A) 

MHXRDT22_DAYS Num 8 Resolution Date 22 (in days since enrollment date A) 

MHXODT23_DAYS Num 8 Onset Date 23 (in days since enrollment date A) 

MHXRDT23_DAYS Num 8 Resolution Date 23 (in days since enrollment date A) 

MHXODT24_DAYS Num 8 Onset Date 24 (in days since enrollment date A) 

MHXRDT24_DAYS Num 8 Resolution Date 24 (in days since enrollment date A) 

MHXODT25_DAYS Num 8 Onset Date 25 (in days since enrollment date A) 

MHXRDT25_DAYS Num 8 Resolution Date 25 (in days since enrollment date A) 

MHXODT26_DAYS Num 8 Onset Date 26 (in days since enrollment date A) 

MHXRDT26_DAYS Num 8 Resolution Date 26 (in days since enrollment date A) 

MHXODT27_DAYS Num 8 Onset Date 27 (in days since enrollment date A) 

MHXRDT27_DAYS Num 8 Resolution Date 27 (in days since enrollment date A) 

MHXODT28_DAYS Num 8 Onset Date 28 (in days since enrollment date A) 

MHXRDT28_DAYS Num 8 Resolution Date 28 (in days since enrollment date A) 

MHXODT29_DAYS Num 8 Onset Date 29 (in days since enrollment date A) 

MHXRDT29_DAYS Num 8 Resolution Date 29 (in days since enrollment date A) 

MHXODT30_DAYS Num 8 Onset Date 30 (in days since enrollment date A) 

MHXRDT30_DAYS Num 8 Resolution Date 30 (in days since enrollment date A) 

MHXODT31_DAYS Num 8 Onset Date 31 (in days since enrollment date A) 

MHXRDT31_DAYS Num 8 Resolution Date 31 (in days since enrollment date A) 

MHXODT32_DAYS Num 8 Onset Date 32 (in days since enrollment date A) 

MHXRDT32_DAYS Num 8 Resolution Date 32 (in days since enrollment date A) 

MHXODT33_DAYS Num 8 Onset Date 33 (in days since enrollment date A) 

MHXRDT33_DAYS Num 8 Resolution Date 33 (in days since enrollment date A) 

MHXODT34_DAYS Num 8 Onset Date 34 (in days since enrollment date A) 

MHXRDT34_DAYS Num 8 Resolution Date 34 (in days since enrollment date A) 

MHXODT35_DAYS Num 8 Onset Date 35 (in days since enrollment date A) 

MHXRDT35_DAYS Num 8 Resolution Date 35 (in days since enrollment date A) 

MHXODT36_DAYS Num 8 Onset Date 36 (in days since enrollment date A) 

MHXRDT36_DAYS Num 8 Resolution Date 36 (in days since enrollment date A) 

MHXODT37_DAYS Num 8 Onset Date 37 (in days since enrollment date A) 

MHXRDT37_DAYS Num 8 Resolution Date 37 (in days since enrollment date A) 

MHXODT38_DAYS Num 8 Onset Date 38 (in days since enrollment date A) 

MHXRDT38_DAYS Num 8 Resolution Date 38 (in days since enrollment date A) 
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Data Set Name: mrd.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 MRDSAMP Char 1 $X42290X. $1. BM Aspirate Sample 

5 MRDNOT Char 2 $X42805X. $2. Reason MRD Not Obtained 

6 MRD5CC Char 2 $X42469X. $2. First 5 cc 

7 rand_id Char 20 Randomized ID 

8 MRDDT_DAYS Num 8 Sample Date (in days since enrollment date A) 
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Data Set Name: mrr.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 MRRACCNM Char 10 $10. $10. MRD Accession Number 

5 rand_id Char 20 Randomized ID 

6 MRRSAMDT_DAYS Num 8 MRD Sample Collect Date (in days since enrollment date A) 
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Data Set Name: paa.sas7bdat 

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

2 PAASEQ Char 2 $XPDSEQX. $2. Sequence Number 

3 PAAATTES Char 1 $X45075X. $1. Attestation 

4 rand_id Char 20 Randomized ID 
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Data Set Name: pdv.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 PDVSEQNM Char 2 $XPDSEQX. $2. Sequence Number 

4 PDVPD1 Char 1 $X42290X. $1. Deviation Topic PD1 

5 PDVPD2 Char 1 $X42290X. $1. Deviation Topic PD2 

6 PDVPD3 Char 1 $X42290X. $1. Deviation Topic PD3 

7 PDVPD4 Char 1 $X42290X. $1. Deviation Topic PD4 

8 PDVPDOTH Char 1 $X42290X. $1. Deviation Topic Other 

9 PDVMMCON Char 1 $X45075X. $1. MM Continue Participant 

10 PDVMMWD Char 1 $X45075X. $1. MM Withdraw Participant 

11 PDVMMOTH Char 1 $X45075X. $1. MM Other Assessment 

12 PDVMMCFM Char 1 $X45137X. $1. Medical Monitor Confirm 

13 PDVSMCFM Char 1 $X45137X. $1. Study Manager Confirm 

14 rand_id Char 20 Randomized ID 

15 PDVOCCDT_DAYS Num 8 Deviation Occurrence Date (in days since enrollment date A) 

16 PDVIDDT_DAYS Num 8 Deviation Identified Date (in days since enrollment date A) 
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Data Set Name: pex.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 PEXEXAM Char 1 $X42290X. $1. Physical Exam Performed 

5 PEXVITAL Char 1 $X42290X. $1. Vital Signs Assessed 

6 PEXHT Num 8 8.2 8.2 Height 

7 PEXHTUNT Char 1 $X43370X. $1. Height Units 

8 PEXWT Num 8 8.2 8.2 Weight 

9 PEXWTUNT Char 1 $X43371X. $1. Weight Units 

10 PEXSBP Num 8 4. 4. Systolic Blood Pressure 

11 PEXSBPUT Char 1 $X43372X. $1. Systolic BP Units 

12 PEXDBP Num 8 4. 4. Diastolic Blood Pressure 

13 PEXDBPUT Char 1 $X43372X. $1. Diastolic BP Units 

14 PEXKS Char 3 $X42801X. $3. Karnofsky Score 

15 rand_id Char 20 Randomized ID 

16 PEXDT_DAYS Num 8 Physical Exam Date (in days since enrollment date A) 

17 PEXVITDT_DAYS Num 8 Vital Signs Date (in days since enrollment date A) 

18 PEXKSDT_DAYS Num 8 Karnofsky Score Date (in days since enrollment date A) 
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Data Set Name: pgt.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 PGTTEST Char 1 $X42290X. $1. Pregnancy Test Performed 

5 PGTRSN Char 2 $X42463X. $2. Reason Test Not Performed 

6 PGTOTHSP Char 50 $50. $50. Specify Other Reason 

7 PGTRSLT Char 2 $X42458X. $2. Pregnancy Test Result 

8 rand_id Char 20 Randomized ID 

9 PGTTSTDT_DAYS Num 8 Pregnancy Test Date (in days since enrollment date A) 
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Data Set Name: pkl.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 TIMEPT Char 30 $30. $30. Timepoint 

5 PCREFID Char 40 $40. $40. Reference ID 

6 PCBATID Char 20 $20. $20. Assay Batch Identifier 

7 PCTESTCD Char 8 $X43555X. $8. Pharmacokinetic Test Shor 

8 PCTEST Char 40 $X43555X. $40. Pharmacokinetic Test Name 

9 PCORRES Char 200 $200. $200. Result or Finding in Orig 

10 PCORRESU Char 20 $20. $20. Original Units 

11 PCLOQ Char 20 $20. $20. Lower Limit of Quantitati 

12 PCSTAT Char 8 $X43556X. $8. Completion Status 

13 PCREASND Char 200 $200. $200. Reason Test Not Done 

14 PCSPEC Char 20 $20. $20. Specimen Material Type 

15 PCMETHOD Char 100 $100. $100. Method of Test or Examina 

16 PCSPCCND Char 200 $200. $200. Specimen Condition 

17 rand_id Char 20 Randomized ID 



  

  

   

 
 

       
       

       

       

       

       

       

       

        

       

       
 

 
  

15:52 Friday, August 07, 2026 110 

Data Set Name: pks.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 PKSDOSTM Char 5 $5. $5. Time Last Dose pre Sample 

5 PKSACTTM Char 5 $5. $5. Time Actual Sample Taken 

6 PKSDAYTM Char 5 $5. $5. Time Dose on Sample Day 

7 rand_id Char 20 Randomized ID 

8 PKSDOSDT_DAYS Num 8 Date Last Dose pre Sample (in days since enrollment date A) 

9 PKSSAMDT_DAYS Num 8 Date Sample Taken (in days since enrollment date A) 

10 PKSDAYDT_DAYS Num 8 Date Dose on Sample Day (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

        
 

 
  

15:52 Friday, August 07, 2026 111 

Data Set Name: rec.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 RECPROT Char 3 $X42510X. $3. Reconsent Prot Version 

4 rand_id Char 20 Randomized ID 

5 RECONDT_DAYS Num 8 Re-Consent/Approval Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

        

       

       

        
 

 
  

15:52 Friday, August 07, 2026 112 

Data Set Name: rlp.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 RLPBM Char 1 $X42290X. $1. Bone Marrow Blasts 

4 RLPBLS Char 1 $X42290X. $1. Circulating Blasts 

5 RLPEBF Char 1 $X42290X. $1. Extramedullary Blast Foci 

6 RLPEBEST Char 1 $X43508X. $1. EB Date Convention 

7 RLPEBFLN Char 50 $50. $50. Extramedullary Location 

8 RLPPI Char 1 $X42299X. $1. PI Determined Relapse 

9 rand_id Char 20 Randomized ID 

10 RLPBMDT_DAYS Num 8 Bone Marrow Blasts Date (in days since enrollment date A) 

11 RLPBLSDT_DAYS Num 8 Circulating Blasts Date (in days since enrollment date A) 

12 RLPEBFDT_DAYS Num 8 Extramedullary Blast Date (in days since enrollment date A) 

13 RLPPIDT_DAYS Num 8 PI Relapse Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 113 

Data Set Name: rut.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 RUTADM Char 1 $X42290X. $1. Hospital Admission 

5 RUTONG01 Char 1 $X42290X. $1. Ongoing Visit 1 

6 RUTTYP01 Char 1 $X42606X. $1. Encounter Type 1 

7 RUTRSN01 Char 2 $X42597X. $2. Encounter Reason 1 

8 RUTR01SP Char 50 $50. $50. Specify Other Reason 1 

9 RUTONG02 Char 1 $X42290X. $1. Ongoing Visit 2 

10 RUTTYP02 Char 1 $X42606X. $1. Encounter Type 2 

11 RUTRSN02 Char 2 $X42597X. $2. Encounter Reason 2 

12 RUTR02SP Char 50 $50. $50. Specify Other Reason 2 

13 RUTONG03 Char 1 $X42290X. $1. Ongoing Visit 3 

14 RUTTYP03 Char 1 $X42606X. $1. Encounter Type 3 

15 RUTRSN03 Char 2 $X42597X. $2. Encounter Reason 3 

16 RUTR03SP Char 50 $50. $50. Specify Other Reason 3 

17 RUTONG04 Char 1 $X42290X. $1. Ongoing Visit 4 

18 RUTTYP04 Char 1 $X42606X. $1. Encounter Type 4 

19 RUTRSN04 Char 2 $X42597X. $2. Encounter Reason 4 

20 RUTR04SP Char 50 $50. $50. Specify Other Reason 4 

21 RUTONG05 Char 1 $X42290X. $1. Ongoing Visit 5 

22 RUTTYP05 Char 1 $X42606X. $1. Encounter Type 5 

23 RUTRSN05 Char 2 $X42597X. $2. Encounter Reason 5 

24 RUTR05SP Char 50 $50. $50. Specify Other Reason 5 

25 RUTONG06 Char 1 $X42290X. $1. Ongoing Visit 6 

26 RUTTYP06 Char 1 $X42606X. $1. Encounter Type 6 

27 RUTRSN06 Char 2 $X42597X. $2. Encounter Reason 6 

28 RUTR06SP Char 50 $50. $50. Specify Other Reason 6 

29 RUTONG07 Char 1 $X42290X. $1. Ongoing Visit 7 

30 RUTTYP07 Char 1 $X42606X. $1. Encounter Type 7 

31 RUTRSN07 Char 2 $X42597X. $2. Encounter Reason 7 

32 RUTR07SP Char 50 $50. $50. Specify Other Reason 7 

33 RUTONG08 Char 1 $X42290X. $1. Ongoing Visit 8 

34 RUTTYP08 Char 1 $X42606X. $1. Encounter Type 8 

35 RUTRSN08 Char 2 $X42597X. $2. Encounter Reason 8 

36 RUTR08SP Char 50 $50. $50. Specify Other Reason 8 

37 RUTONG09 Char 1 $X42290X. $1. Ongoing Visit 9 
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15:52 Friday, August 07, 2026 114 

Num Variable Type Len Format Informat Label 
RUTTYP09 Char 1 $X42606X. $1. Encounter Type 9 

RUTRSN09 Char 2 $X42597X. $2. Encounter Reason 9 

RUTR09SP Char 50 $50. $50. Specify Other Reason 9 

RUTONG10 Char 1 $X42290X. $1. Ongoing Visit 10 

RUTTYP10 Char 1 $X42606X. $1. Encounter Type 10 

RUTRSN10 Char 2 $X42597X. $2. Encounter Reason 10 

RUTR10SP Char 50 $50. $50. Specify Other Reason 10 

rand_id Char 20 Randomized ID 

RUTA01DT_DAYS Num 8 Admission Date 1 (in days since enrollment date A) 

RUTD01DT_DAYS Num 8 Discharge Date 1 (in days since enrollment date A) 

RUTA02DT_DAYS Num 8 Admission Date 2 (in days since enrollment date A) 

RUTD02DT_DAYS Num 8 Discharge Date 2 (in days since enrollment date A) 

RUTA03DT_DAYS Num 8 Admission Date 3 (in days since enrollment date A) 

RUTD03DT_DAYS Num 8 Discharge Date 3 (in days since enrollment date A) 

RUTA04DT_DAYS Num 8 Admission Date 4 (in days since enrollment date A) 

RUTD04DT_DAYS Num 8 Discharge Date 4 (in days since enrollment date A) 

RUTA05DT_DAYS Num 8 Admission Date 5 (in days since enrollment date A) 

RUTD05DT_DAYS Num 8 Discharge Date 5 (in days since enrollment date A) 

RUTA06DT_DAYS Num 8 Admission Date 6 (in days since enrollment date A) 

RUTD06DT_DAYS Num 8 Discharge Date 6 (in days since enrollment date A) 

RUTA07DT_DAYS Num 8 Admission Date 7 (in days since enrollment date A) 

RUTD07DT_DAYS Num 8 Discharge Date 7 (in days since enrollment date A) 

RUTA08DT_DAYS Num 8 Admission Date 8 (in days since enrollment date A) 

RUTD08DT_DAYS Num 8 Discharge Date 8 (in days since enrollment date A) 

RUTA09DT_DAYS Num 8 Admission Date 9 (in days since enrollment date A) 

RUTD09DT_DAYS Num 8 Discharge Date 9 (in days since enrollment date A) 

RUTA10DT_DAYS Num 8 Admission Date 10 (in days since enrollment date A) 

RUTD10DT_DAYS Num 8 Discharge Date 10 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

        

       

       

       
 

 
  

15:52 Friday, August 07, 2026 115 

Data Set Name: spt.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 SPTFOLST Char 2 $X42988X. $2. 30 day Follow Up Status 

4 SPTCOVID Char 1 $X45075X. $1. Relation to COVID-19 

5 rand_id Char 20 Randomized ID 

6 SPTFOLDT_DAYS Num 8 30 Day Follow Up Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

        
 

 
  

15:52 Friday, August 07, 2026 116 

Data Set Name: ssa.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 SSASTAT Char 2 $X43113X. $2. Screen Segment Status 

4 SSACOVID Char 1 $X45075X. $1. Relation to COVID-19 

5 rand_id Char 20 Randomized ID 

6 SSASGEDT_DAYS Num 8 Screen Segment End Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        
 

 
  

15:52 Friday, August 07, 2026 117 

Data Set Name: ssb.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 SSBSTAT Char 2 $X43114X. $2. Registration Status 

4 SSBCOVID Char 1 $X45075X. $1. Relation to COVID-19 

5 SSBGVHD Char 1 $X42290X. $1. Acute GVHD 

6 rand_id Char 20 Randomized ID 

7 SSBENDDT_DAYS Num 8 Date Registration Ended (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

        
 

 
  

15:52 Friday, August 07, 2026 118 

Data Set Name: sse.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 SSESTAT Char 2 $X43181X. $2. End of Study Status 

4 SSECOVID Char 1 $X45075X. $1. Relation to COVID-19 

5 SSEOTHSP Char 50 $50. $50. Specify Other Status 

6 rand_id Char 20 Randomized ID 

7 SSELCNDT_DAYS Num 8 Date of Last Contact (in days since enrollment date A) 

8 SSEALVDT_DAYS Num 8 Date Last Known Alive (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 119 

Data Set Name: sst.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 SSTSTAT Char 2 $X43182X. $2. End of Treatment Status 

4 SSTCOVID Char 1 $X45075X. $1. Relation to COVID-19 

5 rand_id Char 20 Randomized ID 

6 SSTTREDT_DAYS Num 8 Treatment Period End Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

        

        

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

        
 

 
  

15:52 Friday, August 07, 2026 120 

Data Set Name: txp.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 TXPDNTYP Char 2 $X42806X. $2. Donor Type 

4 TXPDNRSP Char 50 $50. $50. Other Donor Specify 

5 TXPGRSRC Char 2 $X42808X. $2. Graft Source 

6 TXPGRSP Char 50 $50. $50. Other Source Specify 

7 TXPGCBNM Char 1 $X43183X. $1. Graft CB Number of Units 

8 TXPCMVST Char 2 $X42753X. $2. Donor CMV Status 

9 TXPMTHRS Char 1 $X42809X. $1. HLA Method and Resolution 

10 TXPHLASC Char 5 $X42821X. $5. HLA Match Score 

11 TXPHLA2S Char 5 $X42821X. $5. HLA 2nd Match Score 

12 TXPGRMAN Char 1 $X42290X. $1. Graft Manipulated 

13 TXPGRMSP Char 2 $X42812X. $2. Graft Manipulated Specify 

14 TXPGOTSP Char 50 $50. $50. Other Manipulated Specify 

15 TXPPALS Char 10 $X42290X. $10. Proph ALS ALG ATS ATG 

16 TXPPCORT Char 1 $X42290X. $1. Proph Corticosteroids Sys 

17 TXPPBORT Char 1 $X42290X. $1. Proph Bortezomib 

18 TXPPCYCL Char 1 $X42290X. $1. Proph Cyclosporine 

19 TXPPMTX Char 1 $X42290X. $1. Proph Methotrexate 

20 TXPPMAB Char 1 $X42290X. $1. Proph Monoclonal Antibody 

21 TXPPMMF Char 1 $X42290X. $1. Proph MMF 

22 TXPPTCYC Char 1 $X42290X. $1. Proph PT Cyclophosphamide 

23 TXPPSIRO Char 1 $X42290X. $1. Proph Sirolimus 

24 TXPPTACR Char 1 $X42290X. $1. Proph Tacrolimus 

25 TXPPRANT Char 1 $X42290X. $1. Proph Randomized Trial 

26 TXPPROTH Char 1 $X42290X. $1. Prophylaxis Other 

27 TXPPOTSP Char 50 $50. $50. Prophylaxis Other Specify 

28 rand_id Char 20 Randomized ID 

29 TXPHCTDT_DAYS Num 8 HCT Date (in days since enrollment date A) 



  

  

   

 
 

       
       

         

       

       

       

       

       

       

       

       

        

        

        

        

       

       

       

       

       

       

       

       

        

       

       

       

       

       

       

       

        

       

       

        

       

       

       

15:52 Friday, August 07, 2026 121 

Data Set Name: adae.sas7bdat 

Num Variable Type Len Format Informat Label 
1 ASTDY Num 8 BEST32. Analysis Start Relative Day 

2 ASTDTF Char 1 Analysis Start Date Imputation Flag 

3 AEONSET Char 50 Start Relative to Reference Period 

4 AENDY Num 8 BEST32. Analysis End Relative Day 

5 TRTEMFL Char 1 Treatment Emergent Analysis Flag 

6 AETERM Char 200 Reported Term for the Adverse Event 

7 AEREL Char 15 Causality 

8 AERELN Num 8 BEST32. Causality (N) 

9 AREL Char 15 Analysis Causality 

10 ARELN Num 8 BEST32. Analysis Causality (N) 

11 RELGR1 Char 15 Pooled Causality Group 1 

12 RELGR1N Num 8 BEST32. Pooled Causality Group 1 (N) 

13 AETOXGR Char 20 Standard Toxicity Grade 

14 AETOXGRN Num 8 BEST32. Standard Toxicity Grade (N) 

15 ATOXGR Char 20 Analysis Toxicity Grade 

16 ATOXGRN Num 8 BEST32. Analysis Toxicity Grade (N) 

17 AESER Char 1 Serious Event 

18 AESERN Num 8 BEST32. Serious Event (N) 

19 ASER Char 1 Analysis Serious Event 

20 ASERN Num 8 BEST32. Analysis Serious Event (N) 

21 ASTSERFL Char 1 Astellas Always Serious Upgrade Flag 

22 AEREFID Char 40 Reference ID 

23 AESCONG Char 1 Congenital Anomaly or Birth Defect 

24 AESDISAB Char 1 Persist or Signif Disability/Incapacity 

25 AESDTH Char 1 Results in Death 

26 AESHOSP Char 1 Requires or Prolongs Hospitalization 

27 AESLIFE Char 1 Is Life Threatening 

28 AESMIE Char 1 Other Medically Important Serious Event 

29 AEACN Char 25 Action Taken with Study Treatment 

30 AEACNN Num 8 BEST32. Action Taken with Study Treatment (N) 

31 AECM Char 1 Drug Treatment Required 

32 AEIVMEDN Num 8 BEST32. Number of IV Medications 

33 AEORMEDN Num 8 BEST32. Nuumber of Oral medications 

34 AEOUT Char 50 Outcome of Adverse Event 

35 DTHDY Num 8 BEST32. Day of Death 

36 ADURN Num 8 BEST32. Analysis Duration (N) 

37 AESEQ Num 8 BEST32. Sequence Number 
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15:52 Friday, August 07, 2026 122 

Num Variable Type Len Format Informat Label 
AESPID Char 20 Sponsor-Defined Identifier 

AEDECOD Char 120 Dictionary-Derived Term 

AEBODSYS Char 120 Body System or Organ Class 

AEBDSYCD Num 8 BEST32. Body System or Organ Class Code 

AELLT Char 140 Lowest Level Term 

AELLTCD Num 8 BEST32. Lowest Level Term Code 

AEPTCD Num 8 BEST32. Preferred Term Code 

AEHLT Char 120 High Level Term 

AEHLTCD Num 8 BEST32. High Level Term Code 

AEHLGT Char 120 High Level Group Term 

AEHLGTCD Num 8 BEST32. High Level Group Term Code 

AESOC Char 120 Primary System Organ Class 

AESOCCD Num 8 BEST32. Primary System Organ Class Code 

AEDICTVS Num 8 BEST32. Dictionary Version 

CQ01NAM Char 100 Customized Query 01 Name 

CQ02NAM Char 100 Customized Query 02 Name 

CQ03NAM Char 100 Customized Query 03 Name 

CQ04NAM Char 100 Customized Query 04 Name 

CQ05NAM Char 100 Customized Query 05 Name 

CQ06NAM Char 100 Customized Query 06 Name 

CQ07NAM Char 100 Customized Query 07 Name 

CQ08NAM Char 100 Customized Query 08 Name 

CQ09NAM Char 100 Customized Query 09 Name 

CQ10NAM Char 100 Customized Query 10 Name 

CQ11NAM Char 100 Customized Query 11 Name 

CQ12NAM Char 100 Customized Query 12 Name 

CQ13NAM Char 100 Customized Query 13 Name 

AEALTETI Char 100 Alternative Etiology 

AERELTHR Char 15 Relationship to Study Therapy 

AESPSITU Char 15 AE Special Situation 

AEINFFL Char 1 AE Infection Record Flag 

AEEPRELI Char 1 Epi/Pandemic Indicator 

AEEXPEC Char 3 Was the Event Expected 

ASTSERTY Char 3 Astellas Serious Upgrade Type 

TRTP Char 100 Planned Treatment 

TRTPN Num 8 BEST32. Planned Treatment (N) 

TRTA Char 100 Actual Treatment 

TRTAN Num 8 BEST32. Actual Treatment (N) 

TRTEDY Num 8 BEST32. Day of Last Exposure to Treatment 
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15:52 Friday, August 07, 2026 123 

Num Variable Type Len Format Informat Label 
AGE Num 8 BEST32. Age 

AGEU Char 10 Age Units 

AGEGR1 Char 20 Pooled Age Group 1 

AGEGR1N Num 8 BEST32. Pooled Age Group 1 (N) 

SEX Char 1 Sex 

SEXN Num 8 BEST32. Sex (N) 

ARACE Char 50 Analysis Race 

ARACEN Num 8 BEST32. Analysis Race (N) 

WEIGHTBL Num 8 BEST32. Baseline Weight (kg) 

CNTRYTXT Char 20 Country Name 

SAFFL Char 1 Safety Population Flag 

ITTFL Char 1 Intent-To-Treat Population Flag 

RANDFL Char 1 Randomized Population Flag 

LSTALVDY Num 8 BEST32. Last Known Alive Day 

TXPRANDY Num 8 BEST32. Time from Transplant to Rand (Days) 

CRINT Char 200 Conditioning Regimen Intensity 

PTXMRDST Char 20 Pre-Transplant MRD Status 

ATRTEDY Num 8 BEST32. Day of Last Exposure to Treatment 

STRATA1 Char 200 Stratification Factor 1 

STRATA2 Char 200 Stratification Factor 2 

STRATA3 Char 200 Stratification Factor 3 

rand_id Char 20 Randomized ID 

ASTDT_DAYS Num 8 Analysis Start Date (in days since enrollment date A) 

AENDT_DAYS Num 8 Analysis End Date (in days since enrollment date A) 

DTHDT_DAYS Num 8 Date of Death (in days since enrollment date A) 

IMETRDT_DAYS Num 8 IME Transition Date (in days since enrollment date A) 

TRTSDT_DAYS Num 8 Date of First Exposure to Treatment (in days since enrollment date A) 

TRTEDT_DAYS Num 8 Date of Last Exposure to Treatment (in days since enrollment date A) 

RANDDT_DAYS Num 8 Date of Randomization (in days since enrollment date A) 

LSTALVDT_DAYS Num 8 Last Known Alive Date (in days since enrollment date A) 

ACUTDT_DAYS Num 8 Analysis Cut-off Date (in days since enrollment date A) 

ATRTEDT_DAYS Num 8 Analysis Trt Cut-off Date (in days since enrollment date A) 

LSTDISDT_DAYS Num 8 Date of Last Disease Assessment (in days since enrollment date A) 

LMRDDT_DAYS Num 8 Date of Last MRD Assessment (in days since enrollment date A) 

aeendtc_days Num 8 End Date/Time of Adverse Event (in days from enrollment date A) 



  

  

   

 
 

       
        

        

       

       

       

       

       

       

       

       

       

       

       

       

       

        

       

       

       

        

        

       

       

       

       

        

        

       

       

       

       

       

       

       

       

        

        

15:52 Friday, August 07, 2026 124 

Data Set Name: adsl.sas7bdat 

Num Variable Type Len Format Informat Label 
1 TRT01P Char 100 Planned Treatment for Period 01 

2 TRT01PN Num 8 BEST32. Planned Treatment for Period 01 (N) 

3 TRT01A Char 100 Actual Treatment for Period 01 

4 TRT01AN Num 8 BEST32. Actual Treatment for Period 01 (N) 

5 TRTEDY Num 8 BEST32. Day of Last Exposure to Treatment 

6 AGE Num 8 BEST32. Age 

7 AGEU Char 10 Age Units 

8 AGEGR1 Char 20 Pooled Age Group 1 

9 AGEGR1N Num 8 BEST32. Pooled Age Group 1 (N) 

10 AGEGR99 Char 50 Pooled Age Group 99 

11 AGEGR99N Num 8 BEST32. Pooled Age Group 99 (N) 

12 SEX Char 1 Sex 

13 SEXN Num 8 BEST32. Sex (N) 

14 COUNTRY Char 3 Country 

15 CNTRYTXT Char 20 Country Name 

16 SAFFL Char 1 Safety Population Flag 

17 ITTFL Char 1 Intent-To-Treat Population Flag 

18 EOTSTT Char 20 End of Treatment Status 

19 EOTDY Num 8 BEST32. End of Treatment Period Day 

20 DCTREAS Char 200 Reason for Discontinuation of Treatment 

21 DCTREASN Num 8 BEST32. Reason for Discontinuation of Trt (N) 

22 REGION Char 40 Region 

23 REGIONN Num 8 BEST32. Region (N) 

24 TXPRANDY Num 8 BEST32. Time from Transplant to Rand (Days) 

25 CRINT Char 200 Conditioning Regimen Intensity 

26 PTXMRDST Char 20 MRD 10^-4 Status at Pre-transplant from CRF 

27 HCTSCIND Char 8 HCT Speicifc Comorbidity Index 

28 DNRTYP Char 200 Donor Type/HLA Matching 

29 GRFTYP Char 40 Graft Type 

30 GPRPHRG Char 40 GVHD Prophylaxis Regimen 

31 CYGNRS Char 15 Cytogenetic Risk Status 

32 STRATA1 Char 200 Stratification Factor 1 

33 STRATA2 Char 200 Stratification Factor 2 

34 STRATA3 Char 200 Stratification Factor 3 

35 PFLT3FL Char 1 Prior Use of FLT3 Flag 

36 PTXMRD6 Char 100 MRD 10^-6 Status at Pre-transplant from CRF 

37 PTXMRD6N Num 8 MRD 10^-6 Status at Pre-transplant from CRF (Numeric) 
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15:52 Friday, August 07, 2026 125 

