
  

  

   

 
 

       
       

       

       

       

       

       

       

        

       

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 1 

Data Set Name: adae.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 AGE Num 8 Age 

3 AGEU Char 5 Age Units 

4 SEX Char 1 Sex 

5 RACE Char 45 Race 

6 ETHNIC Char 22 Ethnicity 

7 ITTFL Char 1 Intent-To-Treat Population Flag 

8 TRT01P Char 35 Planned Treatment for Period 01 

9 AESEQ Num 8 Sequence Number 

10 AETERM Char 75 Reported Term for the Adverse Event 

11 AEBODSYS Char 200 Body System or Organ Class 

12 AEDECOD Char 200 Dictionary-Derived Term 

13 AESER Char 9 Serious Event 

14 AESEV Char 8 Severity/Intensity 

15 AEREL Char 20 Causality 

16 AESDTH Char 1 Results in Death 

17 AESHOSP Char 1 Requires or Prolongs Hospitalization 

18 AEOUT Char 50 Outcome of Adverse Event 

19 AOCCFL Char 1 1st Occurrence within Subject Flag 

20 AOCCSFL Char 1 1st Occurrence of SOC Flag 

21 AOCCPFL Char 1 1st Occurrence of Preferred Term Flag 

22 TR01PG2N Num 8 Planned Pooled Treatment 1 for Period 02 (N) 

23 deidnum Num 8 Deidentified Unique Subject Identifier 

24 AENDT Num 8 Studyday of Analysis End Date 



  

  

   

 
 

       
       

       

        

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 2 

Data Set Name: adevt.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 ITTFL Char 1 Intent-To-Treat Population Flag 

3 TRT01P Char 35 Planned Treatment for Period 01 

4 TRT01PN Num 8 Planned Treatment for Period 01 (N) 

5 PARAM Char 60 Parameter 

6 PARAMCD Char 8 Parameter Code 

7 LNKID Char 30 Link ID 

8 AVALC Char 1 Analysis Value (C) 

9 AVAL Num 8 Analysis Value 

10 ASEQ Num 8 Analysis Sequence Number 

11 ANL01FL Char 1 Analysis Record Flag 01 

12 ANL02FL Char 1 Analysis Record Flag 02 

13 ANL03FL Char 1 Analysis Record Flag 03 

14 ANL04FL Char 1 Analysis Record Flag 04 

15 ANL05FL Char 1 Analysis Record Flag 05 

16 ANL06FL Char 1 Analysis Record Flag 06 

17 WITDRAFL Char 1 Withdrew Consent Flag 

18 SSDTHCAU Char 30 SS Cause of Death 

19 ANL07FL Char 1 Analysis Record Flag 07 

20 ANL08FL Char 1 Analysis Record Flag 08 

21 EVTORDER Num 8 Event Order 

22 DAYORDER Num 8 Event Order Within Event Date 

23 deidnum Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 3 

Data Set Name: adinf.sas7bdat 

Num Variable Type Len Format Informat Label 
1 studyid Char 5 Study Identifier 

2 ittfl Char 1 Intent-To-Treat Population Flag 

3 trtp Char 35 Planned Treatment 

4 param Char 40 Parameter 

5 paramcd Char 8 Parameter Code 

6 avisit Char 25 Analysis Visit 

7 avisitn Num 8 Analysis Visit (N) 

8 aval Num 8 Analysis Value 

9 avalc Char 20 Analysis Value (C) 

10 deidnum Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

        

         

       

       

       

       

       

       

       

15:46 Friday, January 16, 2026 4 

Data Set Name: adrecc.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 AGE Num 8 Age 

3 SEX Char 1 Sex 

4 RACE Char 45 Race 

5 ETHNIC Char 22 Ethnicity 

6 DTHFL Char 1 Subject Death Flag 

7 TRT01P Char 35 Planned Treatment for Period 01 

8 BMIBL Num 8 Body Mass Index at Screening 

9 HGTBL Num 8 Height at Screening 

10 WGHTBL Num 8 Weight at Screening 

11 ITTFL Char 1 Intent-To-Treat Population Flag 

12 EOTSTT Char 20 End of Treatment Status 

13 EOSSTT Char 20 End of Study Status 

14 INSULBL Char 1 Baseline Insulin Use 

15 TR01PG1 Char 35 Planned Pooled Treatment 1 for Period 01 

16 TR01PG1N Num 8 Planned Pooled Treatment 1 for Period 01 (N) 

17 TR01PG2 Char 12 Planned Pooled Treatment 1 for Period 02 

18 TR01PG2N Num 8 Planned Pooled Treatment 1 for Period 02 (N) 

19 AGEGR1 Char 4 Pooled Age Group 1 

20 RACEGR1 Char 18 Pooled Race Group 1 

21 AGEGR1N Num 8 Pooled Age Group 1 (N) 

22 RACEGR1N Num 8 Pooled Race Group 1 (N) 

23 MILOCBL Char 12 MI Location 

24 DIABTYP Num 8 Type of Diabetes 

25 STATINBL Char 1 Baseline Statin Use 

26 PADBL Char 1 Known Peripheral Artery Disease at Baseline 

27 SGLPTBL Char 1 GLP-receptor Agonist, or SGLT-2 Inhibitor at Baseline 

28 CNTINFUS Num 8 Number of Infusions Completed 

29 EVENT1 Char 40 1st Recurrence Event Type 

30 EVTDY1 Num 8 1st Recurrence Event Day 

31 EVTDM1 Num 8 1st Recurrence Event Month 

32 EVENT2 Char 40 2nd Recurrence Event Type 

33 EVTDY2 Num 8 2nd Recurrence Event Day 

34 EVTDM2 Num 8 2nd Recurrence Event Month 

35 EVENT3 Char 40 3rd Recurrence Event Type 

36 EVTDY3 Num 8 3rd Recurrence Event Day 

37 EVTDM3 Num 8 3rd Recurrence Event Month 
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15:46 Friday, January 16, 2026 5 

Num Variable Type Len Format Informat Label 
EVENT4 Char 40 4th Recurrence Event Type 

