
Data Set Name: ae.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8   

2 TreatmentDate Num 8 MMDDYY10. Date of Treatment

3 RxDesc Char 18  Treatment Description

4 CentralIRBOrlocalIRB Char 11   

5 Eventabateafterstoppingdrug Char 14   

6 centralIRBscriteria Char 50   

7 AECategory Char 35   

8 AECausalityByReporter Char 22   

9 AESerious Char 3   

10 AEInitialAEID Num 8   

11 AESelectTerm Num 8   

12 AESupraOrdinateTerm Num 8   

13 AEAssociations_Death Num 8   

14 AEAssociations_Isanotherconditio Num 8   

15 severity_index Num 8   

16 AEPatientOutcome Char 100   

17 AEexpected Char 100   

18 AEPrimarySecondary Char 100  Is this event a primary or secondary event?

19 AESelectTermstr Char 250  AE Select Term

20 tmpid Num 8  AE Initial AEID

21 seriousae Num 8  Serious AE?

22 ae_eval_id Num 8  AE Initial AEID

23 AECausalityByReviewer Char 22   

24 CTCAE_VERSION Num 8   

25 AETerm Char 100   

26 AE_Submitted Num 8 MMDDYY10.  

27 severity Num 8  Severity

28 dtfollow Num 8 MMDDYY10. Date at Follow-Up

29 dtreported Num 8 MMDDYY10. Date Event Reported

30 dtresolved Num 8 MMDDYY10. Date Event Resolved

31 dte Num 8 MMDDYY10. Date of Occurrence

32 dtae Num 8 MMDDYY10. Date of Occurrence

33 aedetails_abbr Char 400  Adverse Event Details

34 new_aedetails_abbr Char 200  New Adverse Event Details



Data Set Name: autoab.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 TreatmentDate Num 8 MMDDYY10. Date of Treatment

3 RxDesc Char 18 $18. Treatment Description

4 znt8 Num 8  Zinc Transporter 8

5 miaa Num 8  Micro Insulin autoantibody

6 ia2h Num 8  Anti-IA-2 autoantibody (NIDDK Harmonized Assay)

7 ica Num 8  Islet Cell Antigen

8 gad65h Num 8  Anti-GAD65 autoantibody (NIDDK Harmonized Assay)

9 DateSampleEvaluation Num 8 MMDDYY10. Date of Sample Evaluation

10 DateOfDraw Num 8 MMDDYY10. Date of Draw



Data Set Name: bmi.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 TreatmentDate Num 8 MMDDYY10. Date of Treatment

3 RxDesc Char 18 $18. Treatment Description

4 HeightCm Num 8  Height cm

5 WeightKg Num 8  Weight kg

6 DateofWeight Num 8 MMDDYY10. Date of Weight



Data Set Name: cbc.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 TreatmentDate Num 8 MMDDYY10. Date of Treatment

3 RxDesc Char 18 $18. Treatment Description

4 BasophilsResults Num 8  Basophils results (%)

5 BasophilsResultsOR Num 8  Basophils results (10 ̂  3 cells/µl)

6 EosinophilsResults Num 8  Eosinophils results (%)

7 EosinophilsResultsOR Num 8  Eosinophils results (10 ̂  3 cells/µl)

8 HematocritResults Num 8  Hematocrit results (%)

9 HemoglobinResults Num 8  Hemoglobin Results (g/dL)

10 LymphocytesResults Num 8  Lymphocytes results (%)

11 LymphocytesResultsOR Num 8  Lymphocytes results (10 ̂  3 cells/µl)

12 MCHCresults Num 8  MCHC results (g/dL)

13 MCHresults Num 8  MCH results (pg)

14 MCVresults Num 8  MCV results (µm ̂  3)

15 MonocytesResults Num 8  Monocytes results (%)

16 MonocytesResultsOR Num 8  Monocytes results (10 ̂  3 cells/µl)

17 PMNleukocytesResults Num 8  PMN leukocytes results (%)

18 PMNleukocytesResultsOR Num 8  PMN leukocytes results (10 ̂  3 cells/µl)

19 PlateletCountResultsNormal Num 8  Platelet count results (10 ̂  3 cells/µl)

20 RBCResults Num 8  RBC results (10 ̂  6 cells/µL)

21 WBCresults Num 8  WBC results (10 ̂  3 cells/µl)

22 CBCDate Num 8 MMDDYY10. CBC Date



Data Set Name: cd4cd8.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 TreatmentDate Num 8 MMDDYY10. Date of Treatment

3 RxDesc Char 18 $18. Treatment Description

4 cd4a Num 8  CD4A Result

5 cd4p Num 8  CD4P Result

6 cd8a Num 8  CD8A Result

7 cd8p Num 8  CD8P Result

8 cd4cd8 Num 8  CD4CD8 Result

9 DateSampleEvaluation Num 8 MMDDYY10. Date of Sample Evaluation

10 DateOfDraw Num 8 MMDDYY10. Date of Draw



Data Set Name: cd4cd8x.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 TreatmentDate Num 8 MMDDYY10. Date of Treatment

3 RxDesc Char 18 $18. Treatment Description

4 DateOfDraw Num 8 MMDDYY10. Date of Draw

5 cd4aunit Char 12  CD4A Result Unit

6 cd8aunit Char 12  CD8A Result Unit

7 cd4a Num 8  CD4A Result

8 cd4cd8 Num 8  CD4CD8 Result

9 cd4p Num 8  CD4P Result

10 cd8a Num 8  CD8A Result

11 cd8p Num 8  CD8P Result



Data Set Name: change.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 TreatmentDate Num 8 MMDDYY10. Date of Treatment

3 RxDesc Char 18 $18. Treatment Description

4 ReasonForWithdrawal Char 45 $45. Record the primary reason for withdrawal

5 WithdrewConsentWhy Char 68 $68. If withdrew consent selected record the reason why

6 dtchngevent Num 8 MMDDYY10. Date of Event Change

7 dtwithdrawal Num 8 MMDDYY10. Date of Withdraw



Data Set Name: cpeptide.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 TreatmentDate Num 8 MMDDYY10. Date of Treatment

3 RxDesc Char 18 $18. Treatment Description

4 orig_result Char 1000  Original Result

5 cpepmin Num 8  C-Peptide Min

6 maxcpep Num 8  C-Peptide Max

7 DateOfDraw Num 8 MMDDYY10. Date of Draw

8 SampleEvaluationDate1 Num 8 MMDDYY10. Date of Sample Evaluation 1

9 SampleEvaluationDate2 Num 8 MMDDYY10. Date of Sample Evaluation 2

10 PEPM10 Num 8  -10 minute C-Peptide (nmol/L)

11 PEP0 Num 8  0 minute C-Peptide (nmol/L)

12 PEP15 Num 8  15 minute C-Peptide (nmol/L)

13 PEP30 Num 8  30 minute C-Peptide (nmol/L)

14 PEP60 Num 8  60 minute C-Peptide (nmol/L)

15 PEP90 Num 8  90 minute C-Peptide (nmol/L)

16 PEP120 Num 8  120 minute C-Peptide (nmol/L)

17 PEP150 Num 8  150 minute C-Peptide (nmol/L)

18 PEP180 Num 8  180 minute C-Peptide (nmol/L)

19 PEP210 Num 8  210 minute C-Peptide (nmol/L)

20 PEP240 Num 8  240 minute C-Peptide (nmol/L)



Data Set Name: hba1c.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 TreatmentDate Num 8 MMDDYY10. Date of Treatment

3 RxDesc Char 18 $18. Treatment Description

4 hba1c Num 8  HbA1c

5 DateOfDraw Num 8 MMDDYY10. Date of Draw

6 DateSampleEvaluation Num 8 MMDDYY10. Date of Sample Evaluation



Data Set Name: hypo.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 TreatmentDate Num 8 MMDDYY10. Date of Treatment

3 RxDesc Char 18 $18. Treatment Description

4 ExperiencedAnyHypoglycemicEven Char 3 $3. Have you experienced any sevre hypoglycemic events loss of consciousness 
seizure or assistance required from another person due to an altered state or 
consciousness since trhe last visit

5 HowManyHypoglycemicEvents Num 8  If Yes How many severe hypoglycemic events have occured since the last visit

6 dtinsulin1 Num 8 MMDDYY10. Insulin Date 1

7 dtvisit Num 8 MMDDYY10. Visit Date



Data Set Name: insulin.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 TreatmentDate Num 8 MMDDYY10. Date of Treatment

3 RxDesc Char 18 $18. Treatment Description

4 dtinsulin1 Num 8 MMDDYY10. Insulin Date 1

5 dtinsulin2 Num 8 MMDDYY10. Insulin Date 2

6 dtinsulin3 Num 8 MMDDYY10. Insulin Date 3

7 InsulDoseInfoAvailableFor3Days Char 3 $3. Is the insulin dose information available for atleast three days

8 AverageUnitsOfItermediateInsul Num 8  Average unitsday of intermediatelong acting insulin average over 3 day period

9 AvgUnitsShortActingInsulin Num 8  Average unitsday of short acting insulin

10 SubjectUsingCGMS Char 3 $3. Is the person using a Continuous Glucose Monitoring System CGMS

11 InsulinRoutineDaily Char 27 $27. Daily insulin routines check one

12 ExperiencedAnyHypoglycemicEven Char 3 $3. Have you experienced any sevre hypoglycemic events loss of consciousness 
seizure or assistance required from another person due to an altered state or 
consciousness since trhe last visit

13 HowManyHypoglycemicEvents Num 8  If Yes How many severe hypoglycemic events have occured since the last visit

14 dtweight Num 8 MMDDYY10. Weight Date

15 WeightKg Num 8  Weight kg

16 totinsulin Num 8  Total Insulin ((avergeunitsofintermediateinsul+avgunitsshortactinginsulin)/weightkg)



Data Set Name: mastable.sas7bdat
 

Num Variable Type Len Format Label

1 MASKID Num 8  Participant Mask ID#

2 DTREG Num 8 MMDDYY10. Registration Date

3 PROTOCOL_ID Num 8  PROTOCOL_ID

4 ETHNICITY Char 39 $39. Ethnicity

5 DTDX Num 8 MMDDYY10. Date of Diagnosis

6 RACE Char 12  Race

7 SEX Char 6  Sex

8 DTBASE Num 8 MMDDYY10. Date of Baseline

9 GWSITE Num 8  Site Number

10 GWSITECC Num 8  Clinical Center Number

11 SITE Char 70  Site Name

12 TREATMENTDATE Num 8 MMDDYY10. Date of Treatment

13 RXDESC Char 18 $18. Treatment Description

14 AGE Num 8  Age

15 DTWITHDRAWAL Num 8 MMDDYY10. Date of Withdrawal

16 WITHDRAWAL Char 7 $7. Withdrawal: Yes or No

17 REASONWITHDRAWAL Char 40 $40. Reason for Withdrawal



Data Set Name: mmtt.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 TreatmentDate Num 8 MMDDYY10. Date of Treatment

3 RxDesc Char 18 $18. Treatment Description

4 DateOfDraw Num 8 MMDDYY10. Date of Draw

5 GLUM10 Num 8  -10 minute Glucose

6 GLU0 Num 8  0 minute Glucose

7 GLU30 Num 8  30 minute Glucose

8 GLU60 Num 8  60 minute Glucose

9 GLU90 Num 8  90 minute Glucose

10 GLU120 Num 8  120 minute Glucose



Data Set Name: tn19_adverseevents.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Visit Date

3 AEInitialAEID Num 8  AE Initial AEID

4 adverse_event_id Num 8  ADVERSE_EVENT_ID

5 aedate Num 8 MMDDYY10. Date of AE

6 aereportdt Num 8 MMDDYY10. Date AE Reported

7 AE_Submitted Num 8 MMDDYY10. Date AE Initially Submitted

8 AEPrimarySecondary Char 100  Primary or Secondary Event

9 AECategory Char 100 $100. Category

10 AETerm Char 100  AE Term

11 AETermOther Char 100  AE Term Other

12 severity Num 8  Severity Index

13 Description Char 32000  Description

14 AEexpected Char 100  AE Expected?

15 comments Char 3025 $3025. Additional Comments

16 AETreatLocation Char 14 $14. Adverse Event Treatment Location

17 AETreatLocationOther Char 108 $108. AE Treatment Location Other

18 AECausalityByReporter Char 22 $22. Causality by reporter

19 AECausalityByReviewer Char 22 $22. Causality by reviewer

20 AEAssociations_Developmentofacon Num 8  AEAssociations: Development of a congenital anomaly or birth defect

21 AEAssociations_Developmentofaper Num 8  AEAssociations: Development of a permanent/ serious/ disabling /incapacitating 
condition