Num Variable Type Len Format Informat Label 
PRPSTMRD Char 20 MRD 10^-6 Detectable at Pre or Post-transplant from CRF 

PRPSTMRDN Num 8 MRD 10^-6 Detectable at Pre or Post-transplant from CRF (Numeric) 

CYP3A Char 24 CYP3A Inhibitor use 

CY3ADECOD Char 100 CYP3A Inhibitor Medication name 

rand_id Char 20 Randomized ID 

TRTSDT_DAYS Num 8 Date of First Exposure to Treatment (in days since enrollment date A) 

TRTEDT_DAYS Num 8 Date of Last Exposure to Treatment (in days since enrollment date A) 

RANDDT_DAYS Num 8 Date of Randomization (in days since enrollment date A) 

EOTDT_DAYS Num 8 End of Treatment Period Date (in days since enrollment date A) 

LSTALVDT_DAYS Num 8 Last Known Alive Date (in days since enrollment date A) 

ACUTDT_DAYS Num 8 Analysis Cut-off Date (in days since enrollment date A) 

ADTHDT_DAYS Num 8 Analysis Date of Death (in days since enrollment date A) 

LSTDISDT_DAYS Num 8 Date of Last Disease Assessment (in days since enrollment date A) 

race Char 50 Race 
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Data Set Name: adtte.sas7bdat 

Num Variable Type Len Format Informat Label 
1 PARCAT1N Num 8 BEST32. Parameter Category 1 (N) 

2 PARCAT1 Char 100 Parameter Category 1 

3 PARAMN Num 8 BEST32. Parameter (N) 

4 PARAMCD Char 8 Parameter Code 

5 PARAM Char 200 Parameter 

6 ADY Num 8 BEST32. Analysis Relative Day 

7 AVAL Num 8 BEST32. Analysis Value 

8 CNSR Num 8 BEST32. Censor 

9 EVNTDESC Char 100 Event or Censoring Description 

10 CNSDTDSC Char 100 Censor Date Description 

11 SURVTIME Num 8 BEST32. Time to Event (Months) 

12 CNSRB30 Num 8 BEST32. Censored 30 days beyond cutoff flag 

13 CNSRW30 Num 8 BEST32. Censored within 30 days of cutoff flag 

14 RNDMRDST Char 100 MRD Status at Randomization 

15 TRTP Char 100 Planned Treatment 

16 TRTPN Num 8 BEST32. Planned Treatment (N) 

17 TRTA Char 100 Actual Treatment 

18 TRTAN Num 8 BEST32. Actual Treatment (N) 

19 TRTEDY Num 8 BEST32. Day of Last Exposure to Treatment 

20 AGE Num 8 BEST32. Age 

21 AGEU Char 10 Age Units 

22 AGEGR1 Char 20 Pooled Age Group 1 

23 AGEGR1N Num 8 BEST32. Pooled Age Group 1 (N) 

24 SEX Char 1 Sex 

25 SEXN Num 8 BEST32. Sex (N) 

26 ARACE Char 50 Analysis Race 

27 ARACEN Num 8 BEST32. Analysis Race (N) 

28 WEIGHTBL Num 8 BEST32. Baseline Weight (kg) 

29 CNTRYTXT Char 20 Country Name 

30 SAFFL Char 1 Safety Population Flag 

31 ITTFL Char 1 Intent-To-Treat Population Flag 

32 RANDFL Char 1 Randomized Population Flag 

33 LSTALVDY Num 8 BEST32. Last Known Alive Day 

34 TXPRANDY Num 8 BEST32. Time from Transplant to Rand (Days) 

35 CRINT Char 200 Conditioning Regimen Intensity 

36 PTXMRDST Char 20 Pre-Transplant MRD Status 

37 ATRTEDY Num 8 BEST32. Day of Last Exposure to Treatment 



  

  

   

       
       

       

       

       

        

       

       

       

       

       

       

       

        

       
 

 
  

38

40

41

43

44

46

47

48

49

50

51

39

42

45
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Num Variable Type Len Format Informat Label 
STRATA1 Char 200 Stratification Factor 1 

STRATA2 Char 200 Stratification Factor 2 

STRATA3 Char 200 Stratification Factor 3 

rand_id Char 20 Randomized ID 

ADT_DAYS Num 8 Analysis Date (in days since enrollment date A) 

STARTDT_DAYS Num 8 Time to Event Origin Date for Subject (in days since enrollment date A) 

TRTSDT_DAYS Num 8 Date of First Exposure to Treatment (in days since enrollment date A) 

TRTEDT_DAYS Num 8 Date of Last Exposure to Treatment (in days since enrollment date A) 

RANDDT_DAYS Num 8 Date of Randomization (in days since enrollment date A) 

LSTALVDT_DAYS Num 8 Last Known Alive Date (in days since enrollment date A) 

ACUTDT_DAYS Num 8 Analysis Cut-off Date (in days since enrollment date A) 

ATRTEDT_DAYS Num 8 Analysis Trt Cut-off Date (in days since enrollment date A) 

LSTDISDT_DAYS Num 8 Date of Last Disease Assessment (in days since enrollment date A) 

LMRDDT_DAYS Num 8 Date of Last MRD Assessment (in days since enrollment date A) 
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Data Set Name: aac.sas7bdat 

Num Variable Type Len Format Informat Label 
1 VISNO Char 4 $4. $4. VISNO 

2 AACALTLO Char 1 $X42290X. $1. Alternative Location 

3 AACALAGV Char 1 $X42290X. $1. Alt Location AGV 

4 AACALBMC Char 1 $X42290X. $1. Alt Location BMC 

5 AACALCLB Char 1 $X42290X. $1. Alt Location CLB 

6 AACALCGV Char 1 $X42290X. $1. Alt Location CGV 

7 AACALECG Char 1 $X42290X. $1. Alt Location ECG 

8 AACALHLB Char 1 $X42290X. $1. Alt Location HLB 

9 AACTEVI Char 1 $X42290X. $1. Telephone or Video 

10 AACTVACG Char 1 $X42290X. $1. Phone/Video AGV 

11 AACTVCGV Char 1 $X42290X. $1. Phone/Video CGV 

12 AACTVFUS Char 1 $X42290X. $1. Phone/Video FUS 

13 AACOTPT Char 1 $X42290X. $1. Outside Protocol Window 

14 AACOPAGV Char 1 $X42290X. $1. Outside Window AGV 

15 AACOPBMC Char 1 $X42290X. $1. Outside Window BMC 

16 AACOPCLB Char 1 $X42290X. $1. Outside Window CLB 

17 AACOPCGV Char 1 $X42290X. $1. Outside Window CGV 

18 AACOPECG Char 1 $X42290X. $1. Outside Window ECG 

19 AACOPHLB Char 1 $X42290X. $1. Outside Window HLB 

20 AACOPFUS Char 1 $X42290X. $1. Outside Window FUS 

21 rand_id Char 20 Randomized ID 
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Data Set Name: ae.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 ADVSEQ Char 3 $XAESEQX. $3. Sequence Number 

4 AE1DTCON Char 1 $X43508X. $1. Onset Date Convention 

5 AE1EVTOC Char 1 $X43351X. $1. Occur After First Dose 

6 AE1EVDSC Char 100 $100. $100. Event Description 

7 AE1STAT Char 1 $X42693X. $1. Report Activation Status 

8 AE1SAE Char 1 $X42290X. $1. Event SAE 

9 AE1DEATH Char 1 $X42290X. $1. Assoc Death 

10 AE1THREA Char 1 $X42290X. $1. Assoc Life Threatening 

11 AE1HOSP Char 1 $X42290X. $1. Assoc Hospitalization 

12 AE1DISAB Char 1 $X42290X. $1. Assoc Disability 

13 AE1ANOMA Char 1 $X42290X. $1. Assoc Congenital Defect 

14 AE1MEDEV Char 1 $X42290X. $1. Important Medical Event 

15 AE1SPECL Char 2 $X42777X. $2. AE Special Situation 

16 AE1AGEON Num 8 3. 3. Age Time Of Onset 

17 AE1EXPEC Char 1 $X42290X. $1. Event Expected 

18 AE1HEIGH Num 8 8.2 8.2 Height 

19 AE1HTUNI Char 1 $X43370X. $1. Height Units 

20 AE1WEIGH Num 8 8.2 8.2 Weight 

21 AE1WTUNI Char 1 $X43371X. $1. Weight Units 

22 AE1CTCAE Char 1 $X42761X. $1. Grade by CTCAE 

23 AE1RELAT Char 1 $X42762X. $1. Relationship Study Drug 

24 AE1THERA Char 1 $X42762X. $1. Relationship Therapy 

25 AE1ETIOL Char 1 $X42763X. $1. Alternative Etiology 

26 AE1SCHED Char 2 $X42772X. $2. Effect on Study Drug Schd 

27 AE1OUTCM Char 1 $X42774X. $1. Most Severe Outcome 

28 AE1ONGOI Char 1 $X42776X. $1. AE Ongoing 

29 AE1TREAT Char 1 $X42290X. $1. Treatment Req After Event 

30 AE1ORANO Num 8 3. 3. Oral Medications Number 

31 AE1IVMNO Num 8 3. 3. IV Medications Number 

32 AE2HIST Char 1 $X42290X. $1. Relevant History 

33 AE2CNFRM Char 1 $X45075X. $1. Confirmation Statement 

34 AE2CNFUP Char 1 $X45075X. $1. Confirmation Uploaded 

35 AE3STMED Char 1 $X42290X. $1. Study Product Suspect Med 

36 AE3PROD1 Char 25 $25. $25. Study Product Name 1 

37 AE3SDCN1 Char 1 $X43508X. $1. Start Date Convention 1 
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40

41

43

44

46

47

48

49

50

51

52

53
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55

56
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15:52 Friday, August 07, 2026 130 

Num Variable Type Len Format Informat Label 
AE3LDCN1 Char 1 $X43508X. $1. Last Date Convention 1 

AE3MDON1 Char 1 $X42290X. $1. Medication Ongoing 1 

AE3DOSE1 Char 10 $10. $10. Medication Dose 1 

AE3DSUN1 Char 1 $X43353X. $1. Medication Dose Unit 1 

AE3ROUT1 Char 2 $X43152X. $2. Medication Route 1 

AE3FREQ1 Char 2 $X43155X. $2. Medication Frequency 1 

AE3INDC1 Char 2 $X43156X. $2. Medication Indication 1 

AE3ACTN1 Char 2 $X42772X. $2. Medication Action 1 

AE3ABAT1 Char 2 $X43158X. $2. Event Abated 1 

AE3REAP1 Char 2 $X43158X. $2. Event Reappeared 1 

AE3PROD2 Char 25 $25. $25. Study Product Name 2 

AE3MDON2 Char 1 $X42290X. $1. Medication Ongoing 2 

AE3DOSE2 Char 10 $10. $10. Medication Dose 2 

AE3DSUN2 Char 1 $X43353X. $1. Medication Dose Unit 2 

AE3ROUT2 Char 2 $X43152X. $2. Medication Route 2 

AE3FREQ2 Char 2 $X43155X. $2. Medication Frequency 2 

AE3INDC2 Char 2 $X43156X. $2. Medication Indication 2 

AE3ACTN2 Char 2 $X42772X. $2. Medication Action 2 

AE3ABAT2 Char 2 $X43158X. $2. Event Abated 2 

AE3REAP2 Char 2 $X43158X. $2. Event Reappeared 2 

AE3PROD3 Char 25 $25. $25. Study Product Name 3 

AE3MDON3 Char 1 $X42290X. $1. Medication Ongoing 3 

AE3DOSE3 Char 10 $10. $10. Medication Dose 3 

AE3DSUN3 Char 1 $X43353X. $1. Medication Dose Unit 3 

AE3ROUT3 Char 2 $X43152X. $2. Medication Route 3 

AE3FREQ3 Char 2 $X43155X. $2. Medication Frequency 3 

AE3INDC3 Char 2 $X43156X. $2. Medication Indication 3 

AE3ACTN3 Char 2 $X42772X. $2. Medication Action 3 

AE3ABAT3 Char 2 $X43158X. $2. Event Abated 3 

AE3REAP3 Char 2 $X43158X. $2. Event Reappeared 3 

AE3PROD4 Char 25 $25. $25. Study Product Name 4 

AE3MDON4 Char 1 $X42290X. $1. Medication Ongoing 4 

AE3DOSE4 Char 10 $10. $10. Medication Dose 4 

AE3DSUN4 Char 1 $X43353X. $1. Medication Dose Unit 4 

AE3ROUT4 Char 2 $X43152X. $2. Medication Route 4 

AE3FREQ4 Char 2 $X43155X. $2. Medication Frequency 4 

AE3INDC4 Char 2 $X43156X. $2. Medication Indication 4 

AE3ACTN4 Char 2 $X42772X. $2. Medication Action 4 

AE3ABAT4 Char 2 $X43158X. $2. Event Abated 4 
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Num Variable Type Len Format Informat Label 
AE3REAP4 Char 2 $X43158X. $2. Event Reappeared 4 

AE3RECCM Char 1 $X42290X. $1. Receiving Con Meds 

AE3CM01 Char 103 $X43161X. $103. Con Med Name 1 

AE3CMD01 Char 10 $10. $10. Con Med Dose 1 

AE3CMU01 Char 1 $X43353X. $1. Con Med Dose Unit 1 

AE3CMF01 Char 2 $X43155X. $2. Con Med Frequency 1 

AE3CMT01 Char 1 $X42290X. $1. Treatment of SAE 1 

AE3CM02 Char 103 $X43161X. $103. Con Med Name 2 

AE3CMD02 Char 10 $10. $10. Con Med Dose 2 

AE3CMU02 Char 1 $X43353X. $1. Con Med Dose Unit 2 

AE3CMF02 Char 2 $X43155X. $2. Con Med Frequency 2 

AE3CMT02 Char 1 $X42290X. $1. Treatment of SAE 2 

AE3CM03 Char 103 $X43161X. $103. Con Med Name 3 

AE3CMD03 Char 10 $10. $10. Con Med Dose 3 

AE3CMU03 Char 1 $X43353X. $1. Con Med Dose Unit 3 

AE3CMF03 Char 2 $X43155X. $2. Con Med Frequency 3 

AE3CMT03 Char 1 $X42290X. $1. Treatment of SAE 3 

AE3CM04 Char 103 $X43161X. $103. Con Med Name 4 

AE3CMD04 Char 10 $10. $10. Con Med Dose 4 

AE3CMU04 Char 1 $X43353X. $1. Con Med Dose Unit 4 

AE3CMF04 Char 2 $X43155X. $2. Con Med Frequency 4 

AE3CMT04 Char 1 $X42290X. $1. Treatment of SAE 4 

AE3CM05 Char 103 $X43161X. $103. Con Med Name 5 

AE3CMD05 Char 10 $10. $10. Con Med Dose 5 

AE3CMU05 Char 1 $X43353X. $1. Con Med Dose Unit 5 

AE3CMF05 Char 2 $X43155X. $2. Con Med Frequency 5 

AE3CMT05 Char 1 $X42290X. $1. Treatment of SAE 5 

AE3CM06 Char 103 $X43161X. $103. Con Med Name 6 

AE3CMD06 Char 10 $10. $10. Con Med Dose 6 

AE3CMU06 Char 1 $X43353X. $1. Con Med Dose Unit 6 

AE3CMF06 Char 2 $X43155X. $2. Con Med Frequency 6 

AE3CMT06 Char 1 $X42290X. $1. Treatment of SAE 6 

AE3CM07 Char 103 $X43161X. $103. Con Med Name 7 

AE3CMD07 Char 10 $10. $10. Con Med Dose 7 

AE3CMU07 Char 1 $X43353X. $1. Con Med Dose Unit 7 

AE3CMF07 Char 2 $X43155X. $2. Con Med Frequency 7 

AE3CMT07 Char 1 $X42290X. $1. Treatment of SAE 7 

AE3CM08 Char 103 $X43161X. $103. Con Med Name 8 

AE3CMD08 Char 10 $10. $10. Con Med Dose 8 
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Num Variable Type Len Format Informat Label 
AE3CMU08 Char 1 $X43353X. $1. Con Med Dose Unit 8 

AE3CMF08 Char 2 $X43155X. $2. Con Med Frequency 8 

AE3CMT08 Char 1 $X42290X. $1. Treatment of SAE 8 

AE3CM09 Char 103 $X43161X. $103. Con Med Name 9 

AE3CMD09 Char 10 $10. $10. Con Med Dose 9 

AE3CMU09 Char 1 $X43353X. $1. Con Med Dose Unit 9 

AE3CMF09 Char 2 $X43155X. $2. Con Med Frequency 9 

AE3CMT09 Char 1 $X42290X. $1. Treatment of SAE 9 

AE3CM10 Char 103 $X43161X. $103. Con Med Name 10 

AE3CMD10 Char 10 $10. $10. Con Med Dose 10 

AE3CMU10 Char 1 $X43353X. $1. Con Med Dose Unit 10 

AE3CMF10 Char 2 $X43155X. $2. Con Med Frequency 10 

AE3CMT10 Char 1 $X42290X. $1. Treatment of SAE 10 

AE3CM11 Char 103 $X43161X. $103. Con Med Name 11 

AE3CMD11 Char 10 $10. $10. Con Med Dose 11 

AE3CMU11 Char 1 $X43353X. $1. Con Med Dose Unit 11 

AE3CMF11 Char 2 $X43155X. $2. Con Med Frequency 11 

AE3CMT11 Char 1 $X42290X. $1. Treatment of SAE 11 

AE3CM12 Char 103 $X43161X. $103. Con Med Name 12 

AE3CMD12 Char 10 $10. $10. Con Med Dose 12 

AE3CMU12 Char 1 $X43353X. $1. Con Med Dose Unit 12 

AE3CMF12 Char 2 $X43155X. $2. Con Med Frequency 10 

AE3CMT12 Char 1 $X42290X. $1. Treatment of SAE 12 

AE3CM13 Char 103 $X43161X. $103. Con Med Name 13 

AE3CMD13 Char 10 $10. $10. Con Med Dose 13 

AE3CMU13 Char 1 $X43353X. $1. Con Med Dose Unit 13 

AE3CMF13 Char 2 $X43155X. $2. Con Med Frequency 13 

AE3CMT13 Char 1 $X42290X. $1. Treatment of SAE 13 

AE3CM14 Char 103 $X43161X. $103. Con Med Name 14 

AE3CMD14 Char 10 $10. $10. Con Med Dose 14 

AE3CMU14 Char 1 $X43353X. $1. Con Med Dose Unit 14 

AE3CMF14 Char 2 $X43155X. $2. Con Med Frequency 14 

AE3CMT14 Char 1 $X42290X. $1. Treatment of SAE 14 

AE3CM15 Char 103 $X43161X. $103. Con Med Name 15 

AE3CMD15 Char 10 $10. $10. Con Med Dose 15 

AE3CMU15 Char 1 $X43353X. $1. Con Med Dose Unit 15 

AE3CMF15 Char 2 $X43155X. $2. Con Med Frequency 15 

AE3CMT15 Char 1 $X42290X. $1. Treatment of SAE 15 

AE3CM16 Char 103 $X43161X. $103. Con Med Name 16 
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166

167

168

169

170

171

172
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Num Variable Type Len Format Informat Label 
AE3CMD16 Char 10 $10. $10. Con Med Dose 16 

AE3CMU16 Char 1 $X43353X. $1. Con Med Dose Unit 16 

AE3CMF16 Char 2 $X43155X. $2. Con Med Frequency 16 

AE3CMT16 Char 1 $X42290X. $1. Treatment of SAE 16 

AE3CM17 Char 103 $X43161X. $103. Con Med Name 17 

AE3CMD17 Char 10 $10. $10. Con Med Dose 17 

AE3CMU17 Char 1 $X43353X. $1. Con Med Dose Unit 17 

AE3CMF17 Char 2 $X43155X. $2. Con Med Frequency 17 

AE3CMT17 Char 1 $X42290X. $1. Treatment of SAE 17 

AE3CM18 Char 103 $X43161X. $103. Con Med Name 18 

AE3CMD18 Char 10 $10. $10. Con Med Dose 18 

AE3CMU18 Char 1 $X43353X. $1. Con Med Dose Unit 18 

AE3CMF18 Char 2 $X43155X. $2. Con Med Frequency 18 

AE3CMT18 Char 1 $X42290X. $1. Treatment of SAE 18 

AE3CM19 Char 103 $X43161X. $103. Con Med Name 19 

AE3CMD19 Char 10 $10. $10. Con Med Dose 19 

AE3CMU19 Char 1 $X43353X. $1. Con Med Dose Unit 19 

AE3CMF19 Char 2 $X43155X. $2. Con Med Frequency 19 

AE3CMT19 Char 1 $X42290X. $1. Treatment of SAE 19 

AE3CM20 Char 103 $X43161X. $103. Con Med Name 20 

AE3CMD20 Char 10 $10. $10. Con Med Dose 20 

AE3CMU20 Char 1 $X43353X. $1. Con Med Dose Unit 20 

AE3CMF20 Char 2 $X43155X. $2. Con Med Frequency 20 

AE3CMT20 Char 1 $X42290X. $1. Treatment of SAE 20 

AE4LABRP Char 1 $X42290X. $1. Relevant Lab Reports 

AE4TEST1 Char 25 $25. $25. Test 1 

AE4T1RES Char 25 $25. $25. Test 1 Results 

AE4NMRA1 Char 25 $25. $25. Test 1 Normal Range 

AE4LAB1 Char 1 $X42290X. $1. Test 1 Previous Lab 

AE4SAET1 Char 25 $25. $25. Lab Value Previous SAE 1 

AE4TEST2 Char 25 $25. $25. Test 2 

AE4T2RES Char 25 $25. $25. Test 2 Results 

AE4NMRA2 Char 25 $25. $25. Test 2 Normal Range 

AE4LAB2 Char 1 $X42290X. $1. Test 2 Previous Lab 

AE4SAET2 Char 25 $25. $25. Lab Value Previous SAE 2 

AE4TEST3 Char 25 $25. $25. Test 3 

AE4T3RES Char 25 $25. $25. Test 3 Results 

AE4NMRA3 Char 25 $25. $25. Test 3 Normal Range 

AE4LAB3 Char 1 $X42290X. $1. Test 3 Previous Lab 
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220
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231
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Num Variable Type Len Format Informat Label 
AE4SAET3 Char 25 $25. $25. Lab Value Previous SAE 3 

AE4TEST4 Char 25 $25. $25. Test 4 

AE4T4RES Char 25 $25. $25. Test 4 Results 

AE4NMRA4 Char 25 $25. $25. Test 4 Normal Range 

AE4LAB4 Char 1 $X42290X. $1. Test 4 Previous Lab 

AE4SAET4 Char 25 $25. $25. Lab Value Previous SAE 4 

AE4TEST5 Char 25 $25. $25. Test 5 

AE4T5RES Char 25 $25. $25. Test 5 Results 

AE4NMRA5 Char 25 $25. $25. Test 5 Normal Range 

AE4LAB5 Char 1 $X42290X. $1. Test 5 Previous Lab 

AE4SAET5 Char 25 $25. $25. Lab Value Previous SAE 5 

AE4TEST6 Char 25 $25. $25. Test 6 

AE4T6RES Char 25 $25. $25. Test 6 Results 

AE4NMRA6 Char 25 $25. $25. Test 6 Normal Range 

AE4LAB6 Char 1 $X42290X. $1. Test 6 Previous Lab 

AE4SAET6 Char 25 $25. $25. Lab Value Previous SAE 6 

AE4TEST7 Char 25 $25. $25. Test 7 

AE4T7RES Char 25 $25. $25. Test 7 Results 

AE4NMRA7 Char 25 $25. $25. Test 7 Normal Range 

AE4LAB7 Char 1 $X42290X. $1. Test 7 Previous Lab 

AE4SAET7 Char 25 $25. $25. Lab Value Previous SAE 7 

AE4TEST8 Char 25 $25. $25. Test 8 

AE4T8RES Char 25 $25. $25. Test 8 Results 

AE4NMRA8 Char 25 $25. $25. Test 8 Normal Range 

AE4LAB8 Char 1 $X42290X. $1. Test 8 Previous Lab 

AE4SAET8 Char 25 $25. $25. Lab Value Previous SAE 8 

AE4TEST9 Char 25 $25. $25. Test 9 

AE4T9RES Char 25 $25. $25. Test 9 Results 

AE4NMRA9 Char 25 $25. $25. Test 9 Normal Range 

AE4LAB9 Char 1 $X42290X. $1. Test 9 Previous Lab 

AE4SAET9 Char 25 $25. $25. Lab Value Previous SAE 9 

AE4TES10 Char 25 $25. $25. Test 10 

AE4T10RE Char 25 $25. $25. Test 10 Results 

AE4NMR10 Char 25 $25. $25. Test 10 Normal Range 

AE4LA10 Char 1 $X42290X. $1. Test 10 Previous Lab 

AE4SAE10 Char 25 $25. $25. Lab Value Previous SAE 10 

AE4REDIA Char 1 $X42290X. $1. Relevant Diagnostic Tests 

AE4DIAT1 Char 25 $25. $25. Diagnostic Test 1 

AE4DIAT2 Char 25 $25. $25. Diagnostic Test 2 
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Num Variable Type Len Format Informat Label 
AE4DIAT3 Char 25 $25. $25. Diagnostic Test 3 

AE4DIAT4 Char 25 $25. $25. Diagnostic Test 4 

AE4DIAT5 Char 25 $25. $25. Diagnostic Test 5 

AE4DIAT6 Char 25 $25. $25. Diagnostic Test 6 

AE4DIAT7 Char 25 $25. $25. Diagnostic Test 7 

AE4DIAT8 Char 25 $25. $25. Diagnostic Test 8 

AE4DIAT9 Char 25 $25. $25. Diagnostic Test 9 

AE4DIA10 Char 25 $25. $25. Diagnostic Test 10 

AE7REVW Char 1 $X42290X. $1. Event Review Complete 

AE7EVTTP Char 1 $X42290X. $1. Event Type 

AE7ASTCN Char 12 $12. $12. Astellas Case Number 

AE8OSTAT Char 1 $X48277X. $1. Overall Event Status 

AE8EVTYP Char 8 $X48278X. $8. Indicate Event Type 

AE8OCRF Char 1 $X42290X. $1. Report Event on Other CRF 

AE8CRFTX Char 1 $X42290X. $1. Completed by Tx Center 

AE8SMQRY Char 1 $X42290X. $1. Safety Monitor Queries 

AE8QYRES Char 1 $X42290X. $1. SM Queries Resolved 

AE8ASTRE Char 2 $X46399X. $2. Event Report to Astellas 

AE8INREP Char 1 $X48279X. $1. Initial Event Report Stat 

AE8ASTFU Char 1 $X42290X. $1. Follow Up Required 

AE8FUREP Char 2 $X48280X. $2. FUp Event Rport Status 

AE8ASTQY Char 1 $X42290X. $1. Astellas Queries 

AE8AQRES Char 1 $X42290X. $1. Astellas Queries Resolved 

AE8REV Char 1 $X42290X. $1. Astellas Review Complete 

AE8LIST Char 1 $X48281X. $1. Listedness of Event 

AE8RELAT Char 1 $X42762X. $1. Relationship Study Drug 

AE8DSMB Char 1 $X42290X. $1. DSMB Expedited Report 

AE8EVTRP Char 1 $X48279X. $1. DSMB Init Rpt Status 

AE8FUREQ Char 1 $X42290X. $1. Follow Up Report Required 

AE8FUST Char 2 $X48280X. $2. FUp Event Rport Status 

AE8NHLBI Char 1 $X42290X. $1. Queries from NHLBI/DSMB 

AE8RESQY Char 1 $X42290X. $1. Queries Resolved NHLBI 

AE901STS Char 1 $X48210X. $1. COM 1 Status 

AE901TYP Char 1 $X48211X. $1. COM 1 Type 

AE901RLE Char 2 $X48212X. $2. COM 1 Contact Role 

AE902STS Char 1 $X48210X. $1. COM 2 Status 

AE902TYP Char 1 $X48211X. $1. COM 2 Type 

AE902RLE Char 2 $X48212X. $2. COM 2 Contact Role 

AE903STS Char 1 $X48210X. $1. COM 3 Status 
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Num Variable Type Len Format Informat Label 
AE903TYP Char 1 $X48211X. $1. COM 3 Type 