EVTDY4 Num 8 4th Recurrence Event Day 

EVTDM4 Num 8 4th Recurrence Event Month 

EVENT8 Char 40 8th Recurrence Event Type 

EVENT7 Char 40 7th Recurrence Event Type 

EVENT5 Char 40 5th Recurrence Event Type 

EVTDY5 Num 8 5th Recurrence Event Day 

EVTDY7 Num 8 7th Recurrence Event Day 

EVTDM7 Num 8 7th Recurrence Event Month 

EVTDM5 Num 8 5th Recurrence Event Month 

EVENT6 Char 40 6th Recurrence Event Type 

EVTDY6 Num 8 6th Recurrence Event Day 

EVTDM6 Num 8 6th Recurrence Event Month 

PARAMN Num 8 Parameter (n) 

NEVENTS Num 8 Number of events 

PARAM Char 30 Parameter 

PARAMCD Char 8 Parameter Code 

ASDY Num 8 Event Start Relative Day 

ASDM Num 8 Event Start Relative Month 

AENDY Num 8 Analysis End Relative Day 

AENDM Num 8 Analysis End Ralative Month 

AVAL Num 8 Analysis Value 

deidnum Num 8 Deidentified Unique Subject Identifier 

AENDT Num 8 Studyday of Analysis End Date 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

        

         

       

       

       

       

       

15:46 Friday, January 16, 2026 6 

Data Set Name: adrecc2.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 AGE Num 8 Age 

3 SEX Char 1 Sex 

4 RACE Char 45 Race 

5 ARM Char 30 Description of Planned Arm 

6 ACTARM Char 20 Description of Actual Arm 

7 ETHNIC Char 22 Ethnicity 

8 DTHFL Char 1 Subject Death Flag 

9 TRT01P Char 35 Planned Treatment for Period 01 

10 BMIBL Num 8 Body Mass Index at Screening 

11 HGTBL Num 8 Height at Screening 

12 WGHTBL Num 8 Weight at Screening 

13 ITTFL Char 1 Intent-To-Treat Population Flag 

14 EOTSTT Char 20 End of Treatment Status 

15 EOSSTT Char 20 End of Study Status 

16 INSULBL Char 1 Baseline Insulin Use 

17 TR01PG1 Char 35 Planned Pooled Treatment 1 for Period 01 

18 TR01PG1N Num 8 Planned Pooled Treatment 1 for Period 01 (N) 

19 TR01PG2 Char 12 Planned Pooled Treatment 1 for Period 02 

20 TR01PG2N Num 8 Planned Pooled Treatment 1 for Period 02 (N) 

21 AGEGR1 Char 4 Pooled Age Group 1 

22 RACEGR1 Char 18 Pooled Race Group 1 

23 AGEGR1N Num 8 Pooled Age Group 1 (N) 

24 RACEGR1N Num 8 Pooled Race Group 1 (N) 

25 MILOCBL Char 12 MI Location 

26 DIABTYP Num 8 Type of Diabetes 

27 STATINBL Char 1 Baseline Statin Use 

28 PADBL Char 1 Known Peripheral Artery Disease at Baseline 

29 SGLPTBL Char 1 GLP-receptor Agonist, or SGLT-2 Inhibitor at Baseline 

30 CNTINFUS Num 8 Number of Infusions Completed 

31 EVENT1 Char 40 1st Recurrence Event Type 

32 EVTDY1 Num 8 1st Recurrence Event Day 

33 EVTDM1 Num 8 1st Recurrence Event Month 

34 EVENT2 Char 40 2nd Recurrence Event Type 

35 EVTDY2 Num 8 2nd Recurrence Event Day 

36 EVTDM2 Num 8 2nd Recurrence Event Month 

37 EVENT3 Char 40 3rd Recurrence Event Type 



  

  

   

       
       

       

        

       

       

        

       

       

        

        

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

38

39

40

41

42

43

44

45

46

47

48

49

50

51

52

53

54

55

56

57

58

59

60

61

62

63

64

65

15:46 Friday, January 16, 2026 7 

Num Variable Type Len Format Informat Label 
EVTDY3 Num 8 3rd Recurrence Event Day 

EVTDM3 Num 8 3rd Recurrence Event Month 

EVENT4 Char 40 4th Recurrence Event Type 

EVTDY4 Num 8 4th Recurrence Event Day 

EVTDM4 Num 8 4th Recurrence Event Month 

EVENT5 Char 40 5th Recurrence Event Type 

EVTDY5 Num 8 5th Recurrence Event Day 

EVTDM5 Num 8 5th Recurrence Event Month 

EVENT8 Char 40 8th Recurrence Event Type 

EVENT7 Char 40 7th Recurrence Event Type 

EVENT6 Char 40 6th Recurrence Event Type 

EVTDY8 Num 8 8th Recurrence Event Day 

EVTDY7 Num 8 7th Recurrence Event Day 

EVTDY6 Num 8 6th Recurrence Event Day 

EVTDM8 Num 8 8th Recurrence Event Month 

EVTDM7 Num 8 7th Recurrence Event Month 

EVTDM6 Num 8 6th Recurrence Event Month 

PARAMN Num 8 Parameter (n) 

NEVENTS Num 8 Number of events 

PARAM Char 30 Parameter 

PARAMCD Char 8 Parameter Code 

ASDY Num 8 Event Start Relative Day 

ASDM Num 8 Event Start Relative Month 

AENDY Num 8 Analysis End Relative Day 

AENDM Num 8 Analysis End Ralative Month 

AVAL Num 8 Analysis Value 

deidnum Num 8 Deidentified Unique Subject Identifier 

AENDT Num 8 Studyday of Analysis End Date 



  

  

   

 
 

       
       

       

       

        

        

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 8 

Data Set Name: adscreen.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 RANDFL Char 1 Randomized Population Flag 

3 ITTFL Char 1 Intent-To-Treat Population Flag 

4 TRT01P Char 35 Planned Treatment for Period 01 

5 TRT01PN Num 8 Planned Treatment for Period 01 (N) 

6 PARCAT1 Char 9 Parameter Category 1 

7 PARAM Char 200 Parameter 

8 PARAMCD Char 8 Parameter Code 

9 AVALC Char 1 Analysis Value (C) 

10 SCREENFL Char 1 Screen Flag 

11 SCRFALFL Char 1 Screen Failure Flag 

12 deidnum Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

        

        

       

       

       

       

       

       

        
 

        

       

       

       

       

       

       

       

       

       

       

       

15:46 Friday, January 16, 2026 9 

Data Set Name: adsl.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 AGE Num 8 Age 