22 AEAssociations_Death Num 8  AEAssociations: Death

23 AEAssociations_Hospitalizationor Num 8  AEAssociations: Hospitalization or prolonged hospitalization

24 AEAssociations_Lifethreatening Num 8  AEAssociations: Life threatening

25 AEAssociations_Isanotherconditio Num 8  AEAssociations: Is another condition which investigators judge to represent 
significant hazards

26 AEAssociations_OtherSeriousImpor Num 8  AEAssociations: Other Serious Association

27 aeresolvedt Num 8 MMDDYY10. Resolved Date

28 AEPatientOutcome Char 100  AE Patient Outcome

29 death_date Num 8 MMDDYY10. Date of Death

30 Eventabateafterstoppingdrug Char 14 $14. Did the eventreaction abate after stopping drug

31 Eventreappearafterreintroduct Char 100  Did event/reaction reappear after reintroduction

32 CentralIRBOrlocalIRB Char 11 $11. Do you use a central IRB or a local IRB for this protocol

33 AEFollowUpDate Num 8 MMDDYY10. Date of Follow-up

34 AEReasonForFollowup Char 55 $55. AE Reason for followup

35 ReviewDate Num 8 MMDDYY10. Review Date

36 ProtocolChanges Char 8  Protocol Change recommended?



Num Variable Type Len Format Label

37 ConsentFormChanges Char 8  Consent change recommended?

38 ReviewAddComments Char 4000  Additional comments

39 AddInfoRequested Char 8  Additional information requested?

40 AddInfoRequestDetails Char 2000  Additional information request details

41 DSMBReview Char 8  Additional information requested?

42 DSMBReviewRequestDetails Char 2000  DSMB review request details



Data Set Name: tn19_baselineeligibility.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 _3MthsOfDiagnosis Char 3 $3. 1Subject is within 3months 100 days of diagnosis of type 1 diabetes based on ADA 
criteria

5 Onediabetesautoantibodies Char 3 $3. 2Subject has at least one diabetesrelated autoantibody present glutamate 
decarboxylase insulin if obtained within 10 days of the onset of insulin therapy ICA 
512antibody andor ICA or ZnT8

6 StimuatedCPeptidelevel Char 3 $3. 3Subject has stimulated Cpeptide levels  02 pmolml

7 EBVPCRSeronegativeScreening Char 14 $14. 4Subject is EBV PCR negative within 2 weeks of randomization if they were EBV 
seronegative at screening

8 Lastliveimmunization Char 3 $3. 5Subject is at least 6 weeks from last live immunization

9 Immunodeficientlymphopenia Char 2 $2. 1 Subject is immunodeficient or has clinically significant chronic lymphopenia 
leukopenia 3000 leukocytesL neutropenia 1500 neutrophilsL lymphopenia 800 
lymphocytesL or thrombocytopenia 100000 plateletsL

10 SymptomsatRandomization Char 2 $2. 2 Subject has active signs or symptoms of acute infection at the time of 
randomization

11 TuberculosisPPDInterferonGamma Char 2 $2. 3 Subject has evidence of prior or current tuberculosis infection as assessed by 
PPD interferon gamma release assay or by history

12 PregnantLactationtwoyear Char 2 $2. 4 Subject is currently pregnant or lactating or anticipates getting pregnant within the 
two year study period

13 ImmunosuppressiveSteroids Char 2 $2. 5 Subject requires the use of other immunosuppressive agents including chronic 
use of steroids

14 HIVHepatitisBHepatitisC Char 2 $2. 6  Subject has evidence of current or past HIV Hepatitis B or Hepatitis C infection

15 ComplicatedMedicalCOPD Char 3 $3. 7 Subject has complicated medical issues or abnormal clinical laboratory results 
that may interfere with study conduct or cause increased risk to include preexisting 
cardiac disease COPD sickle cell disease neurological or blood count abnormalities

16 Malignanciesotherthanskin Char 2 $2. 8 Subject has history of malignancies other than skin

17 Liverdysfunction Char 2 $2. 9 Subject has evidence of liver dysfunction with alanine aminotransferase ALT or 
aspartate aminotransferase AST 30 times the upper limit of normal

18 RenalinsufficiencySerumCreatin Char 2 $2. 10 Subject has evidence of renal insufficiency as indicated by serum creatinine of 
15 times the upper limit of normal

19 VaccinationLiveVirus Char 2 $2. 11 Subject has had vaccination with a live virus within the last six weeks

20 NoninsulinaffectGlycemic Char 2 $2. 12 Subject has current or ongoing use of noninsulin pharmaceuticals that affect 
glycemic control within prior 7 days of screening

21 ParticipationT1Dtreatment Char 2 $2. 13  Subject has had active participation in another T1D treatment study in the 
previous 30 days

22 TreatmentAbataceptAntiCD3 Char 2 $2. 14 Subject has prior treatment with Abatacept or AntiCD3

23 AllergyGCSForATG Char 2 $2. 15  Subject has a known allergy to GCSF or ATG

24 ATGAllergyRabbit Char 2 $2. 16  Subject has had prior treatment with ATG or known allergy to rabbit derived 
products

25 ConditionCompromiseStudyResult Char 3 $3. 17 Subject has any condition that in the investigators opinion may compromise 
study participation or may confound the interpretation of the study results

26 TrialnetEligibility Char 3 $3. Subject is Eligible per TrialNet Eligibility Committee Review



Data Set Name: tn19_baselinevisitassessment.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 DiagnosedAutoImmuneDisease Char 3 $3. a Has the participant ever been diagnosed with an autoimmune diseases

5 AddisonDiseaseYesNo Char 2 $2. Addisons Disease Adrenal Insufficiency  Yes or No

6 AddisonDateOfDiagnosisDay Num 8  Addisons Disease Adrenal Insufficiency  Day of Diagnosis

7 AddisonDateOfDiagnosisMonth Char 1 $1. Addisons Disease Adrenal Insufficiency  Month of Diagnosis

8 AddisonDateOfDiagnosisyear Num 8  Addisons Disease Adrenal Insufficiency  Year of Diagnosis

9 AlopeciaYesNo Char 2 $2. Alopecia  Yes or No

10 AlopeciaDateOfDiagnosisDay Num 8  Alopecia  Day of Diagnosis

11 AlopeciaDateOfDiagnosisMonth Char 1 $1. Alopecia  Month Of Diagnosis

12 AlopeciaDateOfDiagnosisYear Num 8  Alopecia  Year Of Diagnosis

13 CeliacSprueGlutenYesNo Char 3 $3. Celiac Disease Gluten Allergy or Celiac Sprue  Yes or No

14 CeliacSprueGlutenDiagnosisDay Num 8  Celiac Disease Gluten Allergy or Celiac Sprue  Day of Diagnosis

15 CeliacSprueGlutenDiagnosisMont Char 3 $3. Celiac Disease Gluten Allergy or Celiac Sprue  Month Of Diagnosis

16 CeliacSprueGlutenDiagnosisYear Num 8  Celiac Disease Gluten Allergy or Celiac Sprue  Year Of Diagnosis

17 GraveHyperthyroidismYesNo Char 2 $2. Graves Disease Hyperthyroidism  Yes or No

18 GraveHyperthyroidismDiagnosisD Num 8  Graves Disease Hyperthyroidism  Day of Diagnosis

19 GraveHyperthyroidismDiagnosisM Char 1 $1. Graves Disease Hyperthyroidism  Month Of Diagnosis

20 GraveHyperthyroidismDiagnosisY Num 8  Graves Disease Hyperthyroidism  Year Of Diagnosis

21 HypogonadismPrematureMenopause Char 2 $2. Hypogonadism or Premature Menopause  Yes or No

22 HypogonadismPrematureMenopause3 Char 1 $1. Hypogonadism or Premature Menopause  Month of Diagnosis

23 HypogonadismPrematureMenopause2 Num 8  Hypogonadism or Premature Menopause  Day of Diagnosis

24 HypogonadismPrematureMenopause4 Num 8  Hypogonadism or Premature Menopause  Year of Diagnosis

25 HypoparathyroidismYesNo Char 2 $2. Hypoparathyroidism  Yes or No

26 HypoparathyroidismDiagnosisDay Num 8  Hypoparathyroidism  Day of Diagnosis

27 HypoparathyroidismDiagnosisMon Char 1 $1. Hypoparathyroidism  Month of Diagnosis

28 HypoparathyroidismDiagnosisYea Num 8  Hypoparathyroidism  Year of Diagnosis

29 AutoimmuneHypothyroidismHashim Char 3 $3. Autoimmune Thyroid Disease Hypothyroidism or Hashimotos Disease  Yes or No

30 AutoimmuneHypothyroidismHashim4 Char 3 $3. Autoimmune Thyroid Disease Hypothyroidism or Hashimotos Disease  Month Of 
Diagnosis

31 AutoimmuneHypothyroidismHashim2 Num 8  Autoimmune Thyroid Disease Hypothyroidism or Hashimotos Disease  Day Of 
Diagnosis

32 AutoimmuneHypothyroidismHashim3 Num 8  Autoimmune Thyroid Disease Hypothyroidism or Hashimotos Disease  Year Of 
Diagnosis

33 InflammatoryBowelYesNo Char 2 $2. Inflammatory Bowel Disease  Yes or No

34 InflammatoryBowelDiagnosisDay Num 8  Inflammatory Bowel Disease  Day Of Diagnosis

35 InflammatoryBowelDiagnosisMont Char 1 $1. Inflammatory Bowel Disease  Month Of Diagnosis

36 InflammatoryBowelDiagnosisYear Num 8  Inflammatory Bowel Disease  Year Of Diagnosis



Num Variable Type Len Format Label

37 LupusYesNo Char 2 $2. Lupus  Yes or No

38 LupusDiagnosisDay Num 8  Lupus  Day Of Diagnosis

39 LupusDiagnosisMonth Char 1 $1. Lupus  Month Of Diagnosis

40 LupusDiagnosisYear Num 8  Lupus  Year Of Diagnosis

41 MultipleSclerosisYesNo Char 2 $2. Multiple Sclerosis  Yes or No

42 MultipleSclerosisDiagnosisDay Num 8  Multiple Sclerosis  Day Of Diagnosis

43 MultipleSclerosisDiagnosisMont Char 1 $1. Multiple Sclerosis  Month Of Diagnosis

44 MultipleSclerosisDiagnosisYear Num 8  Multiple Sclerosis  Year Of Diagnosis

45 PerniciousAnemiaYesNo Char 2 $2. Pernicious Anemia  Yes or No

46 PerniciousAnemiaDiagnosisDay Num 8  Pernicious Anemia  Day of Diagnosis

47 PerniciousAnemiaDiagnosisMonth Char 1 $1. Pernicious Anemia  Month of Diagnosis

48 PerniciousAnemiaDiagnosisYear Num 8  Pernicious Anemia  Year of Diagnosis

49 PsoriasisYesNo Char 2 $2. Psoriasis  Yes or No

50 PsoriasisDiagnosisDay Num 8  Psoriasis  Day of Diagnosis

51 PsoriasisDiagnosisMonth Char 1 $1. Psoriasis  Month of Diagnosis

52 PsoriasisDiagnosisYear Num 8  Psoriasis  Year of Diagnosis

53 RheumatologicYesNo Char 2 $2. Rheumatologic Disease  Yes or No

54 RheumatologicDiagnosisDay Num 8  Rheumatologic Disease  Day of Diagnosis

55 RheumatologicDiagnosisMonth Char 1 $1. Rheumatologic Disease  Month of Diagnosis

56 RheumatologicDiagnosisYear Num 8  Rheumatologic Disease  Year of Diagnosis

57 VitiligoYesNo Char 2 $2. Vitiligo  Yes or No

58 VitiligoDiagnosisDay Num 8  Vitiligo  Day of Diagnosis

59 VitiligoDiagnosisMonth Char 1 $1. Vitiligo  Month of Diagnosis

60 VitiligoDiagnosisYear Num 8  Vitiligo  Year of Diagnosis

61 OtherSpecifyOne Char 1 $1. Other specify One

62 OtherSpecifyOneYesNo Char 1 $1. Other specify One  Yes or No

63 OtherSpecifyOneDay Num 8  Other specify One  Day

64 OtherSpecifyOneMonth Char 1 $1. Other specify One  Month

65 OtherSpecifyOneYear Num 8  Other specify One  Year

66 OtherSpecifyTwo Char 1 $1. Other specify Two

67 OtherSpecifyTwoYesNo Char 1 $1. Other specify Two  Yes or No

68 OtherSpecifyTwoDay Num 8  Other specify Two  Day

69 OtherSpecifyTwoMonth Char 1 $1. Other specify Two  Month

70 OtherSpecifyTwoYear Num 8  Other specify Two  Year

71 OtherSpecifyThree Char 1 $1. Other specify Three

72 OtherSpecifyThreeYesNo Char 1 $1. Other specify Three  Yes or No

73 OtherSpecifyThreeDay Num 8  Other specify Three  Day

74 OtherSpecifyThreeMonth Char 1 $1. Other specify Three  Month

75 OtherSpecifyThreeYear Num 8  Other specify Three  Year



Num Variable Type Len Format Label

76 HospitalizedOtherThanDiabetesA Char 2 $2. Has the participant been hospitalized other than for diabetes since the screening visit