AE903RLE Char 2 $X48212X. $2. COM 3 Contact Role 

AE904STS Char 1 $X48210X. $1. COM 4 Status 

AE904TYP Char 1 $X48211X. $1. COM 4 Type 

AE904RLE Char 2 $X48212X. $2. COM 4 Contact Role 

AE905STS Char 1 $X48210X. $1. COM 5 Status 

AE905TYP Char 1 $X48211X. $1. COM 5 Type 

AE905RLE Char 2 $X48212X. $2. COM 5 Contact Role 

AE906STS Char 1 $X48210X. $1. COM 6 Status 

AE906TYP Char 1 $X48211X. $1. COM 6 Type 

AE906RLE Char 2 $X48212X. $2. COM 6 Contact Role 

AE907STS Char 1 $X48210X. $1. COM 7 Status 

AE907TYP Char 1 $X48211X. $1. COM 7 Type 

AE907RLE Char 2 $X48212X. $2. COM 7 Contact Role 

AE908STS Char 1 $X48210X. $1. COM 8 Status 

AE908TYP Char 1 $X48211X. $1. COM 8 Type 

AE908RLE Char 2 $X48212X. $2. COM 8 Contact Role 

AE909STS Char 1 $X48210X. $1. COM 9 Status 

AE909TYP Char 1 $X48211X. $1. COM 9 Type 

AE909RLE Char 2 $X48212X. $2. COM 9 Contact Role 

AE910STS Char 1 $X48210X. $1. COM 10 Status 

AE910TYP Char 1 $X48211X. $1. COM 10 Type 

AE910RLE Char 2 $X48212X. $2. COM 10 Contact Role 

AE911STS Char 1 $X48210X. $1. COM 11 Status 

AE911TYP Char 1 $X48211X. $1. COM 11 Type 

AE911RLE Char 2 $X48212X. $2. COM 11 Contact Role 

AE912STS Char 1 $X48210X. $1. COM 12 Status 

AE912TYP Char 1 $X48211X. $1. COM 12 Type 

AE912RLE Char 2 $X48212X. $2. COM 12 Contact Role 

AE913STS Char 1 $X48210X. $1. COM 13 Status 

AE913TYP Char 1 $X48211X. $1. COM 13 Type 

AE913RLE Char 2 $X48212X. $2. COM 13 Contact Role 

AE914STS Char 1 $X48210X. $1. COM 14 Status 

AE914TYP Char 1 $X48211X. $1. COM 14 Type 

AE914RLE Char 2 $X48212X. $2. COM 14 Contact Role 

AE915STS Char 1 $X48210X. $1. COM 15 Status 

AE915TYP Char 1 $X48211X. $1. COM 15 Type 

AE915RLE Char 2 $X48212X. $2. COM 15 Contact Role 

rand_id Char 20 Randomized ID 
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Num Variable Type Len Format Informat Label 
ENRLDATE_DAYS Num 8 ENRLDATE (in days since enrollment date A) 

ADVDATE_DAYS Num 8 Onset Date (in days since enrollment date A) 

AE1AWADT_DAYS Num 8 Transp Center Aware Date (in days since enrollment date A) 

AE1RESDT_DAYS Num 8 AE Resolution Date (in days since enrollment date A) 

AE1ADVDT_DAYS Num 8 Onset Date (in days since enrollment date A) 

AE2ISBDT_DAYS Num 8 Initial Submitter Date (in days since enrollment date A) 

AE2ASBDT_DAYS Num 8 Authorized Submitter Date (in days since enrollment date A) 

AE3ST1DT_DAYS Num 8 Study Product Strt Date 1 (in days since enrollment date A) 

AE3LS1DT_DAYS Num 8 Product Last Taken Date 1 (in days since enrollment date A) 

AE3ST2DT_DAYS Num 8 Study Product Strt Date 2 (in days since enrollment date A) 

AE3LS2DT_DAYS Num 8 Product Last Taken Date 2 (in days since enrollment date A) 

AE3ST3DT_DAYS Num 8 Study Product Strt Date 3 (in days since enrollment date A) 

AE3LS3DT_DAYS Num 8 Product Last Taken Date 3 (in days since enrollment date A) 

AE3ST4DT_DAYS Num 8 Study Product Strt Date 4 (in days since enrollment date A) 

AE3LS4DT_DAYS Num 8 Product Last Taken Date 4 (in days since enrollment date A) 

AE4T1DT_DAYS Num 8 Test 1 Collection Date (in days since enrollment date A) 

AE4T1PDT_DAYS Num 8 Test 1 Previous Lab Date (in days since enrollment date A) 

AE4T2DT_DAYS Num 8 Test 2 Collection Date (in days since enrollment date A) 

AE4T2PDT_DAYS Num 8 Test 2 Previous Lab Date (in days since enrollment date A) 

AE4T3DT_DAYS Num 8 Test 3 Collection Date (in days since enrollment date A) 

AE4T3PDT_DAYS Num 8 Test 3 Previous Lab Date (in days since enrollment date A) 

AE4T4DT_DAYS Num 8 Test 4 Collection Date (in days since enrollment date A) 

AE4T4PDT_DAYS Num 8 Test 4 Previous Lab Date (in days since enrollment date A) 

AE4T5DT_DAYS Num 8 Test 5 Collection Date (in days since enrollment date A) 

AE4T5PDT_DAYS Num 8 Test 5 Previous Lab Date (in days since enrollment date A) 

AE4T6DT_DAYS Num 8 Test 6 Collection Date (in days since enrollment date A) 

AE4T6PDT_DAYS Num 8 Test 6 Previous Lab Date (in days since enrollment date A) 

AE4T7DT_DAYS Num 8 Test 7 Collection Date (in days since enrollment date A) 

AE4T7PDT_DAYS Num 8 Test 7 Previous Lab Date (in days since enrollment date A) 

AE4T8DT_DAYS Num 8 Test 8 Collection Date (in days since enrollment date A) 

AE4T8PDT_DAYS Num 8 Test 8 Previous Lab Date (in days since enrollment date A) 

AE4T9DT_DAYS Num 8 Test 9 Collection Date (in days since enrollment date A) 

AE4T9PDT_DAYS Num 8 Test 9 Previous Lab Date (in days since enrollment date A) 

AE4T10DT_DAYS Num 8 Test 10 Collection Date (in days since enrollment date A) 

AE410PDT_DAYS Num 8 Test 10 Previous Lab Date (in days since enrollment date A) 

AE4DT1DT_DAYS Num 8 Diagnostic Test 1 Date (in days since enrollment date A) 

AE4DT2DT_DAYS Num 8 Diagnostic Test 2 Date (in days since enrollment date A) 

AE4DT3DT_DAYS Num 8 Diagnostic Test 3 Date (in days since enrollment date A) 

AE4DT4DT_DAYS Num 8 Diagnostic Test 4 Date (in days since enrollment date A) 



  

  

   

       
        

        

        

        

        

        

        

        

        

        

        

        

        

        

         

       

        

        

       

        

       

        

        

        

        

        

        

        

        

        

        

        

        

        

        

        

        

        

        

350

352

353

355

356

358

359

360

361

362

363

364

365

366

367

368

369

370

371

372

373

374

375

376

377

378

379

380

381

382

383

384

385

386

387

388

351

354

357

15:52 Friday, August 07, 2026 138 

Num Variable Type Len Format Informat Label 
AE4DT5DT_DAYS Num 8 Diagnostic Test 1 Date (in days since enrollment date A) 

AE4DT6DT_DAYS Num 8 Diagnostic Test 6 Date (in days since enrollment date A) 

AE4DT7DT_DAYS Num 8 Diagnostic Test 7 Date (in days since enrollment date A) 

AE4DT8DT_DAYS Num 8 Diagnostic Test 8 Date (in days since enrollment date A) 

AE4DT9DT_DAYS Num 8 Diagnostic Test 9 Date (in days since enrollment date A) 

AE4D10DT_DAYS Num 8 Diagnostic Test 10 Date (in days since enrollment date A) 

AE8RPTDT_DAYS Num 8 Initial Rport Astellas Dt (in days since enrollment date A) 

AE8ASTDT_DAYS Num 8 Astellas Aware Date (in days since enrollment date A) 

AE8F1ADT_DAYS Num 8 First FUp to Astellas Dt (in days since enrollment date A) 

AE8F2ADT_DAYS Num 8 Second FUp to Astellas Dt (in days since enrollment date A) 

AE8F3ADT_DAYS Num 8 Third FUp to Astellas Dt (in days since enrollment date A) 

AE8F4ADT_DAYS Num 8 Fourth FUp to Astellas Dt (in days since enrollment date A) 

AE8F5ADT_DAYS Num 8 Fifth FUp to Astellas Dt (in days since enrollment date A) 

AE8F6ADT_DAYS Num 8 Sixth FUp to Astellas Dt (in days since enrollment date A) 

AE8F7ADT_DAYS Num 8 Seventh FUp to Astellas D (in days since enrollment date A) 

AE8F8ADT_DAYS Num 8 Eight FUp to Astellas Dt (in days since enrollment date A) 

AE8F9ADT_DAYS Num 8 Ninth FUp to Astellas Dt (in days since enrollment date A) 

AE8F10DT_DAYS Num 8 Tenth FUp to Astellas Dt (in days since enrollment date A) 

AE8IRDT_DAYS Num 8 DSMB Initial Report Dt (in days since enrollment date A) 

AE8FU1DT_DAYS Num 8 First FUp DSMB Dt (in days since enrollment date A) 

AE8FU2DT_DAYS Num 8 Second FUp DSMB Dt (in days since enrollment date A) 

AE8FU3DT_DAYS Num 8 Third FUp DSMB Dt (in days since enrollment date A) 

AE901CDT_DAYS Num 8 COM 1 Date (in days since enrollment date A) 

AE901RDT_DAYS Num 8 COM 1 Resolution Date (in days since enrollment date A) 

AE902CDT_DAYS Num 8 COM 2 Date (in days since enrollment date A) 

AE902RDT_DAYS Num 8 COM 2 Resolution Date (in days since enrollment date A) 

AE903CDT_DAYS Num 8 COM 3 Date (in days since enrollment date A) 

AE903RDT_DAYS Num 8 COM 3 Resolution Date (in days since enrollment date A) 

AE904CDT_DAYS Num 8 COM 4 Date (in days since enrollment date A) 

AE904RDT_DAYS Num 8 COM 4 Resolution Date (in days since enrollment date A) 

AE905CDT_DAYS Num 8 COM 5 Date (in days since enrollment date A) 

AE905RDT_DAYS Num 8 COM 5 Resolution Date (in days since enrollment date A) 

AE906CDT_DAYS Num 8 COM 6 Date (in days since enrollment date A) 

AE906RDT_DAYS Num 8 COM 6 Resolution Date (in days since enrollment date A) 

AE907CDT_DAYS Num 8 COM 7 Date (in days since enrollment date A) 

AE907RDT_DAYS Num 8 COM 7 Resolution Date (in days since enrollment date A) 

AE908CDT_DAYS Num 8 COM 8 Date (in days since enrollment date A) 

AE908RDT_DAYS Num 8 COM 8 Resolution Date (in days since enrollment date A) 

AE909CDT_DAYS Num 8 COM 9 Date (in days since enrollment date A) 
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Num Variable Type Len Format Informat Label 
AE909RDT_DAYS Num 8 COM 9 Resolution Date (in days since enrollment date A) 

AE910CDT_DAYS Num 8 COM 10 Date (in days since enrollment date A) 

AE910RDT_DAYS Num 8 COM 10 Resolution Date (in days since enrollment date A) 

AE911CDT_DAYS Num 8 COM 11 Date (in days since enrollment date A) 

AE911RDT_DAYS Num 8 COM 11 Resolution Date (in days since enrollment date A) 

AE912CDT_DAYS Num 8 COM 12 Date (in days since enrollment date A) 

AE912RDT_DAYS Num 8 COM 12 Resolution Date (in days since enrollment date A) 

AE913CDT_DAYS Num 8 COM 13 Date (in days since enrollment date A) 

AE913RDT_DAYS Num 8 COM 13 Resolution Date (in days since enrollment date A) 

AE914CDT_DAYS Num 8 COM 14 Date (in days since enrollment date A) 

AE914RDT_DAYS Num 8 COM 14 Resolution Date (in days since enrollment date A) 

AE915CDT_DAYS Num 8 COM 15 Date (in days since enrollment date A) 

AE915RDT_DAYS Num 8 COM 15 Resolution Date (in days since enrollment date A) 
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Data Set Name: agv.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 AGVMAXGR Char 1 $X42970X. $1. Maximum AGVHD Grade 

5 AGVACTIV Char 1 $X42290X. $1. Active AGVHD Before RAND 

6 AGVSAE Char 1 $X42969X. $1. Serious Adverse Event 

7 AGVDRUG Char 1 $X43642X. $1. Relation to Study Drug 

8 AGVSCHED Char 2 $X42772X. $2. Effect on Drug Schedule 

9 AGVSKABN Char 1 $X42964X. $1. Skin Abnormalities 

10 AGVSKGVH Char 1 $X42290X. $1. Skin Etiologies GVHD 

11 AGVSKDR Char 1 $X42290X. $1. Skin Etiologies Rx React 

12 AGVSKCRT Char 1 $X42290X. $1. Skin Etiologies CR Tox 

13 AGVSKINF Char 1 $X42290X. $1. Skin Etiologies Infection 

14 AGVSKOTH Char 1 $X42290X. $1. Skin Etiologies Other 

15 AGVSKOSP Char 50 $50. $50. Specify Skin Etiology 

16 AGVSBPSY Char 1 $X42965X. $1. Skin Biopsy For GVHD 

17 AGVUGABN Char 1 $X42966X. $1. Upper GI Abnormalities 

18 AGVUGGVH Char 1 $X42290X. $1. Upper GI GVHD 

19 AGVUGDR Char 1 $X42290X. $1. Upper GI Rx Reaction 

20 AGVUGCRT Char 1 $X42290X. $1. Upper GI CR Toxicity 

21 AGVUGTPN Char 1 $X42290X. $1. Upper GI TPN 

22 AGVUGINF Char 1 $X42290X. $1. Upper GI Infection 

23 AGVUGOTH Char 1 $X42290X. $1. Upper GI Other 

24 AGVUGOSP Char 50 $50. $50. Specify Upper GI Etiology 

25 AGVUBPSY Char 1 $X42965X. $1. Upper GI Biopsy For GVHD 

26 AGVLGABN Char 1 $X42967X. $1. Lower GI Abnormalities 

27 AGVLGGVH Char 1 $X42290X. $1. Lower GI GVHD 

28 AGVLGDR Char 1 $X42290X. $1. Lower GI Rx Reaction 

29 AGVLGCRT Char 1 $X42290X. $1. Lower GI CR Toxicity 

30 AGVLGTPN Char 1 $X42290X. $1. Lower GI TPN 

31 AGVLGINF Char 1 $X42290X. $1. Lower GI Infection 

32 AGVLGOTH Char 1 $X42290X. $1. Lower GI Other 

33 AGVLGOSP Char 50 $50. $50. Specify Lower GI Etiology 

34 AGVLBPSY Char 1 $X42965X. $1. Lower GI Biopsy For GVHD 

35 AGVLVABN Char 1 $X42968X. $1. Liver Abnormalities 

36 AGVLVGVH Char 1 $X42290X. $1. Liver GVHD 

37 AGVLVDR Char 1 $X42290X. $1. Liver Rx Reaction 
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Num Variable Type Len Format Informat Label 
AGVLVCRT Char 1 $X42290X. $1. Liver CR Toxicity 

AGVLVTPN Char 1 $X42290X. $1. Liver TPN 

AGVLVINF Char 1 $X42290X. $1. Liver Infection 

AGVLVVOD Char 1 $X42290X. $1. Liver VOD 

AGVLVOTH Char 1 $X42290X. $1. Liver Other 

AGVLVOSP Char 50 $50. $50. Specify Liver Etiology 

AGLVBPSY Char 1 $X42965X. $1. Liver Biopsy For GVHD 

AGVIMMNO Char 1 $X42290X. $1. New or Additional Therapy 

AGVSTERD Char 1 $X42290X. $1. Re-escalation of Steroid 

rand_id Char 20 Randomized ID 

AGVSTRDT_DAYS Num 8 Start of GVHD Assessment (in days since enrollment date A) 

AGVRTDT_DAYS Num 8 Date of Recent AGVHD (in days since enrollment date A) 

AGVMAXDT_DAYS Num 8 Date of Maximum Grade (in days since enrollment date A) 

AGVIMMDT_DAYS Num 8 Date of New Therapy (in days since enrollment date A) 

AGVSTDDT_DAYS Num 8 Date of Escalated Steroid (in days since enrollment date A) 
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Data Set Name: bmc.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 BMCASPER Char 1 $X42290X. $1. Aspirate Performed 

5 BMCASPNP Char 2 $X43347X. $2. Aspirate Not Performed 

6 BMCBIPER Char 1 $X42290X. $1. Biopsy Performed 

7 BMCBIPNP Char 2 $X43347X. $2. Biopsy Not Performed 

8 BMCASCON Char 1 $X42619X. $1. Aspirate Condition 

9 BMCASCEC Num 8 5. 5. Aspirate Cell Count 

10 BMCASMYB Num 8 7.1 7.1 Aspirate Myeloblasts 

11 BMCAMYPC Char 1 $X43348X. $1. Aspirate Myeloblasts Perc 

12 BMCASPMY Num 8 7.1 7.1 Aspirate Promyelocytes 

13 BMCAPMPC Char 1 $X43348X. $1. Aspirate Promyelo Perc 

14 BMCASMYC Num 8 7.1 7.1 Aspirate Myelocytes 

15 BMCAMCPC Char 1 $X43348X. $1. Apirate Myelocytes Perc 

16 BMCASGRN Num 8 7.1 7.1 Aspirate Granulocytes 

17 BMCAMGPC Char 1 $X43348X. $1. Aspirate Mat Granulo Perc 

18 BMCASERY Num 8 7.1 7.1 Aspirate Erythroid Cells 

19 BMCAEDPC Char 1 $X43348X. $1. Aspirate Erythoid Perc 

20 BMCASMON Num 8 7.1 7.1 Aspirate Monocytes 

21 BMCAMPC Char 1 $X43348X. $1. Aspirate Monocytes Perc 

22 BMCASEOS Num 8 7.1 7.1 Aspirate Eosinophils 

23 BMCAEOPC Char 1 $X43348X. $1. Aspirate Eosinophils Perc 

24 BMCASMER Char 5 $5. $5. Aspirate M:E Ratio 

25 BMCASLYM Num 8 7.1 7.1 Aspirate Lymphocytes 

26 BMCALYPC Char 1 $X43348X. $1. Aspirate Lymphocytes Perc 

27 BMCABAS Num 8 7.1 7.1 Aspirate Basophils 

28 BMCABPC Char 1 $X43348X. $1. Aspirate Basophils Perc 

29 BMCAPCE Num 8 7.1 7.1 Aspirate Plasma Cells 

30 BMCAPCPC Char 1 $X43348X. $1. Aspirate Plasma Perc 

31 BMCADSP Char 50 $50. $50. Aspirate Differentil Find 

32 BMCAOTPC Char 1 $X43348X. $1. Aspirate Plasma Perc 

33 BMCASDER Char 2 $X42631X. $2. Aspirate Dysp Erythroid 

34 BMCASDMY Char 2 $X42631X. $2. Aspirate Dysp Myeloid 

35 BMCASDMG Char 2 $X42631X. $2. Aspirate Dysp Megakary 

36 BMCASDPX Char 2 $X42633X. $2. Aspirate Dysp Perox Stain 

37 BMCASDIR Char 2 $X42635X. $2. Aspirate Dysp Iron Stores 
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Num Variable Type Len Format Informat Label 
BMCASDSB Num 8 7.1 7.1 Aspirate Dysp Sideroblast 

BMCADSPC Char 1 $X43348X. $1. Aspirate Dysp Ring Perc 

BMCASDAR Char 1 $X42637X. $1. Aspirate Dysp Auer Rods 

BMCASDSP Char 50 $50. $50. Aspirate Dysp Other Evals 

BMCBICON Char 1 $X42638X. $1. Biopsy Condition 

BMCBICEP Num 8 7.1 7.1 Percent Cellularity 

BMCBCPC Char 1 $X43348X. $1. Biopsy Condition Cel Perc 

BMCBICEL Char 2 $X42640X. $2. Biopsy Cellularity 

BMCBIMGK Char 2 $X42641X. $2. Biopsy Megakaryocytes 

BMCBIFIB Char 2 $X42631X. $2. Biopsy Fibrosis 

BMCBIBLK Char 1 $X42290X. $1. Biopsy Perc Blasts Known 

BMCBIBPC Num 8 7.1 7.1 Biopsy Blasts 

BMCBBPC Char 1 $X43348X. $1. Biopsy Blasts Perc 

BMCBIDER Char 2 $X42631X. $2. Biopsy Dysp Erythroid 

BMCBIDMY Char 2 $X42631X. $2. Biopsy Dysp Myeloid 

BMCBIDMG Char 2 $X42631X. $2. Biopsy Dysp Megakaryoctye 

BMCBIDHE Char 1 $X42649X. $1. Biopsy Dysp Hematopoesis 

BMCBDHSP Char 50 $50. $50. Biopsy Dysp Hemat Specify 

BMCBDOSP Char 50 $50. $50. Biopsy Dysp Other Specify 

rand_id Char 20 Randomized ID 

BMCASDT_DAYS Num 8 Aspirate Date (in days since enrollment date A) 

BMCBIDT_DAYS Num 8 Biopsy Date (in days since enrollment date A) 
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Data Set Name: btb.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 BTBREASN Char 50 $50. $50. Reason Blind Broken 

4 rand_id Char 20 Randomized ID 

5 BTBDT_DAYS Num 8 Date Blind Broken (in days since enrollment date A) 
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Data Set Name: cgv.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 CGVMAXSV Char 1 $X42862X. $1. GVHD Max Severity 

5 CGVACTGV Char 1 $X42290X. $1. Active GVHD 

6 CGVMAXAS Char 1 $X42862X. $1. Assess Pd Max Severity 

7 CGVADVEV Char 1 $X42290X. $1. GVHD SAE 

8 CGVRELSD Char 1 $X42762X. $1. GVHD Related Study Drug 

9 CGVSCHED Char 2 $X42772X. $2. Effect on Drug Schedule 

10 CGVNEWSY Char 1 $X42290X. $1. GVHD New Symptoms 

11 CGVWORSE Char 1 $X42290X. $1. GVHD Worsening Severity 

12 CGVIMMUN Char 1 $X42290X. $1. Receive Immuno Agents 

13 rand_id Char 20 Randomized ID 

14 CGVSTRDT_DAYS Num 8 GVHD Assess Pd Start Date (in days since enrollment date A) 

15 CGVRECDT_DAYS Num 8 Most Recent GVHD Date (in days since enrollment date A) 

16 CGVMAXDT_DAYS Num 8 GVHD Max Severity Date (in days since enrollment date A) 

17 CGVDXDT_DAYS Num 8 Initial Diagnosis Date (in days since enrollment date A) 

18 CGVOVDT_DAYS Num 8 GVHD Max Overall Sev Date (in days since enrollment date A) 

19 CGVIMMDT_DAYS Num 8 Immuno Agents Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 146 

Data Set Name: clb.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 CLBCLCOL Char 1 $X42290X. $1. Chem/Liver Tests Collect. 

5 CLBFAST Char 2 $X42469X. $2. Participant Fast 

6 CLBRGCHG Char 1 $X42290X. $1. CLB Range Change 

7 CLBCREAT Char 25 $25. $25. Creatinine 

8 CLBCRTU Char 1 $X42745X. $1. Creatinine Units 

9 CLBCULN Char 25 $25. $25. Creatinine ULN 

10 CLBCK Char 25 $25. $25. Creatine Kinase 

11 CLBCKU Char 1 $X42747X. $1. Creatine Kinase Units 

12 CLBCKULN Char 25 $25. $25. Creatine Kinase ULN 

13 CLBBILI Char 25 $25. $25. Total Bilirubin 

14 CLBBILIU Char 1 $X42745X. $1. Total Bilirubin Units 

15 CLBBIULN Char 25 $25. $25. Bilirubin ULN 

16 CLBALKP Char 25 $25. $25. Alkaline Phosphatase 

17 CLBALKPU Char 1 $X42747X. $1. Alkaline Phosph. Units 

18 CLBAPULN Char 25 $25. $25. Alkaline Phosphatase ULN 

19 CLBAST Char 25 $25. $25. AST 

20 CLBASTU Char 1 $X42747X. $1. AST Units 

21 CLBASULN Char 25 $25. $25. AST ULN 

22 CLBALT Char 25 $25. $25. ALT 

23 CLBALTU Char 1 $X42747X. $1. ALT Units 

24 CLBALULN Char 25 $25. $25. ALT ULN 

25 CLBGLUC Char 25 $25. $25. Glucose 

26 CLBGLUCU Char 1 $X42860X. $1. Glucose Units 

27 CLBGLLN Char 25 $25. $25. Glucose LLN 

28 CLBGULN Char 25 $25. $25. Glucose ULN 

29 CLBMG Char 25 $25. $25. Magnesium 

30 CLBMGU Char 1 $X42748X. $1. Magnesium Units 

31 CLBMLLN Char 25 $25. $25. Magnesium LLN 

32 CLBMULN Char 25 $25. $25. Magnesium ULN 

33 CLBNA Char 25 $25. $25. Sodium 

34 CLBNAU Char 1 $X42749X. $1. Sodium Units 

35 CLBNALLN Char 25 $25. $25. Sodium LLN 

36 CLBNAULN Char 25 $25. $25. Sodium ULN 

37 CLBK Char 25 $25. $25. Potassium 
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15:52 Friday, August 07, 2026 147 

Num Variable Type Len Format Informat Label 
CLBKU Char 1 $X42749X. $1. Potassium Units 

CLBKLLN Char 25 $25. $25. Potassium LLN 

CLBKULN Char 25 $25. $25. Potassium ULN 

CLBCL Char 25 $25. $25. Chloride 

CLBCLU Char 1 $X42749X. $1. Chloride Units 

CLBBICAR Char 25 $25. $25. Bicarbonate 

CLBBICRU Char 1 $X42749X. $1. Bicarbonate Units 

CLBBU Char 25 $25. $25. Blood Urea 

CLBBUUN Char 1 $X42860X. $1. Blood Urea Units 

CLBBUN Char 25 $25. $25. Blood Urea Nitrogen 

CLBBUNU Char 1 $X42860X. $1. Blood Urea Nitrogen Units 

CLBCA Char 25 $25. $25. Serum Calcium 

CLBCAU Char 1 $X42748X. $1. Serum Calcium Units 

CLBPHOS Char 25 $25. $25. Phosphate 

CLBPHOSU Char 1 $X42860X. $1. Phosphate Units 

CLBPHLLN Char 25 $25. $25. Phosphate LLN 

CLBALB Char 25 $25. $25. Albumin 

CLBALBUN Char 1 $X46823X. $1. Albumin Units 

CLBALLLN Char 25 $25. $25. Albumin LLN 

CLBCC Char 25 $25. $25. Corrected calcium 

CLBCCU Char 1 $X47107X. $1. Corrected calcium units 

CLBGILBR Char 1 $X42290X. $1. Gilbert's Syndrome 

CLBTHYRD Char 1 $X42290X. $1. Thyroid Function Collect. 