3 AGEU Char 5 Age Units 

4 AGEGR1 Char 4 Pooled Age Group 1 

5 AGEGR1N Num 8 Pooled Age Group 1 (N) 

6 SEX Char 1 Sex 

7 RACE Char 45 Race 

8 ETHNIC Char 22 Ethnicity 

9 RACEGR1 Char 18 Pooled Race Group 1 

10 RACEGR1N Num 8 Pooled Race Group 1 (N) 

11 COUNTRY Char 3 Country 

12 RANDFL Char 1 Randomized Population Flag 

13 ITTFL Char 1 Intent-To-Treat Population Flag 

14 SAFFL Char 1 Safety Population Flag 

15 DTHFL Char 1 Subject Death Flag 

16 TRT01P Char 35 Planned Treatment for Period 01 

17 TRT01PN Num 8 Planned Treatment for Period 01 (N) 

18 TR01PG1 Char 35 Planned Pooled Treatment 1 for Period 01 

19 TR01PG1N Num 8 Planned Pooled Treatment 1 for Period 01 (N) 

20 TR01PG2 Char 12 Planned Pooled Treatment 1 for Period 02 

21 TR01PG2N Num 8 Planned Pooled Treatment 1 for Period 02 (N) 

22 EOTSTT Char 20 End of Treatment Status 

23 DCTREAS Char 200 Reason for Discontinuation of Treatment 

24 DCOMVM Char 1 Discontinuation of High Dose Vitamins (missed the last dose among those 
who started) 

25 DCLDV Char 1 Discontinuation of Low Dose Vitamins 

26 EOSSTT Char 20 End of Study Status 

27 DCSREAS Char 200 Reason for Discontinuation of Study 

28 INSULBL Char 1 Baseline Insulin Use 

29 HGTBL Num 8 Height at Screening 

30 UNBLDINF Char 1 Infusion Unblinded 

31 HGTBLU Char 15 Height at Screening Units 

32 UNBLDVIT Char 1 Vitamin Unblinded 

33 WGHTBL Num 8 Weight at Screening 

34 WGHTBLU Char 15 Weight at Screening Units 

35 BMIBL Num 8 Body Mass Index at Screening 

36 BMIBLU Char 15 Body Mass Index at Screening Units 
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15:46 Friday, January 16, 2026 10 

Num Variable Type Len Format Informat Label 
DIABTYP Num 8 Type of Diabetes 

MILOCBL Char 12 MI Location 

PADBL Char 1 Known Peripheral Artery Disease at Baseline 

SGLPTBL Char 1 GLP-receptor Agonist, or SGLT-2 Inhibitor at Baseline 

INSGLPBL Char 1 Pharmacologic treatment of diabetes Baseline 

STATINBL Char 1 Baseline Statin Use 

CNTINFUS Num 8 Number of Infusions Completed 

LAEVTM Num 8 Last Event Assess Month 

LAEVTDY Num 8 Last Event Assess Day 

D2EOSDY Num 8 Days between Last Study Date and Last Contact Date 

D2EOSDM Num 8 Months between Last Study Date and Last Contact Date 

CMPLFL Char 1 Completed Flag 

LTFUFL Char 1 Lost to Follow-up Flag 

LALIVDY Num 8 Last Known Alive Day 

CVDTHFL Char 1 Cardiovascular Mortality Flag 

LAEVTDY2 Num 8 Last Event Assess Day2 

LAEVTM2 Num 8 Last Event Assess Month2 

DTHCAUS Char 30 DTHCAUS Cause of Death 

MITTFL Char 1 Modified Intention-To-Treat Flag 

WITDRAFL Char 1 Withdrew Consent Flag 

ANGINABL Char 1 History of Angina pectoris at baseline 

CHFBL Char 1 History of congestive heart failure at baseline 

VALVBL Char 1 History of Valvular heart disease at baseline 

STRKBL Char 1 History of Stroke at baseline 

HYPTENBL Char 1 History of Hypertension at baseline 

HYPCHOLBL Char 1 History of Hypercholesterolemia at baseline 

AFIBBL Char 1 History of Atrial fibrillation/flutter at baseline 

FSMOKEBL Char 1 Former cigarette smoker (over 3 months ago) at baseline 

FRACTBL Char 1 History of Fracture(s) since age 50 at baseline 

CABGBL Char 1 History of CABG at baseline 

PCIBL Char 1 History of PCI at baseline 

REVASCLOWBL Char 1 History of Revascularization of lower extremities at baseline 

REVASCCARBL Char 1 History of Revascularization of carotid arteries at baseline 

REVASCBL Char 1 History of Any cardiac revascularization at baseline 

SYSBPBL Num 8 Systolic blood pressure at baseline (mmHg) 

DIABPBL Num 8 Diastolic blood pressure at baseline (mmHg) 

RAND2MIBL Num 8 Years from qualifying MI to randomization 

SULFBL Char 1 Sulfonylurea-use at baseline 

METFORBL Char 1 Metformin-use at baseline 
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15:46 Friday, January 16, 2026 11 

Num Variable Type Len Format Informat Label 
THIAZBL Char 1 Thiazolidinedione-use at baseline 

DPP4BL Char 1 DPP-4 inhibitor-use at baseline 

GLPBL Char 1 GLP-receptor agonist-use at baseline 

SGLT2BL Char 1 SGLT-2 inhibitor-use at baseline 

ODIABMEDBL Char 1 Other diabetes medication-use at baseline 

ASPBL Char 1 Aspirin-use at baseline 

BETABBL Char 1 Beta-blocker-use at baseline 

PCSK9BL Char 1 PCSK9 inhibitor-use at baseline 

ANGCONBL Char 1 Angiotensin converting enzyme inhibitor-use at baseline 

ANGRECBL Char 1 Angiotensin receptor blocker-use at baseline 

WARFBL Char 1 Warfarin-use at baseline 

CLOPBL Char 1 Clopidogrel-use at baseline 

TICABL Char 1 Ticagrelor-use at baseline 

PRASBL Char 1 Prasugrel-use at baseline 

INJBIBL Char 1 Injectable bisphosphonates-use at baseline 

OSTMEDBL Char 1 Medication for osteoporosis-use at baseline 

OMULTIV Char 1 Non-study multivitamin-use at baseline 

DIABMEDBL Char 1 Diabetes medications-use at baseline 

CHOLBL Num 8 Total cholesterol at baseline (mg/dL) 

HDLBL Num 8 HDL at baseline (mg/dL) 

LDLBL Num 8 LDL at baseline (mg/dL) 