77 WhatForHospitalizations Char 1 $1. If YES what for

78 Asthma Char 3 $3. Asthma

79 LeukopeniaNeutropenia Char 2 $2. Leukopenia andor Neutropenia

80 Allergies Char 3 $3. Allergies

81 Eczema Char 3 $3. Eczema

82 OtherInfections Char 7 $7. Frequent other infections

83 OtherInfectionsIfYesSpecify Char 1 $1. If YES  specify

84 Other Char 7 $7. Other

85 IfOtherSpecify Char 62 $62. If OTHER  specify

86 DiabeticKetoacidosisAfterScree Char 2 $2. Since screening has the participant ever experienced Diabetic Ketoacidosis

87 AnthopometricsWeightKg Num 8  Weight kg

88 AnthopometricsWeightNotDone Num 8  Weight Not Done

89 AnthopometricsHeightCM Num 8  Height cm

90 AnthopometricsHeightNotDone Num 8  Height Not Done

91 SeatedArmBloodPressureSystolic Num 8  Seated arm blood pressure Systolic

92 SeatedArmBloodPressureDiastoli Num 8  Seated arm blood pressure Diastolic

93 SeatedArmBloodPressureNotDone Num 8  Seated arm blood pressure Not Done

94 TemperatureDegreeCelcius Num 8  Temperature Degree

95 TemperatureDegreeNotDone Num 8  Temperature Not Done

96 HeartRateBPM Num 8  Heart Rate bpm

97 HeartRateNotDone Num 8  Heart Rate Not Done

98 RespiratoryRateBPM Num 8  Respiratory rate bpm

99 RespiratoryRateNotDone Num 8  Respiratory Rate Not Done

100 PhysicalExamFirstVisitYesNo Char 3 $3. Was a physical exam performed at this visit

101 HeentFindings Char 8 $8. HEENT Findings

102 HEENTThyroidAbnormal Char 85 $85. HEENT Abnormal

103 NeckThyroidFindings Char 8 $8. NeckThyroid Findings

104 NeckThyroidAbnormal Char 69 $69. NeckThyroid Abnormal

105 HeartFindings Char 8 $8. Heart Findings

106 HeartAbnormal Char 61 $61. Heart Abnormal

107 LungsFindings Char 6 $6. Lungs Findings

108 LungsAbnormal Char 1 $1. Lungs Abnormal

109 PulsesFindings Char 12 $12. Pulses Findings

110 PulsesAbnormal Char 1 $1. Pulses Abnormal

111 MusculoskeletalFindings Char 12 $12. Musculoskeletal Findings

112 MusculoskeletalAbnormal Char 60 $60. Musculoskeletal Abnormal

113 GenitaliaFindings Char 12 $12. Genitalia Findings

114 GenitaliaAbnormal Char 1 $1. Genitalia Abnormal



Num Variable Type Len Format Label

115 AbdomenFindings Char 6 $6. Abdomen Findings

116 AbdomenAbnormal Char 1 $1. Abdomen Abnormal

117 LymphaticsFindings Char 12 $12. Lymphatics Findings

118 LymphaticsAbnormal Char 47 $47. Lymphatics Abnormal

119 SkinFindings Char 8 $8. Skin Findings

120 SkinAbnormal Char 163 $163. Skin Abnormal

121 NeurologicFindings Char 8 $8. Neurologic Findings

122 NeurologicAbnormal Char 44 $44. Neurologic Abnormal

123 OtherFindings Char 12 $12. Other Findings

124 OtherAbnormal Char 45 $45. Other Abnormal

125 BreastFemaleTannerStage Char 18 $18. Breast female

126 GenitailiaMaleTannerStage Char 18 $18. Genitalia male

127 PubicHairTannerStage Char 18 $18. Pubic Hair both

128 ReproductiveChildbearingPotent Char 3 $3. Does the participant have reproductive or childbearing potential

129 UrinePregnancyTest Char 3 $3. Was a urine pregnancy test completed at this visit

130 UrinePregnancyTestPositive Char 2 $2. Was the test result positive



Data Set Name: tn19_cbcdifferential.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 DateOfBloodDrawDay Num 8  Date of blood draw day

5 DateOfBloodDrawMonth Char 3 $3. Date of blood draw month

6 DateOfBloodDrawYear Num 8  Date of blood draw year

7 TimeOfCollectionHH Num 8  Time of Collection hour

8 TimeOfCollectionMM Num 8  Time of Collection minute

9 DateReportedDay Num 8  Date results reported by lab day

10 DateReportedMonth Char 3  Date results reported by lab month

11 DateReportedYear Num 8  Date results reported by lab year

12 DateResultsReportedByLabUnknow Num 8  Date results reported by lab Unknown

13 TimeResultsProcessedByLabHH Num 8  Time Results Processed by Lab hour

14 TimeResultsProcessedByLabMM Num 8  Time Results Processed by Lab minute

15 Rbcresults Num 8  RBC results

16 Rbcnotdone Char 3  RBC Not Done

17 RBCResultsNormal Char 3 $3. RBC results normal

18 RBCResultAbormalClinicallySign Char 3 $3. RBC results abnormal clinically significant

19 HemoglobinResults Num 8  Hemoglobin Results

20 HemoglobinNotDone Char 3  Hemoglobin Not Done

21 HemoglobinResultsNormal Char 3 $3. Hemoglobin Results Normal

22 HemoglobinResultAbormalClinica Char 3 $3. Hemoglobin results abnormal clinically significant

23 HematocritResults Num 8  Hematocrit results

24 HematocritNotDone Char 3  Hematocrit Not Done

25 HematocritResultsNormal Char 3 $3. Hematocrit results normal

26 HematocritResultAbormalClinica Char 3 $3. Hematocrit results abnormal clinically significant

27 MCVresults Num 8  MCV results

28 MCVNotDone Char 3  MCV Not Done

29 MCVresultsNormal Char 3 $3. MCV results normal

30 MCVResultAbormalClinicallySign Char 3 $3. MCV results abnormal clinically significant

31 PlateletCountResultsNormal Num 8  Platelet count results

32 PlateletCountNotDone Char 3  Platelet Count Not Done

33 PlateletCountResultsNormal2 Char 3 $3. Platelet count results normal

34 PlateletCountResultAbormalClin Char 3 $3. Platelet count results abnormal clinically significant

35 MCHresults Num 8  MCH results

36 MCHNotDone Char 3  MCH Not Done

37 MCHresultsNormal Char 3 $3. MCH results normal



Num Variable Type Len Format Label

38 MCHResultAbormalClinicallySign Char 3 $3. MCH results abnormal clinically significant

39 MCHCresults Num 8  MCHC results

40 MCHCNotDone Char 3  MCHC Not Done

41 MCHCresultsNormal Char 3 $3. MCHC results normal

42 MCHCResultAbormalClinicallySig Char 3 $3. MCHC results abnormal clinically significant

43 WBCresults Num 8  WBC results

44 WBCNotDone Char 3  WBC Not Done

45 WBCresultsNormal Char 3 $3. WBC results normal

46 WBCResultAbormalClinicallySign Char 3 $3. WBC results abnormal clinically significant

47 NeutrophilsResults Num 8  Neutrophils results

48 NeutrophilsResultsOR Num 8  Neutrophils results OR

49 NeutrophilsNotDone Char 3  Neutrophils Not Done

50 NeutrophilsResultsNormal Char 3 $3. Neutrophils results normal

51 NeutrophilsResultAbormalClinic Char 3 $3. Neutrophils results abnormal clinically significant

52 LymphocytesResults Num 8  Lymphocytes results

53 LymphocytesResultsOR Num 8  Lymphocytes results OR

54 LymphocytesNotDone Char 3  Lymphocytes Not Done

55 LymphocytesResultsNormal Char 3 $3. Lymphocytes results normal

56 LymphocytesResultAbormalClinic Char 3 $3. Lymphocytes results abnormal clinically significant

57 MonocytesResults Num 8  Monocytes results

58 MonocytesResultsOR Num 8  Monocytes results OR

59 MonocytesNotDone Char 3  Monocytes Not Done

60 MonocytesResultsNormal Char 3 $3. Monocytes results normal

61 MonocytesResultAbormalClinical Char 3 $3. Monocytes results abnormal clinically significant

62 EosinophilsResults Num 8  Eosinophils results

63 EosinophilsResultsOR Num 8  Eosinophils results OR

64 EosinophilsNotDone Char 3  Eosinophils Not Done

65 EosinophilsResultsNormal Char 3 $3. Eosinophils results normal

66 EosinophilsResultAbormalClinic Char 3 $3. Eosinophils results abnormal clinically significant

67 BasophilsResults Num 8  Basophils results

68 BasophilsResultsOR Num 8  Basophils results OR

69 BasophilsNotDone Char 3  Basophils Not Done

70 BasophilsResultsNormal Char 3 $3. Basophils results normal

71 BasophilsResultAbormalClinical Char 3 $3. Basophils results abnormal clinically significant



Data Set Name: tn19_cd4cd8ratioresults.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 DatethebloodsamplewasdrawnMont Char 3 $3. Date the blood sample was drawn Month

5 DatethebloodsamplewasdrawnDay Num 8  Date the blood sample was drawn Day

6 DatethebloodsamplewasdrawnYear Num 8  Date the blood sample was drawn Year

7 DateresultsreportedbylabMonth Char 3 $3. Date results reported by lab Month

8 DateresultsreportedbylabDay Num 8  Date results reported by lab Day

9 DateresultsreportedbylabYear Num 8  Date results reported by lab Year

10 CD4PResult Num 8  CD4P Result

11 CD4PResultInRange Char 3 $3. CD4P Result In Range

12 CD4PNotDone Num 8  CD4P Not Done

13 CD4AResult Num 8  CD4A Result

14 CD4AResultUnit Char 200  CD4A Result Unit

15 CD4AResultInRange Char 3 $3. CD4A Result In Range

16 CD4ANotDone Num 8  CD4A Not Done

17 CD8PResult Num 8  CD8P Result

18 CD8PResultInRange Char 3 $3. CD8P Result In Range

19 CD8PResultNotDone Num 8  CD8P Result Not Done

20 CD8AResult Num 8  CD8A Result

21 CD8AResultUnit Char 200  CD8A Result Unit

22 CD8AResultInRange Char 3 $3. CD8A Result In Range

23 CD8ANotDone Num 8  CD8A Not Done

24 CD4CD8Result Num 8  CD4CD8 Result

25 CD4CD8ResultInRange Char 3 $3. CD4CD8 Result In Range

26 CD4CD8NotDone Num 8  CD4CD8 Not Done



Data Set Name: tn19_changeinstudydrug.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 ChangeInDrugStatus Char 14 $14. change in study drug Change in study drug status