CLBTSH Char 25 $25. $25. TSH 

CLBTSHU Char 1 $X42751X. $1. TSH Units 

CLBFT4 Char 25 $25. $25. Free T4 

CLBFT4U Char 1 $X42752X. $1. Free T4 Units 

rand_id Char 20 Randomized ID 

CLBC1DT_DAYS Num 8 Recent Chem/Liv Coll Date (in days since enrollment date A) 

CLBC2DT_DAYS Num 8 Chem/Liv Collection Date (in days since enrollment date A) 

CLBC3DT_DAYS Num 8 Recent Thyroid Coll. Date (in days since enrollment date A) 

CLBC4DT_DAYS Num 8 Thyroid Collection Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 148 

Data Set Name: cmd.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 CMDSEQNO Char 3 $XCMDSEQNOX. $3. Sequence Number 

4 CMDMEDNM Char 100 $100. $100. Medication Name 

5 CMDROUTE Char 2 $X43160X. $2. Medication Route 

6 CMDROUSP Char 25 $25. $25. Medication Route Specify 

7 CMDSDCON Char 1 $X43508X. $1. Start Date Convention 

8 CMDMEDON Char 1 $X42290X. $1. Medication Ongoing 

9 CMDPDCON Char 1 $X43508X. $1. Stop Date Convention 

10 CMDADVEV Char 1 $X42290X. $1. Reason Adverse Event 

11 CMDGVHD Char 1 $X42290X. $1. Reason GVHD 

12 CMDPROPH Char 1 $X42290X. $1. Reason Prophylaxis 

13 CMDMHX Char 1 $X42290X. $1. Reason Medical History 

14 CMDINF Char 1 $X42290X. $1. Reason Infection 

15 CMDOTH Char 1 $X42290X. $1. Reason Other 

16 CMDINDIC Char 50 $50. $50. Medication Indication 

17 rand_id Char 20 Randomized ID 

18 CMDSTADT_DAYS Num 8 Medication Start Date (in days since enrollment date A) 

19 CMDSTPDT_DAYS Num 8 Medication Stop Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

        

       

        

       
 

 
  

15:52 Friday, August 07, 2026 149 

Data Set Name: cmi.sas7bdat 

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

2 CMISEQ Char 3 $XAESEQX. $3. Sequence Number 

3 CMITYPE Char 1 $X46900X. $1. Event Type 

4 CMIPDCAT Char 1 $X46995X. $1. PD Category 

5 CMIEXPED Char 1 $X42290X. $1. Expedited Reporting 

6 CMICATEG Char 2 $X46901X. $2. Category 

7 CMIOTHSP Char 100 $100. $100. Other Category Specify 

8 CMIISTAT Char 1 $X46903X. $1. Current Status 

9 rand_id Char 20 Randomized ID 

10 CMIOCCDT_DAYS Num 8 Occurrence Date (in days since enrollment date A) 

11 CMIPDSDT_DAYS Num 8 PD Sent to PI Date (in days since enrollment date A) 

12 CMIIDDT_DAYS Num 8 Identified Date (in days since enrollment date A) 

13 CMICLSDT_DAYS Num 8 Closed Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

         

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 150 

Data Set Name: cnr.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 CNR5GY Char 1 $X42290X. $1. TBI 5 GY 

4 CNR5GYDO Char 15 $15. $15. TBI 5GY Dose 

5 CNR5GYDU Char 2 $X45263X. $2. TBI 5GY Dose Unit 

6 CNR5GYRO Char 2 $X42702X. $2. TBI 5GY Route 

7 CNR8GY Char 1 $X42290X. $1. TBI 8 GY 

8 CNR8GYDO Char 15 $15. $15. TBI 8GY Dose 

9 CNR8GYDU Char 2 $X45263X. $2. TBI 8GY Dose Unit 

10 CNR8GYRO Char 2 $X42702X. $2. TBI 8GY Route 

11 CNRTREO Char 1 $X42290X. $1. Treosulfan 

12 CNRTRDO Char 15 $15. $15. Treosulfan Dose 

13 CNRTRDU Char 2 $X45263X. $2. Treosulfan Dose Unit 

14 CNRTRRO Char 2 $X42702X. $2. Treosulfan Route 

15 CNRBUPO Char 1 $X42290X. $1. Busulfan PO 

16 CNRBPDO Char 15 $15. $15. Busulfan PO Dose 

17 CNRBPDU Char 2 $X45263X. $2. Busulfan PO Dose Unit 

18 CNRBPRO Char 2 $X42702X. $2. Busulfan PO Route 

19 CNRBUIV Char 1 $X42290X. $1. Busulfan IV 

20 CNRBIDO Char 15 $15. $15. Busulfan IV Dose 

21 CNRBIDU Char 2 $X45263X. $2. Busulfan IV Dose Unit 

22 CNRBIRO Char 2 $X42702X. $2. Busulfan IV Route 

23 CNRMELP Char 1 $X42290X. $1. Melphalan 

24 CNRMEDO Char 15 $15. $15. Melphalan Dose 

25 CNRMEDU Char 2 $X45263X. $2. Melphalan Dose Unit 

26 CNRMERO Char 2 $X42702X. $2. Melphalan Route 

27 CNRTHIO Char 1 $X42290X. $1. Thiotepa 

28 CNRTHDO Char 15 $15. $15. Thiotepa Dose 

29 CNRTHDU Char 2 $X45263X. $2. Thiotepa Dose Unit 

30 CNRTHRO Char 2 $X42702X. $2. Thiotepa Route 

31 CNRAGEN1 Char 2 $X42694X. $2. CIBMTR Agent 1 

32 CNRAG1DO Char 15 $15. $15. CIBMTR Agent 1 Dose 

33 CNRAGDU1 Char 2 $X45264X. $2. CIBMTR Agent 1 Dose Unit 

34 CNRAG1RO Char 2 $X42702X. $2. CIBMTR Agent 1 Route 

35 CNRAGEN2 Char 2 $X42694X. $2. CIBMTR Agent 2 

36 CNRAG2DO Char 15 $15. $15. CIBMTR Agent 2 Dose 

37 CNRAGDU2 Char 2 $X45264X. $2. CIBMTR Agent 2 Dose Unit 
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15:52 Friday, August 07, 2026 151 

Num Variable Type Len Format Informat Label 
CNRAG2RO Char 2 $X42702X. $2. CIBMTR Agent 2 Route 

CNRAGEN3 Char 2 $X42694X. $2. CIBMTR Agent 3 

CNRAG3DO Char 15 $15. $15. CIBMTR Agent 3 Dose 

CNRAGDU3 Char 2 $X45264X. $2. CIBMTR Agent 3 Dose Unit 

CNRAG3RO Char 2 $X42702X. $2. CIBMTR Agent 3 Route 

CNRAGEN4 Char 2 $X42694X. $2. CIBMTR Agent 4 

CNRAG4DO Char 15 $15. $15. CIBMTR Agent 4 Dose 

CNRAGDU4 Char 2 $X45264X. $2. CIBMTR Agent 4 Dose Unit 

CNRAG4RO Char 2 $X42702X. $2. CIBMTR Agent 4 Route 

CNRAGEN5 Char 2 $X42694X. $2. CIBMTR Agent 5 

CNRAG5DO Char 15 $15. $15. CIBMTR Agent 5 Dose 

CNRAGDU5 Char 2 $X45264X. $2. CIBMTR Agent 5 Dose Unit 

CNRAG5RO Char 2 $X42702X. $2. CIBMTR Agent 5 Route 

CNRCNDRE Char 1 $X42735X. $1. Type of Condition Regimen 

CNRCALCU Char 1 $1. $1. Calculated Condition Reg 

CNRMATCH Char 1 $1. $1. Match Identifier 

CNRADJUD Char 1 $X42735X. $1. CNR Adjudication 

CNRMEHDI Char 1 $X42735X. $1. Mehdi Review Entry 

CNRMARK Char 1 $X42735X. $1. Mark Review Entry 

CNRYIBIN Char 8 $X42735X. $8. YiBin Review Entry 

rand_id Char 20 Randomized ID 

CNRSTDT_DAYS Num 8 Regimen Start Date (in days since enrollment date A) 

CNR5SDT_DAYS Num 8 TBI 5 GY Start Date (in days since enrollment date A) 

CNR5PDT_DAYS Num 8 TBI 5 GY Stop Date (in days since enrollment date A) 

CNR8SDT_DAYS Num 8 TBI 8 GY Start Date (in days since enrollment date A) 

CNR8PDT_DAYS Num 8 TBI 8 GY Stop Date (in days since enrollment date A) 

CNRTRSDT_DAYS Num 8 Treosulfan Start Date (in days since enrollment date A) 

CNRTRPDT_DAYS Num 8 Treosulfan Stop Date (in days since enrollment date A) 

CNRBPSDT_DAYS Num 8 Busulfan PO Start Date (in days since enrollment date A) 

CNRBPPDT_DAYS Num 8 Busulfan PO Stop Date (in days since enrollment date A) 

CNRBISDT_DAYS Num 8 Busulfan IV Start Date (in days since enrollment date A) 

CNRBIPDT_DAYS Num 8 Busulfan IV Stop Date (in days since enrollment date A) 

CNRMSDT_DAYS Num 8 Melphalan Start Date (in days since enrollment date A) 

CNRMPDT_DAYS Num 8 Melphalan Stop Date (in days since enrollment date A) 

CNRTTSDT_DAYS Num 8 Thiotepa Start Date (in days since enrollment date A) 

CNRTTPDT_DAYS Num 8 Thiotepa Stop Date (in days since enrollment date A) 

CNRAS1DT_DAYS Num 8 CIBMTR Agent 1 Start Date (in days since enrollment date A) 

CNRAP1DT_DAYS Num 8 CIBMTR Agent 1 Stop Date (in days since enrollment date A) 

CNRAS2DT_DAYS Num 8 CIBMTR Agent 2 Start Date (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 152 

Num Variable Type Len Format Informat Label 
CNRAP2DT_DAYS Num 8 CIBMTR Agent 2 Start Date (in days since enrollment date A) 

CNRAS3DT_DAYS Num 8 CIBMTR Agent 3 Start Date (in days since enrollment date A) 

CNRAP3DT_DAYS Num 8 CIBMTR Agent 3 Start Date (in days since enrollment date A) 

CNRAS4DT_DAYS Num 8 CIBMTR Agent 4 Start Date (in days since enrollment date A) 

CNRAP4DT_DAYS Num 8 CIBMTR Agent 4 StopDate (in days since enrollment date A) 

CNRAS5DT_DAYS Num 8 CIBMTR Agent 5 Start Date (in days since enrollment date A) 

CNRAP5DT_DAYS Num 8 CIBMTR Agent 5 Stop Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

        

        

        

        

       

        

        

        

         
 

 
  

15:52 Friday, August 07, 2026 153 

Data Set Name: cwd.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 CWDALL Char 1 $X42290X. $1. Wthdrw Cnsnt All Proced 

4 CWDSTDRG Char 1 $X42290X. $1. Wthdrw Consent Study Drug 

5 CWDFUTSM Char 1 $X42290X. $1. Wthdrw Consent Futr Samp 

6 CWDDATA Char 1 $X42290X. $1. Wthdrw Consent Study Data 

7 rand_id Char 20 Randomized ID 

8 CWDALLDT_DAYS Num 8 Wthdrw Cnsnt All Proced D (in days since enrollment date A) 

9 CWDSTDDT_DAYS Num 8 Wthdrw Consent Drug Date (in days since enrollment date A) 

10 CWDFUTDT_DAYS Num 8 Wthdrw Cnsnt Futr Samp Dt (in days since enrollment date A) 

11 CWDDATDT_DAYS Num 8 Wthdrw Consent Data Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

        

       

       

       
 

 
  

15:52 Friday, August 07, 2026 154 

Data Set Name: dem.sas7bdat 

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

2 COUNTRY Char 40 $40. $40. Site Country 

3 SEX Char 2 $X41901X. $2. Sex 

4 AGECONST Num 8 3. 3. Age at Time of Consent 

5 YEARS Char 1 $X43757X. $1. Years 

6 ALLOWETH Char 1 $X42290X. $1. Allow Collect Ethnicity 

7 ETHNICIT Char 2 $X42651X. $2. Ethnicity 

8 ALLOWRCE Char 1 $X42290X. $1. Allowed Collect Race 

9 rand_id Char 20 Randomized ID 

10 race Char 2 $X42652X. Race 

11 secrace Char 2 $X42652X. Secondary Race 



  

  

   

 
 

       
       

       

       

       

       

       

       

        

       

       

        

       

       

       

       

       

       

        

       

       

        

       

       

       

       

       

       

        

       

       

        

       

       

       

       

       

       

15:52 Friday, August 07, 2026 155 

Data Set Name: dos.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 DOSRTE1 Char 1 $X42855X. $1. Route 1 

4 DOSDSE1 Char 3 $X42826X. $3. Dose 1 

5 DOSUNT1 Char 1 $X43350X. $1. Dose Units 1 

6 DOSADJ1 Char 2 $X42849X. $2. Primary Dose Adjust 1 

7 DOSA1SP Char 50 $50. $50. Specify Dose Adjustment 1 

8 DOSINT1 Char 2 $X42850X. $2. Dose Interruption Rsn. 1 

9 DOSSIN1 Char 50 $50. $50. Secondary Dose Inter. 1 

10 DOSI1SP Char 50 $50. $50. Specify Dose Interrupt 1 

11 DOS1FNL Char 1 $X42290X. $1. Final Dosing Record 1 

12 DOSRTE2 Char 1 $X42855X. $1. Route 2 

13 DOSDSE2 Char 3 $X42826X. $3. Dose 2 

14 DOSUNT2 Char 1 $X43350X. $1. Dose Units 2 

15 DOSADJ2 Char 2 $X42849X. $2. Primary Dose Adjust 2 

16 DOSA2SP Char 50 $50. $50. Specify Dose Adjustment 2 

17 DOSSAD2 Char 50 $50. $50. Secondary Dose Adjust 2 

18 DOSINT2 Char 2 $X42850X. $2. Dose Interruption Rsn. 2 

19 DOSSIN2 Char 50 $50. $50. Secondary Dose Inter. 2 

20 DOSI2SP Char 50 $50. $50. Specify Dose Interrupt 2 

21 DOS2FNL Char 1 $X42290X. $1. Final Dosing Record 2 

22 DOSRTE3 Char 1 $X42855X. $1. Route 3 

23 DOSDSE3 Char 3 $X42826X. $3. Dose 3 

24 DOSUNT3 Char 1 $X43350X. $1. Dose Units 3 

25 DOSADJ3 Char 2 $X42849X. $2. Primary Dose Adjust 3 

26 DOSA3SP Char 50 $50. $50. Specify Dose Adjustment 3 

27 DOSSAD3 Char 50 $50. $50. Secondary Dose Adjust 3 

28 DOSINT3 Char 2 $X42850X. $2. Dose Interruption Rsn. 3 

29 DOSSIN3 Char 50 $50. $50. Secondary Dose Inter. 3 

30 DOSI3SP Char 50 $50. $50. Specify Dose Interrupt 3 

31 DOS3FNL Char 1 $X42290X. $1. Final Dosing Record 3 

32 DOSRTE4 Char 1 $X42855X. $1. Route 4 

33 DOSDSE4 Char 3 $X42826X. $3. Dose 4 

34 DOSUNT4 Char 1 $X43350X. $1. Dose Units 4 

35 DOSADJ4 Char 2 $X42849X. $2. Primary Dose Adjust 4 

36 DOSA4SP Char 50 $50. $50. Specify Dose Adjustment 4 

37 DOSSAD4 Char 50 $50. $50. Secondary Dose Adjust 4 



  

  

   

       
        

       

       

        

       

       

       

       

       

        

       

       

        

       

       

       

        

       

        

       

       

       

       

        

       

        

       

       

       

        

       

       

        

       

       

       

       

       

        

38

40

41

43

44

46

47

48

49

50

51

52

53

54

55

56

57

58

59

60

61

62

63

64

65

66

67

68

69

70

71

72

73

74

75

76

39

42

45

15:52 Friday, August 07, 2026 156 

Num Variable Type Len Format Informat Label 
DOSINT4 Char 2 $X42850X. $2. Dose Interruption Rsn. 4 

DOSSIN4 Char 50 $50. $50. Secondary Dose Inter. 4 

DOSI4SP Char 50 $50. $50. Specify Dose Interrupt 4 

DOS4FNL Char 1 $X42290X. $1. Final Dosing Record 4 

DOSRTE5 Char 1 $X42855X. $1. Route 5 

DOSDSE5 Char 3 $X42826X. $3. Dose 5 

DOSUNT5 Char 1 $X43350X. $1. Dose Units 5 

DOSADJ5 Char 2 $X42849X. $2. Primary Dose Adjust 5 

DOSA5SP Char 50 $50. $50. Specify Dose Adjustment 5 

DOSINT5 Char 2 $X42850X. $2. Dose Interruption Rsn. 5 

DOSSIN5 Char 50 $50. $50. Secondary Dose Inter. 5 

DOSI5SP Char 50 $50. $50. Specify Dose Interrupt 5 

DOS5FNL Char 1 $X42290X. $1. Final Dosing Record 5 

DOSRTE6 Char 1 $X42855X. $1. Route 6 

DOSDSE6 Char 3 $X42826X. $3. Dose 6 

DOSUNT6 Char 1 $X43350X. $1. Dose Units 6 

DOSINT6 Char 2 $X42850X. $2. Dose Interruption Rsn. 6 

DOSI6SP Char 50 $50. $50. Specify Dose Interrupt 6 

DOS6FNL Char 1 $X42290X. $1. Final Dosing Record 6 

DOSRTE7 Char 1 $X42855X. $1. Route 7 

DOSDSE7 Char 3 $X42826X. $3. Dose 7 

DOSUNT7 Char 1 $X43350X. $1. Dose Units 7 

DOSADJ7 Char 2 $X42849X. $2. Primary Dose Adjust 7 

DOSINT7 Char 2 $X42850X. $2. Dose Interruption Rsn. 7 

DOSI7SP Char 50 $50. $50. Specify Dose Interrupt 7 

DOS7FNL Char 1 $X42290X. $1. Final Dosing Record 7 

DOSRTE8 Char 1 $X42855X. $1. Route 8 

DOSDSE8 Char 3 $X42826X. $3. Dose 8 

DOSUNT8 Char 1 $X43350X. $1. Dose Units 8 

DOSINT8 Char 2 $X42850X. $2. Dose Interruption Rsn. 8 

DOSSIN8 Char 50 $50. $50. Secondary Dose Inter. 8 

DOSI8SP Char 50 $50. $50. Specify Dose Interrupt 8 

DOS8FNL Char 1 $X42290X. $1. Final Dosing Record 8 

DOSRTE9 Char 1 $X42855X. $1. Route 9 

DOSDSE9 Char 3 $X42826X. $3. Dose 9 

DOSUNT9 Char 1 $X43350X. $1. Dose Units 9 

DOSINT9 Char 2 $X42850X. $2. Dose Interrupton Rsn. 9 

DOSI9SP Char 50 $50. $50. Specify Dose Interrupt 9 

DOS9FNL Char 1 $X42290X. $1. Final Dosing Record 9 
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15:52 Friday, August 07, 2026 157 

Num Variable Type Len Format Informat Label 
DOSRTE10 Char 1 $X42855X. $1. Route 10 

DOSDSE10 Char 3 $X42826X. $3. Dose 10 

DOSUNT10 Char 1 $X43350X. $1. Dose Units 10 

DOSINT10 Char 2 $X42850X. $2. Dose Interruption Rsn. 10 

DOSSIN10 Char 50 $50. $50. Secondary Dose Inter. 10 

DOSI10SP Char 50 $50. $50. Specify Dose Interrupt 10 

DOS10FNL Char 1 $X42290X. $1. Final Dosing Record 10 

DOSRTE11 Char 1 $X42855X. $1. Route 11 

DOSDSE11 Char 3 $X42826X. $3. Dose 11 

DOSUNT11 Char 1 $X43350X. $1. Dose Units 11 

DOSINT11 Char 2 $X42850X. $2. Dose Interruption Rsn. 11 

DOSSIN11 Char 50 $50. $50. Secondary Dose Inter. 11 

DOS11FNL Char 1 $X42290X. $1. Final Dosing Record 11 

DOSRTE12 Char 1 $X42855X. $1. Route 12 

DOSUNT12 Char 1 $X43350X. $1. Dose Units 12 

DOSRTE13 Char 1 $X42855X. $1. Route 13 

DOSUNT13 Char 1 $X43350X. $1. Dose Units 13 

DOSRTE14 Char 1 $X42855X. $1. Route 14 

DOSUNT14 Char 1 $X43350X. $1. Dose Units 14 

DOSRTE15 Char 1 $X42855X. $1. Route 15 

DOSUNT15 Char 1 $X43350X. $1. Dose Units 15 

DOSRTE16 Char 1 $X42855X. $1. Route 16 

DOSUNT16 Char 1 $X43350X. $1. Dose Units 16 

DOSRTE17 Char 1 $X42855X. $1. Route 17 

DOSUNT17 Char 1 $X43350X. $1. Dose Units 17 

DOSRTE18 Char 1 $X42855X. $1. Route 18 

DOSUNT18 Char 1 $X43350X. $1. Dose Units 18 

DOSRTE19 Char 1 $X42855X. $1. Route 19 

DOSUNT19 Char 1 $X43350X. $1. Dose Units 19 

rand_id Char 20 Randomized ID 

DOSS1DT_DAYS Num 8 Start Date 1 (in days since enrollment date A) 

DOSP1DT_DAYS Num 8 Stop Date 1 (in days since enrollment date A) 

DOSS2DT_DAYS Num 8 Start Date 2 (in days since enrollment date A) 

DOSP2DT_DAYS Num 8 Stop Date 2 (in days since enrollment date A) 

DOSS3DT_DAYS Num 8 Start Date 3 (in days since enrollment date A) 

DOSP3DT_DAYS Num 8 Stop Date 3 (in days since enrollment date A) 

DOSS4DT_DAYS Num 8 Start Date 4 (in days since enrollment date A) 

DOSP4DT_DAYS Num 8 Stop Date 4 (in days since enrollment date A) 

DOSS5DT_DAYS Num 8 Start Date 5 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 158 

Num Variable Type Len Format Informat Label 
DOSP5DT_DAYS Num 8 Stop Date 5 (in days since enrollment date A) 

DOSS6DT_DAYS Num 8 Start Date 6 (in days since enrollment date A) 

DOSP6DT_DAYS Num 8 Stop Date 6 (in days since enrollment date A) 

DOSS7DT_DAYS Num 8 Start Date 7 (in days since enrollment date A) 

DOSP7DT_DAYS Num 8 Stop Date 7 (in days since enrollment date A) 

DOSS8DT_DAYS Num 8 Start Date 8 (in days since enrollment date A) 

DOSP8DT_DAYS Num 8 Stop Date 8 (in days since enrollment date A) 

DOSS9DT_DAYS Num 8 Start Date 9 (in days since enrollment date A) 

DOSP9DT_DAYS Num 8 Stop Date 9 (in days since enrollment date A) 

DOSS10DT_DAYS Num 8 Start Date 10 (in days since enrollment date A) 

DOSP10DT_DAYS Num 8 Stop Date 10 (in days since enrollment date A) 

DOSS11DT_DAYS Num 8 Start Date 11 (in days since enrollment date A) 

DOSP11DT_DAYS Num 8 Stop Date 11 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 159 

Data Set Name: drl.sas7bdat 

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

2 DRLREASN Char 2 $X53507X. $2. Data Lock Reason 

3 rand_id Char 20 Randomized ID 

4 ENRLDATE_DAYS Num 8 ENRLDATE (in days since enrollment date A) 

5 DRLDT_DAYS Num 8 Data Lock Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

        
 

 
  

15:52 Friday, August 07, 2026 160 

Data Set Name: dth.sas7bdat 

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

2 DTHEST Char 1 $X43508X. $1. Estimated Death Date 

3 DTHATPSY Char 1 $X42290X. $1. Autopsy Performed 

4 DTHPCOD Char 4 $X42684X. $4. Primary Cause Of Death 

5 DTHPCDSP Char 50 $50. $50. Primary Specify Other 

6 DTHSCOD1 Char 4 $X42684X. $4. Second Cause Of Death 1 

7 DTHCDSP1 Char 50 $50. $50. Second Specify Other 1 

8 DTHSCOD2 Char 4 $X42684X. $4. Second Cause Of Death 2 

9 DTHCDSP2 Char 50 $50. $50. Second Specify Other 2 

10 DTHSCOD3 Char 4 $X42684X. $4. Second Cause Of Death 3 

11 DTHCDSP3 Char 50 $50. $50. Second Specify Other 3 

12 DTHSCOD4 Char 4 $X42684X. $4. Second Cause Of Death 4 

13 DTHCDSP4 Char 50 $50. $50. Second Specify Other 4 

14 rand_id Char 20 Randomized ID 

15 DTHDT_DAYS Num 8 Date Of Death (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

        

       

        

       
 

 
  

15:52 Friday, August 07, 2026 161 

Data Set Name: egr.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 EGRNTLRY Char 1 $X42290X. $1. Neutrophil Recovery 

4 EGRANCDP Char 1 $X42290X. $1. ANC Drop Below 500 

5 EGRANCMT Char 1 $X42290X. $1. ANC Measurement Achieved 

6 EGR1ANCV Char 10 $10. $10. Day 1 ANC Value 

7 EGR1ANCU Char 1 $X42503X. $1. Day 1 ANC Unit 

8 EGRPLTRY Char 1 $X42290X. $1. Platelet Recovery 

9 EGRPLTDP Char 1 $X42290X. $1. Platelet Drop Below 20000 

10 EGRPLTMT Char 1 $X42290X. $1. Platelet Measure Achieved 

11 EGR1PLTV Char 10 $10. $10. Day 1 Platelet Value 

12 EGR1PLTU Char 1 $X42817X. $1. Day 1 Platelet Unit 

13 EGRPLTRN Char 1 $X42290X. $1. Platelet Transfusion 

14 rand_id Char 20 Randomized ID 

15 EGRDT_DAYS Num 8 Engraftment Date (in days since enrollment date A) 

16 EGR1NCDT_DAYS Num 8 Day 1 ANC Date (in days since enrollment date A) 

17 EGR1PTDT_DAYS Num 8 Day 1 Platelet Date (in days since enrollment date A) 

18 EGRTNSDT_DAYS Num 8 Platelet Transfusion Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

        
 

 
  

15:52 Friday, August 07, 2026 162 

Data Set Name: emu.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 EMUPERFM Char 1 $X42290X. $1. ECHO/MUGA Performed 

5 EMUPERSP Char 1 $X42478X. $1. Specify Test Performed 

6 EMULVEF Num 8 7.1 7.1 LVEF Results 

7 EMULVEFU Char 1 $X43348X. $1. LVEF Unit 

8 rand_id Char 20 Randomized ID 

9 ENRLDATE_DAYS Num 8 ENRLDATE (in days since enrollment date A) 

10 EMUTSTDT_DAYS Num 8 Most Recent Test Date (in days since enrollment date A) 



  

  

   

 
 

       
       

        

       

       

       

       

       

        
 

 
  

15:52 Friday, August 07, 2026 163 

Data Set Name: enra.sas7bdat 

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

2 ENACNFLP Char 1 $X42290X. $1. Consent Study Follow Up 

3 ENAFUTRS Char 1 $X42290X. $1. Consent Future Research 

4 ENAPROVR Char 3 $X42510X. $3. Protocol Version at Const 

5 rand_id Char 20 Randomized ID 

6 ENRLDATE_DAYS Num 8 ENRLDATE (in days since enrollment date A) 

7 ENACNSDT_DAYS Num 8 Signed Informed Consent (in days since enrollment date A) 

8 ENAFUTDT_DAYS Num 8 Signed Future Research (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

        

         

       

       

       

       

       

        

       

       

        

       

        

       

        

       

       

       

       

       

       

       

       

       

         
 

 
 

  

15:52 Friday, August 07, 2026 164 

Data Set Name: enrb.sas7bdat 

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

2 ENBSUITB Char 2 $X43117X. $2. Suitable Transplant Cand 

3 ENBSGNCT Char 2 $X43117X. $2. Signed Consent 

4 ENBLEGAL Char 2 $X43117X. $2. Legal Adult 

5 ENBSAMPL Char 2 $X43117X. $2. Consent Research Sample 

6 ENBAMLCR Char 2 $X43117X. $2. Confirmed AML In CR1 

7 ENBFLT3M Char 2 $X43117X. $2. Presence Of FLT3 Mutation 

8 ENBLABS Char 2 $X43117X. $2. Meet Criteria In All Labs 

9 ENBLVEF Char 2 $X43117X. $2. LVEF GT Or EQ 40 Percent 

10 ENBDLCO Char 2 $X43117X. $2. Meets DLCO FEV1 FVC Critr 

11 ENBFEMCO Char 2 $X43118X. $2. Female Contraception 

12 ENBBRFED Char 2 $X43118X. $2. Agree Not To Breastfeed 

13 ENBMALEC Char 2 $X43118X. $2. Male Use Contraception 

14 ENBMALES Char 2 $X43118X. $2. Male Not Donate Sperm 

15 ENBORAL Char 2 $X43117X. $2. Able To Take Oral Meds 

16 ENBOTSTY Char 2 $X43117X. $2. Participate In Othr Study 

17 ENBPRTXP Char 2 $X43117X. $2. Had Prior Transplant 

18 ENBKARN Char 2 $X43117X. $2. Karnofsky Score GT 70 Per 

19 ENBCYP3A Char 2 $X43117X. $2. Trtmnt Wth Inducers CYP3A 

20 ENBSERO Char 2 $X43117X. $2. Con Meds Serotonin Recept 

21 ENBQTCF Char 2 $X43117X. $2. QTCF GT 450 msec 

22 ENBLNGQT Char 2 $X43117X. $2. Long QT Syndrome 

23 ENBHIV Char 2 $X43117X. $2. HIV Infection 

24 ENBHEPB Char 2 $X43117X. $2. Active Hepatitis B Infect 

25 ENBHEPC Char 2 $X43117X. $2. Active Hepatitis C Infect 

26 ENBINFEC Char 2 $X43117X. $2. Uncontrolled Infection 

27 ENBMYINF Char 2 $X43117X. $2. Myocardial Infarction 

28 ENBSERMD Char 2 $X43117X. $2. Serious Medical Or Psych 

29 ENBPREG Char 2 $X43118X. $2. Pregnant Or Breastfeeding 

30 ENBMALIG Char 2 $X43117X. $2. Prior Malignancies 

31 rand_id Char 20 Randomized ID 

32 enrldate_enrb_days Num 8 Enrollment Date B - Registration Enrollment (in days from enrollment 
date A) 



  

  

   

 
 

       
       

       

        

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

         
 

       
 

 
  