TRIGBL Num 8 Triglycerides at baseline (mg/dL) 

CREATBL Num 8 Creatinine at baseline (mg/dL) 

GLUCBL Num 8 Fasting glucose at baseline (mg/dL) 

D2LALIVDM Num 8 Months between randomization date and last known alive date 

HBA1CBL Num 8 Hemoglobin A1c at baseline (%) 

CREATCLBL Num 8 Creatinine clearance (eGFR) at baseline (mg/dL) 

RAND2DIAB Num 8 Years from diabetes diagnosis to randomization 

RETINOBL Char 1 History of laser/injection eye treatment for diabetic retinopathy at baseline 

NEUROBL Char 1 History of diabetic neuropathy at baseline 

AMPBL Char 1 History of amputation at baseline 

HYPOBL Char 1 History of hypoglycemia at baseline 

SSDTHCAU Char 30 SS Cause of Death 

DD2EOSDY Num 8 Days between Derived EOSDT and LALIVDT2 

DD2EOSDM Num 8 Months between Derived EOSDT and LALIVDT2 

PEOSDTFL Char 1 Post End of Study Death Flag 

DUPFL Char 1 Duplicated Enroll Flag 

UCDBL Num 8 Baseline Urine Cadmium 

BPBBL Num 8 Baseline blood lead 
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15:46 Friday, January 16, 2026 12 

Num Variable Type Len Format Informat Label 
VITCOMPP Num 8 Percentage of Visits OMVM Compliant (partially taking or taking OMVM) 

116 VITCOMP Num 8 Categories for percentage of visits OMVM compliant (partially taking or 
taking OMVM intervention) 

117 BPBBL_TC Num 8 Baseline blood lead tertile by chelation treatment group 

118 BPBBL_TV Num 8 Baseline blood lead tertile by OMVM treatment group 

119 UCDBL_TC Num 8 Baseline urine cadmium tertile by chelation treatment group 

UCDBL_TV Num 8 Baseline urine cadmium tertile by OMVM treatment group 

121 ASPWP2BL Char 1 Aspirin, Warfarin, or P2Y12 inhibitor at baseline 

122 SCREAT Num 8 Serum creatinine at baseline (mg/dL) 

123 GFR Num 8 GFR (mL/min/1.73m^2) from MDRD equation 

124 CKD_STG Char 8 CKD Stage from calculated GFR 

VITINF5 Num 8 OMVM compliant (taking at least 1 dose) at infusion 5 

126 VITINF10 Num 8 OMVM compliant (taking at least 1 dose) at infusion 10 

127 VITINF20 Num 8 OMVM compliant (taking at least 1 dose) at infusion 20 

128 VITINF30 Num 8 OMVM compliant (taking at least 1 dose) at infusion 30 

129 VITINF40 Num 8 OMVM compliant (taking at least 1 dose) at infusion 40 

VITCAL12 Num 8 OMVM compliant (taking at least 1 dose) at 12 months 

131 VITCAL24 Num 8 OMVM compliant (taking at least 1 dose) at 24 months 

132 VITCAL36 Num 8 OMVM compliant (taking at least 1 dose) at 36 months 

133 VITCAL48 Num 8 OMVM compliant (taking at least 1 dose) at 48 months 

134 VITCAL60 Num 8 OMVM compliant (taking at least 1 dose) at 60 months 

deidnum Num 8 Deidentified Unique Subject Identifier 

136 ADMENDT Num 8 Studyday of Administrative End of Study Date 
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15:46 Friday, January 16, 2026 13 

Data Set Name: adtte.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 ITTFL Char 1 Intent-To-Treat Population Flag 

3 TRT01PN Num 8 Planned Treatment for Period 01 (N) 

4 PARAM Char 110 Parameter 

PARAMCD Char 8 Parameter Code 

6 PARAMN Num 8 Parameter (N) 

7 CNSR Num 8 Censor 

8 AGE Num 8 Age 

9 AGEGR1 Char 4 Pooled Age Group 1 

AGEGR1N Num 8 Pooled Age Group 1 (N) 

11 SEX Char 1 Sex 

12 RACEGR1 Char 18 Pooled Race Group 1 

13 RACEGR1N Num 8 Pooled Race Group 1 (N) 

14 TRT01P Char 35 Planned Treatment for Period 01 

TR01PG1 Char 35 Planned Pooled Treatment 1 for Period 01 

16 TR01PG1N Num 8 Planned Pooled Treatment 1 for Period 01 (N) 

17 TR01PG2 Char 12 Planned Pooled Treatment 1 for Period 02 

18 TR01PG2N Num 8 Planned Pooled Treatment 1 for Period 02 (N) 

19 INSULBL Char 1 Baseline Insulin Use 

DIABTYP Num 8 Type of Diabetes 

21 MILOCBL Char 12 MI Location 

22 PADBL Char 1 Known Peripheral Artery Disease at Baseline 

23 BPBBL_TC Num 8 Baseline blood lead tertile by chelation treatment group 

24 BPBBL_TV Num 8 Baseline blood lead tertile by OMVM treatment group 

UCDBL_TC Num 8 Baseline urine cadmium tertile by chelation treatment group 

26 UCDBL_TV Num 8 Baseline urine cadmium tertile by OMVM treatment group 

27 AVAL Num 8 Analysis Value 

28 AVALM Num 8 Analysis Value Months 

29 STATINBL Char 1 Baseline Statin Use 

LTFUFL Char 1 Lost to Follow-up Flag 

31 MITTFL Char 1 Modified Intention-To-Treat Flag 

32 WITDRAFL Char 1 Withdrew Consent Flag 

33 deidnum Num 8 Deidentified Unique Subject Identifier 
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15:46 Friday, January 16, 2026 14 

Data Set Name: ae.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 AESEQ Num 8 Sequence Number 