5 ChangeInDrugStatusEffectiveday Num 8  change in study drug Date change in study drug status effective day

6 ChangeInDrugStatusEffectivemon Char 3 $3. change in study drug Date change in study drug status effective month

7 ChangeInDrugStatusEffectiveyea Num 8  change in study drug Date change in study drug status effective year

8 ReasonStudyDrugStopped Char 62 $62. change in study drug Reason the study drug was stopped

9 ReasonStudyDrugStoppedOther Char 534 $534. change in study drug IF OTHER specify

10 ParticipantIsInformed Char 2 $2. change in study drug Was the participant informed of hisher treatment group 
assignment

11 IsThereChangeInStudyStatus Char 3 $3. change in study drug Is there a change in study status at this time

12 Liststudydrugdosingdetailsbelo Char 820 $820. List study drug dosing details below Note This section should detail the changes in 
study drug dose for one particular event ie when there were several dose changes for 
one particular AE



Data Set Name: tn19_changeofstatus.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 ChangeOfStatusOccuring Char 98 $98. Change in status that has occurred

5 DoWDay Num 8  Date of withdrawal Day

6 DoWMonth Char 3 $3. Date of withdrawal Month

7 DoWYear Num 8  Date of withdrawal Year

8 DoRDay Num 8  Date of reactivation Day

9 DoRMonth Char 3 $3. Date of reactivation Month

10 DoRYear Num 8  Date of reactivation Year

11 ReasonForWithdrawal Char 45 $45. Record the primary reason for withdrawal

12 ReasonAdverseEventSpecify Char 106 $106. Reason  Adverse Event  specify

13 WithdrewConsentWhy Char 68 $68. If withdrew consent selected record the reason why

14 WithdrewConsentWhyIfOther Char 189 $189. If withdrew consent selected record the reason why  If OTHER specify

15 ReasonForWithdrawalOTHER Char 789 $789. If OTHER Specify

16 ReasonWithdrewConsentSpecify Char 770 $770. Reason  Withdrew Consent   specify

17 IsParticipantWillingBeContacte Char 7 $7. Is the participant still willing to be contacted



Data Set Name: tn19_concomitantmeds.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 AssessDateDay Num 8  Assessment date day

4 AssessDateMonth Char 3  Assessment date month

5 AssessDateYear Num 8  Assessment date year

6 Medication Char 154  Medication

7 Dose Num 8  Dose

8 Units Char 11  Units

9 UnitIfOtherSpecify Char 73  Units specify detail if OTHER is selected

10 ConMedsFrequencyChoices Char 5  Frequency Choices

11 ConMedsFrequencyOtherDetail Char 390  Frequency specify detail if OTHER is selected

12 ConMedsIntervalChoices Char 5  Interval Choices

13 ConMedsIntervalOtherDetails Char 142  Interval specify details if OTHER is selected

14 ConMedsRoute Char 26  Route

15 ConMedsRouteOtherDetails Char 24  Route specify detail if OTHER is selected

16 Indication Char 354  Indication

17 StartDateDay Num 8  Start date day

18 StartDateMonth Char 3  Start date month

19 StartDateYear Num 8  Start date year

20 IsContinuing Char 3  Is Continuing

21 StopDateDay Num 8  Stop date day

22 StopDateMonth Char 3  Stop date month

23 StopDateYear Num 8  Stop date year



Data Set Name: tn19_diabetesmanagement.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 SubjectUsingCGMS Char 3 $3. Is the person using a Continuous Glucose Monitoring System CGMS

5 AreThere3GlucoseValuesAvailabl Char 3 $3. Are there atleast three glucose values available for atleast three days

6 InsulDoseInfoAvailableFor3Days Char 3 $3. Is the insulin dose information available for atleast three days

7 DateRecordedDD1 Num 8  Dates glucoseinsulin recorded DD1

8 DateRecordedMM1 Char 3 $3. Dates glucoseinsulin recorded MM1

9 DateRecordedYYYY1 Num 8  Dates glucoseinsulin recorded YYYY1

10 DateRecordedDD2 Num 8  Dates glucoseinsulin recorded DD2

11 DateRecordedMM2 Char 3 $3. Dates glucoseinsulin recorded MM2

12 DateRecordedYYYY2 Num 8  Dates glucoseinsulin recorded YYYY2

13 DateRecordedDD3 Num 8  Dates glucoseinsulin recorded DD3

14 DateRecordedMM3 Char 3 $3. Dates glucoseinsulin recorded MM3

15 DateRecordedYYYY3 Num 8  Dates glucoseinsulin recorded YYYY3

16 TotalOfHomeBloodGlucoseOver3Da Num 8  Total number of home blood glucose monitorings over three days

17 TotalOfHBGMonitoringsLessThan6 Num 8  Number of home blood glucose monitorings over three days that were less than 
65mgdl

18 AvgRecordedFastingGlucosesmgdl Num 8  Average of recorded fasting glucoses over three days

19 AvgRecordedFastingGlucosesmmol Char 6 $6. Average of recorded fasting glucoses over three days units

20 AvgAllRecordedGlucosesMgDL Num 8  Average of all recorded glucoses over three days

21 AvgAllRecordedGlucosesMmoll Char 6 $6. Average of all recorded glucoses over three days units

22 LowestGlucosemgdl Num 8  Lowest recorded glucose over three days

23 LowestGlucosemmoll Char 6 $6. Lowest recorded glucose over three days units

24 HighestGlucosemgdl Num 8  Highest recorded glucose over three days

25 HighestGlucosemmol Char 6 $6. Highest recorded glucose over three days units

26 InsulinRoutineDaily Char 27 $27. Daily insulin routines check one

27 AvgUnitsShortActingInsulin Num 8  Average unitsday of short acting insulin

28 AverageUnitsOfItermediateInsul Num 8  Average unitsday of intermediatelong acting insulin average over 3 day period

29 ExperiencedAnyHypoglycemicEven Char 3 $3. Have you experienced any sevre hypoglycemic events loss of consciousness 
seizure or assistance required from another person due to an altered state or 
consciousness since trhe last visit

30 HowManyHypoglycemicEvents Num 8  If Yes How many severe hypoglycemic events have occured since the last visit

31 AverageUnitsDayIntLngActingIns Num 8  Average unitsday of intermediatelong acting insulin Unknown

32 AverageUnitsDayShortActingInsu Num 8  Average unitsday of short acting insulin Unknown

33 AvgrecfastgluNA Num 8  Average of recorded fasting glu NA

34 AvgrecgluNA Num 8  Average of all recorded glu NA

35 BGNA Num 8  home blood glucose monitoring NA

36 BGlt65NA Num 8  home blood glucose monitoring less than 65 mgdl NA



Num Variable Type Len Format Label

37 HighestrecgluNA Num 8  Highest recorded glu NA

38 lowestrecgluNA Num 8  Lowest recorded glu NA



Data Set Name: tn19_ebvpcrvlocallabresults.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 DatethebloodsamplewasdrawnDay Num 8  Date the blood sample was drawn Day

5 DatethebloodsamplewasdrawnMont Char 3 $3. Date the blood sample was drawn Month

6 DatethebloodsamplewasdrawnYear Num 8  Date the blood sample was drawn Year

7 TestResults Char 8 $8. Test Results

8 EBVPCRTestResultValue Num 8  EBV PCR Test Result Value

9 EBVPCRTestResultValueUnit Char 9 $9. EBV PCR Test Result Value Unit

10 EBVPCRTestResultValueOther Num 8  EBV PCR Test Result Value Other

11 EBVPCRTestResultValueOtherValu Char 1 $1. EBV PCR Test Result Value Other Value

12 TestResultsNotDone Num 8  Test Results Not Done



Data Set Name: tn19_fluadministration.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 VisitMonth Char 3 $3. Visit Date Month

5 VisitDay Num 8  Visit Date Day

6 VisitYear Num 8  Visit Date Year

7 FluVaccineMonth Char 3 $3. Provide date flu vaccine was administered Month

8 FluVaccineDay Num 8  Provide date flu vaccine was administered Day

9 FluVaccineYear Num 8  Provide date flu vaccine was administered Year

10 TrivalentVaccine Char 2 $2. Trivalent Vaccine

11 QuadrivalentVaccine Char 3 $3. Quadrivalent Vaccine

12 Other Char 2 $2. Other

13 OtherFluVaccine Char 1 $1. If YES please indicate type of flu vaccine

14 FormCompletionMonth Char 3 $3. Date form completed Month

15 FormCompletionDay Num 8  Date form completed Day

16 FormCompletionYear Num 8  Date form completed Year

17 Initials Char 3 $3. Initials first middle last of person completing this form



Data Set Name: tn19_followupeligparticipant.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 IndicateTheStudyParticipantWas Char 31 $31. Please indicate which TrialNet study this participant was offered

5 IsParticipantCurrentlyEligible Char 20 $20. Is participant currently eligible

6 ParticipantWasContac_AffiliateS1 Num 8  Participant was contacted by affiliate

7 ParticipantWasContac_AffiliateS2 Num 8  Participant was contacted by affiliate

8 ParticipantWasContac_ClinicalCe1 Num 8  Participant was contacted by clinical center

9 ParticipantWasContac_ClinicalCe2 Num 8  Participant was contacted by clinical center

10 ParticipantWasContac_Other Num 8  Participant was contacted by other

11 IsTheParticipantInterested Char 8 $8. Is the participant interested in the selected study above

12 ReasonsNotInterested_Conflicting Num 8  Reason participant is not currently interested in the study conflicting 
responsibilities

13 ConflictingResponsibilitiesRan Char 20 $20. Reason participant is not currently interested in the study conflicting 
responsibilities rank

14 ReasonsNotInterested_TimeCommitm Num 8  Reason participant is not currently interested in the study time commitment

15 TimeCommitmentRank Char 20 $20. Reason participant is not currently interested in the study time commitment rank

16 ReasonsNotInterested_2DayInfusio Num 8  Reason participant is not currently interested in the study 2 day infusion

17 _2DayInfusionPeriod Char 1 $1. Reason participant is not currently interested in the study 2 day infusion rank

18 ReasonsNotInterested_BiweeklyInj Num 8  Reason participant is not currently interested in the study biweekly injection visit 
schedule

19 BiweeklyInjectionVisitSchedule Char 16 $16. Reason participant is not currently interested in the study biweekly injection visit 
schedule rank

20 ReasonsNotInterested_UnableUnwi2 Num 8  Reason participant is not currently interested in the study unable unwilling to 
travel

21 UnableUnwillingToTravelRank Char 20 $20. Reason participant is not currently interested in the study unable unwilling to 
travel rank

22 ReasonsNotInterested_Participant Num 8  Reason participant is not currently interested in the study participant does not 
tolerate OGTT IVGTTs well

23 DoesNotTolerateOGTTRank Char 20 $20. Reason participant is not currently interested in the study participant does not 
tolerate OGTT IVGTTs well rank

24 ReasonsNotInterested_FearofStudy Num 8  Reason participant is not currently interested in the study fear of study drug risks

25 FearOfStudyDrugRisksRank Char 20 $20. Reason participant is not currently interested in the study fear of study drug risks 
rank

26 ReasonsNotInterested_Concernsabo Num 8  Reason participant is not currently interested in the study concerns about 
receiving placebo

27 ConcernsAboutReceivingPlaceboR Char 20 $20. Reason participant is not currently interested in the study concerns about 
receiving placebo rank

28 ReasonsNotInterested_Familywishe Num 8  Reason participant is not currently interested in the study family wishes to wait 
until participant is older

29 FamilyWishesToWaitUntilOlderRa Char 20 $20. Reason participant is not currently interested in the study family wishes to wait 
until participant is older rank

30 ReasonsNotInterested_Doesnotwant Num 8  Reason participant is not currently interested in the study does not want to be 
blinded to individual test results during the study