15:52 Friday, August 07, 2026 165 

Data Set Name: enrc.sas7bdat 

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

2 ENCDAYS Char 2 $X43117X. $2. Between 30 and 90 Days 

3 ENCANCPL Char 2 $X43117X. $2. ANC 500 Platelets 20000 

4 ENCAGENT Char 2 $X43117X. $2. Invest Agent Past 4 Wk 

5 ENCMAML Char 2 $X43117X. $2. Morphological AML 

6 ENCCLBCR Char 2 $X43117X. $2. CLB Criteria Met 

7 ENCOXYGN Char 2 $X43117X. $2. No Supplem Oxygen 

8 ENCGVHD Char 2 $X43117X. $2. Acute GVHD 

9 ENCAGVHD Char 2 $X43117X. $2. No Acte GVHD Tx Past 4 Wk 

10 ENCORAL Char 2 $X43117X. $2. Able Take Oral Med 

11 ENCCYP3A Char 2 $X43117X. $2. Conc Meds for CYP3A4 

12 ENCSEROT Char 2 $X43117X. $2. Conc Meds for Serotonin 

13 ENCQTCF Char 2 $X43117X. $2. QTCF Interval Greater 450 

14 ENCSPOXY Char 2 $X43117X. $2. Supplemental Oxygen 

15 ENCIAGNT Char 2 $X43117X. $2. Investigational Agent Use 

16 ENCGVHDT Char 2 $X43117X. $2. Acute GVHD Therapy 

17 ENCINFEC Char 2 $X43117X. $2. Uncontrolled Infections 

18 rand_id Char 20 Randomized ID 

19 enrldate_enrc_days Num 8 Enrollment Date C - Randomization Enrollment (in days from 
enrollment date A) 

20 ENCINFDT_DAYS Num 8 Stem Cell Infusion Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

        

         

       

       

       

       

       

        

       

       

        

       

        

       

        

       

       

       

       

       

       

       

       

       

       

         
 

 
 

  

15:52 Friday, August 07, 2026 166 

Data Set Name: enrx.sas7bdat 

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

2 ENXSUITB Char 2 $X43117X. $2. Suitable Transplant Cand 

3 ENXSGNCT Char 2 $X43117X. $2. Signed Consent 

4 ENXLEGAL Char 2 $X43117X. $2. Legal Adult 

5 ENXSAMPL Char 2 $X43117X. $2. Consent Research Sample 

6 ENXAMLCR Char 2 $X43117X. $2. Confirmed AML In CR1 

7 ENXFLT3M Char 2 $X43117X. $2. Presence Of FLT3 Mutation 

8 ENXLABS Char 2 $X43117X. $2. Meet Criteria In All Labs 

9 ENXLVEF Char 2 $X43117X. $2. LVEF GT Or EQ 40 Percent 

10 ENXDLCO Char 2 $X43117X. $2. Meets DLCO FEV1 FVC Critr 

11 ENXFEMCO Char 2 $X43118X. $2. Female Contraception 

12 ENXBRFED Char 2 $X43118X. $2. Agree Not To Breastfeed 

13 ENXMALEC Char 2 $X43118X. $2. Male Use Contraception 

14 ENXMALES Char 2 $X43118X. $2. Male Not Donate Sperm 

15 ENXORAL Char 2 $X43117X. $2. Able To Take Oral Meds 

16 ENXOTSTY Char 2 $X43117X. $2. Participate In Othr Study 

17 ENXPRTXP Char 2 $X43117X. $2. Had Prior Transplant 

18 ENXKARN Char 2 $X43117X. $2. Karnofsky Score GT 70 Per 

19 ENXCYP3A Char 2 $X43117X. $2. Trtmnt Wth Inducers CYP3A 

20 ENXSERO Char 2 $X43117X. $2. Con Meds Serotonin Recept 

21 ENXQTCF Char 2 $X43117X. $2. QTCF GT 450 msec 

22 ENXLNGQT Char 2 $X43117X. $2. Long QT Syndrome 

23 ENXHIV Char 2 $X43117X. $2. HIV Infection 

24 ENXHEPB Char 2 $X43117X. $2. Active Hepatitis B Infect 

25 ENXHEPC Char 2 $X43117X. $2. Active Hepatitis C Infect 

26 ENXINFEC Char 2 $X43117X. $2. Uncontrolled Infection 

27 ENXMYINF Char 2 $X43117X. $2. Myocardial Infarction 

28 ENXSERMD Char 2 $X43117X. $2. Serious Medical Or Psych 

29 ENXPREG Char 2 $X43118X. $2. Pregnant Or Breastfeeding 

30 ENXMALIG Char 2 $X43117X. $2. Prior Malignancies 

31 ENXACKNO Char 1 $X42290X. $1. Site Acknowledge Failure 

32 rand_id Char 20 Randomized ID 

33 enrldate_enrx_days Num 8 Enrollment Date X - Registration Failure (in days from enrollment date 
A) 



  

  

   

 
 

       
       

       

        

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

       

         
 

       
 

 
  

15:52 Friday, August 07, 2026 167 

Data Set Name: enrz.sas7bdat 

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

2 ENZDAYS Char 2 $X43117X. $2. Between 30 and 90 Days 

3 ENZANCPL Char 2 $X43117X. $2. ANC 500 Platelets 20000 

4 ENZAGENT Char 2 $X43117X. $2. Invest Agent Past 4 Wk 

5 ENZMAML Char 2 $X43117X. $2. Morphological AML 

6 ENZCLBCR Char 2 $X43117X. $2. CLB Criteria Met 

7 ENZOXYGN Char 2 $X43117X. $2. No Supplem Oxygen 

8 ENZGVHD Char 2 $X43117X. $2. Acute GVHD 

9 ENZAGVHD Char 2 $X43117X. $2. No Acte GVHD Tx Past 4 Wk 

10 ENZORAL Char 2 $X43117X. $2. Able Take Oral Med 

11 ENZCYP3A Char 2 $X43117X. $2. Conc Meds for CYP3A4 

12 ENZSEROT Char 2 $X43117X. $2. Conc Meds for Serotonin 

13 ENZQTCF Char 2 $X43117X. $2. QTCF Interval Greater 450 

14 ENZSPOXY Char 2 $X43117X. $2. Supplemental Oxygen 

15 ENZIAGNT Char 2 $X43117X. $2. Investigational Agent Use 

16 ENZGVHDT Char 2 $X43117X. $2. Acute GVHD Therapy 

17 ENZINFEC Char 2 $X43117X. $2. Uncontrolled Infections 

18 ENZACKNO Char 1 $X42290X. $1. Site Acknowledge Failure 

19 rand_id Char 20 Randomized ID 

20 enrldate_enrz_days Num 8 Enrollment Date Z - Randomization Failure (in days from enrollment 
date A) 

21 ENZINFDT_DAYS Num 8 Stem Cell Infusion Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 168 

Data Set Name: eq5.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 EQ5MBTLY Char 3 $X42688X. $3. Mobility 

5 EQ5SLFCR Char 3 $X42689X. $3. Self-care 

6 EQ5ACTIV Char 3 $X42690X. $3. Usual activities 

7 EQ5PAIND Char 3 $X42691X. $3. Pain or discomfort 

8 EQ5ANXDE Char 3 $X42692X. $3. Anxiety or depression 

9 EQ5HLTTD Num 8 4. 4. Your health today 

10 rand_id Char 20 Randomized ID 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

        

       

       

       

       

       

       

       

       

        

       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 169 

Data Set Name: fcb.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 FCBJOB Char 2 $X54091X. $2. Concerned abt keeping job 

5 FCBDIST Char 2 $X54091X. $2. Distant from other people 

6 FCBTRANS Char 2 $X54091X. $2. Transplant will not work 

7 FCBSIDE Char 2 $X54091X. $2. Side-effcts wrse than img 

8 FCBAPPET Char 2 $X54091X. $2. I have a good appetite 

9 FCBAPBDY Char 2 $X54091X. $2. Like appearance of body 

10 FCBAROUN Char 2 $X54091X. $2. Able to get around 

11 FCBTIRED Char 2 $X54091X. $2. I get tired easily 

12 FCBINSEX Char 2 $X54091X. $2. Interested in sex 

13 FCBCHILD Char 2 $X54091X. $2. Ability to have children 

14 FCBNURSE Char 2 $X54091X. $2. Confidence in my nurse 

15 FCBRGBMT Char 2 $X54091X. $2. Regret BMT 

16 FCBREMEM Char 2 $X54091X. $2. I can remember things 

17 FCBCONCE Char 2 $X54091X. $2. Able to concentrate 

18 FCBFRCLD Char 2 $X54091X. $2. Frequent cold and infect 

19 FCBEYE Char 2 $X54091X. $2. My eyesight is blurry 

20 FCBTASTE Char 2 $X54091X. $2. Bothered change in taste 

21 FCBTREMO Char 2 $X54091X. $2. I have tremors 

22 FCBBREAT Char 2 $X54091X. $2. Shortness of breath 

23 FCBSKIN Char 2 $X54091X. $2. Bothered by skin problems 

24 FCBBOWEL Char 2 $X54091X. $2. Trouble with bowels 

25 FCBHARD Char 2 $X54091X. $2. Hardship for family 

26 FCBCOST Char 2 $X54091X. $2. Treatment cost burden 

27 rand_id Char 20 Randomized ID 

28 ENRLDATE_DAYS Num 8 ENRLDATE (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

        

       

       

       

       

       

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

        

       

        

       

        

       

15:52 Friday, August 07, 2026 170 

Data Set Name: fcl.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 FCLLKENG Char 2 $X54091X. $2. Lack of energy 

5 FCLNAUSE Char 2 $X54091X. $2. I have nausea 

6 FCLFAMND Char 2 $X54091X. $2. Meeting family needs 

7 FCLPAIN Char 2 $X54091X. $2. I have pain 

8 FCLSDEFF Char 2 $X54091X. $2. Bothered by side effects 

9 FCLILL Char 2 $X54091X. $2. I feel ill 

10 FCLTMBED Char 2 $X54091X. $2. Forced time in bed 

11 FCLFRNDS Char 2 $X54091X. $2. Close to friends 

12 FCLEMSUP Char 2 $X54091X. $2. Emotional support family 

13 FCLSUPFR Char 2 $X54091X. $2. Support from friends 

14 FCLFMILL Char 2 $X54091X. $2. Family accepted illness 

15 FCLCOMFM Char 2 $X54091X. $2. Family communication 

16 FCLPARTN Char 2 $X54091X. $2. Feel close to my partner 

17 FCLSXLNA Char 2 $X41883X. $2. Prefer not to answer sx q 

18 FCLSXLIF Char 2 $X54091X. $2. Satisfied with sex life 

19 FCLFLSAD Char 2 $X54091X. $2. I feel sad 

20 FCLCPILL Char 2 $X54091X. $2. Coping with illness 

21 FCLHOPE Char 2 $X54091X. $2. Losing hope agnst illness 

22 FCLNERVO Char 2 $X54091X. $2. I feel nervous 

23 FCLDYING Char 2 $X54091X. $2. I worry about dying 

24 FCLWORSE Char 2 $X54091X. $2. Worry cond will get worse 

25 FCLWORK Char 2 $X54091X. $2. I am able to work 

26 FCLWKFUL Char 2 $X54091X. $2. My work is fulfilling 

27 FCLENJOY Char 2 $X54091X. $2. I am able to enjoy life 

28 FCLACILL Char 2 $X54091X. $2. I have accepted my illnes 

29 FCLSLEEP Char 2 $X54091X. $2. I am sleeping well 

30 FCLFUN Char 2 $X54091X. $2. Enjoy things I do for fun 

31 FCLQUALI Char 2 $X54091X. $2. Content w quality of life 

32 FCLFEVER Char 2 $X54091X. $2. Bothered by fevers 

33 FCLXPAIN Char 2 $X54091X. $2. Experience pain 

34 FCLCHILL Char 2 $X54091X. $2. Bothered by chills 

35 FCLNTSWT Char 2 $X54091X. $2. I have night sweats 

36 FCLLUMPS Char 2 $X54091X. $2. Bothered by lumps 

37 FCLBLEED Char 2 $X54091X. $2. I bleed easily 
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40
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15:52 Friday, August 07, 2026 171 

Num Variable Type Len Format Informat Label 
FCLBRUIS Char 2 $X54091X. $2. I bruise easily 

FCLWEAK Char 2 $X54091X. $2. I feel weak all over 

FCLTIRED Char 2 $X54091X. $2. I get tired easily 

FCLWGTLS Char 2 $X54091X. $2. I am losing weight 

FCLAPPET Char 2 $X54091X. $2. I have a good appetite 

FCLACTIV Char 2 $X54091X. $2. Able to do usual actvties 

FCLINFEC Char 2 $X54091X. $2. Worry abt infections 

FCLFTHLT Char 2 $X54091X. $2. Uncrtn abt furture health 

FCLNWSYM Char 2 $X54091X. $2. Getting new symptoms 

FCLEMOTI Char 2 $X54091X. $2. Emotional ups and downs 

FCLISOLA Char 2 $X54091X. $2. Feel isolated from others 

rand_id Char 20 Randomized ID 

ENRLDATE_DAYS Num 8 ENRLDATE (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

       

        

       

       

       
 

 
  

15:52 Friday, August 07, 2026 172 

Data Set Name: fls.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 PGSPEC Char 20 $X46572X. $20. Specimen Material Type 

5 LPMACCNO Char 40 $40. $40. LPM Accession Number 

6 CHR Num 8 11. 11. Chromosome 

7 FLSPOS Char 20 $20. $20. Position 

8 REF Char 30 $30. $30. Reference 

9 VRF Char 10 $10. $10. Frequency 

10 COSMIC Char 50 $50. $50. Catalog of somatic muta 

11 DBSNP Char 20 $20. $20. DB Single nucleotide poly 

12 VARTYPE Char 20 $20. $20. Variant_Type 

13 SIZE Num 8 11. 11. Variant_Size 

14 GENE Char 10 $10. $10. Gene_Name 

15 CCDS Char 20 $20. $20. Consensus Coding DNA Sequ 

16 CNSQ Char 50 $50. $50. Consequence 

17 CDS Char 50 $50. $50. Coding DNA Sequence 

18 AA1 Char 20 $20. $20. Amino Acid 

19 SIFT Char 20 $20. $20. Sorting Intolerant From T 

20 POLYPHEN Char 50 $50. $50. Polymorphism Phenotyping 

21 rand_id Char 20 Randomized ID 

22 COLDT_DAYS Num 8 Sample Collection Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

        

       

        

        

       

       

       

        

       

       

       
 

 
  

15:52 Friday, August 07, 2026 173 

Data Set Name: flt.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 RECRDID Char 20 $20. $20. Record ID 

5 SAMPID Char 20 $20. $20. Sample Unique Identifier 

6 PGSPEC Char 20 $X49717X. $20. Specimen Material Type 

7 LPMACCNO Char 40 $40. $40. LPM Accession Number 

8 DNACONAC Char 3 $3. $3. DNA Conc. Acceptable 

9 ITDRSLT Char 20 $20. $20. ITD Sample Result 

10 TKDRSLT Char 20 $20. $20. TKD Sample Result 

11 FLT3RSLT Char 20 $20. $20. Final FLT3 Sample Result 

12 RSNSMDEV Char 8000 $8000. $8000. Reason for Sample Deviati 

13 PGREASND Char 8000 $8000. $8000. Reason Test Not Done 

14 ITDRSNF Char 8000 $8000. $8000. ITD Sample Failure Reason 

15 TKDRSN Char 8000 $8000. $8000. TKD Sample Failure Reason 

16 rand_id Char 20 Randomized ID 

17 COLDT_DAYS Num 8 Sample Collection Date (in days since enrollment date A) 

18 RPTDT_DAYS Num 8 Central Lab Report Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

        

       

       

       

       

       

       

        

       

        

       

       
 

 
  

15:52 Friday, August 07, 2026 174 

Data Set Name: fus.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 FUSCNEST Char 1 $X43508X. $1. Estimated Last Contact Dt 

5 FUSPTDIE Char 1 $X42290X. $1. Participant Death 

6 FUSRLPDF Char 1 $X42290X. $1. Relapse Definition Met 

7 FUSRPEST Char 1 $X43508X. $1. Estimated Relapse Date 

8 FUSALTHR Char 1 $X42290X. $1. Anti-leukemic Therapy 

9 FUSDLI Char 1 $X42290X. $1. Received Donor Infusion 

10 FUSDLINR Char 1 $X42290X. $1. DLI Not Given For Relapse 

11 FUSHOSP Char 1 $X42290X. $1. Emergency Hospitalization 

12 FUSHPEST Char 1 $X43508X. $1. Estimated Hospital Date 

13 FUSAESAE Num 8 3. 3. AE/SAE Follow-up Visits 

14 FUSGVHD Num 8 3. 3. GVHD Follow-up Visits 

15 FUSINFEC Num 8 3. 3. Infect Follow-up Visits 

16 rand_id Char 20 Randomized ID 

17 FUSCONDT_DAYS Num 8 Date Of Last Contact (in days since enrollment date A) 

18 FUSDTHDT_DAYS Num 8 Date Of Participant Death (in days since enrollment date A) 

19 FUSRLPDT_DAYS Num 8 Date Of Relapse (in days since enrollment date A) 

20 FUSDLIDT_DAYS Num 8 DLI Date (in days since enrollment date A) 

21 FUSHOSDT_DAYS Num 8 Date Of Hospitalization (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

        

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 175 

Data Set Name: hlb.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 HLBCBCCL Char 1 $X42290X. $1. CBC Differential Collectd 

5 HLBRGCHG Char 1 $X42290X. $1. HLB Range Change 

6 HLBWBC Char 25 $25. $25. WBC Count 

7 HLBWBCUN Char 1 $X42815X. $1. WBC Count Units 

8 HLBWLLN Char 25 $25. $25. WBC LLN 

9 HLBWULN Char 25 $25. $25. WBC ULN 

10 HLBPLA Char 25 $25. $25. Platelet Count 

11 HLBPLAUN Char 1 $X42817X. $1. Platelet Count Units 

12 HLBPLLN Char 25 $25. $25. Platelet LLN 

13 HLBHEM Char 25 $25. $25. Hemoglobin 

14 HLBHEMUN Char 1 $X42818X. $1. Hemoglobin Units 

15 HLBHLLN Char 25 $25. $25. Hemoglobin LLN 

16 HLBHULN Char 25 $25. $25. Hemoglobin ULN 

17 HLBCRT Char 25 $25. $25. Hematocrit 

18 HLBCRTUN Char 1 $X42819X. $1. Hematocrit Units 

19 HLBRNEU Char 25 $25. $25. Neutrophils 

20 HLBRNEUN Char 1 $X42824X. $1. Neutrophil Units 

21 HLBNEU Char 25 $25. $25. Neutrophils Abs 

22 HLBNEUUN Char 1 $X42823X. $1. Neutrophil Abs Units 

23 HLBNLLN Char 25 $25. $25. Neutrophils Abs LLN 

24 HLBLYM Char 25 $25. $25. Lymphocytes 

25 HLBLYMUN Char 1 $X42824X. $1. Lymphocytes Units 

26 HLBALY Char 25 $25. $25. Lymphocytes Abs 

27 HLBALYUN Char 1 $X42825X. $1. Lymphocytes Abs Units 

28 HLBLLLN Char 25 $25. $25. Lymphocytes Abs LLN 

29 HLBLULN Char 25 $25. $25. Lymphoctyes Abs ULN 

30 HLBBLA Char 25 $25. $25. Blasts 

31 HLBBLAUN Char 1 $X42824X. $1. Blasts Units 

32 rand_id Char 20 Randomized ID 

33 HLBCBCDT_DAYS Num 8 Date Most Recent Sample (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 176 

Data Set Name: idm.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 IDMCMV Char 1 $X42290X. $1. CMV Test Performed 

5 IDMCMVRE Char 1 $X42458X. $1. CMV Test Results 

6 IDMHEP Char 1 $X42290X. $1. Hepatitis Panel Performed 

7 IDMHBSUR Char 1 $X42458X. $1. HepB Surface Antigen Rslt 

8 IDMHBCOR Char 1 $X42458X. $1. HepB Core Antibody Rslt 

9 IDMHBDNA Char 1 $X42458X. $1. HepB DNA Results 

10 IDMHEPC Char 1 $X42458X. $1. HepC Antibody Results 

11 IDMHIV Char 2 $X42469X. $2. HIV Test Performed 

12 IDMHIVRE Char 1 $X42458X. $1. HIV Test Results 

13 rand_id Char 20 Randomized ID 

14 IDMCOLDT_DAYS Num 8 Date Sample Collected (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

        

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

        

       
 

 
  

15:52 Friday, August 07, 2026 177 

Data Set Name: inf.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

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

4 INFSEQ Char 3 $XAESEQX. $3. Sequence Number 

5 INFDTCON Char 1 $X43508X. $1. Onset Date Convention 

6 INFSONST Char 1 $X43351X. $1. Onset to Drug 

7 INFSAE Char 1 $X42290X. $1. SAE Criteria Met 

8 INFRELAT Char 1 $X42762X. $1. Relation to Study Drug 

9 INFOUTCO Char 1 $X42774X. $1. Most Severe Outcome 

10 INFONGOI Char 1 $X42776X. $1. Infection Ongoing 

11 INFSCHED Char 2 $X42772X. $2. Effect on Drug Schedule 

12 INFNONMI Char 1 $X42290X. $1. Nonmicrobio Infection 

13 INFPNEUM Char 1 $X42290X. $1. Evidence of Pneumonia 

14 INFVENTI Char 1 $X42290X. $1. Mechanical Ventilation 

15 INFTYPHL Char 1 $X42290X. $1. Typhlitis 

16 INFSSEPS Char 1 $X42290X. $1. Sever Sepsis No Organism 

17 INFTYPE Char 1 $X46793X. $1. Infection Type 

18 INFORG Char 3 $X46792X. $3. Organism I 

19 INFORGSP Char 50 $50. $50. Specify Other Organism 

20 INFCTCAE Char 1 $X42761X. $1. CTCAE Grade 

21 INFSEPS Char 1 $X42290X. $1. Evidence of Sepsis 

22 INFINFIL Char 1 $X42290X. $1. Evidence of Infiltrates 

23 rand_id Char 20 Randomized ID 

24 INFONSDT_DAYS Num 8 Infection Onset Date (in days since enrollment date A) 

25 INFRESDT_DAYS Num 8 Infection Resolution Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

15:52 Friday, August 07, 2026 178 

Data Set Name: l10.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 L10ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 L10ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 L10ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 L10ASRE1 Char 10 $10. $10. AST Result 1 

8 L10ASUL1 Char 10 $10. $10. AST ULN 1 

9 L10ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 L10ATRE1 Char 10 $10. $10. ALT Result 1 

11 L10ATUL1 Char 10 $10. $10. ALT ULN 1 

12 L10ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 L10BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 L10BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 L10BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 L10CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 L10CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 L10CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 L10PRRE1 Num 8 6.1 6.1 Prothrombin Time Result 1 

20 L10PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

21 L10INRE1 Num 8 6.1 6.1 INR Result 1 

22 L10INUL1 Num 8 6.1 6.1 INR ULN 1 

23 L10ALRE2 Char 10 $10. $10. Alkaline Result 2 

24 L10ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

25 L10ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

26 L10ASRE2 Char 10 $10. $10. AST Result 2 

27 L10ASUL2 Char 10 $10. $10. AST ULN 2 

28 L10ASUN2 Char 1 $X42851X. $1. AST Units 2 

29 L10ATRE2 Char 10 $10. $10. ALT Result 2 

30 L10ATUL2 Char 10 $10. $10. ALT ULN 2 

31 L10ATUN2 Char 1 $X42851X. $1. ALT Units 2 

32 L10BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

33 L10BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

34 L10BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

35 L10CRRE2 Char 10 $10. $10. Creatinine Result 2 

36 L10CRUL2 Char 10 $10. $10. Creatinine ULN 2 

37 L10CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 
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15:52 Friday, August 07, 2026 179 

Num Variable Type Len Format Informat Label 
L10PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

L10ALRE3 Char 10 $10. $10. Alkaline Result 3 

L10ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 

L10ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

L10ASRE3 Char 10 $10. $10. AST Result 3 

L10ASUL3 Char 10 $10. $10. AST ULN 3 

L10ASUN3 Char 1 $X42851X. $1. AST Units 3 

L10ATRE3 Char 10 $10. $10. ALT Result 3 

L10ATUL3 Char 10 $10. $10. ALT ULN 3 

L10ATUN3 Char 1 $X42851X. $1. ALT Units 3 

L10BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

L10BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

L10BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

L10CRRE3 Char 10 $10. $10. Creatinine Result 3 

L10CRUL3 Char 10 $10. $10. Creatinine ULN 3 

L10CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

L10PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

L10ALRE4 Char 10 $10. $10. Alkaline Result 4 

L10ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

L10ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

L10ASRE4 Char 10 $10. $10. AST Result 4 

L10ASUL4 Char 10 $10. $10. AST ULN 4 

L10ASUN4 Char 1 $X42851X. $1. AST Units 4 

L10ATRE4 Char 10 $10. $10. ALT Result 4 

L10ATUL4 Char 10 $10. $10. ALT ULN 4 

L10ATUN4 Char 1 $X42851X. $1. ALT Units 4 

L10BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

L10BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

L10BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

L10CRRE4 Char 10 $10. $10. Creatinine Result 4 

L10CRUL4 Char 10 $10. $10. Creatinine ULN 4 

L10CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

L10PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

L10ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

L10AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

L10AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

L10AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

L10BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 180 

Num Variable Type Len Format Informat Label 
L10CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

L10PR1DT_DAYS Num 8 Prothrombin Time Date 1 (in days since enrollment date A) 

L10IN1DT_DAYS Num 8 INR Date 1 (in days since enrollment date A) 

L10AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

L10AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

L10AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

L10BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

L10CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

L10AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

L10AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

L10AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

L10BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

L10CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

L10AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

L10AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

L10AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

L10BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

L10CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 181 

Data Set Name: l11.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 L11ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 L11ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 L11ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 L11ASRE1 Char 10 $10. $10. AST Result 1 

8 L11ASUL1 Char 10 $10. $10. AST ULN 1 

9 L11ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 L11ATRE1 Char 10 $10. $10. ALT Result 1 

11 L11ATUL1 Char 10 $10. $10. ALT ULN 1 

12 L11ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 L11BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 L11BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 L11BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 L11CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 L11CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 L11CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 L11PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

20 L11ALRE2 Char 10 $10. $10. Alkaline Result 2 

21 L11ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

22 L11ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

23 L11ASRE2 Char 10 $10. $10. AST Result 2 

24 L11ASUL2 Char 10 $10. $10. AST ULN 2 

25 L11ASUN2 Char 1 $X42851X. $1. AST Units 2 

26 L11ATRE2 Char 10 $10. $10. ALT Result 2 

27 L11ATUL2 Char 10 $10. $10. ALT ULN 2 

28 L11ATUN2 Char 1 $X42851X. $1. ALT Units 2 

29 L11BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

30 L11BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

31 L11BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

32 L11CRRE2 Char 10 $10. $10. Creatinine Result 2 

33 L11CRUL2 Char 10 $10. $10. Creatinine ULN 2 

34 L11CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

35 L11PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

36 L11ALRE3 Char 10 $10. $10. Alkaline Result 3 

37 L11ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 
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15:52 Friday, August 07, 2026 182 

Num Variable Type Len Format Informat Label 
L11ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

L11ASRE3 Char 10 $10. $10. AST Result 3 

L11ASUL3 Char 10 $10. $10. AST ULN 3 

L11ASUN3 Char 1 $X42851X. $1. AST Units 3 

L11ATRE3 Char 10 $10. $10. ALT Result 3 

L11ATUL3 Char 10 $10. $10. ALT ULN 3 

L11ATUN3 Char 1 $X42851X. $1. ALT Units 3 

L11BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

L11BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

L11BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

L11CRRE3 Char 10 $10. $10. Creatinine Result 3 

L11CRUL3 Char 10 $10. $10. Creatinine ULN 3 

L11CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

L11PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

L11ALRE4 Char 10 $10. $10. Alkaline Result 4 

L11ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

L11ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

L11ASRE4 Char 10 $10. $10. AST Result 4 

L11ASUL4 Char 10 $10. $10. AST ULN 4 

L11ASUN4 Char 1 $X42851X. $1. AST Units 4 

L11ATRE4 Char 10 $10. $10. ALT Result 4 

L11ATUL4 Char 10 $10. $10. ALT ULN 4 

L11ATUN4 Char 1 $X42851X. $1. ALT Units 4 

L11BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

L11BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

L11BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

L11CRRE4 Char 10 $10. $10. Creatinine Result 4 

L11CRUL4 Char 10 $10. $10. Creatinine ULN 4 

L11CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

L11PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

L11ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

L11AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

L11AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

L11AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

L11BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

L11CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

L11AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

L11AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 183 

Num Variable Type Len Format Informat Label 
L11AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

L11BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

L11CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

L11AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

L11AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

L11AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

L11BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

L11CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

L11AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

L11AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

L11AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

L11BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

L11CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 184 

Data Set Name: l12.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 L12ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 L12ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 L12ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 L12ASRE1 Char 10 $10. $10. AST Result 1 

8 L12ASUL1 Char 10 $10. $10. AST ULN 1 

9 L12ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 L12ATRE1 Char 10 $10. $10. ALT Result 1 

11 L12ATUL1 Char 10 $10. $10. ALT ULN 1 

12 L12ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 L12BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 L12BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 L12BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 L12CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 L12CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 L12CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 L12PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