4 AESPID Char 60 Sponsor-Defined Identifier 

AETERM Char 200 Reported Term for the Adverse Event 

6 AELLT Char 200 Lowest Level Term 

7 AELLTCD Num 8 Lowest Level Term Code 

8 AEDECOD Char 200 Dictionary-Derived Term 

9 AEPTCD Num 8 Preferred Term Code 

AEHLT Char 200 High Level Term 

11 AEHLTCD Num 8 High Level Term Code 

12 AEHLGT Char 200 High Level Group Term 

13 AEHLGTCD Num 8 High Level Group Term Code 

14 AEBODSYS Char 200 Body System or Organ Class 

AEBDSYCD Num 8 Body System or Organ Class Code 

16 AESOC Char 200 Primary System Organ Class 

17 AESOCCD Num 8 Primary System Organ Class Code 

18 AESEV Char 8 Severity/Intensity 

19 AESER Char 9 Serious Event 

AEACN Char 132 Action Taken with Study Treatment 

21 AEREL Char 20 Causality 

22 AEOUT Char 50 Outcome of Adverse Event 

23 AESCONG Char 1 Congenital Anomaly or Birth Defect 

24 AESDISAB Char 1 Persist or Signif Disability/Incapacity 

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 AESTDTC Char 20 Start Date/Time of Adverse Event 

AEENDTC Char 20 End Date/Time of Adverse Event 

31 AESTDY Num 8 Study Day of Start of Adverse Event 

32 AEENDY Num 8 Study Day of End of Adverse Event 

33 AEENRF Char 5 End Relative to Reference Period 

34 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

        

       

       

       

       

       

       

       

        

       
 

 
  

15:46 Friday, January 16, 2026 15 

Data Set Name: ce.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 CESEQ Num 8 Sequence Number 

4 CEGRPID Char 7 Group ID 

5 CELNKID Char 30 CEC Link ID 

6 CETERM Char 40 Reported Term for the Clinical Event 

7 CECAT Char 40 Category for Clinical Event 

8 CEOCCUR Char 1 Clinical Event Occurrence 

9 CELOC Char 16 Clinical Event Location 

10 VISITNUM Num 8 Visit Number 

11 VISIT Char 25 Visit Name 

12 EPOCH Char 17 Epoch 

13 CESTDTC Char 16 Start Date/Time of Clinical Event 

14 CESTDY Num 8 Study Day of Start of Clinical Event 

15 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 16 

Data Set Name: cm.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 CMSEQ Num 8 Sequence Number 

4 CMGRPID Char 7 Group ID 

5 CMTRT Char 30 Reported Name of Drug, Med, or Therapy 

6 CMCAT Char 20 Category for Medication 

7 CMPRESP Char 1 CM Pre-Specified 

8 CMOCCUR Char 1 CM Occurrence 

9 CMDOSE Num 8 Dose per Administration 

10 CMDOSU Char 20 Dose Units 

11 CMDOSFRQ Char 20 Dosing Frequency per Interval 

12 CMROUTE Char 20 Route of Administration 

13 VISITNUM Num 8 Visit Number 

14 VISIT Char 25 Visit Name 

15 CMENDTC Char 16 End Date/Time of Medication 

16 CMSTRTPT Char 20 Start Relative to Reference Time Point 

17 CMSTTPT Char 20 Start Reference Time Point 

18 CMENDY Num 8 Studyday of End Date/Time of Medication 

19 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 17 

Data Set Name: dd.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 DDSEQ Num 8 Sequence Number 

4 DDGRPID Char 8 Group ID 

5 DDLNKID Char 30 CEC Link ID 

6 DDTESTCD Char 20 Death Detail Assessment Short Name 

7 DDTEST Char 24 Death Detail Assessment Name 

8 DDORRES Char 27 Result or Finding as Collected 

9 DDSTRESC Char 27 Character Result/Finding in Std Format 

10 DDDTC Char 16 Date/Time of Collection 

11 DDDY Num 8 Study Day of Collection 

12 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

        

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 18 

Data Set Name: dm.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 RFSTDTC Char 19 Subject Reference Start Date/Time 

4 RFENDTC Char 10 Subject Reference End Date/Time 

5 RFXSTDTC Char 16 Date/Time of First Study Treatment 

6 RFXENDTC Char 16 Date/Time of Last Study Treatment 

7 RFICDTC Char 10 Date/Time of Informed Consent 

8 RFPENDTC Char 16 Date/Time of End of Participation 

9 DTHDTC Char 16 Date/Time of Death 

10 DTHFL Char 1 Subject Death Flag 

11 AGE Num 8 Age 

12 AGEU Char 5 Age Units 

13 SEX Char 1 Sex 

14 ETHNIC Char 22 Ethnicity 

15 ARMCD Char 1 Planned Arm Code 

16 ARM Char 35 Description of Planned Arm 

17 COUNTRY Char 3 Country 

18 STATE Char 3 $3. State 

19 REGION Char 9 Region (five regions) 

20 REGION1 Char 4 Region (East, West) 

21 DTHDY Num 8 Studyday of Date of Death 

22 RFENDY Num 8 Studyday of Subject Reference End Date/Time 

23 RFICDY Num 8 Studyday of Date/Time of Informed Consent 

24 RFPENDY Num 8 Studyday of Date/Time of End of Participation 

25 RFSTDY Num 8 Studyday of Subject Reference Start Date/Time 

26 RFXENDY Num 8 Studyday of Date/Time of Last Study Treatment 

27 RFXSTDY Num 8 Studyday of Date/Time of First Study Treatment 

28 DEIDNUM Num 8 Deidentified Unique Subject Identifier 

29 RACEC Char 25 Race 



  

  

   

 
 

       
       

       

       

       

        

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 19 

Data Set Name: ds.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 DSSEQ Num 8 Sequence Number 

4 DSGRPID Char 8 Group ID 

5 DSTERM Char 80 Reported Term for the Disposition Event 

6 DSDECOD Char 50 Standardized Disposition Term 

7 DSCAT Char 40 Category for Disposition Event 

8 VISITNUM Num 8 Visit Number 

9 VISIT Char 25 Visit Name 

10 EPOCH Char 20 Epoch 

11 DSSTDTC Char 20 Start Date/Time of Disposition Event 

12 DSSTDY Num 8 Study Day of Start of Disposition Event 

13 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

        

       

       

       
 

 
  

15:46 Friday, January 16, 2026 20 

Data Set Name: ex.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 EXSEQ Num 8 Sequence Number 