Num Variable Type Len Format Label

31 DoesNotWantToBeBlindedRank Char 16 $16. Reason participant is not currently interested in the study does not want to be 
blinded to individual test results during the study rank

32 ReasonsNotInterested_Unwillingto Num 8  Reason participant is not currently interested in the study unwilling to take 
investigational drug

33 UnwillingToTakeInvestigational Char 20 $20. Reason participant is not currently interested in the study unwilling to take 
investigational drug rank

34 ReasonsNotInterested_Pregnantnur Num 8  Reason participant is not currently interested in the study pregnant nursing or 
planning children in the future

35 PregnantNursingOrPlanningChild Char 16 $16. Reason participant is not currently interested in the study pregnant nursing or 
planning children in the future rank

36 ReasonsNotInterested_MonetaryCom Num 8  Reason participant is not currently interested in the study monetary compensation

37 MonetaryCompensationRank Char 16 $16. Reason participant is not currently interested in the study monetary compensation 
rank

38 ReasonsNotInterested_LosttoFollo Num 8  Reason participant is not currently interested in the study lost to followup

39 LostToFollowUp Char 16 $16. Reason participant is not currently interested in the study lost to followup rank

40 ReasonsNotInterested_Refusednore Num 8  Reason participant is not currently interested in the study refused no reason 
given

41 ReasonsNotInterested_Other Num 8  Reason participant is not currently interested in the study refused other

42 OtherRank Char 20 $20. Reason participant is not currently interested in the study refused other rank

43 ReasonsNotInterestedOtherSpeci Char 1289 $1289. Reason participant is not currently interested in the study - Other specify

44 willingToConsiderAtALaterTime Char 3 $3. Did the participant indicate they may be willing to consider participating in the 
study at a later time

45 AdditionalComments Char 948 $948. Additional Comments



Data Set Name: tn19_followupeligparticipant2.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 IndicateTheStudyParticipantWas Char 40 $40. Please indicate which TrialNet study this participant was offered

5 Participantisahotleadwarmleado Char 9 $9. Indicate if the participant is a hot lead, warm lead or not eligible

6 Participantisnoteligible Num 8  Participant is not eligible

7 TN16TN19TN20EligibilityStatus Char 20 $20. TN16TN19TN20EligibilityStatus

8 TN16Exclusion_1Bedeemedunableoru Num 8  TN16 Exclusion _1Bedeemedunableoru

9 DateParticipantwascontacted1_1 Num 8  Date participant was contacted

10 DateParticipantwascontacted1_2 Char 3 $3. Date participant was contacted

11 DateParticipantwascontacted1_3 Num 8  Date participant was contacted

12 ParticipantWasCo_ClinicalCen1_1 Num 8  Clinical center participant was contacted by

13 ParticipantWasCo_ClinicalCen1_2 Num 8  Clinical center participant was contacted by

14 ParticipantWasCo_AffiliateSi1_1 Num 8  Affiliate site participant was contacted by

15 ParticipantWasCo_AffiliateSi1_2 Num 8  Affiliate site participant was contacted by

16 ParticipantWasCo_Other1_1 Num 8  Participant was contacted by other

17 ParticipantWasContactedByOt1_1 Char 166 $166. Participant was contacted by other specify

18 MethodofContactA_Telephone1_1 Num 8  Method of contact: Telephone

19 MethodofContactA_Email1_1 Num 8  Method of contact: Email

20 MethodofContactA_Mail1_1 Num 8  Method of contact: Mail

21 MethodofContactA_Other1_1 Num 8  Method of contact: Other

22 MethodofContactAttemptOther1_1 Char 251 $251. Method of contact: Other specify

23 FinalContactAttempt1_1 Char 3 $3. Final contact attempt

24 Istheparticipantinterestedinth Char 17 $17. Is the participant interested in the study selected in question 1

25 ReasonsNotInterested_Conflicting Num 8  Reason participant is not currently interested in the study conflicting 
responsibilities

26 ReasonsNotInterested_TimeCommitm Num 8  Reason participant is not currently interested in the study time commitment

27 ReasonsNotInterested_FearofStudy Num 8  Reason participant is not currently interested in the study fear of study drug risks

28 ReasonsNotInterested_Participant Num 8  Reason participant is not currently interested in the study participant does not 
tolerate OGTT IVGTTs well

29 ReasonsNotInterested_Concernsabo Num 8  Reason participant is not currently interested in the study concerns about 
receiving placebo

30 ReasonsNotInterested_Familywishe Num 8  Reason participant is not currently interested in the study family wishes to wait 
until participant is older

31 ReasonsNotInterested_Doesnotwant Num 8  Reason participant is not currently interested in the study does not want to be 
blinded to individual test results during the study

32 ReasonsNotInterested_Unwillingto Num 8  Reason participant is not currently interested in the study unwilling to take 
investigational drug

33 ReasonsNotInterested_Pregnantnur Num 8  Reason participant is not currently interested in the study pregnant nursing or 
planning children in the future

34 ReasonsNotInterested_MonetaryCom Num 8  Reason participant is not currently interested in the study monetary compensation



Num Variable Type Len Format Label

35 ReasonsNotInterested_Other Num 8  Reason participant is not currently interested in the study refused other

36 ReasonsNotInterested_LosttoFollo Num 8  Reason participant is not currently interested in the study lost to followup

37 ReasonsNotInterested_Refusednore Num 8  Reason participant is not currently interested in the study refused no reason given

38 ReasonsNotInterested_2DayInfusio Num 8  Reason participant is not currently interested in the study 2 day infusion

39 ReasonsNotInterested_2weekInfusi Num 8  Reason participant is not currently interested in the study 2 week infusion period

40 ReasonsNotInterested_4weekInfusi Num 8  ReasonsNotInterested: 4 week Infusion Period

41 ReasonsNotInterested_BiweeklyInj Num 8  Reason participant is not currently interested in the study biweekly injection visit 
schedule

42 ReasonsNotInterested_MonthlyInfu Num 8  Reason participant is not currently interested in the study monthly infusion visit 
schedule

43 ReasonsNotInterested_UnableUnwi1 Num 8  ReasonsNotInterested: Unable/ Unwilling to Travel

44 ReasonsNotInterested_UnableUnwi2 Num 8  ReasonsNotInterested: Unable/Unwilling to Complete Self-Administered Injections

45 AdditionalComments Char 585 $585. Additional comments describing participants Situation

46 Didtheparticipantindicatetheym Char 14 $14. Did the participant indicate they may be willing to consider participating in the 
study at a later time

47 _2cTN25Exclusion_1Diabetes Num 8  2cTN25Exclusion: 1. Diabetes

48 _2cTN25Exclusion_10Notuptodateon Num 8  2cTN25Exclusion: 10. Not up-to-date on current immunizations.

49 _2cTN25Exclusion_11Laboratoryorc Num 8  2cTN25Exclusion: 11. Laboratory or clinical evidence of acute infection with EBV 
or CMV, either via serology or PCR.

50 _2cTN25Exclusion_12Serologicalev Num 8  2cTN25Exclusion: 12. Serological evidence of current or past HIV, Hepatitis B or 
Hepatitis C infection.

51 _2cTN25Exclusion_13Havesevereobe Num 8  2cTN25Exclusion: 13. Have severe obesity: adults BMI ? 40; children BMI-z 
score ? 2.0.

52 _2cTN25Exclusion_14Becurrentlypr Num 8  2cTN25Exclusion: 14. Be currently pregnant or lactating, or anticipate getting 
pregnant within 2 years and 4 months of enrollment

53 _2cTN25Exclusion_15Chronicuseofs Num 8  2cTN25Exclusion: 15. Chronic use of steroids or other immunosuppressive 
agents.

54 _2cTN25Exclusion_16Knownanduntre Num 8  2cTN25Exclusion: 16. Known and untreated hypothyroidism or active Graves? 
disease at enrollment.

55 _2cTN25Exclusion_17Administratio Num 8  2cTN25Exclusion: 17. Administration of a monoclonal antibody within the year 
before enrollment.

56 _2cTN25Exclusion_18Historyofmali Num 8  2cTN25Exclusion: 18. History of malignancy.

57 _2cTN25Exclusion_19Useofexogenou Num 8  2cTN25Exclusion: 19. Use of exogenous insulin or any other anti-hyperglycemic 
drugs.

58 _2cTN25Exclusion_2Immunodeficien Num 8  2cTN25Exclusion: 2. Immunodeficient or have clinically significant chronic 
lymphopenia

59 _2cTN25Exclusion_20Anyconditiont Num 8  2cTN25Exclusion: 20. Any condition that, in the opinion of the investigator, would 
interfere with the study conduct or the safety of the participant

60 _2cTN25Exclusion_3Requireuseofot Num 8  2cTN25Exclusion: 3. Require use of other immunosuppressive agents

61 _2cTN25Exclusion_4Chronicactivei Num 8  2cTN25Exclusion: 4. Chronic active infection other than localized skin infections.

62 _2cTN25Exclusion_5Activeinfectio Num 8  2cTN25Exclusion: 5. Active infection at the time of infusion.

63 _2cTN25Exclusion_6ApositivePPDor Num 8  2cTN25Exclusion: 6. A positive PPD or Quantiferon test, or history of previous 
treatment for TB.

64 _2cTN25Exclusion_7Vaccinationwit Num 8  2cTN25Exclusion: 7. Vaccination with a live virus within 4 weeks prior to 
enrollment.



Num Variable Type Len Format Label

65 _2cTN25Exclusion_8Vaccinationwit Num 8  2cTN25Exclusion: 8. Vaccination with a killed virus within 4 weeks prior to 
enrollment.

66 _2cTN25Exclusion_9Ahistoryofconf Num 8  2cTN25Exclusion: 9. A history of confirmed infectious mononucleosis within the 3 
months prior to enrollment, as documented by EBV serology.

67 TN22ExclusionCriteri_Serologicev Num 8  TN22 Exclusion Criteri_Serologicev

68 TN22ExclusionCriteri_Ongoinguseo Num 8  TN22 Exclusion Criteri_Ongoinguseo

69 TN22ExclusionCriteri_Ongoingoran Num 8  TN22 Exclusion Criteri_Ongoingoran

70 TN22ExclusionCriteri_Knownhypers Num 8  TN22 Exclusion Criteri_Knownhypers

71 TN22ExclusionCriteri_Historyoftr Num 8  TN22 Exclusion Criteri_Historyoftr

72 TN22ExclusionCriteri_Historyofre Num 8  TN22 Exclusion Criteri_Historyofre

73 TN22ExclusionCriteri_G6PDdeficie Num 8  TN22 Exclusion Criteri_G6PDdeficie

74 TN22ExclusionCriteri_Deemedunlik Num 8  TN22 Exclusion Criteri_Deemedunlik

75 TN22ExclusionCriteri_Activeinfec Num 8  TN22 Exclusion Criteri_Activeinfec

76 TN22ExclusionCriteri_AbnormalGlu Num 8  TN22 Exclusion Criteri_AbnormalGlu

77 Pleasespecify Char 1 $1. TN25 2c if YES Please specify

78 Havetherebeenanychangesinthepa Char 14 $14. Have there been any changes in the past months



Data Set Name: tn19_participantsitetransfer.sas7bdat
 

Num Variable Type Len Format Informat Label

1 MaskID Num 8   Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10.  Date of Visit

3 Visit Char 3   Visit

4 TRANSFER_TYPE Char 68   Reason for Transfer

5 COMMENTS Char 2000 $2000. $2000. COMMENTS



Data Set Name: tn19_pregnancyconfirmation.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 DoPTMonth Char 3 $3. Date of positive pregnancy test Month

5 DoPTDay Num 8  Date of positive pregnancy test Day

6 DoPTYear Num 8  Date of positive pregnancy test Year

7 DoLMCMonth Char 3 $3. Date of last menstrual cycle Month

8 DoLMCDay Num 8  Date of last menstrual cycle Day

9 DoLMCYear Num 8  Date of last menstrual cycle Year

10 DoDeliveryMonth Char 3 $3. Estimated date of delivery Month

11 DoDeliveryDay Num 8  Estimated date of delivery Day

12 DoDeliveryYear Num 8  Estimated date of delivery Year

13 ParticipantCarryingPregnancyTo Char 7 $7. Is the participant planning on carrying the pregnancy to term

14 WillingToContinueFUVisits Char 7 $7. Is the participant willing to continue with future followup visits

15 ParticpantsObCareProviderInfor Char 7 $7. Has the participants obstetric care provider been informed of her participation in this 
study