20 L12ALRE2 Char 10 $10. $10. Alkaline Result 2 

21 L12ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

22 L12ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

23 L12ASRE2 Char 10 $10. $10. AST Result 2 

24 L12ASUL2 Char 10 $10. $10. AST ULN 2 

25 L12ASUN2 Char 1 $X42851X. $1. AST Units 2 

26 L12ATRE2 Char 10 $10. $10. ALT Result 2 

27 L12ATUL2 Char 10 $10. $10. ALT ULN 2 

28 L12ATUN2 Char 1 $X42851X. $1. ALT Units 2 

29 L12BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

30 L12BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

31 L12BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

32 L12CRRE2 Char 10 $10. $10. Creatinine Result 2 

33 L12CRUL2 Char 10 $10. $10. Creatinine ULN 2 

34 L12CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

35 L12PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

36 L12ALRE3 Char 10 $10. $10. Alkaline Result 3 

37 L12ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 
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15:52 Friday, August 07, 2026 185 

Num Variable Type Len Format Informat Label 
L12ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

L12ASRE3 Char 10 $10. $10. AST Result 3 

L12ASUL3 Char 10 $10. $10. AST ULN 3 

L12ASUN3 Char 1 $X42851X. $1. AST Units 3 

L12ATRE3 Char 10 $10. $10. ALT Result 3 

L12ATUL3 Char 10 $10. $10. ALT ULN 3 

L12ATUN3 Char 1 $X42851X. $1. ALT Units 3 

L12BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

L12BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

L12BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

L12CRRE3 Char 10 $10. $10. Creatinine Result 3 

L12CRUL3 Char 10 $10. $10. Creatinine ULN 3 

L12CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

L12PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

L12ALRE4 Char 10 $10. $10. Alkaline Result 4 

L12ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

L12ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

L12ASRE4 Char 10 $10. $10. AST Result 4 

L12ASUL4 Char 10 $10. $10. AST ULN 4 

L12ASUN4 Char 1 $X42851X. $1. AST Units 4 

L12ATRE4 Char 10 $10. $10. ALT Result 4 

L12ATUL4 Char 10 $10. $10. ALT ULN 4 

L12ATUN4 Char 1 $X42851X. $1. ALT Units 4 

L12BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

L12BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

L12BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

L12CRRE4 Char 10 $10. $10. Creatinine Result 4 

L12CRUL4 Char 10 $10. $10. Creatinine ULN 4 

L12CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

L12PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

L12ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

L12AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

L12AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

L12AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

L12BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

L12CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

L12AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

L12AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 186 

Num Variable Type Len Format Informat Label 
L12AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

L12BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

L12CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

L12AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

L12AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

L12AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

L12BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

L12CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

L12AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

L12AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

L12AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

L12BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

L12CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 187 

Data Set Name: laa.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LAAELVAT Char 1 $X42290X. $1. Elevated ALT or AST 

5 LAAASTRE Char 10 $10. $10. AST Result 

6 LAAASTUL Char 10 $10. $10. AST ULN 

7 LAAASTUN Char 1 $X42851X. $1. AST Units 

8 LAAALTRE Char 10 $10. $10. ALT Result 

9 LAAALTUL Char 10 $10. $10. ALT ULN 

10 LAAALTUN Char 1 $X42851X. $1. ALT Units 

11 LAABILEL Char 1 $X42290X. $1. Elevated Bilirubin 

12 LAABILRE Char 10 $10. $10. Total Bilirubin Result 

13 LAABILUL Char 10 $10. $10. Total Bilirubin ULN 

14 LAABILUN Char 1 $X42853X. $1. Total Bilirubin Units 

15 LAALABTS Char 1 $X42290X. $1. Additional Lab Testing 

16 LAASERTS Char 1 $X42290X. $1. Serology Testing 

17 LAAHEPBB Char 2 $X42633X. $2. Hepatitis B Antigen 

18 LAAHEPBC Char 2 $X42633X. $2. Hepatitis B Antibody 

19 LAAHEPCA Char 2 $X42633X. $2. Hepatitis B Core Antigen 

20 LAAHEPCB Char 2 $X42633X. $2. Hepatitis B Core Antibody 

21 LAAHEPAM Char 2 $X42633X. $2. Hepatitis A Antibody IgM 

22 LAAHEPAG Char 2 $X42633X. $2. Hepatitis A Antibody IgG 

23 LAAHCVAN Char 2 $X42633X. $2. HCV Antibody 

24 LAACYTOM Char 2 $X42633X. $2. Cytomegalovirus 

25 LAAEPIGM Char 2 $X42633X. $2. Epstein-Barr Virus IgM 

26 LAAEPIGG Char 2 $X42633X. $2. Epstein-Barr Virus IgG 

27 LAALIVIM Char 1 $X42290X. $1. Liver Imaging 

28 LAAULTRA Char 2 $X42856X. $2. Ultrasound 

29 LAACTSCA Char 2 $X42856X. $2. CT Scan 

30 LAAMRI Char 2 $X42856X. $2. MRI 

31 LAAANGIO Char 2 $X42856X. $2. Angiography 

32 LAAOTHSP Char 2 $X42856X. $2. Specify Other Imaging 1 

33 LAALIMSP Char 50 $50. $50. Specify Other Imaging 2 

34 LAAAB1SP Char 50 $50. $50. Specify Abnormality 1 

35 LAALBIOP Char 1 $X42290X. $1. Liver Biopsy 

36 LAABIORE Char 1 $X49561X. $1. Results of Liver Biopsy 

37 LAAAB2SP Char 50 $50. $50. Specify Abnormality 2 
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15:52 Friday, August 07, 2026 188 

Num Variable Type Len Format Informat Label 
LAASIGSY Char 1 $X42290X. $1. Associated Signs Symptoms 

LAAFATIG Char 1 $X42290X. $1. Fatigue 

LAAARTHR Char 1 $X42290X. $1. Arthralgia 

LAAASTHE Char 1 $X42290X. $1. Asthenia 

LAACONF Char 1 $X42290X. $1. Confusion 

LAACONSC Char 1 $X42290X. $1. Loss of Consciousness 

LAAANORE Char 1 $X42290X. $1. Anorexia 

LAANAUSE Char 1 $X42290X. $1. Nausea 

LAAVOMIT Char 1 $X42290X. $1. Vomiting 

LAAFEVER Char 1 $X42290X. $1. Fever 

LAARASH Char 1 $X42290X. $1. Rash 

LAAPRURI Char 1 $X42290X. $1. Pruritus 

LAASKINE Char 1 $X42290X. $1. Skin Eruption 

LAARIGUP Char 1 $X42290X. $1. Right Upper Quadrant Pain 

LAAASCIT Char 1 $X42290X. $1. Ascites 

LAAJAUND Char 1 $X42290X. $1. Jaundice 

LAALYMPH Char 1 $X42290X. $1. Lymphadenopathy 

LAASPLEN Char 1 $X42290X. $1. Splenomegaly 

LAAHEPAT Char 1 $X42290X. $1. Hepatomegaly 

LAAEOSIN Char 1 $X42290X. $1. Eosinophilia 

LAAEOSRE Num 8 7.1 7.1 Eosinophils Result 

LAAEOSUN Char 1 $X43348X. $1. Eosinophils Units 

LAAALCHX Char 1 $X42858X. $1. History of Alcohol Use 

LAAALCFQ Char 1 $X43538X. $1. Frequency of Alcohol Use 

LAADRUG Char 1 $X42858X. $1. History of Drug Use 

LAADRUFQ Char 1 $X43538X. $1. Frequency of Drug Use 

LAAEXPHE Char 1 $X42290X. $1. Hepatotoxic Med Exposure 

LAAHEPSP Char 50 $50. $50. Specify Hepatotoxic Med 

LAAINTTR Char 1 $X42290X. $1. International Travel 

LAALIVCO Char 1 $X42290X. $1. Liver Condition 

LAACONDI Char 50 $50. $50. Condition 

LAAOTHET Char 1 $X42290X. $1. Other Etiology 

LAAALTET Char 50 $50. $50. Alternative Etiology 

rand_id Char 20 Randomized ID 

LAADT_DAYS Num 8 Assessment Date (in days since enrollment date A) 

LAACOLDT_DAYS Num 8 AST ALT Collection Date (in days since enrollment date A) 

LAABILDT_DAYS Num 8 Bilirubin Collection Date (in days since enrollment date A) 

LAASERDT_DAYS Num 8 Serology Testing Date (in days since enrollment date A) 

LAAULTDT_DAYS Num 8 Ultrasound Date (in days since enrollment date A) 



  

  

   

       
       

       

       
 

 
  

15:52 Friday, August 07, 2026 189 

Num Variable Type Len Format Informat Label 
77 LAACTSDT_DAYS Num 8 CT Scan Date (in days since enrollment date A) 

78 LAALIMDT_DAYS Num 8 Other Liver Imaging Date (in days since enrollment date A) 

79 LAABIODT_DAYS Num 8 Liver Biopsy Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

        

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

15:52 Friday, August 07, 2026 190 

Data Set Name: lat.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LATALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LATALUL1 Char 10 $10. $10. Alkalne Phosphatase ULN 1 

6 LATALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LATASRE1 Char 10 $10. $10. AST Result 1 

8 LATASUL1 Char 10 $10. $10. AST ULN 1 

9 LATASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LATATRE1 Char 10 $10. $10. ALT Result 1 

11 LATATUL1 Char 10 $10. $10. ALT ULN 1 

12 LATATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LATBIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LATBIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LATBIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LATCRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LATCRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LATCRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LATPRRE1 Num 8 6.1 6.1 Prothrombin Time Result 1 

20 LATPRUL1 Num 8 6.1 6.1 Prothrombin Time ULN 1 

21 LATPRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

22 LATINRE1 Num 8 6.1 6.1 INR Result 1 

23 LATINUL1 Num 8 6.1 6.1 INR ULN 1 

24 LATALRE2 Char 10 $10. $10. Alkaline Result 2 

25 LATALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

26 LATALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

27 LATASRE2 Char 10 $10. $10. AST Result 2 

28 LATASUL2 Char 10 $10. $10. AST ULN 2 

29 LATASUN2 Char 1 $X42851X. $1. AST Units 2 

30 LATATRE2 Char 10 $10. $10. ALT Result 2 

31 LATATUL2 Char 10 $10. $10. ALT ULN 2 

32 LATATUN2 Char 1 $X42851X. $1. ALT Units 2 

33 LATBIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

34 LATBIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

35 LATBIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

36 LATCRRE2 Char 10 $10. $10. Creatinine Result 2 

37 LATCRUL2 Char 10 $10. $10. Creatinine ULN 2 
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15:52 Friday, August 07, 2026 191 

Num Variable Type Len Format Informat Label 
LATCRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

LATPRRE2 Num 8 6.1 6.1 Prothrombin Time Result 2 

LATPRUL2 Num 8 6.1 6.1 Prothrombin Time ULN 2 

LATPRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

LATINRE2 Num 8 6.1 6.1 INR Result 2 

LATINUL2 Num 8 6.1 6.1 INR ULN 2 

LATALRE3 Char 10 $10. $10. Alkaline Result 3 

LATALUL3 Char 10 $10. $10. Alkalne Phosphatase ULN 3 

LATALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LATASRE3 Char 10 $10. $10. AST Result 3 

LATASUL3 Char 10 $10. $10. AST ULN 3 

LATASUN3 Char 1 $X42851X. $1. AST Units 3 

LATATRE3 Char 10 $10. $10. ALT Result 3 

LATATUL3 Char 10 $10. $10. ALT ULN 3 

LATATUN3 Char 1 $X42851X. $1. ALT Units 3 

LATBIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LATBIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LATBIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LATCRRE3 Char 10 $10. $10. Creatinine Result 3 

LATCRUL3 Char 10 $10. $10. Creatinine ULN 3 

LATCRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LATPRRE3 Num 8 6.1 6.1 Prothrombin Time Result 3 

LATPRUL3 Num 8 6.1 6.1 Prothrombin Time ULN 3 

LATPRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LATINRE3 Num 8 6.1 6.1 INR Result 3 

LATINUL3 Num 8 6.1 6.1 INR ULN 3 

LATALRE4 Char 10 $10. $10. Alkaline Result 4 

LATALUL4 Char 10 $10. $10. Alkalne Phosphatase ULN 4 

LATALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LATASRE4 Char 10 $10. $10. AST Result 4 

LATASUL4 Char 10 $10. $10. AST ULN 4 

LATASUN4 Char 1 $X42851X. $1. AST Units 4 

LATATRE4 Char 10 $10. $10. ALT Result 4 

LATATUL4 Char 10 $10. $10. ALT ULN 4 

LATATUN4 Char 1 $X42851X. $1. ALT Units 4 

LATBIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LATBIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LATBIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LATCRRE4 Char 10 $10. $10. Creatinine Result 4 
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15:52 Friday, August 07, 2026 192 

Num Variable Type Len Format Informat Label 
LATCRUL4 Char 10 $10. $10. Creatinine ULN 4 

LATCRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LATPRRE4 Num 8 6.1 6.1 Prothrombin Time Result 4 

LATPRUL4 Num 8 6.1 6.1 Prothrombin Time ULN 4 

LATPRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LATINRE4 Num 8 6.1 6.1 INR Result 4 

LATINUL4 Num 8 6.1 6.1 INR ULN 4 

LATADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LATAL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LATAS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LATAT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LATBI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LATCR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LATPR1DT_DAYS Num 8 Prothrombin Time Date 1 (in days since enrollment date A) 

LATIN1DT_DAYS Num 8 INR Date 1 (in days since enrollment date A) 

LATAL2DT_DAYS Num 8 Alklne Phosphatase Date 2 (in days since enrollment date A) 

LATAS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

LATAT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LATBI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LATCR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LATPR2DT_DAYS Num 8 Prothrombin Time Date 2 (in days since enrollment date A) 

LATIN2DT_DAYS Num 8 INR Date 2 (in days since enrollment date A) 

LATAL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LATAS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LATAT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LATBI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LATCR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LATPR3DT_DAYS Num 8 Prothrombin Time Date 3 (in days since enrollment date A) 

LATIN3DT_DAYS Num 8 INR Date 3 (in days since enrollment date A) 

LATAL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LATAS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LATAT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LATBI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LATCR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 

LATPR4DT_DAYS Num 8 Prothrombin Time Date 4 (in days since enrollment date A) 

LATIN4DT_DAYS Num 8 INR Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

        

       

       

        

       

       

        

       

       

       

       

       

       

       

        

       

        
 

 
  

15:52 Friday, August 07, 2026 193 

Data Set Name: lec.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 TIMEPT Char 30 $30. $30. Timepoint 

5 EGTESTCD Char 8 $XEGTESTCDX. $8. ECG Test or Examination 

6 EGTM Char 8 $8. $8. Time ECG Performed 

7 EGORRES Char 182 $182. $182. Result or Finding in orig 

8 EGTEST Char 40 $40. $40. ECG Test or Examination N 

9 EGREPNUM Num 8 9. 9. Repetition Number 

10 EGORRESU Char 20 $X43566X. $20. Original Units 

11 EGABCD Char 8 $X43567X. $8. ECG Abnormality Code 

12 EGABCM Char 8000 $8000. $8000. Comment on Abnormal Resul 

13 EGCOM Char 8000 $8000. $8000. Cardiologist Comment 

14 EGSPCCND Char 8000 $8000. $8000. Specimen Condition 

15 EGSTAT Char 8 $X43556X. $8. ECG Status 

16 EGREASND Char 8000 $8000. $8000. Reason ECG Not Performed 

17 EGMETHOD Char 8000 $8000. $8000. Method of ECG Test 

18 EGCAT Char 8000 $8000. $8000. Category for ECG 

19 EGLEAD Char 8000 $8000. $8000. Lead Location Used for Me 

20 rand_id Char 20 Randomized ID 

21 EGDT_DAYS Num 8 Date ECG Performed (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

        

       

        

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 194 

Data Set Name: lmr.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 LPMACCN1 Char 40 $40. $40. LPM Accession Number 

5 MRDRESND Char 8000 $8000. $8000. Reason Test Not Done 

6 DNACONA1 Char 3 $3. $3. DNA Conc. Acceptable 

7 ITDLNGTH Char 3 $3. $3. ITD Length (BP) 

8 VAFREQ Char 20 $20. $20. Variant Frequency 

9 rand_id Char 20 Randomized ID 

10 MRDDT_DAYS Num 8 Sample Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

        

       

       

       
 

 
  

15:52 Friday, August 07, 2026 195 

Data Set Name: lpk.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 XXTPT Char 40 $40. $40. Planned Time Point Name 

5 XXTM Char 20 $20. $20. Time of Specimen Collecti 

6 rand_id Char 20 Randomized ID 

7 xxdt_days Num 8 Date of Specimen Collection (in days from enrollment A date) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

        

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

15:52 Friday, August 07, 2026 196 

Data Set Name: lt1.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT1ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT1ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT1ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT1ASRE1 Char 10 $10. $10. AST Result 1 

8 LT1ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT1ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT1ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT1ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT1ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT1BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT1BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT1BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT1CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT1CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT1CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT1PRRE1 Num 8 6.1 6.1 Prothrombin Time Result 1 

20 LT1PRUL1 Num 8 6.1 6.1 Prothrombin Time ULN 1 

21 LT1PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

22 LT1INRE1 Num 8 6.1 6.1 INR Result 1 

23 LT1INUL1 Num 8 6.1 6.1 INR ULN 1 

24 LT1ALRE2 Char 10 $10. $10. Alkaline Result 2 

25 LT1ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

26 LT1ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

27 LT1ASRE2 Char 10 $10. $10. AST Result 2 

28 LT1ASUL2 Char 10 $10. $10. AST ULN 2 

29 LT1ASUN2 Char 1 $X42851X. $1. AST Units 2 

30 LT1ATRE2 Char 10 $10. $10. ALT Result 2 

31 LT1ATUL2 Char 10 $10. $10. ALT ULN 2 

32 LT1ATUN2 Char 1 $X42851X. $1. ALT Units 2 

33 LT1BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

34 LT1BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

35 LT1BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

36 LT1CRRE2 Char 10 $10. $10. Creatinine Result 2 

37 LT1CRUL2 Char 10 $10. $10. Creatinine ULN 2 
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15:52 Friday, August 07, 2026 197 

Num Variable Type Len Format Informat Label 
LT1CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

LT1PRRE2 Num 8 6.1 6.1 Prothrombin Time Result 2 

LT1PRUL2 Num 8 6.1 6.1 Prothrombin Time ULN 2 

LT1PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

LT1INRE2 Num 8 6.1 6.1 INR Result 2 

LT1INUL2 Num 8 6.1 6.1 INR ULN 2 

LT1ALRE3 Char 10 $10. $10. Alkaline Result 3 

LT1ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 

LT1ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT1ASRE3 Char 10 $10. $10. AST Result 3 

LT1ASUL3 Char 10 $10. $10. AST ULN 3 

LT1ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT1ATRE3 Char 10 $10. $10. ALT Result 3 

LT1ATUL3 Char 10 $10. $10. ALT ULN 3 

LT1ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT1BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT1BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT1BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT1CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT1CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT1CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT1PRRE3 Num 8 6.1 6.1 Prothrombin Time Result 3 

LT1PRUL3 Num 8 6.1 6.1 Prothrombin Time ULN 3 

LT1PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT1INRE3 Num 8 6.1 6.1 INR Result 3 

LT1INUL3 Num 8 6.1 6.1 INR ULN 3 

LT1ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT1ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT1ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT1ASRE4 Char 10 $10. $10. AST Result 4 

LT1ASUL4 Char 10 $10. $10. AST ULN 4 

LT1ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT1ATRE4 Char 10 $10. $10. ALT Result 4 

LT1ATUL4 Char 10 $10. $10. ALT ULN 4 

LT1ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT1BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT1BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT1BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT1CRRE4 Char 10 $10. $10. Creatinine Result 4 
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15:52 Friday, August 07, 2026 198 

Num Variable Type Len Format Informat Label 
LT1CRUL4 Char 10 $10. $10. Creatinine ULN 4 

LT1CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT1PRRE4 Num 8 6.1 6.1 Prothrombin Time Result 4 

LT1PRUL4 Num 8 6.1 6.1 Prothrombin Time ULN 4 

LT1PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT1INRE4 Num 8 6.1 6.1 INR Result 4 

LT1INUL4 Num 8 6.1 6.1 INR ULN 4 

LT1ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT1AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT1AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT1AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT1BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT1CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT1PR1DT_DAYS Num 8 Prothrombin Time Date 1 (in days since enrollment date A) 

LT1IN1DT_DAYS Num 8 INR Date 1 (in days since enrollment date A) 

LT1AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT1AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

LT1AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT1BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT1CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT1PR2DT_DAYS Num 8 Prothrombin Time Date 2 (in days since enrollment date A) 

LT1IN2DT_DAYS Num 8 INR Date 2 (in days since enrollment date A) 

LT1AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT1AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT1AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT1BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT1CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT1PR3DT_DAYS Num 8 Prothrombin Time Date 3 (in days since enrollment date A) 

LT1IN3DT_DAYS Num 8 INR Date 3 (in days since enrollment date A) 

LT1AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT1AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT1AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT1BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT1CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 

LT1PR4DT_DAYS Num 8 Prothrombin Time Date 4 (in days since enrollment date A) 

LT1IN4DT_DAYS Num 8 INR Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

        

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

15:52 Friday, August 07, 2026 199 

Data Set Name: lt2.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT2ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT2ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT2ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT2ASRE1 Char 10 $10. $10. AST Result 1 

8 LT2ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT2ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT2ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT2ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT2ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT2BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT2BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT2BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT2CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT2CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT2CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT2PRRE1 Num 8 6.1 6.1 Prothrombin Time Result 1 

20 LT2PRUL1 Num 8 6.1 6.1 Prothrombin Time ULN 1 

21 LT2PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

22 LT2INRE1 Num 8 6.1 6.1 INR Result 1 

23 LT2INUL1 Num 8 6.1 6.1 INR ULN 1 

24 LT2ALRE2 Char 10 $10. $10. Alkaline Result 2 

25 LT2ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

26 LT2ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

27 LT2ASRE2 Char 10 $10. $10. AST Result 2 

28 LT2ASUL2 Char 10 $10. $10. AST ULN 2 

29 LT2ASUN2 Char 1 $X42851X. $1. AST Units 2 

30 LT2ATRE2 Char 10 $10. $10. ALT Result 2 

31 LT2ATUL2 Char 10 $10. $10. ALT ULN 2 

32 LT2ATUN2 Char 1 $X42851X. $1. ALT Units 2 

33 LT2BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

34 LT2BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

35 LT2BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

36 LT2CRRE2 Char 10 $10. $10. Creatinine Result 2 

37 LT2CRUL2 Char 10 $10. $10. Creatinine ULN 2 
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15:52 Friday, August 07, 2026 200 

Num Variable Type Len Format Informat Label 
LT2CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

LT2PRRE2 Num 8 6.1 6.1 Prothrombin Time Result 2 

LT2PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

LT2INRE2 Num 8 6.1 6.1 INR Result 2 

LT2INUL2 Num 8 6.1 6.1 INR ULN 2 

LT2ALRE3 Char 10 $10. $10. Alkaline Result 3 

LT2ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 

LT2ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT2ASRE3 Char 10 $10. $10. AST Result 3 

LT2ASUL3 Char 10 $10. $10. AST ULN 3 

LT2ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT2ATRE3 Char 10 $10. $10. ALT Result 3 

LT2ATUL3 Char 10 $10. $10. ALT ULN 3 

LT2ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT2BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT2BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT2BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT2CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT2CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT2CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT2PRRE3 Num 8 6.1 6.1 Prothrombin Time Result 3 

LT2PRUL3 Num 8 6.1 6.1 Prothrombin Time ULN 3 

LT2PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT2INRE3 Num 8 6.1 6.1 INR Result 3 

LT2INUL3 Num 8 6.1 6.1 INR ULN 3 

LT2ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT2ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT2ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT2ASRE4 Char 10 $10. $10. AST Result 4 

LT2ASUL4 Char 10 $10. $10. AST ULN 4 

LT2ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT2ATRE4 Char 10 $10. $10. ALT Result 4 

LT2ATUL4 Char 10 $10. $10. ALT ULN 4 

LT2ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT2BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT2BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT2BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT2CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT2CRUL4 Char 10 $10. $10. Creatinine ULN 4 
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15:52 Friday, August 07, 2026 201 

Num Variable Type Len Format Informat Label 
LT2CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT2PRRE4 Num 8 6.1 6.1 Prothrombin Time Result 4 

LT2PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT2INRE4 Num 8 6.1 6.1 INR Result 4 

LT2INUL4 Num 8 6.1 6.1 INR ULN 4 

LT2ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT2AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT2AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT2AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT2BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT2CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT2PR1DT_DAYS Num 8 Prothrombin Time Date 1 (in days since enrollment date A) 

LT2IN1DT_DAYS Num 8 INR Date 1 (in days since enrollment date A) 

LT2AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT2AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

LT2AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT2BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT2CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT2PR2DT_DAYS Num 8 Prothrombin Time Date 2 (in days since enrollment date A) 

LT2IN2DT_DAYS Num 8 INR Date 2 (in days since enrollment date A) 

LT2AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT2AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT2AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT2BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT2CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT2PR3DT_DAYS Num 8 Prothrombin Time Date 3 (in days since enrollment date A) 

LT2IN3DT_DAYS Num 8 INR Date 3 (in days since enrollment date A) 

LT2AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT2AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT2AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT2BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT2CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 

LT2PR4DT_DAYS Num 8 Prothrombin Time Date 4 (in days since enrollment date A) 

LT2IN4DT_DAYS Num 8 INR Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

15:52 Friday, August 07, 2026 202 

Data Set Name: lt3.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT3ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT3ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT3ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT3ASRE1 Char 10 $10. $10. AST Result 1 

8 LT3ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT3ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT3ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT3ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT3ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT3BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT3BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT3BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT3CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT3CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT3CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT3PRRE1 Num 8 6.1 6.1 Prothrombin Time Result 1 

20 LT3PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

21 LT3INRE1 Num 8 6.1 6.1 INR Result 1 

22 LT3INUL1 Num 8 6.1 6.1 INR ULN 1 

23 LT3ALRE2 Char 10 $10. $10. Alkaline Result 2 

24 LT3ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

25 LT3ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

26 LT3ASRE2 Char 10 $10. $10. AST Result 2 

27 LT3ASUL2 Char 10 $10. $10. AST ULN 2 

28 LT3ASUN2 Char 1 $X42851X. $1. AST Units 2 

29 LT3ATRE2 Char 10 $10. $10. ALT Result 2 

30 LT3ATUL2 Char 10 $10. $10. ALT ULN 2 

31 LT3ATUN2 Char 1 $X42851X. $1. ALT Units 2 

32 LT3BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

33 LT3BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

34 LT3BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

35 LT3CRRE2 Char 10 $10. $10. Creatinine Result 2 

36 LT3CRUL2 Char 10 $10. $10. Creatinine ULN 2 

37 LT3CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 
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15:52 Friday, August 07, 2026 203 

Num Variable Type Len Format Informat Label 
LT3PRRE2 Num 8 6.1 6.1 Prothrombin Time Result 2 

LT3PRUL2 Num 8 6.1 6.1 Prothrombin Time ULN 2 

LT3PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

LT3INRE2 Num 8 6.1 6.1 INR Result 2 

LT3INUL2 Num 8 6.1 6.1 INR ULN 2 

LT3ALRE3 Char 10 $10. $10. Alkaline Result 3 

LT3ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 

LT3ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT3ASRE3 Char 10 $10. $10. AST Result 3 

LT3ASUL3 Char 10 $10. $10. AST ULN 3 

LT3ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT3ATRE3 Char 10 $10. $10. ALT Result 3 

LT3ATUL3 Char 10 $10. $10. ALT ULN 3 

LT3ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT3BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT3BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT3BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT3CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT3CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT3CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT3PRRE3 Num 8 6.1 6.1 Prothrombin Time Result 3 

LT3PRUL3 Num 8 6.1 6.1 Prothrombin Time ULN 3 

LT3PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT3INRE3 Num 8 6.1 6.1 INR Result 3 

LT3INUL3 Num 8 6.1 6.1 INR ULN 3 

LT3ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT3ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT3ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT3ASRE4 Char 10 $10. $10. AST Result 4 

LT3ASUL4 Char 10 $10. $10. AST ULN 4 

LT3ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT3ATRE4 Char 10 $10. $10. ALT Result 4 

LT3ATUL4 Char 10 $10. $10. ALT ULN 4 

LT3ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT3BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT3BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT3BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT3CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT3CRUL4 Char 10 $10. $10. Creatinine ULN 4 
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15:52 Friday, August 07, 2026 204 

Num Variable Type Len Format Informat Label 
LT3CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT3PRRE4 Num 8 6.1 6.1 Prothrombin Time Result 4 

LT3PRUL4 Num 8 6.1 6.1 Prothrombin Time ULN 4 

LT3PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT3INRE4 Num 8 6.1 6.1 INR Result 4 

LT3INUL4 Num 8 6.1 6.1 INR ULN 4 

LT3ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT3AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT3AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT3AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT3BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT3CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT3PR1DT_DAYS Num 8 Prothrombin Time Date 1 (in days since enrollment date A) 

LT3IN1DT_DAYS Num 8 INR Date 1 (in days since enrollment date A) 

LT3AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT3AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

LT3AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT3BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT3CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT3PR2DT_DAYS Num 8 Prothrombin Time Date 2 (in days since enrollment date A) 

LT3IN2DT_DAYS Num 8 INR Date 2 (in days since enrollment date A) 

LT3AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT3AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT3AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT3BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT3CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT3PR3DT_DAYS Num 8 Prothrombin Time Date 3 (in days since enrollment date A) 