4 EXGRPID Char 12 Group ID 

5 EXTRT Char 20 Name of Treatment 

6 EXOCCUR Char 1 EX Occurrence 

7 EXREASND Char 40 Reason Not Performed 

8 EXDOSE Num 8 Dose 

9 EXDOSU Char 20 Dose Units 

10 EXDOSFRM Char 20 Dose Form 

11 EXDOSFRQ Char 20 Dosing Frequency per Interval 

12 VISITNUM Num 8 Visit Number 

13 VISIT Char 25 Visit Name 

14 EPOCH Char 17 Epoch 

15 EXSTDTC Char 16 Start Date/Time of Treatment 

16 EXENDTC Char 16 End Date/Time of Treatment 

17 EXENDY Num 8 Study Day of End of Treatment 

18 EXSTDY Num 8 Study Day of Start of Treatment 

19 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 21 

Data Set Name: fa.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 FASEQ Num 8 Sequence Number 

4 FATESTCD Char 8 Findings About Test Short Name 

5 FATEST Char 40 Findings About Test Name 

6 FAOBJ Char 40 Object of the Observation 

7 FACAT Char 30 Category for Findings About 

8 FASCAT Char 40 Subcategory for Findings About 

9 FAORRES Char 40 Result or Finding in Original Units 

10 FASTRESC Char 40 Character Result/Finding in Std Format 

11 FASTRESN Num 8 Numeric Result/Finding in Standard Units 

12 FAORRESU Char 40 Original Units 

13 VISITNUM Num 8 Visit Number 

14 VISIT Char 25 Visit Name 

15 EPOCH Char 20 Epoch 

16 FADTC Char 20 Date/Time of Collection 

17 FADY Num 8 Study Day of Collection 

18 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

        

       

       

       

       

       

       

       

       

       

        

       

       

       

       

        
 

 
  

15:46 Friday, January 16, 2026 22 

Data Set Name: ho.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 HOGRPID Char 8 Group ID 

4 HOTERM Char 50 Reported Term for the Healthcare Encounter 

5 HOCAT Char 50 Category for Healthcare Encounter 

6 HOOCCUR Char 2 Healthcare Encounter Occurrence 

7 HOSTDTC Char 20 Start Date/Time of Healthcare Encounter 

8 HOENDTC Char 20 End Date/Time of Healthcare Encounter 

9 HODUR Char 10 Duration of Healthcare Encounter 

10 HOENRTPT Char 16 End Relative to Reference Time Point 

11 HOSEQ Num 8 Sequence Number 

12 EPOCH Char 17 EPOCH 

13 HOSTDY Num 8 Study Day of Start of Healthcare Encounter 

14 HOENDY Num 8 Studyday of End Date/Time of Healthcare Encounter 

15 HODTC Char 20 Visit date 

16 HODY Num 8 Studyday of Visit date 

17 DEIDNUM Num 8 Deidentified Unique Subject Identifier 

18 randomized_HOSPID Num 8 Randomized version of Sponsor-Defined Identifier 

19 HOENTPTDY Num 8 Study Day of End Reference Time Point 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 23 

Data Set Name: ie.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 IESEQ Num 8 Sequence Number 

4 IETESTCD Char 8 Inclusion/Exclusion Criterion Short Name 

5 IETEST Char 200 Inclusion/Exclusion Criterion 

6 IECAT Char 10 Inclusion/Exclusion Category 

7 IEORRES Char 1 I/E Criterion Original Result 

8 IESTRESC Char 1 I/E Criterion Result in Std Format 

9 EPOCH Char 20 Epoch 

10 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 24 

Data Set Name: lb.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 LBSEQ Num 8 Sequence Number 

4 LBTESTCD Char 8 Lab Test or Examination Short Name 

5 LBTEST Char 40 Lab Test or Examination Name 

6 LBCAT Char 30 Category for Lab Test 

7 LBSCAT Char 30 Subcategory for Lab Test 

8 LBORRES Char 200 Result or Finding in Original Units 

9 LBORRESU Char 20 Original Units 

10 LBSTRESC Char 200 Character Result/Finding in Std Format 

11 LBSTRESN Num 8 Numeric Result/Finding in Standard Units 

12 LBSTRESU Char 40 Standard Units 

13 LBSTAT Char 8 Completion Status 

14 LBSPEC Char 20 Specimen Type 

15 LBBLFL Char 1 Baseline Flag 

16 LBFAST Char 1 Fasting Status 

17 VISITNUM Num 8 Visit Number 

18 VISIT Char 200 Visit Name 

19 EPOCH Char 20 Epoch 

20 LBDTC Char 16 Date/Time of Specimen Collection 

21 LBDY Num 8 Study Day of Specimen Collection 

22 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

        

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 25 

Data Set Name: mh.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 MHSEQ Num 8 Sequence Number 

4 MHGRPID Char 40 Group ID 

5 MHTERM Char 50 Reported Term for the Medical History 

6 MHCAT Char 25 Category for Medical History 

7 MHSCAT Char 26 Subcategory for Medical History 

8 MHPRESP Char 1 Medical History Event Pre-Specified 

9 MHOCCUR Char 1 Medical History Occurrence 

10 MHINDC Char 10 Indication 

11 MHSTAT Char 8 Completion Status 

12 MHLOC Char 30 Location of Medical History Event 

13 VISIT Char 25 Visit Name 

14 VISITNUM Num 8 Visit Number 

15 MHSTDTC Char 16 Start Date/Time of Medical History Event 

16 MHSTTPT Char 20 Start Reference Time Point 

17 MHSTRTPT Char 10 Start Relative to Reference Time Point 

18 MHSTDY Num 8 Studyday of Start Date/Time of Medical History Event 

19 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 26 

Data Set Name: pe.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 PESEQ Num 8 Sequence Number 

4 PETESTCD Char 8 Body System Examined Short Name 

5 PETEST Char 40 Body System Examined 

6 PEORRES Char 10 Verbatim Examination Finding 

7 PESTRESC Char 10 Character Result/Finding in Standard Format 

8 PELOC Char 12 Location of Physical Exam Finding 

9 PEMETHOD Char 15 Method of Test or Examination 

10 VISITNUM Num 8 Visit Number 

11 VISIT Char 25 Visit Name 

12 PEDTC Char 15 Date/Time of Examination 

13 PEDY Num 8 Study Day of Examination 

14 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 27 

Data Set Name: pr.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 PRSEQ Num 8 Sequence Number 