16 PriorPregnancyNumberUnkown Num 8  record total number of prior pregnancies unkown

17 TotalNumOfPregNotIncluThisOne Num 8  Indicate the total number of prior pregnancies not including this one

18 HadComplicationOfPreg Char 7 $7. Has the participant ever experienced a complication of pregnancy

19 SpontaneousMiscarage Char 3 $3. Has the participant ever experienced a spontaneous miscarage

20 StillBirth Char 2 $2. Has the participant ever experienced a pregnancy that resulted in a still birth

21 NeonatalDeath Char 2 $2. Has the participant ever experienced a pregnancy that resulted in neonatal death

22 PostTermDelivryGT37GWeeks Char 2 $2. Has the participant ever experienced a postterm delivery 37 gestational weeks

23 PostTermDelivryLT42GWeeks Char 2 $2. Has the participant ever experienced a postterm delivery  42 gestational weeks

24 CodedMedStopped Char 1 $1. Has the coded medication been stopped

25 LastAttendedVisit Char 8 $8. Last attended study visit prior to the confirmed pregnancy

26 OtherDoVMonth Char 1 $1. If OTHER specify date of visit Month

27 DateDeliveryUnknown Num 8  Estimated date of delivery unknown

28 DateMenCycleUnknown Num 8  Date of last menstrual cycle unknown

29 DatePregTestUnknown Num 8  Date of positive pregnancy test unknown

30 OtherDoVDay Num 8  If OTHER specify date of visit Day

31 OtherDoVYear Num 8  If OTHER specify date of visit Year



Data Set Name: tn19_protocoldeviation.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 DateProtocolDeviationDay Num 8  Date protocol deviation occurred Day

5 DateProtocolDeviationMonth Char 3 $3. Date protocol deviation occurred Month

6 DateProtocolDeviationYear Num 8  Date protocol deviation occurred Year

7 VisitProtocolDeviationOccurred Char 29 $29. Visit protocol deviation occurred

8 ProtocolDeviationReasons Char 116 $116. Protocol deviation check one

9 CodeFederalregulations Char 1 $1. Code of Federal Regulations not followed check one

10 RandomizationIneligibleSubject Char 1 $1. Randomization of ineligible subject check one

11 SampleOutsideWindow_HbA1c Num 8  SampleOutsideWindow: HbA1c

12 SampleOutsideWindow_ChemistryPa1 Num 8  SampleOutsideWindow: Chemistry Panel

13 SampleOutsideWindow_Urinalysis Num 8  SampleOutsideWindow: Urinalysis

14 SampleOutsideWindow_CBCwdifferen Num 8  SampleOutsideWindow: CBC w/differential

15 SampleOutsideWindow_ScreeningAut Num 8  SampleOutsideWindow: Screening Autoantibodies

16 SampleOutsideWindow_WholeBloodRN Num 8  SampleOutsideWindow: Whole Blood - RNA

17 SampleOutsideWindow_WholeBloodPB Num 8  SampleOutsideWindow: Whole Blood PBMC/Plasma

18 SampleOutsideWindow_SerumEBVCMVV Num 8  SampleOutsideWindow: Serum - EBV/CMV Viral Serology

19 SampleOutsideWindow_2hourMMTT Num 8  SampleOutsideWindow: 2 hour MMTT

20 SampleOutsideWindow_WholeBloodEB Num 8  SampleOutsideWindow: Whole Blood - EBV/CMV PCR

21 SampleOutsideWindow_WholeBloodEp Num 8  SampleOutsideWindow: Whole Blood - Epiontis

22 SampleOutsideWindow_WholeBloodDN Num 8  SampleOutsideWindow: Whole Blood DNA

23 SampleOutsideWindow_4hourMMTT Num 8  SampleOutsideWindow: 4 hour MMTT

24 SampleOutsideWindow_WholeBloodCD Num 8  SampleOutsideWindow: Whole Blood - CD4/CD8

25 SampleOutsideWindow_MechanisticS Num 8  SampleOutsideWindow: Mechanistic Serum

26 SampleOutsideWindow_SerumHIVHepB Num 8  SampleOutsideWindow: Serum- HIV/HepB/HepC Viral Serology

27 SampleOutsideWindow_ChemistryPa2 Num 8  SampleOutsideWindow: Chemistry Panel/IgG

28 RequiredSampleVisitN_Boostconsum Num 8  RequiredSampleVisitN: Boost consumed in longer than 5 minutes

29 RequiredSampleVisitN_MMTTTimepoi Num 8  RequiredSampleVisitN: MMTT Timepoint not collected

30 RequiredSampleVisitN_MMTTperform Num 8  RequiredSampleVisitN: MMTT performed on participant with fasting BG >= 
200 mg/dl

31 RequiredSampleVisitN_Incorrectdo Num 8  RequiredSampleVisitN: Incorrect dose of Boost given to participant

32 RequiredSampleVisitN_ExceededBlo Num 8  RequiredSampleVisitN: Exceeded Blood Volume Limit for visit

33 RequiredSampleVisitN_Participant Num 8  RequiredSampleVisitN: Participant did not fast prior to MMTT

34 RequiredSampleVisitN_Other Num 8  RequiredSampleVisitN: Other

35 SampleCollectedIncor_HbA1c Num 8  SampleCollectedIncor: HbA1c

36 SampleCollectedIncor_ChemistryP1 Num 8  SampleCollectedIncor: Chemistry Panel

37 SampleCollectedIncor_Urinalysis Num 8  SampleCollectedIncor: Urinalysis



Num Variable Type Len Format Label

38 SampleCollectedIncor_CBCwdiffere Num 8  SampleCollectedIncor: CBC w/differential

39 SampleCollectedIncor_ScreeningAu Num 8  SampleCollectedIncor: Screening Autoantibodies

40 SampleCollectedIncor_WholeBloodR Num 8  SampleCollectedIncor: Whole Blood - RNA

41 SampleCollectedIncor_WholeBloodP Num 8  SampleCollectedIncor: Whole Blood PBMC/Plasma

42 SampleCollectedIncor_SerumEBVCMV Num 8  SampleCollectedIncor: Serum - EBV/CMV Viral Serology

43 SampleCollectedIncor_2hourMMTT Num 8  SampleCollectedIncor: 2 hour MMTT

44 SampleCollectedIncor_WholeBlood1 Num 8  SampleCollectedIncor: Whole Blood - EBV/CMV PCR

45 SampleCollectedIncor_WholeBlood2 Num 8  SampleCollectedIncor: Whole Blood - Epiontis

46 SampleCollectedIncor_WholeBloodD Num 8  SampleCollectedIncor: Whole Blood DNA

47 SampleCollectedIncor_4hourMMTT Num 8  SampleCollectedIncor: 4 hour MMTT

48 SampleCollectedIncor_WholeBloodC Num 8  SampleCollectedIncor: Whole Blood - CD4/CD8

49 SampleCollectedIncor_Mechanistic Num 8  SampleCollectedIncor: Mechanistic Serum

50 SampleCollectedIncor_SerumHIVHep Num 8  SampleCollectedIncor: Serum- HIV/HepB/HepC Viral Serology

51 SampleCollectedIncor_ChemistryP2 Num 8  SampleCollectedIncor: Chemistry Panel/IgG

52 StudyVisitProcedures_AEsnotasses Num 8  StudyVisitProcedures: AEs not assessed

53 StudyVisitProcedures_TannerStage Num 8  StudyVisitProcedures: Tanner Stage not assessed

54 StudyVisitProcedures_DiabetesMan Num 8  StudyVisitProcedures: Diabetes Management not reviewed

55 StudyVisitProcedures_IGRATestnot Num 8  StudyVisitProcedures: IGRA Test not completed

56 StudyVisitProcedures_MedicalHist Num 8  StudyVisitProcedures: Medical History not reviewed

57 StudyVisitProcedures_PhysicalExa Num 8  StudyVisitProcedures: Physical Exam not performed

58 StudyVisitProcedures_VitalSignsn Num 8  StudyVisitProcedures: Vital Signs not performed

59 StudyVisitProcedures_StudyDrugCo Num 8  StudyVisitProcedures: Study Drug Compliance not assessed

60 StudyVisitProcedures_Studydrugno Num 8  StudyVisitProcedures: Study drug not administered

61 StudyVisitProcedures_Other Num 8  StudyVisitProcedures: Other

62 SampleNotCollected_HbA1c Num 8  SampleNotCollected: HbA1c

63 SampleNotCollected_ChemistryPane Num 8  SampleNotCollected: Chemistry Panel

64 SampleNotCollected_MechanisticSe Num 8  SampleNotCollected: Mechanistic Serum-Archive

65 SampleNotCollected_WholeBloodDNA Num 8  SampleNotCollected: Whole Blood DNA

66 SampleNotCollected_4hourMMTT Num 8  SampleNotCollected: 4 hour MMTT

67 SampleNotCollected_Urinalysis Num 8  SampleNotCollected: Urinalysis

68 SampleNotCollected_CBCwdifferent Num 8  SampleNotCollected: CBC w/differential

69 SampleNotCollected_InfectiousDis Num 8  SampleNotCollected: Infectious Disease Panel

70 NoSampleErrorNoFollo_HbA1c Num 8  NoSampleErrorNoFollo: HbA1c

71 NoSampleErrorNoFollo_ChemistryP1 Num 8  NoSampleErrorNoFollo: Chemistry Panel

72 NoSampleErrorNoFollo_Urinalysis Num 8  NoSampleErrorNoFollo: Urinalysis

73 NoSampleErrorNoFollo_CBCwdiffere Num 8  NoSampleErrorNoFollo: CBC w/differential

74 NoSampleErrorNoFollo_ScreeningAu Num 8  NoSampleErrorNoFollo: Screening Autoantibodies

75 NoSampleErrorNoFollo_WholeBloodR Num 8  NoSampleErrorNoFollo: Whole Blood - RNA

76 NoSampleErrorNoFollo_WholeBloodP Num 8  NoSampleErrorNoFollo: Whole Blood PBMC/Plasma



Num Variable Type Len Format Label

77 NoSampleErrorNoFollo_SerumEBVCMV Num 8  NoSampleErrorNoFollo: Serum - EBV/CMV Viral Serology

78 NoSampleErrorNoFollo_2hourMMTT Num 8  NoSampleErrorNoFollo: 2 hour MMTT

79 NoSampleErrorNoFollo_WholeBlood1 Num 8  NoSampleErrorNoFollo: Whole Blood - EBV/CMV PCR

80 NoSampleErrorNoFollo_WholeBlood2 Num 8  NoSampleErrorNoFollo: Whole Blood - Epiontis

81 NoSampleErrorNoFollo_WholeBloodD Num 8  NoSampleErrorNoFollo: Whole Blood DNA

82 NoSampleErrorNoFollo_4hourMMTT Num 8  NoSampleErrorNoFollo: 4 hour MMTT

83 NoSampleErrorNoFollo_WholeBloodC Num 8  NoSampleErrorNoFollo: Whole Blood - CD4/CD8

84 NoSampleErrorNoFollo_Mechanistic Num 8  NoSampleErrorNoFollo: Mechanistic Serum

85 NoSampleErrorNoFollo_SerumHIVHep Num 8  NoSampleErrorNoFollo: Serum- HIV/HepB/HepC Viral Serology

86 NoSampleErrorNoFollo_ChemistryP2 Num 8  NoSampleErrorNoFollo: Chemistry Panel/IgG

87 SampleLost_HbA1c Num 8  SampleLost: HbA1c

88 SampleLost_ChemistryPanel Num 8  SampleLost: Chemistry Panel

89 SampleLost_Urinalysis Num 8  SampleLost: Urinalysis

90 SampleLost_CBCwdifferential Num 8  SampleLost: CBC w/differential

91 SampleLost_ScreeningAutoantibodi Num 8  SampleLost: Screening Autoantibodies

92 SampleLost_WholeBloodRNA Num 8  SampleLost: Whole Blood - RNA

93 SampleLost_WholeBloodPBMCPlasma Num 8  SampleLost: Whole Blood PBMC/Plasma

94 SampleLost_SerumEBVCMVViralSerol Num 8  SampleLost: Serum - EBV/CMV Viral Serology

95 SampleLost_2hourMMTT Num 8  SampleLost: 2 hour MMTT

96 SampleLost_WholeBloodEBVCMVPCR Num 8  SampleLost: Whole Blood - EBV/CMV PCR

97 SampleLost_WholeBloodEpiontis Num 8  SampleLost: Whole Blood - Epiontis

98 SampleLost_WholeBloodDNA Num 8  SampleLost: Whole Blood DNA

99 SampleLost_4hourMMTT Num 8  SampleLost: 4 hour MMTT

100 SampleLost_WholeBloodCD4CD8 Num 8  SampleLost: Whole Blood - CD4/CD8

101 SampleLost_MechanisticSerum Num 8  SampleLost: Mechanistic Serum

102 SampleLost_SerumHIVHepBHepCViral Num 8  SampleLost: Serum- HIV/HepB/HepC Viral Serology

103 SampleLost_ChemistryPanelIgG Num 8  SampleLost: Chemistry Panel/IgG

104 Studymedicationpharmacyerror Char 75 $75. Study medicationpharmacy error check one

105 OtherSpecifydeviation Char 448 $448. Specify deviation

106 DescriptionDeviationCircumstan Char 1253 $1253. Describe deviation and circumstances

107 CorrectiveActionTaken Char 1141 $1141. Corrective action taken

108 PINotified Char 3 $3. Was PI Notified



Data Set Name: tn19_registration.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 DateOfRegistration Num 8 MMDDYY10. Date of Registration