LT3IN3DT_DAYS Num 8 INR Date 3 (in days since enrollment date A) 

LT3AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT3AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT3AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT3BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT3CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 

LT3PR4DT_DAYS Num 8 Prothrombin Time Date 4 (in days since enrollment date A) 

LT3IN4DT_DAYS Num 8 INR Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

        

       

15:52 Friday, August 07, 2026 205 

Data Set Name: lt4.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT4ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT4ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT4ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT4ASRE1 Char 10 $10. $10. AST Result 1 

8 LT4ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT4ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT4ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT4ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT4ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT4BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT4BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT4BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT4CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT4CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT4CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT4PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

20 LT4ALRE2 Char 10 $10. $10. Alkaline Result 2 

21 LT4ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

22 LT4ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

23 LT4ASRE2 Char 10 $10. $10. AST Result 2 

24 LT4ASUL2 Char 10 $10. $10. AST ULN 2 

25 LT4ASUN2 Char 1 $X42851X. $1. AST Units 2 

26 LT4ATRE2 Char 10 $10. $10. ALT Result 2 

27 LT4ATUL2 Char 10 $10. $10. ALT ULN 2 

28 LT4ATUN2 Char 1 $X42851X. $1. ALT Units 2 

29 LT4BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

30 LT4BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

31 LT4BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

32 LT4CRRE2 Char 10 $10. $10. Creatinine Result 2 

33 LT4CRUL2 Char 10 $10. $10. Creatinine ULN 2 

34 LT4CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

35 LT4PRRE2 Num 8 6.1 6.1 Prothrombin Time Result 2 

36 LT4PRUL2 Num 8 6.1 6.1 Prothrombin Time ULN 2 

37 LT4PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 
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15:52 Friday, August 07, 2026 206 

Num Variable Type Len Format Informat Label 
LT4INRE2 Num 8 6.1 6.1 INR Result 2 

LT4INUL2 Num 8 6.1 6.1 INR ULN 2 

LT4ALRE3 Char 10 $10. $10. Alkaline Result 3 

LT4ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 

LT4ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT4ASRE3 Char 10 $10. $10. AST Result 3 

LT4ASUL3 Char 10 $10. $10. AST ULN 3 

LT4ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT4ATRE3 Char 10 $10. $10. ALT Result 3 

LT4ATUL3 Char 10 $10. $10. ALT ULN 3 

LT4ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT4BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT4BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT4BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT4CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT4CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT4CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT4PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT4ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT4ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT4ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT4ASRE4 Char 10 $10. $10. AST Result 4 

LT4ASUL4 Char 10 $10. $10. AST ULN 4 

LT4ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT4ATRE4 Char 10 $10. $10. ALT Result 4 

LT4ATUL4 Char 10 $10. $10. ALT ULN 4 

LT4ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT4BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT4BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT4BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT4CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT4CRUL4 Char 10 $10. $10. Creatinine ULN 4 

LT4CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT4PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT4INRE4 Num 8 6.1 6.1 INR Result 4 

LT4ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT4AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT4AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 207 

Num Variable Type Len Format Informat Label 
LT4AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT4BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT4CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT4AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT4AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

LT4AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT4BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT4CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT4PR2DT_DAYS Num 8 Prothrombin Time Date 2 (in days since enrollment date A) 

LT4IN2DT_DAYS Num 8 INR Date 2 (in days since enrollment date A) 

LT4AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT4AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT4AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT4BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT4CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT4AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT4AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT4AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT4BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT4CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 

LT4IN4DT_DAYS Num 8 INR Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

        

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

15:52 Friday, August 07, 2026 208 

Data Set Name: lt5.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT5ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT5ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT5ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT5ASRE1 Char 10 $10. $10. AST Result 1 

8 LT5ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT5ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT5ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT5ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT5ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT5BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT5BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT5BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT5CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT5CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT5CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT5PRRE1 Num 8 6.1 6.1 Prothrombin Time Result 1 

20 LT5PRUL1 Num 8 6.1 6.1 Prothrombin Time ULN 1 

21 LT5PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

22 LT5INRE1 Num 8 6.1 6.1 INR Result 1 

23 LT5ALRE2 Char 10 $10. $10. Alkaline Result 2 

24 LT5ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

25 LT5ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

26 LT5ASRE2 Char 10 $10. $10. AST Result 2 

27 LT5ASUL2 Char 10 $10. $10. AST ULN 2 

28 LT5ASUN2 Char 1 $X42851X. $1. AST Units 2 

29 LT5ATRE2 Char 10 $10. $10. ALT Result 2 

30 LT5ATUL2 Char 10 $10. $10. ALT ULN 2 

31 LT5ATUN2 Char 1 $X42851X. $1. ALT Units 2 

32 LT5BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

33 LT5BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

34 LT5BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

35 LT5CRRE2 Char 10 $10. $10. Creatinine Result 2 

36 LT5CRUL2 Char 10 $10. $10. Creatinine ULN 2 

37 LT5CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 
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15:52 Friday, August 07, 2026 209 

Num Variable Type Len Format Informat Label 
LT5PRRE2 Num 8 6.1 6.1 Prothrombin Time Result 2 

LT5PRUL2 Num 8 6.1 6.1 Prothrombin Time ULN 2 

LT5PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

LT5INRE2 Num 8 6.1 6.1 INR Result 2 

LT5ALRE3 Char 10 $10. $10. Alkaline Result 3 

LT5ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 

LT5ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT5ASRE3 Char 10 $10. $10. AST Result 3 

LT5ASUL3 Char 10 $10. $10. AST ULN 3 

LT5ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT5ATRE3 Char 10 $10. $10. ALT Result 3 

LT5ATUL3 Char 10 $10. $10. ALT ULN 3 

LT5ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT5BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT5BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT5BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT5CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT5CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT5CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT5PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT5ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT5ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT5ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT5ASRE4 Char 10 $10. $10. AST Result 4 

LT5ASUL4 Char 10 $10. $10. AST ULN 4 

LT5ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT5ATRE4 Char 10 $10. $10. ALT Result 4 

LT5ATUL4 Char 10 $10. $10. ALT ULN 4 

LT5ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT5BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT5BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT5BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT5CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT5CRUL4 Char 10 $10. $10. Creatinine ULN 4 

LT5CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT5PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT5ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT5AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 210 

Num Variable Type Len Format Informat Label 
LT5AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT5AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT5BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT5CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT5PR1DT_DAYS Num 8 Prothrombin Time Date 1 (in days since enrollment date A) 

LT5IN1DT_DAYS Num 8 INR Date 1 (in days since enrollment date A) 

LT5AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT5AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

LT5AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT5BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT5CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT5PR2DT_DAYS Num 8 Prothrombin Time Date 2 (in days since enrollment date A) 

LT5IN2DT_DAYS Num 8 INR Date 2 (in days since enrollment date A) 

LT5AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT5AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT5AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT5BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT5CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT5AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT5AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT5AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT5BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT5CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 211 

Data Set Name: lt6.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT6ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT6ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT6ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT6ASRE1 Char 10 $10. $10. AST Result 1 

8 LT6ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT6ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT6ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT6ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT6ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT6BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT6BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT6BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT6CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT6CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT6CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT6PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

20 LT6ALRE2 Char 10 $10. $10. Alkaline Result 2 

21 LT6ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

22 LT6ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

23 LT6ASRE2 Char 10 $10. $10. AST Result 2 

24 LT6ASUL2 Char 10 $10. $10. AST ULN 2 

25 LT6ASUN2 Char 1 $X42851X. $1. AST Units 2 

26 LT6ATRE2 Char 10 $10. $10. ALT Result 2 

27 LT6ATUL2 Char 10 $10. $10. ALT ULN 2 

28 LT6ATUN2 Char 1 $X42851X. $1. ALT Units 2 

29 LT6BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

30 LT6BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

31 LT6BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

32 LT6CRRE2 Char 10 $10. $10. Creatinine Result 2 

33 LT6CRUL2 Char 10 $10. $10. Creatinine ULN 2 

34 LT6CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

35 LT6PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

36 LT6ALRE3 Char 10 $10. $10. Alkaline Result 3 

37 LT6ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 
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15:52 Friday, August 07, 2026 212 

Num Variable Type Len Format Informat Label 
LT6ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT6ASRE3 Char 10 $10. $10. AST Result 3 

LT6ASUL3 Char 10 $10. $10. AST ULN 3 

LT6ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT6ATRE3 Char 10 $10. $10. ALT Result 3 

LT6ATUL3 Char 10 $10. $10. ALT ULN 3 

LT6ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT6BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT6BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT6BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT6CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT6CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT6CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT6PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT6ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT6ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT6ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT6ASRE4 Char 10 $10. $10. AST Result 4 

LT6ASUL4 Char 10 $10. $10. AST ULN 4 

LT6ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT6ATRE4 Char 10 $10. $10. ALT Result 4 

LT6ATUL4 Char 10 $10. $10. ALT ULN 4 

LT6ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT6BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT6BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT6BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT6CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT6CRUL4 Char 10 $10. $10. Creatinine ULN 4 

LT6CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT6PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT6ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT6AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT6AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT6AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT6BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT6CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT6AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT6AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 213 

Num Variable Type Len Format Informat Label 
LT6AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT6BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT6CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT6AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT6AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT6AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT6BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT6CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT6AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT6AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT6AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT6BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT6CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 214 

Data Set Name: lt7.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT7ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT7ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT7ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT7ASRE1 Char 10 $10. $10. AST Result 1 

8 LT7ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT7ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT7ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT7ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT7ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT7BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT7BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT7BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT7CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT7CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT7CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT7PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

20 LT7ALRE2 Char 10 $10. $10. Alkaline Result 2 

21 LT7ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

22 LT7ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

23 LT7ASRE2 Char 10 $10. $10. AST Result 2 

24 LT7ASUL2 Char 10 $10. $10. AST ULN 2 

25 LT7ASUN2 Char 1 $X42851X. $1. AST Units 2 

26 LT7ATRE2 Char 10 $10. $10. ALT Result 2 

27 LT7ATUL2 Char 10 $10. $10. ALT ULN 2 

28 LT7ATUN2 Char 1 $X42851X. $1. ALT Units 2 

29 LT7BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

30 LT7BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

31 LT7BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

32 LT7CRRE2 Char 10 $10. $10. Creatinine Result 2 

33 LT7CRUL2 Char 10 $10. $10. Creatinine ULN 2 

34 LT7CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

35 LT7PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

36 LT7ALRE3 Char 10 $10. $10. Alkaline Result 3 

37 LT7ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 
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15:52 Friday, August 07, 2026 215 

Num Variable Type Len Format Informat Label 
LT7ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT7ASRE3 Char 10 $10. $10. AST Result 3 

LT7ASUL3 Char 10 $10. $10. AST ULN 3 

LT7ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT7ATRE3 Char 10 $10. $10. ALT Result 3 

LT7ATUL3 Char 10 $10. $10. ALT ULN 3 

LT7ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT7BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT7BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT7BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT7CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT7CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT7CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT7PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT7ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT7ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT7ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT7ASRE4 Char 10 $10. $10. AST Result 4 

LT7ASUL4 Char 10 $10. $10. AST ULN 4 

LT7ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT7ATRE4 Char 10 $10. $10. ALT Result 4 

LT7ATUL4 Char 10 $10. $10. ALT ULN 4 

LT7ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT7BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT7BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT7BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT7CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT7CRUL4 Char 10 $10. $10. Creatinine ULN 4 

LT7CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT7PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT7ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT7AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT7AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT7AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT7BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT7CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT7AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT7AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 216 

Num Variable Type Len Format Informat Label 
LT7AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT7BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT7CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT7AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT7AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT7AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT7BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT7CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT7AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT7AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT7AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT7BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT7CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 217 

Data Set Name: lt8.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT8ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT8ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT8ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT8ASRE1 Char 10 $10. $10. AST Result 1 

8 LT8ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT8ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT8ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT8ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT8ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT8BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT8BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT8BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT8CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT8CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT8CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT8PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

20 LT8ALRE2 Char 10 $10. $10. Alkaline Result 2 

21 LT8ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

22 LT8ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

23 LT8ASRE2 Char 10 $10. $10. AST Result 2 

24 LT8ASUL2 Char 10 $10. $10. AST ULN 2 

25 LT8ASUN2 Char 1 $X42851X. $1. AST Units 2 

26 LT8ATRE2 Char 10 $10. $10. ALT Result 2 

27 LT8ATUL2 Char 10 $10. $10. ALT ULN 2 

28 LT8ATUN2 Char 1 $X42851X. $1. ALT Units 2 

29 LT8BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

30 LT8BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

31 LT8BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

32 LT8CRRE2 Char 10 $10. $10. Creatinine Result 2 

33 LT8CRUL2 Char 10 $10. $10. Creatinine ULN 2 

34 LT8CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

35 LT8PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

36 LT8ALRE3 Char 10 $10. $10. Alkaline Result 3 

37 LT8ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 
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15:52 Friday, August 07, 2026 218 

Num Variable Type Len Format Informat Label 
LT8ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT8ASRE3 Char 10 $10. $10. AST Result 3 

LT8ASUL3 Char 10 $10. $10. AST ULN 3 

LT8ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT8ATRE3 Char 10 $10. $10. ALT Result 3 

LT8ATUL3 Char 10 $10. $10. ALT ULN 3 

LT8ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT8BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT8BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT8BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT8CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT8CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT8CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT8PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT8ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT8ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT8ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT8ASRE4 Char 10 $10. $10. AST Result 4 

LT8ASUL4 Char 10 $10. $10. AST ULN 4 

LT8ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT8ATRE4 Char 10 $10. $10. ALT Result 4 

LT8ATUL4 Char 10 $10. $10. ALT ULN 4 

LT8ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT8BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT8BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT8BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT8CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT8CRUL4 Char 10 $10. $10. Creatinine ULN 4 

LT8CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT8PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT8ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT8AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT8AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT8AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT8BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 

LT8CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT8AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT8AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 
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15:52 Friday, August 07, 2026 219 

Num Variable Type Len Format Informat Label 
LT8AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT8BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT8CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT8AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT8AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT8AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT8BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT8CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT8AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT8AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT8AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT8BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT8CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

       

        

       

        

        

       

        

        

        

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 220 

Data Set Name: lt9.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 LAASEQ Char 3 $XAESEQX. $3. Sequence Number 

4 LT9ALRE1 Char 10 $10. $10. Alkaline Result 1 

5 LT9ALUL1 Char 10 $10. $10. Alklne Phosphatase ULN 1 

6 LT9ALUN1 Char 1 $X42851X. $1. Alklne Phosphatase Unit 1 

7 LT9ASRE1 Char 10 $10. $10. AST Result 1 

8 LT9ASUL1 Char 10 $10. $10. AST ULN 1 

9 LT9ASUN1 Char 1 $X42851X. $1. AST Units 1 

10 LT9ATRE1 Char 10 $10. $10. ALT Result 1 

11 LT9ATUL1 Char 10 $10. $10. ALT ULN 1 

12 LT9ATUN1 Char 1 $X42851X. $1. ALT Units 1 

13 LT9BIRE1 Char 10 $10. $10. Total Bilirubin Result 1 

14 LT9BIUL1 Char 10 $10. $10. Total Bilirubin ULN 1 

15 LT9BIUN1 Char 1 $X42853X. $1. Total Bilirubin Units 1 

16 LT9CRRE1 Char 10 $10. $10. Creatinine Result 1 

17 LT9CRUL1 Char 10 $10. $10. Creatinine ULN 1 

18 LT9CRUN1 Char 1 $X42853X. $1. Creatinine Units 1 

19 LT9PRUN1 Char 1 $X42870X. $1. Prothrombin Time Units 1 

20 LT9ALRE2 Char 10 $10. $10. Alkaline Result 2 

21 LT9ALUL2 Char 10 $10. $10. Alklne Phosphatase ULN 2 

22 LT9ALUN2 Char 1 $X42851X. $1. Alklne Phosphatase Unit 2 

23 LT9ASRE2 Char 10 $10. $10. AST Result 2 

24 LT9ASUL2 Char 10 $10. $10. AST ULN 2 

25 LT9ASUN2 Char 1 $X42851X. $1. AST Units 2 

26 LT9ATRE2 Char 10 $10. $10. ALT Result 2 

27 LT9ATUL2 Char 10 $10. $10. ALT ULN 2 

28 LT9ATUN2 Char 1 $X42851X. $1. ALT Units 2 

29 LT9BIRE2 Char 10 $10. $10. Total Bilirubin Result 2 

30 LT9BIUL2 Char 10 $10. $10. Total Bilirubin ULN 2 

31 LT9BIUN2 Char 1 $X42853X. $1. Total Bilirubin Units 2 

32 LT9CRRE2 Char 10 $10. $10. Creatinine Result 2 

33 LT9CRUL2 Char 10 $10. $10. Creatinine ULN 2 

34 LT9CRUN2 Char 1 $X42853X. $1. Creatinine Units 2 

35 LT9PRUN2 Char 1 $X42870X. $1. Prothrombin Time Units 2 

36 LT9ALRE3 Char 10 $10. $10. Alkaline Result 3 

37 LT9ALUL3 Char 10 $10. $10. Alklne Phosphatase ULN 3 
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15:52 Friday, August 07, 2026 221 

Num Variable Type Len Format Informat Label 
LT9ALUN3 Char 1 $X42851X. $1. Alklne Phosphatase Unit 3 

LT9ASRE3 Char 10 $10. $10. AST Result 3 

LT9ASUL3 Char 10 $10. $10. AST ULN 3 

LT9ASUN3 Char 1 $X42851X. $1. AST Units 3 

LT9ATRE3 Char 10 $10. $10. ALT Result 3 

LT9ATUL3 Char 10 $10. $10. ALT ULN 3 

LT9ATUN3 Char 1 $X42851X. $1. ALT Units 3 

LT9BIRE3 Char 10 $10. $10. Total Bilirubin Result 3 

LT9BIUL3 Char 10 $10. $10. Total Bilirubin ULN 3 

LT9BIUN3 Char 1 $X42853X. $1. Total Bilirubin Units 3 

LT9CRRE3 Char 10 $10. $10. Creatinine Result 3 

LT9CRUL3 Char 10 $10. $10. Creatinine ULN 3 

LT9CRUN3 Char 1 $X42853X. $1. Creatinine Units 3 

LT9PRUN3 Char 1 $X42870X. $1. Prothrombin Time Units 3 

LT9ALRE4 Char 10 $10. $10. Alkaline Result 4 

LT9ALUL4 Char 10 $10. $10. Alklne Phosphatase ULN 4 

LT9ALUN4 Char 1 $X42851X. $1. Alklne Phosphatase Unit 4 

LT9ASRE4 Char 10 $10. $10. AST Result 4 

LT9ASUL4 Char 10 $10. $10. AST ULN 4 

LT9ASUN4 Char 1 $X42851X. $1. AST Units 4 

LT9ATRE4 Char 10 $10. $10. ALT Result 4 

LT9ATUL4 Char 10 $10. $10. ALT ULN 4 

LT9ATUN4 Char 1 $X42851X. $1. ALT Units 4 

LT9BIRE4 Char 10 $10. $10. Total Bilirubin Result 4 

LT9BIUL4 Char 10 $10. $10. Total Bilirubin ULN 4 

LT9BIUN4 Char 1 $X42853X. $1. Total Bilirubin Units 4 

LT9CRRE4 Char 10 $10. $10. Creatinine Result 4 

LT9CRUL4 Char 10 $10. $10. Creatinine ULN 4 

LT9CRUN4 Char 1 $X42853X. $1. Creatinine Units 4 

LT9PRRE4 Num 8 6.1 6.1 Prothrombin Time Result 4 

LT9PRUN4 Char 1 $X42870X. $1. Prothrombin Time Units 4 

LT9INRE4 Num 8 6.1 6.1 INR Result 4 

LT9INUL4 Num 8 6.1 6.1 INR ULN 4 

LT9ADTST Char 1 $X42290X. $1. Have Additional Testing 

rand_id Char 20 Randomized ID 

LT9AL1DT_DAYS Num 8 Alkaline Phosphatase Dt 1 (in days since enrollment date A) 

LT9AS1DT_DAYS Num 8 AST Collection Date 1 (in days since enrollment date A) 

LT9AT1DT_DAYS Num 8 ALT Collection Date 1 (in days since enrollment date A) 

LT9BI1DT_DAYS Num 8 Total Bilirubin Date 1 (in days since enrollment date A) 



  

  

   

       
        

       

        

        

       

        

       

        

        

       

        

       

        

        

       

        

       

       
 

 
  

77

79

80

82

83

85

86

87

88

89

90

91

92

93

94

78

81

84

15:52 Friday, August 07, 2026 222 

Num Variable Type Len Format Informat Label 
LT9CR1DT_DAYS Num 8 Creatinine Date 1 (in days since enrollment date A) 

LT9AL2DT_DAYS Num 8 Alkaline Phosphatase Dt 2 (in days since enrollment date A) 

LT9AS2DT_DAYS Num 8 AST Collection Date 2 (in days since enrollment date A) 

LT9AT2DT_DAYS Num 8 ALT Collection Date 2 (in days since enrollment date A) 

LT9BI2DT_DAYS Num 8 Total Bilirubin Date 2 (in days since enrollment date A) 

LT9CR2DT_DAYS Num 8 Creatinine Date 2 (in days since enrollment date A) 

LT9AL3DT_DAYS Num 8 Alkaline Phosphatase Dt 3 (in days since enrollment date A) 

LT9AS3DT_DAYS Num 8 AST Collection Date 3 (in days since enrollment date A) 

LT9AT3DT_DAYS Num 8 ALT Collection Date 3 (in days since enrollment date A) 

LT9BI3DT_DAYS Num 8 Total Bilirubin Date 3 (in days since enrollment date A) 

LT9CR3DT_DAYS Num 8 Creatinine Date 3 (in days since enrollment date A) 

LT9AL4DT_DAYS Num 8 Alkaline Phosphatase Dt 4 (in days since enrollment date A) 

LT9AS4DT_DAYS Num 8 AST Collection Date 4 (in days since enrollment date A) 

LT9AT4DT_DAYS Num 8 ALT Collection Date 4 (in days since enrollment date A) 

LT9BI4DT_DAYS Num 8 Total Bilirubin Date 4 (in days since enrollment date A) 

LT9CR4DT_DAYS Num 8 Creatinine Date 4 (in days since enrollment date A) 

LT9PR4DT_DAYS Num 8 Prothrombin Time Date 4 (in days since enrollment date A) 

LT9IN4DT_DAYS Num 8 INR Date 4 (in days since enrollment date A) 
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Data Set Name: mhx.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 MHXCON01 Char 75 $75. $75. Medical Condition 1 

4 MHXONG01 Char 1 $X42290X. $1. Condition Ongoing 1 

5 MHXGRD01 Char 1 $X42630X. $1. NCI CTC Grade 1 

6 MHXMED01 Char 1 $X42290X. $1. Currently Taking Med 1 

7 MHXCON02 Char 75 $75. $75. Medical Condition 2 

8 MHXONG02 Char 1 $X42290X. $1. Condition Ongoing 2 

9 MHXGRD02 Char 1 $X42630X. $1. NCI CTC Grade 2 

10 MHXMED02 Char 1 $X42290X. $1. Currently Taking Med 2 

11 MHXCON03 Char 75 $75. $75. Medical Condition 3 

12 MHXONG03 Char 1 $X42290X. $1. Condition Ongoing 3 

13 MHXGRD03 Char 1 $X42630X. $1. NCI CTC Grade 3 

14 MHXMED03 Char 1 $X42290X. $1. Currently Taking Med 3 

15 MHXCON04 Char 75 $75. $75. Medical Condition 4 

16 MHXONG04 Char 1 $X42290X. $1. Condition Ongoing 4 

17 MHXGRD04 Char 1 $X42630X. $1. NCI CTC Grade 4 

18 MHXMED04 Char 1 $X42290X. $1. Currently Taking Med 4 

19 MHXCON05 Char 75 $75. $75. Medical Condition 5 

20 MHXONG05 Char 1 $X42290X. $1. Condition Ongoing 5 

21 MHXGRD05 Char 1 $X42630X. $1. NCI CTC Grade 5 

22 MHXMED05 Char 1 $X42290X. $1. Currently Taking Med 5 

23 MHXCON06 Char 75 $75. $75. Medical Condition 6 

24 MHXONG06 Char 1 $X42290X. $1. Condition Ongoing 6 

25 MHXGRD06 Char 1 $X42630X. $1. NCI CTC Grade 6 

26 MHXMED06 Char 1 $X42290X. $1. Currently Taking Med 6 

27 MHXCON07 Char 75 $75. $75. Medical Condition 7 

28 MHXONG07 Char 1 $X42290X. $1. Condition Ongoing 7 

29 MHXGRD07 Char 1 $X42630X. $1. NCI CTC Grade 7 

30 MHXMED07 Char 1 $X42290X. $1. Currently Taking Med 7 

31 MHXCON08 Char 75 $75. $75. Medical Condition 8 

32 MHXONG08 Char 1 $X42290X. $1. Condition Ongoing 8 

33 MHXGRD08 Char 1 $X42630X. $1. NCI CTC Grade 8 

34 MHXMED08 Char 1 $X42290X. $1. Currently Taking Med 8 

35 MHXCON09 Char 75 $75. $75. Medical Condition 9 

36 MHXONG09 Char 1 $X42290X. $1. Condition Ongoing 9 

37 MHXGRD09 Char 1 $X42630X. $1. NCI CTC Grade 9 
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Num Variable Type Len Format Informat Label 
MHXMED09 Char 1 $X42290X. $1. Currently Taking Med 9 

MHXCON10 Char 75 $75. $75. Medical Condition 10 

MHXONG10 Char 1 $X42290X. $1. Condition Ongoing 10 

MHXGRD10 Char 1 $X42630X. $1. NCI CTC Grade 10 

MHXMED10 Char 1 $X42290X. $1. Currently Taking Med 10 

MHXCON11 Char 75 $75. $75. Medical Condition 11 

MHXONG11 Char 1 $X42290X. $1. Condition Ongoing 11 

MHXGRD11 Char 1 $X42630X. $1. NCI CTC Grade 11 

MHXMED11 Char 1 $X42290X. $1. Currently Taking Med 11 

MHXCON12 Char 75 $75. $75. Medical Condition 12 

MHXONG12 Char 1 $X42290X. $1. Condition Ongoing 12 

MHXGRD12 Char 1 $X42630X. $1. NCI CTC Grade 12 

MHXMED12 Char 1 $X42290X. $1. Currently Taking Med 12 

MHXCON13 Char 75 $75. $75. Medical Condition 13 

MHXONG13 Char 1 $X42290X. $1. Condition Ongoing 13 

MHXGRD13 Char 1 $X42630X. $1. NCI CTC Grade 13 

MHXMED13 Char 1 $X42290X. $1. Currently Taking Med 13 

MHXCON14 Char 75 $75. $75. Medical Condition 14 

MHXONG14 Char 1 $X42290X. $1. Condition Ongoing 14 

MHXGRD14 Char 1 $X42630X. $1. NCI CTC Grade 14 

MHXMED14 Char 1 $X42290X. $1. Currently Taking Med 14 

MHXCON15 Char 75 $75. $75. Medical Condition 15 

MHXONG15 Char 1 $X42290X. $1. Condition Ongoing 15 

MHXGRD15 Char 1 $X42630X. $1. NCI CTC Grade 15 

MHXMED15 Char 1 $X42290X. $1. Currently Taking Med 15 

MHXCON16 Char 75 $75. $75. Medical Condition 16 

MHXONG16 Char 1 $X42290X. $1. Condition Ongoing 16 

MHXGRD16 Char 1 $X42630X. $1. NCI CTC Grade 16 

MHXMED16 Char 1 $X42290X. $1. Currently Taking Med 16 

MHXCON17 Char 75 $75. $75. Medical Condition 17 

MHXONG17 Char 1 $X42290X. $1. Condition Ongoing 17 

MHXGRD17 Char 1 $X42630X. $1. NCI CTC Grade 17 

MHXMED17 Char 1 $X42290X. $1. Currently Taking Med 17 

MHXCON18 Char 75 $75. $75. Medical Condition 18 

MHXONG18 Char 1 $X42290X. $1. Condition Ongoing 18 

MHXGRD18 Char 1 $X42630X. $1. NCI CTC Grade 18 

MHXMED18 Char 1 $X42290X. $1. Currently Taking Med 18 

MHXCON19 Char 75 $75. $75. Medical Condition 19 

MHXONG19 Char 1 $X42290X. $1. Condition Ongoing 19 
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Num Variable Type Len Format Informat Label 
MHXGRD19 Char 1 $X42630X. $1. NCI CTC Grade 19 