4 PRGRPID Char 40 Group ID 

5 PRTRT Char 50 Reported Name of Procedure 

6 PRCAT Char 30 Category 

7 PRPRESP Char 1 Pre-specified 

8 PROCCUR Char 1 Occurrence 

9 PRINDC Char 50 Indication 

10 PRLAT Char 12 Laterality 

11 PRSTDTC Char 20 Start Date/Time of Procedure 

12 PRSTRTPT Char 20 Start Relative to Reference Time Point 

13 PRSTTPT Char 16 Start Reference Time Point 

14 PRSTTPTDY Num 8 Studyday of Start Reference Time Point 

15 PRSTDY Num 8 Studyday of Start Date/Time of Procedure 

16 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 28 

Data Set Name: qs.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 QSSEQ Num 8 Sequence Number 

4 QSGRPID Char 8 Group ID 

5 QSTESTCD Char 8 Question Short Name 

6 QSTEST Char 50 Question Name 

7 QSCAT Char 10 Category of Question 

8 QSORRES Char 150 Finding in Original Units 

9 QSSTRESC Char 3 Character Result/Finding in Standard Format 

10 QSSTRESN Num 8 Numeric Finding in Standard Units 

11 QSSTAT Char 10 Completion Status 

12 QSBLFL Char 1 Baseline Flag 

13 VISITNUM Num 8 Visit Number 

14 QSDTC Char 15 Date/Time of Finding 

15 QSDY Num 8 Studyday of Date/Time of Finding 

16 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

        

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 29 

Data Set Name: se.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 SESEQ Num 8 Sequence Number 

4 ETCD Char 8 Element Code 

5 ELEMENT Char 30 Description of Element 

6 TAETORD Num 8 Planned Order of Element within Arm 

7 EPOCH Char 20 Epoch 

8 DEIDNUM Num 8 Deidentified Unique Subject Identifier 

9 SESTDY Num 8 Study Day of Start of Element 

10 SEENDDY Num 8 Study Day of End of Element 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 30 

Data Set Name: suppae.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 RDOMAIN Char 2 Related Domain Abbreviation 

3 IDVAR Char 5 Identifying Variable 

4 IDVARVAL Char 2 Identifying Variable Value 

5 QNAM Char 50 Qualifier Variable Name 

6 QLABEL Char 40 Qualifier Variable Label 

7 QVAL Char 200 Data Value 

8 QORIG Char 3 Origin 

9 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 31 

Data Set Name: suppce.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 RDOMAIN Char 2 Related Domain Abbreviation 

3 IDVAR Char 5 Identifying Variable 

4 IDVARVAL Char 10 Identifying Variable Value 

5 QNAM Char 50 Qualifier Variable Name 

6 QLABEL Char 50 Qualifier Variable Label 

7 QVAL Char 200 Data Value 

8 QORIG Char 3 Origin 

9 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 32 

Data Set Name: suppcm.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 RDOMAIN Char 2 Related Domain Abbreviation 

3 IDVAR Char 5 Identifying Variable 

4 IDVARVAL Char 4 Identifying Variable Value 

5 QNAM Char 20 Qualifier Variable Name 

6 QLABEL Char 20 Qualifier Variable Label 

7 QVAL Char 40 Data Value 

8 QORIG Char 3 Origin 

9 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 33 

Data Set Name: suppdd.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 RDOMAIN Char 2 Related Domain Abbreviation 

3 IDVAR Char 5 Identifying Variable 

4 IDVARVAL Char 2 Identifying Variable Value 

5 QNAM Char 50 Qualifier Variable Name 

6 QLABEL Char 50 Qualifier Variable Label 

7 QVAL Char 200 Data Value 

8 QORIG Char 3 Origin 

9 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 34 

Data Set Name: suppdm.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 RDOMAIN Char 2 Related Domain Abbreviation 

3 QNAM Char 50 Qualifier Variable Name 

4 QLABEL Char 50 Qualifier Variable Label 

5 QVAL Char 50 Data Value 

6 QORIG Char 3 Origin 

7 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 35 

Data Set Name: suppds.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 RDOMAIN Char 2 Related Domain Abbreviation 

3 IDVAR Char 5 Identifying Variable 

4 IDVARVAL Char 2 Identifying Variable Value 

5 QNAM Char 50 Qualifier Variable Name 

6 QLABEL Char 40 Qualifier Variable Label 

7 QVAL Char 50 Data Value 

8 QORIG Char 3 Origin 

9 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 36 

Data Set Name: suppex.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 RDOMAIN Char 2 Related Domain Abbreviation 

3 IDVAR Char 20 Identifying Variable 

4 IDVARVAL Char 20 Identifying Variable Value 

5 QNAM Char 50 Qualifier Variable Name 

6 QLABEL Char 40 Qualifier Variable Label 

7 QVAL Char 200 Data Value 

8 QORIG Char 3 Origin 

9 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 37 

Data Set Name: suppho.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 RDOMAIN Char 2 Related Domain Abbreviation 

3 IDVAR Char 5 Identifying Variable 

4 IDVARVAL Char 4 Identifying Variable Value 

5 QNAM Char 25 Qualifier Variable Name 

6 QLABEL Char 50 Qualifier Variable Label 

7 QVAL Char 150 Data Value 

8 QORIG Char 3 Origin 

9 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

  
 

       
       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 38 

Data Set Name: supplb.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 RDOMAIN Char 2 Related Domain Abbreviation 

3 IDVAR Char 5 Identifying Variable 

4 IDVARVAL Char 3 Identifying Variable Value 

5 QNAM Char 8 Qualifier Variable Name 

6 QLABEL Char 40 Qualifier Variable Label 

7 QVAL Char 200 Data Value 

8 QORIG Char 3 Origin 

9 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 39 

Data Set Name: suppmh.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 RDOMAIN Char 2 Related Domain Abbreviation 

3 IDVAR Char 6 Identifying Variable 

4 IDVARVAL Char 4 Identifying Variable Value 

5 QNAM Char 25 Qualifier Variable Name 

6 QLABEL Char 50 Qualifier Variable Label 

7 QVAL Char 100 Data Value 

8 QORIG Char 3 Origin 

9 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 40 

Data Set Name: supppr.sas7bdat 

Num Variable Type Len Format Informat Label 
1 IDVAR Char 6 Identifying Variable 

2 IDVARVAL Char 4 Identifying Variable Value 

3 QLABEL Char 50 Qualifier Variable Label 

4 QNAM Char 25 Qualifier Variable Name 

5 QORIG Char 3 Origin 

6 QVAL Char 50 Data Value 

7 RDOMAIN Char 2 Related Domain Abbreviation 

8 STUDYID Char 5 Study Identifier 

9 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 41 

Data Set Name: suppqs.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 RDOMAIN Char 2 Related Domain Abbreviation 