3 Visit Char 9  Screening

4 Status Char 20  Status



Data Set Name: tn19_researchlabs.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Date_of_Draw Num 8 MMDDYY10. Date of Draw

3 Event_Title Char 100  Specimen Collection Form

4 Spec_Name Char 250  Specimen Name

5 SampleMaskID Char 10  Sample Mask ID#

6 Test_Name Char 150  Test Name

7 Result Char 1000  Result

8 Result_Type Char 6  Result Type

9 Visit Char 48  Visit

10 Date_at_Test_Results_Reported Num 8 MMDDYY10. Date at Test Results Reported

11 Date_at_Evaluation Num 8 MMDDYY10. Date at Sample Evaluation

12 Date_Received Num 8 MMDDYY10. Date when Sample Received at Lab

13 Date_Shipped Num 8 MMDDYY10. Date when Sample Shipped

14 LabID Num 8  Numeric code to identify testing Lab



Data Set Name: tn19_screeningeligibility.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 Age12To45Years Char 3 $3. 1 Subject is between 12 and 45 years of age inclusive

5 Subject18 Char 3 $3. a Is subject 18 years of age

6 Within3MthsOfDiagnosisOfType1D Char 3 $3. 2 Subject is within 3months 100 days of diagnosis of type 1 diabetes based on ADA 
criteria

7 NoLiveImmunizations Char 3 $3. 6 Subject has not had any live immunizations in the last 6 weeks

8 ReceivedInfluenzaVaccination Char 3 $3. 7 Subject has received killed influenza vaccination at least 2 weeks prior to 
randomization

9 ForgoVaccinesFor3Mths Char 3 $3. 8 Subject is willing to forgo vaccines for 3 months following last dose of any study 
drug

10 ComplyWithIntensiveDiabetesMgm Char 3 $3. 9 Subject is willing to comply with intensive diabetes management

11 SignedWrittenInformedScreening Char 3 $3. 10 Subject has signed written informed screening consent for participation

12 ImmunodeficientOrChronicLympho Char 2 $2. 1 Subject is immunodeficient or has clinically significant chronic lymphopenia

13 EvidenceOfTuberculosisInfectio Char 3 $3. 3 Subject has evidence of prior or current tuberculosis infection as assessed by 
PPD interferon gamma release assay or by history

14 UseImmunosuppressiveAgents Char 3 $3. 4 Subject requires use of other immunosuppressive agents including chronic use of 
systemic steroids

15 ComplicatedMedIssuesOrAbnormal Char 3 $3. 6 Subject has any complicating medical issues or abnormal clinical laboratory 
results that may interfere with study conduct or cause increased risk to include 
preexisting cardiac disease COPD sickle cell disease neurological or blood count 
abnormalities

16 HistoryOfMalignanciesOtherThan Char 2 $2. 7 Subject has a history of malignancies other than skin

17 HadVaccinationWithLiveVirus Char 2 $2. 10 Subject has had vaccination with live virus within the last 6 weeks

18 UsingNonInsulinPharmaceuticals Char 2 $2. 11 Subject is currently using noninsulin pharmaceuticals to affect glycemic control 
within prior 7 days of screening

19 ActivelyParticipatingInAnother Char 2 $2. 12 Subject is actively participating in another type 1 diabetes treatment study in the 
previous 30 days

20 PriorTreatmentWithAbataceptOrA Char 2 $2. 13 Subject has had prior treatment with Abatacept  or AntiCD3

21 AllergicToGCSFOrATG Char 2 $2. 14 Subject has a known allergy to GCSF or ATG

22 PriorTreatmentWithATGOrAllergi Char 2 $2. 15 Subject has had prior treatment with ATG or known allergy to rabbit derived 
products

23 ConditionThatMayAffectOrCompro Char 2 $2. 16 Subject has any condition that in the investigators opinion may adversely affect 
study participation or may compromise the study results

24 Gender Char 6 $6. Is subject male or female

25 SexuallyActiveAndRefusesToUseB Char 2 $2. 17 Subject is sexually active and refuses to use an effective form of birth control

26 RefusesPregnancyTestingOrRepor Char 2 $2. 18 Subject has reproductive potential and refuses to undergo pregnancy testing 
andor promptly report possible or confirmed pregnancies during the course of the 
study

27 CurrentlyPregnant Char 2 $2. 19 Subject is currently pregnant

28 CurrentlyBreastfeeding Char 2 $2. 20 Subject is currently breastfeeding

29 AnticipatesBecomingPregnant Char 2 $2. 21 Subject anticipates becoming pregnant

30 RefusedPregnancyTestAtVisit Char 2 $2. 22 Subject refused or did not complete the pregnancy test at this visit



Num Variable Type Len Format Label

31 WrittenInformedConsentDay Num 8  1 Date written informed consentassent was obtained  Day

32 WrittenInformedConsentMonth Char 3 $3. 1 Date written informed consentassent was obtained  Month

33 WrittenInformedConsentYear Num 8  1 Date written informed consentassent was obtained  Year

34 CollectBloodSamples Char 3 $3. a Did the participant give permission to put any remaining blood samples including 
genetic samples in the NIDDK repository

35 SubjectIsEligible Char 3 $3. Subject is Eligible per TrialNet Eligibility Committee Review

36 AtLeast1DiabetesAutoantibodyPr Char 3 $3. 3 Subject has at least one diabetesrelated autoantibody present

37 CPeptideLevelsMeasured Char 3 $3. 4 Subject has stimulated Cpeptide levels  02 pmolml measured during an MMTT 
conducted at least 21 days from diagnosis of diabetes and within one month 37 
days of randomization

38 EBVPCRNegative Char 3 $3. 5 Subject is EBV PCR negative within two weeks of randomization if EBV 
seronegative at screening

39 EligibileToBeScreenedForTheStu Char 3 $3. Is participant eligible to be screened for the study

40 EvidenceOfHIVHepatitisBOrCInfe Char 2 $2. 5 Subject has serologic evidence of current or past HIV Hepatitis B or C infection

41 EvidenceOfLiverDysfunction Char 2 $2. 8 Subject has evidence of liver dysfunction with AST or ALT greater than 3 times 
the upper limits of normal

42 EvidenceOfRenalDysfunction Char 2 $2. 9 Subject has evidence of renal dysfunction with creatinine greater than 15 times 
the upper limit of normal

43 SignsOrSymptomsOfAcuteInfectio Char 2 $2. 2 Subject has active signs or symptoms of acute infection at the time of 
randomization



Data Set Name: tn19_screeningvisitassessment.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 DateOfBirthMonth Char 3 $3. Date of Birth  Month

5 DateOfBirthDay Num 8  Date of Birth  Day

6 DateOfBirthYear Num 8  Date of Birth  Year

7 SexGenderPerson Char 6 $6. Sex

8 Ethnicity Char 39 $39. Ethnicity

9 Race_AmericanIndianorAlaskaNat Num 8  Race: American Indian or Alaska Native

10 Race_Asian Num 8  Race: Asian

11 Race_BlackorAfricanAmerican Num 8  Race: Black or African American

12 Race_NativeHawaiianorOtherPaci Num 8  Race: Native Hawaiian or Other Pacific Islander

13 Race_White Num 8  Race: White

14 Race_Unknownornotreported Num 8  Race: Unknown or not reported

15 Race_Refused Num 8  Race: Refused

16 DiagnosedAutoImmuneDisease Char 3 $3. a Has the participant ever been diagnosed with an autoimmune diseases

17 AddisonDiseaseYesNo Char 2 $2. Addisons Disease Adrenal Insufficiency  Yes or No

18 AddisonDateOfDiagnosisMonth Char 1 $1. Addisons Disease Adrenal Insufficiency  Month of Diagnosis

19 AddisonDateOfDiagnosisDay Num 8  Addisons Disease Adrenal Insufficiency  Day of Diagnosis

20 AddisonDateOfDiagnosisyear Num 8  Addisons Disease Adrenal Insufficiency  Year of Diagnosis

21 AlopeciaYesNo Char 2 $2. Alopecia  Yes or No

22 AlopeciaDateOfDiagnosisMonth Char 1 $1. Alopecia  Month Of Diagnosis

23 AlopeciaDateOfDiagnosisDay Num 8  Alopecia  Day of Diagnosis

24 AlopeciaDateOfDiagnosisYear Num 8  Alopecia  Year Of Diagnosis

25 CeliacSprueGlutenYesNo Char 3 $3. Celiac Disease Gluten Allergy or Celiac Sprue  Yes or No

26 CeliacSprueGlutenDiagnosisMont Char 3 $3. Celiac Disease Gluten Allergy or Celiac Sprue  Month Of Diagnosis

27 CeliacSprueGlutenDiagnosisDay Num 8  Celiac Disease Gluten Allergy or Celiac Sprue  Day of Diagnosis

28 CeliacSprueGlutenDiagnosisYear Num 8  Celiac Disease Gluten Allergy or Celiac Sprue  Year Of Diagnosis

29 GraveHyperthyroidismYesNo Char 2 $2. Graves Disease Hyperthyroidism  Yes or No

30 GraveHyperthyroidismDiagnosisM Char 1 $1. Graves Disease Hyperthyroidism  Month Of Diagnosis

31 GraveHyperthyroidismDiagnosisD Num 8  Graves Disease Hyperthyroidism  Day of Diagnosis

32 GraveHyperthyroidismDiagnosisY Num 8  Graves Disease Hyperthyroidism  Year Of Diagnosis

33 HypogonadismPrematureMenopause Char 2 $2. Hypogonadism or Premature Menopause  Yes or No

34 HypogonadismPrematureMenopause3 Char 1 $1. Hypogonadism or Premature Menopause  Month of Diagnosis

35 HypogonadismPrematureMenopause2 Num 8  Hypogonadism or Premature Menopause  Day of Diagnosis

36 HypogonadismPrematureMenopause4 Num 8  Hypogonadism or Premature Menopause  Year of Diagnosis

37 HypoparathyroidismYesNo Char 2 $2. Hypoparathyroidism  Yes or No



Num Variable Type Len Format Label

38 HypoparathyroidismDiagnosisMon Char 1 $1. Hypoparathyroidism  Month of Diagnosis

39 HypoparathyroidismDiagnosisDay Num 8  Hypoparathyroidism  Day of Diagnosis

40 HypoparathyroidismDiagnosisYea Num 8  Hypoparathyroidism  Year of Diagnosis

41 AutoimmuneHypothyroidismHashim Char 3 $3. Autoimmune Thyroid Disease Hypothyroidism or Hashimotos Disease  Yes or No

42 AutoimmuneHypothyroidismHashim4 Char 3 $3. Autoimmune Thyroid Disease Hypothyroidism or Hashimotos Disease  Month Of 
Diagnosis