MHXMED19 Char 1 $X42290X. $1. Currently Taking Med 19 

MHXCON20 Char 75 $75. $75. Medical Condition 20 

MHXONG20 Char 1 $X42290X. $1. Condition Ongoing 20 

MHXGRD20 Char 1 $X42630X. $1. NCI CTC Grade 20 

MHXMED20 Char 1 $X42290X. $1. Currently Taking Med 20 

MHXCON21 Char 75 $75. $75. Medical Condition 21 

MHXONG21 Char 1 $X42290X. $1. Condition Ongoing 21 

MHXGRD21 Char 1 $X42630X. $1. NCI CTC Grade 21 

MHXMED21 Char 1 $X42290X. $1. Currently Taking Med 21 

MHXCON22 Char 75 $75. $75. Medical Condition 22 

MHXONG22 Char 1 $X42290X. $1. Condition Ongoing 22 

MHXGRD22 Char 1 $X42630X. $1. NCI CTC Grade 22 

MHXMED22 Char 1 $X42290X. $1. Currently Taking Med 22 

MHXCON23 Char 75 $75. $75. Medical Condition 23 

MHXONG23 Char 1 $X42290X. $1. Condition Ongoing 23 

MHXGRD23 Char 1 $X42630X. $1. NCI CTC Grade 23 

MHXMED23 Char 1 $X42290X. $1. Currently Taking Med 23 

MHXCON24 Char 75 $75. $75. Medical Condition 24 

MHXONG24 Char 1 $X42290X. $1. Condition Ongoing 24 

MHXGRD24 Char 1 $X42630X. $1. NCI CTC Grade 24 

MHXMED24 Char 1 $X42290X. $1. Currently Taking Med 24 

MHXCON25 Char 75 $75. $75. Medical Condition 25 

MHXONG25 Char 1 $X42290X. $1. Condition Ongoing 25 

MHXGRD25 Char 1 $X42630X. $1. NCI CTC Grade 25 

MHXMED25 Char 1 $X42290X. $1. Currently Taking Med 25 

MHXCON26 Char 75 $75. $75. Medical Condition 26 

MHXONG26 Char 1 $X42290X. $1. Condition Ongoing 26 

MHXGRD26 Char 1 $X42630X. $1. NCI CTC Grade 26 

MHXMED26 Char 1 $X42290X. $1. Currently Taking Med 26 

MHXCON27 Char 75 $75. $75. Medical Condition 27 

MHXONG27 Char 1 $X42290X. $1. Condition Ongoing 27 

MHXGRD27 Char 1 $X42630X. $1. NCI CTC Grade 27 

MHXMED27 Char 1 $X42290X. $1. Currently Taking Med 27 

MHXCON28 Char 75 $75. $75. Medical Condition 28 

MHXONG28 Char 1 $X42290X. $1. Condition Ongoing 28 

MHXGRD28 Char 1 $X42630X. $1. NCI CTC Grade 28 

MHXMED28 Char 1 $X42290X. $1. Currently Taking Med 28 

MHXCON29 Char 75 $75. $75. Medical Condition 29 
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Num Variable Type Len Format Informat Label 
MHXONG29 Char 1 $X42290X. $1. Condition Ongoing 29 

MHXGRD29 Char 1 $X42630X. $1. NCI CTC Grade 29 

MHXMED29 Char 1 $X42290X. $1. Currently Taking Med 29 

MHXCON30 Char 75 $75. $75. Medical Condition 30 

MHXONG30 Char 1 $X42290X. $1. Condition Ongoing 30 

MHXGRD30 Char 1 $X42630X. $1. NCI CTC Grade 30 

MHXMED30 Char 1 $X42290X. $1. Currently Taking Med 30 

MHXCON31 Char 75 $75. $75. Medical Condition 31 

MHXONG31 Char 1 $X42290X. $1. Condition Ongoing 31 

MHXGRD31 Char 1 $X42630X. $1. NCI CTC Grade 31 

MHXMED31 Char 1 $X42290X. $1. Currently Taking Med 31 

MHXCON32 Char 75 $75. $75. Medical Condition 32 

MHXONG32 Char 1 $X42290X. $1. Condition Ongoing 32 

MHXGRD32 Char 1 $X42630X. $1. NCI CTC Grade 32 

MHXMED32 Char 1 $X42290X. $1. Currently Taking Med 32 

MHXCON33 Char 75 $75. $75. Medical Condition 33 

MHXONG33 Char 1 $X42290X. $1. Condition Ongoing 33 

MHXGRD33 Char 1 $X42630X. $1. NCI CTC Grade 33 

MHXMED33 Char 1 $X42290X. $1. Currently Taking Med 33 

MHXCON34 Char 75 $75. $75. Medical Condition 34 

MHXONG34 Char 1 $X42290X. $1. Condition Ongoing 34 

MHXGRD34 Char 1 $X42630X. $1. NCI CTC Grade 34 

MHXMED34 Char 1 $X42290X. $1. Currently Taking Med 34 

MHXCON35 Char 75 $75. $75. Medical Condition 35 

MHXONG35 Char 1 $X42290X. $1. Condition Ongoing 35 

MHXGRD35 Char 1 $X42630X. $1. NCI CTC Grade 35 

MHXMED35 Char 1 $X42290X. $1. Currently Taking Med 35 

MHXCON36 Char 75 $75. $75. Medical Condition 36 

MHXONG36 Char 1 $X42290X. $1. Condition Ongoing 36 

MHXGRD36 Char 1 $X42630X. $1. NCI CTC Grade 36 

MHXMED36 Char 1 $X42290X. $1. Currently Taking Med 36 

MHXCON37 Char 75 $75. $75. Medical Condition 37 

MHXONG37 Char 1 $X42290X. $1. Condition Ongoing 37 

MHXGRD37 Char 1 $X42630X. $1. NCI CTC Grade 37 

MHXMED37 Char 1 $X42290X. $1. Currently Taking Med 37 

MHXCON38 Char 75 $75. $75. Medical Condition 38 

MHXONG38 Char 1 $X42290X. $1. Condition Ongoing 38 

MHXGRD38 Char 1 $X42630X. $1. NCI CTC Grade 38 

MHXMED38 Char 1 $X42290X. $1. Currently Taking Med 38 
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Num Variable Type Len Format Informat Label 
rand_id Char 20 Randomized ID 

MHXODT01_DAYS Num 8 Onset Date 1 (in days since enrollment date A) 

MHXRDT01_DAYS Num 8 Resolution Date 1 (in days since enrollment date A) 

MHXODT02_DAYS Num 8 Onset Date 2 (in days since enrollment date A) 

MHXRDT02_DAYS Num 8 Resolution Date 2 (in days since enrollment date A) 

MHXODT03_DAYS Num 8 Onset Date 3 (in days since enrollment date A) 

MHXRDT03_DAYS Num 8 Resolution Date 3 (in days since enrollment date A) 

MHXODT04_DAYS Num 8 Onset Date 4 (in days since enrollment date A) 

MHXRDT04_DAYS Num 8 Resolution Date 4 (in days since enrollment date A) 

MHXODT05_DAYS Num 8 Onset Date 5 (in days since enrollment date A) 

MHXRDT05_DAYS Num 8 Resolution Date 5 (in days since enrollment date A) 

MHXODT06_DAYS Num 8 Onset Date 6 (in days since enrollment date A) 

MHXRDT06_DAYS Num 8 Resolution Date 6 (in days since enrollment date A) 

MHXODT07_DAYS Num 8 Onset Date 7 (in days since enrollment date A) 

MHXRDT07_DAYS Num 8 Resolution Date 7 (in days since enrollment date A) 

MHXODT08_DAYS Num 8 Onset Date 8 (in days since enrollment date A) 

MHXRDT08_DAYS Num 8 Resolution Date 8 (in days since enrollment date A) 

MHXODT09_DAYS Num 8 Onset Date 9 (in days since enrollment date A) 

MHXRDT09_DAYS Num 8 Resolution Date 9 (in days since enrollment date A) 

MHXODT10_DAYS Num 8 Onset Date 10 (in days since enrollment date A) 

MHXRDT10_DAYS Num 8 Resolution Date 10 (in days since enrollment date A) 

MHXODT11_DAYS Num 8 Onset Date 11 (in days since enrollment date A) 

MHXRDT11_DAYS Num 8 Resolution Date 11 (in days since enrollment date A) 

MHXODT12_DAYS Num 8 Onset Date 12 (in days since enrollment date A) 

MHXRDT12_DAYS Num 8 Resolution Date 12 (in days since enrollment date A) 

MHXODT13_DAYS Num 8 Onset Date 13 (in days since enrollment date A) 

MHXRDT13_DAYS Num 8 Resolution Date 13 (in days since enrollment date A) 

MHXODT14_DAYS Num 8 Onset Date 14 (in days since enrollment date A) 

MHXRDT14_DAYS Num 8 Resolution Date 14 (in days since enrollment date A) 

MHXODT15_DAYS Num 8 Onset Date 15 (in days since enrollment date A) 

MHXRDT15_DAYS Num 8 Resolution Date 15 (in days since enrollment date A) 

MHXODT16_DAYS Num 8 Onset Date 16 (in days since enrollment date A) 

MHXRDT16_DAYS Num 8 Resolution Date 16 (in days since enrollment date A) 

MHXODT17_DAYS Num 8 Onset Date 17 (in days since enrollment date A) 

MHXRDT17_DAYS Num 8 Resolution Date 17 (in days since enrollment date A) 

MHXODT18_DAYS Num 8 Onset Date 18 (in days since enrollment date A) 

MHXRDT18_DAYS Num 8 Resolution Date 18 (in days since enrollment date A) 

MHXODT19_DAYS Num 8 Onset Date 19 (in days since enrollment date A) 

MHXRDT19_DAYS Num 8 Resolution Date 19 (in days since enrollment date A) 
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Num Variable Type Len Format Informat Label 
MHXODT20_DAYS Num 8 Onset Date 20 (in days since enrollment date A) 

MHXRDT20_DAYS Num 8 Resolution Date 20 (in days since enrollment date A) 

MHXODT21_DAYS Num 8 Onset Date 21 (in days since enrollment date A) 

MHXRDT21_DAYS Num 8 Resolution Date 21 (in days since enrollment date A) 

MHXODT22_DAYS Num 8 Onset Date 22 (in days since enrollment date A) 

MHXRDT22_DAYS Num 8 Resolution Date 22 (in days since enrollment date A) 

MHXODT23_DAYS Num 8 Onset Date 23 (in days since enrollment date A) 

MHXRDT23_DAYS Num 8 Resolution Date 23 (in days since enrollment date A) 

MHXODT24_DAYS Num 8 Onset Date 24 (in days since enrollment date A) 

MHXRDT24_DAYS Num 8 Resolution Date 24 (in days since enrollment date A) 

MHXODT25_DAYS Num 8 Onset Date 25 (in days since enrollment date A) 

MHXRDT25_DAYS Num 8 Resolution Date 25 (in days since enrollment date A) 

MHXODT26_DAYS Num 8 Onset Date 26 (in days since enrollment date A) 

MHXRDT26_DAYS Num 8 Resolution Date 26 (in days since enrollment date A) 

MHXODT27_DAYS Num 8 Onset Date 27 (in days since enrollment date A) 

MHXRDT27_DAYS Num 8 Resolution Date 27 (in days since enrollment date A) 

MHXODT28_DAYS Num 8 Onset Date 28 (in days since enrollment date A) 

MHXRDT28_DAYS Num 8 Resolution Date 28 (in days since enrollment date A) 

MHXODT29_DAYS Num 8 Onset Date 29 (in days since enrollment date A) 

MHXRDT29_DAYS Num 8 Resolution Date 29 (in days since enrollment date A) 

MHXODT30_DAYS Num 8 Onset Date 30 (in days since enrollment date A) 

MHXRDT30_DAYS Num 8 Resolution Date 30 (in days since enrollment date A) 

MHXODT31_DAYS Num 8 Onset Date 31 (in days since enrollment date A) 

MHXRDT31_DAYS Num 8 Resolution Date 31 (in days since enrollment date A) 

MHXODT32_DAYS Num 8 Onset Date 32 (in days since enrollment date A) 

MHXRDT32_DAYS Num 8 Resolution Date 32 (in days since enrollment date A) 

MHXODT33_DAYS Num 8 Onset Date 33 (in days since enrollment date A) 

MHXRDT33_DAYS Num 8 Resolution Date 33 (in days since enrollment date A) 

MHXODT34_DAYS Num 8 Onset Date 34 (in days since enrollment date A) 

MHXRDT34_DAYS Num 8 Resolution Date 34 (in days since enrollment date A) 

MHXODT35_DAYS Num 8 Onset Date 35 (in days since enrollment date A) 

MHXRDT35_DAYS Num 8 Resolution Date 35 (in days since enrollment date A) 

MHXODT36_DAYS Num 8 Onset Date 36 (in days since enrollment date A) 

MHXRDT36_DAYS Num 8 Resolution Date 36 (in days since enrollment date A) 

MHXODT37_DAYS Num 8 Onset Date 37 (in days since enrollment date A) 

MHXRDT37_DAYS Num 8 Resolution Date 37 (in days since enrollment date A) 

MHXODT38_DAYS Num 8 Onset Date 38 (in days since enrollment date A) 

MHXRDT38_DAYS Num 8 Resolution Date 38 (in days since enrollment date A) 
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Data Set Name: mrd.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 MRDSAMP Char 1 $X42290X. $1. BM Aspirate Sample 

5 MRDNOT Char 2 $X42805X. $2. Reason MRD Not Obtained 

6 MRD5CC Char 2 $X42469X. $2. First 5 cc 

7 rand_id Char 20 Randomized ID 

8 MRDDT_DAYS Num 8 Sample Date (in days since enrollment date A) 
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Data Set Name: mrr.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 MRRACCNM Char 10 $10. $10. MRD Accession Number 

5 rand_id Char 20 Randomized ID 

6 MRRSAMDT_DAYS Num 8 MRD Sample Collect Date (in days since enrollment date A) 
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Data Set Name: paa.sas7bdat 

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

2 PAASEQ Char 2 $XPDSEQX. $2. Sequence Number 

3 PAAATTES Char 1 $X45075X. $1. Attestation 

4 rand_id Char 20 Randomized ID 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

        

       

       

       

       

        

       
 

 
  

15:52 Friday, August 07, 2026 233 

Data Set Name: pdv.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 PDVSEQNM Char 2 $XPDSEQX. $2. Sequence Number 

4 PDVPD1 Char 1 $X42290X. $1. Deviation Topic PD1 

5 PDVPD2 Char 1 $X42290X. $1. Deviation Topic PD2 

6 PDVPD3 Char 1 $X42290X. $1. Deviation Topic PD3 

7 PDVPD4 Char 1 $X42290X. $1. Deviation Topic PD4 

8 PDVPDOTH Char 1 $X42290X. $1. Deviation Topic Other 

9 PDVMMCON Char 1 $X45075X. $1. MM Continue Participant 

10 PDVMMWD Char 1 $X45075X. $1. MM Withdraw Participant 

11 PDVMMOTH Char 1 $X45075X. $1. MM Other Assessment 

12 PDVMMCFM Char 1 $X45137X. $1. Medical Monitor Confirm 

13 PDVSMCFM Char 1 $X45137X. $1. Study Manager Confirm 

14 rand_id Char 20 Randomized ID 

15 PDVOCCDT_DAYS Num 8 Deviation Occurrence Date (in days since enrollment date A) 

16 PDVIDDT_DAYS Num 8 Deviation Identified Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

        

       

       

       

       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 234 

Data Set Name: pex.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 PEXEXAM Char 1 $X42290X. $1. Physical Exam Performed 

5 PEXVITAL Char 1 $X42290X. $1. Vital Signs Assessed 

6 PEXHT Num 8 8.2 8.2 Height 

7 PEXHTUNT Char 1 $X43370X. $1. Height Units 

8 PEXWT Num 8 8.2 8.2 Weight 

9 PEXWTUNT Char 1 $X43371X. $1. Weight Units 

10 PEXSBP Num 8 4. 4. Systolic Blood Pressure 

11 PEXSBPUT Char 1 $X43372X. $1. Systolic BP Units 

12 PEXDBP Num 8 4. 4. Diastolic Blood Pressure 

13 PEXDBPUT Char 1 $X43372X. $1. Diastolic BP Units 

14 PEXKS Char 3 $X42801X. $3. Karnofsky Score 

15 rand_id Char 20 Randomized ID 

16 PEXDT_DAYS Num 8 Physical Exam Date (in days since enrollment date A) 

17 PEXVITDT_DAYS Num 8 Vital Signs Date (in days since enrollment date A) 

18 PEXKSDT_DAYS Num 8 Karnofsky Score Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

        
 

 
  

15:52 Friday, August 07, 2026 235 

Data Set Name: pgt.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 PGTTEST Char 1 $X42290X. $1. Pregnancy Test Performed 

5 PGTRSN Char 2 $X42463X. $2. Reason Test Not Performed 

6 PGTOTHSP Char 50 $50. $50. Specify Other Reason 

7 PGTRSLT Char 2 $X42458X. $2. Pregnancy Test Result 

8 rand_id Char 20 Randomized ID 

9 PGTTSTDT_DAYS Num 8 Pregnancy Test Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 236 

Data Set Name: pkl.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 TIMEPT Char 30 $30. $30. Timepoint 

5 PCBATID Char 20 $20. $20. Assay Batch Identifier 

6 PCTESTCD Char 8 $X43555X. $8. Pharmacokinetic Test Shor 

7 PCTEST Char 40 $X43555X. $40. Pharmacokinetic Test Name 

8 PCORRES Char 200 $200. $200. Result or Finding in Orig 

9 PCORRESU Char 20 $20. $20. Original Units 

10 PCLOQ Char 20 $20. $20. Lower Limit of Quantitati 

11 PCSTAT Char 8 $X43556X. $8. Completion Status 

12 PCREASND Char 200 $200. $200. Reason Test Not Done 

13 PCSPEC Char 20 $20. $20. Specimen Material Type 

14 PCMETHOD Char 100 $100. $100. Method of Test or Examina 

15 PCSPCCND Char 200 $200. $200. Specimen Condition 

16 rand_id Char 20 Randomized ID 



  

  

   

 
 

       
       

       

       

       

       

       

       

        

       

       
 

 
  

15:52 Friday, August 07, 2026 237 

Data Set Name: pks.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 PKSDOSTM Char 5 $5. $5. Time Last Dose pre Sample 

5 PKSACTTM Char 5 $5. $5. Time Actual Sample Taken 

6 PKSDAYTM Char 5 $5. $5. Time Dose on Sample Day 

7 rand_id Char 20 Randomized ID 

8 PKSDOSDT_DAYS Num 8 Date Last Dose pre Sample (in days since enrollment date A) 

9 PKSSAMDT_DAYS Num 8 Date Sample Taken (in days since enrollment date A) 

10 PKSDAYDT_DAYS Num 8 Date Dose on Sample Day (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

        
 

 
  

15:52 Friday, August 07, 2026 238 

Data Set Name: rec.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 RECPROT Char 3 $X42510X. $3. Reconsent Prot Version 

4 rand_id Char 20 Randomized ID 

5 RECONDT_DAYS Num 8 Re-Consent/Approval Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

        

       

       

        
 

 
  

15:52 Friday, August 07, 2026 239 

Data Set Name: rlp.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 RLPBM Char 1 $X42290X. $1. Bone Marrow Blasts 

4 RLPBLS Char 1 $X42290X. $1. Circulating Blasts 

5 RLPEBF Char 1 $X42290X. $1. Extramedullary Blast Foci 

6 RLPEBEST Char 1 $X43508X. $1. EB Date Convention 

7 RLPEBFLN Char 50 $50. $50. Extramedullary Location 

8 RLPPI Char 1 $X42299X. $1. PI Determined Relapse 

9 rand_id Char 20 Randomized ID 

10 RLPBMDT_DAYS Num 8 Bone Marrow Blasts Date (in days since enrollment date A) 

11 RLPBLSDT_DAYS Num 8 Circulating Blasts Date (in days since enrollment date A) 

12 RLPEBFDT_DAYS Num 8 Extramedullary Blast Date (in days since enrollment date A) 

13 RLPPIDT_DAYS Num 8 PI Relapse Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

15:52 Friday, August 07, 2026 240 

Data Set Name: rut.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 VISNO Char 4 $4. $4. VISNO 

4 RUTADM Char 1 $X42290X. $1. Hospital Admission 

5 RUTONG01 Char 1 $X42290X. $1. Ongoing Visit 1 

6 RUTTYP01 Char 1 $X42606X. $1. Encounter Type 1 

7 RUTRSN01 Char 2 $X42597X. $2. Encounter Reason 1 

8 RUTR01SP Char 50 $50. $50. Specify Other Reason 1 

9 RUTONG02 Char 1 $X42290X. $1. Ongoing Visit 2 

10 RUTTYP02 Char 1 $X42606X. $1. Encounter Type 2 

11 RUTRSN02 Char 2 $X42597X. $2. Encounter Reason 2 

12 RUTR02SP Char 50 $50. $50. Specify Other Reason 2 

13 RUTONG03 Char 1 $X42290X. $1. Ongoing Visit 3 

14 RUTTYP03 Char 1 $X42606X. $1. Encounter Type 3 

15 RUTRSN03 Char 2 $X42597X. $2. Encounter Reason 3 

16 RUTR03SP Char 50 $50. $50. Specify Other Reason 3 

17 RUTONG04 Char 1 $X42290X. $1. Ongoing Visit 4 

18 RUTTYP04 Char 1 $X42606X. $1. Encounter Type 4 

19 RUTRSN04 Char 2 $X42597X. $2. Encounter Reason 4 

20 RUTR04SP Char 50 $50. $50. Specify Other Reason 4 

21 RUTONG05 Char 1 $X42290X. $1. Ongoing Visit 5 

22 RUTTYP05 Char 1 $X42606X. $1. Encounter Type 5 

23 RUTRSN05 Char 2 $X42597X. $2. Encounter Reason 5 

24 RUTR05SP Char 50 $50. $50. Specify Other Reason 5 

25 RUTONG06 Char 1 $X42290X. $1. Ongoing Visit 6 

26 RUTTYP06 Char 1 $X42606X. $1. Encounter Type 6 

27 RUTRSN06 Char 2 $X42597X. $2. Encounter Reason 6 

28 RUTR06SP Char 50 $50. $50. Specify Other Reason 6 

29 RUTONG07 Char 1 $X42290X. $1. Ongoing Visit 7 

30 RUTTYP07 Char 1 $X42606X. $1. Encounter Type 7 

31 RUTRSN07 Char 2 $X42597X. $2. Encounter Reason 7 

32 RUTR07SP Char 50 $50. $50. Specify Other Reason 7 

33 RUTONG08 Char 1 $X42290X. $1. Ongoing Visit 8 

34 RUTTYP08 Char 1 $X42606X. $1. Encounter Type 8 

35 RUTRSN08 Char 2 $X42597X. $2. Encounter Reason 8 

36 RUTR08SP Char 50 $50. $50. Specify Other Reason 8 

37 RUTONG09 Char 1 $X42290X. $1. Ongoing Visit 9 
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15:52 Friday, August 07, 2026 241 

Num Variable Type Len Format Informat Label 
RUTTYP09 Char 1 $X42606X. $1. Encounter Type 9 

RUTRSN09 Char 2 $X42597X. $2. Encounter Reason 9 

RUTR09SP Char 50 $50. $50. Specify Other Reason 9 

RUTONG10 Char 1 $X42290X. $1. Ongoing Visit 10 

RUTTYP10 Char 1 $X42606X. $1. Encounter Type 10 

RUTRSN10 Char 2 $X42597X. $2. Encounter Reason 10 

RUTR10SP Char 50 $50. $50. Specify Other Reason 10 

rand_id Char 20 Randomized ID 

RUTA01DT_DAYS Num 8 Admission Date 1 (in days since enrollment date A) 

RUTD01DT_DAYS Num 8 Discharge Date 1 (in days since enrollment date A) 

RUTA02DT_DAYS Num 8 Admission Date 2 (in days since enrollment date A) 

RUTD02DT_DAYS Num 8 Discharge Date 2 (in days since enrollment date A) 

RUTA03DT_DAYS Num 8 Admission Date 3 (in days since enrollment date A) 

RUTD03DT_DAYS Num 8 Discharge Date 3 (in days since enrollment date A) 

RUTA04DT_DAYS Num 8 Admission Date 4 (in days since enrollment date A) 

RUTD04DT_DAYS Num 8 Discharge Date 4 (in days since enrollment date A) 

RUTA05DT_DAYS Num 8 Admission Date 5 (in days since enrollment date A) 

RUTD05DT_DAYS Num 8 Discharge Date 5 (in days since enrollment date A) 

RUTA06DT_DAYS Num 8 Admission Date 6 (in days since enrollment date A) 

RUTD06DT_DAYS Num 8 Discharge Date 6 (in days since enrollment date A) 

RUTA07DT_DAYS Num 8 Admission Date 7 (in days since enrollment date A) 

RUTD07DT_DAYS Num 8 Discharge Date 7 (in days since enrollment date A) 

RUTA08DT_DAYS Num 8 Admission Date 8 (in days since enrollment date A) 

RUTD08DT_DAYS Num 8 Discharge Date 8 (in days since enrollment date A) 

RUTA09DT_DAYS Num 8 Admission Date 9 (in days since enrollment date A) 

RUTD09DT_DAYS Num 8 Discharge Date 9 (in days since enrollment date A) 

RUTA10DT_DAYS Num 8 Admission Date 10 (in days since enrollment date A) 

RUTD10DT_DAYS Num 8 Discharge Date 10 (in days since enrollment date A) 



  

  

   

 
 

       
       

       

        

       

       

       
 

 
  

15:52 Friday, August 07, 2026 242 

Data Set Name: spt.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 SPTFOLST Char 2 $X42988X. $2. 30 day Follow Up Status 

4 SPTCOVID Char 1 $X45075X. $1. Relation to COVID-19 

5 rand_id Char 20 Randomized ID 

6 SPTFOLDT_DAYS Num 8 30 Day Follow Up Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

        
 

 
  

15:52 Friday, August 07, 2026 243 

Data Set Name: ssa.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 SSASTAT Char 2 $X43113X. $2. Screen Segment Status 

4 SSACOVID Char 1 $X45075X. $1. Relation to COVID-19 

5 rand_id Char 20 Randomized ID 

6 SSASGEDT_DAYS Num 8 Screen Segment End Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        
 

 
  

15:52 Friday, August 07, 2026 244 

Data Set Name: ssb.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 SSBSTAT Char 2 $X43114X. $2. Registration Status 

4 SSBCOVID Char 1 $X45075X. $1. Relation to COVID-19 

5 SSBGVHD Char 1 $X42290X. $1. Acute GVHD 

6 rand_id Char 20 Randomized ID 

7 SSBENDDT_DAYS Num 8 Date Registration Ended (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

        

        
 

 
  

15:52 Friday, August 07, 2026 245 

Data Set Name: sse.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 SSESTAT Char 2 $X43181X. $2. End of Study Status 

4 SSECOVID Char 1 $X45075X. $1. Relation to COVID-19 

5 SSEOTHSP Char 50 $50. $50. Specify Other Status 

6 rand_id Char 20 Randomized ID 

7 SSELCNDT_DAYS Num 8 Date of Last Contact (in days since enrollment date A) 

8 SSEALVDT_DAYS Num 8 Date Last Known Alive (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       
 

 
  

15:52 Friday, August 07, 2026 246 

Data Set Name: sst.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 SSTSTAT Char 2 $X43182X. $2. End of Treatment Status 

4 SSTCOVID Char 1 $X45075X. $1. Relation to COVID-19 

5 rand_id Char 20 Randomized ID 

6 SSTTREDT_DAYS Num 8 Treatment Period End Date (in days since enrollment date A) 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

        

        

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

        
 

 

15:52 Friday, August 07, 2026 247 

Data Set Name: txp.sas7bdat 

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

2 PROTSEG Char 1 $1. $1. Segment 

3 TXPDNTYP Char 2 $X42806X. $2. Donor Type 

4 TXPDNRSP Char 50 $50. $50. Other Donor Specify 

5 TXPGRSRC Char 2 $X42808X. $2. Graft Source 

6 TXPGRSP Char 50 $50. $50. Other Source Specify 

7 TXPGCBNM Char 1 $X43183X. $1. Graft CB Number of Units 

8 TXPCMVST Char 2 $X42753X. $2. Donor CMV Status 

9 TXPMTHRS Char 1 $X42809X. $1. HLA Method and Resolution 

10 TXPHLASC Char 5 $X42821X. $5. HLA Match Score 

11 TXPHLA2S Char 5 $X42821X. $5. HLA 2nd Match Score 

12 TXPGRMAN Char 1 $X42290X. $1. Graft Manipulated 

13 TXPGRMSP Char 2 $X42812X. $2. Graft Manipulated Specify 

14 TXPGOTSP Char 50 $50. $50. Other Manipulated Specify 

15 TXPPALS Char 10 $X42290X. $10. Proph ALS ALG ATS ATG 

16 TXPPCORT Char 1 $X42290X. $1. Proph Corticosteroids Sys 

17 TXPPBORT Char 1 $X42290X. $1. Proph Bortezomib 

18 TXPPCYCL Char 1 $X42290X. $1. Proph Cyclosporine 

19 TXPPMTX Char 1 $X42290X. $1. Proph Methotrexate 

20 TXPPMAB Char 1 $X42290X. $1. Proph Monoclonal Antibody 

21 TXPPMMF Char 1 $X42290X. $1. Proph MMF 

22 TXPPTCYC Char 1 $X42290X. $1. Proph PT Cyclophosphamide 

23 TXPPSIRO Char 1 $X42290X. $1. Proph Sirolimus 

24 TXPPTACR Char 1 $X42290X. $1. Proph Tacrolimus 

25 TXPPRANT Char 1 $X42290X. $1. Proph Randomized Trial 

26 TXPPROTH Char 1 $X42290X. $1. Prophylaxis Other 

27 TXPPOTSP Char 50 $50. $50. Prophylaxis Other Specify 

28 rand_id Char 20 Randomized ID 

29 TXPHCTDT_DAYS Num 8 HCT Date (in days since enrollment date A) 
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