3 IDVAR Char 5 Identifying Variable 

4 IDVARVAL Char 4 Identifying Variable Value 

5 QNAM Char 25 Qualifier Variable Name 

6 QLABEL Char 50 Qualifier Variable Label 

7 QVAL Char 50 Data Value 

8 QORIG Char 3 Origin 

9 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 42 

Data Set Name: suppza.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 RDOMAIN Char 2 Related Domain Abbreviation 

3 IDVAR Char 5 Identifying Variable 

4 IDVARVAL Char 4 Identifying Variable Value 

5 QNAM Char 40 Qualifier Variable Name 

6 QLABEL Char 50 Qualifier Variable Label 

7 QVAL Char 150 Data Value 

8 QORIG Char 3 Origin 

9 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 43 

Data Set Name: suppzb.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 RDOMAIN Char 2 Related Domain Abbreviation 

3 IDVAR Char 5 Identifying Variable 

4 IDVARVAL Char 4 Identifying Variable Value 

5 QNAM Char 40 Qualifier Variable Name 

6 QLABEL Char 50 Qualifier Variable Label 

7 QVAL Char 150 Data Value 

8 QORIG Char 3 Origin 

9 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 44 

Data Set Name: sv.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 VISITNUM Num 8 Visit Number 

4 VISIT Char 25 Visit Name 

5 SVSTDTC Char 16 Start Date/Time of Visit 

6 SVENDTC Char 16 End Date/Time of Visit 

7 SVSTDY Num 8 Study Day of Start of Visit 

8 SVENDY Num 8 Studyday of End Date/Time of Visit 

9 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

        

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 45 

Data Set Name: ta.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 ARMCD Char 1 Planned Arm Code 

4 ARM Char 30 Description of Planned Arm 

5 TAETORD Num 8 Planned Order of Element within Arm 

6 ETCD Char 4 Element Code 

7 ELEMENT Char 30 Description of Element 

8 TABRANCH Char 200 Branch 

9 EPOCH Char 200 Epoch 



  

  

   

 
 

       
       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 46 

Data Set Name: te.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 ETCD Char 4 Element Code 

4 ELEMENT Char 11 Description of Element 

5 TESTRL Char 50 Rule for Start of Element 

6 TEENRL Char 75 Rule for End of Element 



  

  

   

 
 

       
       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 47 

Data Set Name: ti.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 IETESTCD Char 6 Inclusion/Exclusion Criterion Short Name 

4 IETEST Char 195 Inclusion/Exclusion Criterion 

5 IECAT Char 9 Inclusion/Exclusion Category 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 48 

Data Set Name: ts.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 TSSEQ Num 8 Sequence Number 

4 TSPARMCD Char 8 Trial Summary Parameter Short Name 

5 TSPARM Char 40 Trial Summary Parameter 

6 TSVAL1 Char 200 Parameter Value 1 

7 TSVALNF Char 4 Parameter Null Flavor 

8 TSVALCD Char 11 Parameter Value Code 

9 TSVCDREF Char 18 Name of the Reference Terminology 

10 TSVCDVER Char 10 Version of the Reference Terminology 



  

  

   

 
 

       
       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 49 

Data Set Name: tv.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 VISITNUM Num 8 Visit Number 

4 VISIT Char 31 Visit Name 

5 ARMCD Char 5 Planned Arm Code 

6 TVSTRL Char 40 Visit Start Rule 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       

       
 

 
  

15:46 Friday, January 16, 2026 50 

Data Set Name: vs.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 VSSEQ Num 8 Sequence Number 

4 VSGRPID Char 7 Group ID 

5 VSTESTCD Char 20 Vital Signs Test Short Name 

6 VSTEST Char 40 Vital Signs Test Name 

7 VSORRES Char 10 Result or Finding in Original Units 

8 VSORRESU Char 15 Original Units 

9 VSSTRESC Char 15 Character Result/Finding in Std Format 

10 VSSTRESN Num 8 Numeric Result/Finding in Standard Units 

11 VSSTRESU Char 15 Standard Units 

12 VSSTAT Char 8 Completion Status 

13 VSBLFL Char 1 Baseline Flag 

14 VISITNUM Num 8 Visit Number 

15 VISIT Char 25 Visit Name 

16 VSDTC Char 16 Date/Time of Measurements 

17 VSTPT Char 20 Planned Time Point Name 

18 VSTPTNUM Num 8 Planned Time Point Number 

19 VSDY Num 8 Studyday of Date/Time of Measurements 

20 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
       

       

       

       

       

       

       

       

       

       

        

       
 

 
  

15:46 Friday, January 16, 2026 51 

Data Set Name: za.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Study Identifier 

2 DOMAIN Char 2 Domain Abbreviation 

3 ZASEQ Num 8 Sequence Number 

4 ZAGRPID Char 7 Group ID 

5 ZATEST Char 20 Name of Treatment 

6 ZAORRES Char 20 Result or Finding in Original Units 

7 ZAREASND Char 40 Reason Not Done 

8 VISITNUM Num 8 Visit Number 

9 VISIT Char 25 Visit Name 

10 ZASTDTC Char 20 Start Date/Time of Treatment 

11 ZASTDY Num 8 Studyday of Start Date/Time of Treatment 

12 DEIDNUM Num 8 Deidentified Unique Subject Identifier 



  

  

   

 
 

       
        

       

       

       

       

       

       

       

       

       

       

       

       
 

 

15:46 Friday, January 16, 2026 52 

Data Set Name: zb.sas7bdat 

Num Variable Type Len Format Informat Label 
1 STUDYID Char 5 Subject Identifier for the Study 

2 DOMAIN Char 2 Domain Abbreviation 

3 ZBSEQ Num 8 Sequence Number 

4 ZBGRPID Char 30 Group ID 

5 ZBLNKID Char 23 Reference ID 

6 ZBTERM Char 50 Adjudicated Event Term 

7 ZBCAT Char 30 Category for Adjudicated Event 

8 ZBSCAT Char 70 Subcategory for Adjudicated Event 

9 ZBPRESP Char 1 Adjudicated Event Pre-Specified 

10 ZBOCCUR Char 5 Study Identifier 

11 ZBSTDTC Char 16 Start Date/Time of Event 

12 ZBSTDY Num 8 Study Day of Start of Event 

13 DEIDNUM Num 8 Deidentified Unique Subject Identifier 
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