43 AutoimmuneHypothyroidismHashim2 Num 8  Autoimmune Thyroid Disease Hypothyroidism or Hashimotos Disease  Day Of Diagnosis

44 AutoimmuneHypothyroidismHashim3 Num 8  Autoimmune Thyroid Disease Hypothyroidism or Hashimotos Disease  Year Of 
Diagnosis

45 InflammatoryBowelYesNo Char 2 $2. Inflammatory Bowel Disease  Yes or No

46 InflammatoryBowelDiagnosisMont Char 1 $1. Inflammatory Bowel Disease  Month Of Diagnosis

47 InflammatoryBowelDiagnosisDay Num 8  Inflammatory Bowel Disease  Day Of Diagnosis

48 InflammatoryBowelDiagnosisYear Num 8  Inflammatory Bowel Disease  Year Of Diagnosis

49 LupusYesNo Char 2 $2. Lupus  Yes or No

50 LupusDiagnosisMonth Char 1 $1. Lupus  Month Of Diagnosis

51 LupusDiagnosisDay Num 8  Lupus  Day Of Diagnosis

52 LupusDiagnosisYear Num 8  Lupus  Year Of Diagnosis

53 MultipleSclerosisYesNo Char 2 $2. Multiple Sclerosis  Yes or No

54 MultipleSclerosisDiagnosisMont Char 1 $1. Multiple Sclerosis  Month Of Diagnosis

55 MultipleSclerosisDiagnosisDay Num 8  Multiple Sclerosis  Day Of Diagnosis

56 MultipleSclerosisDiagnosisYear Num 8  Multiple Sclerosis  Year Of Diagnosis

57 PerniciousAnemiaYesNo Char 2 $2. Pernicious Anemia  Yes or No

58 PerniciousAnemiaDiagnosisMonth Char 1 $1. Pernicious Anemia  Month of Diagnosis

59 PerniciousAnemiaDiagnosisDay Num 8  Pernicious Anemia  Day of Diagnosis

60 PerniciousAnemiaDiagnosisYear Num 8  Pernicious Anemia  Year of Diagnosis

61 PsoriasisYesNo Char 2 $2. Psoriasis  Yes or No

62 PsoriasisDiagnosisMonth Char 1 $1. Psoriasis  Month of Diagnosis

63 PsoriasisDiagnosisDay Num 8  Psoriasis  Day of Diagnosis

64 PsoriasisDiagnosisYear Num 8  Psoriasis  Year of Diagnosis

65 RheumatologicYesNo Char 3 $3. Rheumatologic Disease  Yes or No

66 RheumatologicDiagnosisMonth Char 3 $3. Rheumatologic Disease  Month of Diagnosis

67 RheumatologicDiagnosisDay Num 8  Rheumatologic Disease  Day of Diagnosis

68 RheumatologicDiagnosisYear Num 8  Rheumatologic Disease  Year of Diagnosis

69 VitiligoYesNo Char 3 $3. Vitiligo  Yes or No

70 VitiligoDiagnosisMonth Char 1 $1. Vitiligo  Month of Diagnosis

71 VitiligoDiagnosisDay Num 8  Vitiligo  Day of Diagnosis

72 VitiligoDiagnosisYear Num 8  Vitiligo  Year of Diagnosis

73 OtherSpecifyOne Char 24 $24. Other specify One

74 OtherSpecifyOneYesNo Char 3 $3. Other specify One  Yes or No

75 OtherSpecifyOneMonth Char 3 $3. Other specify One  Month



Num Variable Type Len Format Label

76 OtherSpecifyOneDay Num 8  Other specify One  Day

77 OtherSpecifyOneYear Num 8  Other specify One  Year

78 OtherSpecifyTwo Char 1 $1. Other specify Two

79 OtherSpecifyTwoYesNo Char 2 $2. Other specify Two  Yes or No

80 OtherSpecifyTwoMonth Char 1 $1. Other specify Two  Month

81 OtherSpecifyTwoDay Num 8  Other specify Two  Day

82 OtherSpecifyTwoYear Num 8  Other specify Two  Year

83 OtherSpecifyThree Char 1 $1. Other specify Three

84 OtherSpecifyThreeYesNo Char 2 $2. Other specify Three  Yes or No

85 OtherSpecifyThreeMonth Char 1 $1. Other specify Three  Month

86 OtherSpecifyThreeDay Num 8  Other specify Three  Day

87 OtherSpecifyThreeYear Num 8  Other specify Three  Year

88 HospitalizedOtherthanDiabetes Char 3 $3. Has the participant ever been hospitalized other than for diabetes

89 WhatForHospitalizations Char 114 $114. If YES what for

90 Asthma Char 3 $3. Asthma

91 LeukopeniaNeutropenia Char 2 $2. Leukopenia andor Neutropenia

92 Allergies Char 7 $7. Allergies

93 Eczema Char 7 $7. Eczema

94 OtherInfections Char 3 $3. Frequent other infections

95 OtherInfectionsIfYesSpecify Char 95 $95. If YES  specify

96 Other Char 7 $7. Other

97 IfOtherSpecify Char 520 $520. If OTHER  specify

98 Type1DiabetesDiagnosisMonth Char 3 $3. Date of diagnosis of type 1 diabetes  Month

99 Type1DiabetesDiagnosisDay Num 8  Date of diagnosis of type 1 diabetes Day

100 Type1DiabetesDiagnosisYear Num 8  Date of diagnosis of type 1 diabetes  Year

101 PatientInitialDiagno_Randomblood Num 8  PatientInitialDiagno: Random blood glucose check

102 PatientInitialDiagno_Routinescre Num 8  PatientInitialDiagno: Routine screening for diabetes without presence of symptoms

103 PatientInitialDiagno_Formaltesti Num 8  PatientInitialDiagno: Formal testing for diabetes (OGTT)

104 PatientInitialDiagno_Symptomsofd Num 8  PatientInitialDiagno: Symptoms of diabetes

105 ParticipantSymptomsT_Increasedth Num 8  ParticipantSymptomsT: Increased thirst

106 ParticipantSymptomsT_Weightloss Num 8  ParticipantSymptomsT: Weight loss

107 ParticipantSymptomsT_Increasedea Num 8  ParticipantSymptomsT: Increased eating

108 ParticipantSymptomsT_Frequenturi Num 8  ParticipantSymptomsT: Frequent urination

109 ParticipantSymptomsT_Frequentinf Num 8  ParticipantSymptomsT: Frequent infections

110 ParticipantSymptomsT_Blurredvisi Num 8  ParticipantSymptomsT: Blurred vision

111 ParticipantSymptomsT_Nosymptoms Num 8  ParticipantSymptomsT: No symptoms

112 DiabeticKetoacidosisTimeOfDiag Char 7 $7. Did the participant have Diabetic Ketoacidosis DKA at time of diagnosis

113 AdmittedHospitalDiagnosis Char 3 $3. Was the participant admitted to a hospital during the diagnosis period

114 HospitalICUIntensive Char 7 $7. Were they admitted to an Intensive Care Unit ICU while in the hospital



Num Variable Type Len Format Label

115 RecentHbA1cDiagnosis Num 8  Most recent HbA1c at diagnosis If known

116 HbA1crecordDateMonth Char 3 $3. If known record date HbA1c was measured Month

117 HbA1crecordDateDay Num 8  If known record date HbA1c was measured Day

118 HbA1crecordDateYear Num 8  If known record date HbA1c was measured Year

119 DiabeticKetoacidosisYesNoUnkno Char 2 $2. Since diagnosis has the participant ever experienced Diabetic Ketoacidosis

120 AnthopometricsWeightKg Num 8  Weight kg

121 AnthopometricsWeightNotDone Num 8  Weight Not Done

122 AnthopometricsHeightCM Num 8  Height cm

123 AnthopometricsHeightNotDone Num 8  Height Not Done

124 SeatedArmBloodPressureSystolic Num 8  Seated arm blood pressure Systolic

125 SeatedArmBloodPressureDiastoli Num 8  Seated arm blood pressure Diastolic

126 SeatedArmBloodPressureNotDone Num 8  Seated arm blood pressure Not Done

127 TemperatureDegreeCelcius Num 8  Temperature Degree

128 TemperatureDegreeNotDone Num 8  Temperature Not Done

129 HeartRateBPM Num 8  Heart Rate bpm

130 HeartRateNotDone Num 8  Heart Rate Not Done

131 RespiratoryRateBPM Num 8  Respiratory rate bpm

132 RespiratoryRateNotDone Num 8  Respiratory Rate Not Done

133 PhysicalExamFirstVisitYesNo Char 3 $3. Was a physical exam performed at this visit

134 HeentFindings Char 8 $8. HEENT Findings

135 HEENTThyroidAbnormal Char 52 $52. HEENT Abnormal

136 NeckThyroidFindings Char 8 $8. NeckThyroid Findings

137 NeckThyroidAbnormal Char 69 $69. NeckThyroid Abnormal

138 HeartFindings Char 8 $8. Heart Findings

139 HeartAbnormal Char 160 $160. Heart Abnormal

140 LungsFindings Char 6 $6. Lungs Findings

141 LungsAbnormal Char 1 $1. Lungs Abnormal

142 PulsesFindings Char 6 $6. Pulses Findings

143 PulsesAbnormal Char 1 $1. Pulses Abnormal

144 MusculoskeletalFindings Char 8 $8. Musculoskeletal Findings

145 MusculoskeletalAbnormal Char 90 $90. Musculoskeletal Abnormal

146 GenitaliaFindings Char 12 $12. Genitalia Findings

147 GenitaliaAbnormal Char 1 $1. Genitalia Abnormal

148 AbdomenFindings Char 12 $12. Abdomen Findings

149 AbdomenAbnormal Char 148 $148. Abdomen Abnormal

150 LymphaticsFindings Char 8 $8. Lymphatics Findings

151 LymphaticsAbnormal Char 97 $97. Lymphatics Abnormal

152 SkinFindings Char 8 $8. Skin Findings

153 SkinAbnormal Char 123 $123. Skin Abnormal



Num Variable Type Len Format Label

154 NeurologicFindings Char 8 $8. Neurologic Findings

155 NeurologicAbnormal Char 139 $139. Neurologic Abnormal

156 OtherFindings Char 12 $12. Other Findings

157 OtherAbnormal Char 288 $288. Other Abnormal

158 ReproductiveChildbearingPotent Char 3 $3. Does the participant have reproductive or childbearing potential

159 UrinePregnancyTest Char 3 $3. Was a urine pregnancy test completed at this visit

160 UrinePregnancyTestPositive Char 2 $2. Was the test result positive

161 IGRATestYesNo Char 3 $3. Was an InterferonGamma Release Assay IGRA test completed

162 IGRATestPositive Char 3 $3. Was the test result positive

163 InterferonGammaReleaseAssayIGR3 Char 3 $3. Date of InterferonGamma Release Assay IGRA test  Month

164 InterferonGammaReleaseAssayIGR Num 8  Date of InterferonGamma Release Assay IGRA test  Day

165 InterferonGammaReleaseAssayIGR2 Num 8  Date of InterferonGamma Release Assay IGRA test  Year

166 FluVaccinationDateMonth Char 3 $3. Date of Flu Vaccination  Month

167 FluVaccinationDateDay Num 8  Date of Flu Vaccination  Day

168 FluVaccinationDateYear Num 8  Date of Flu Vaccination  Year



Data Set Name: tn19_studydrugadministration.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 PregTestPos Char 14 $14. If FEMALE with reproductive or childbearing potential was the pregnancy test result 
positive

5 FebrileIllness10Days Char 3 $3. Has the subject had a febrile illness within the last ten days

6 AnyGrade3OrGreaterProblems Char 2 $2. Were there any grade 3 or greater problems with the previous infusion

7 Grade3UnresolvedAbnormalities Char 2 $2. Are there any Grade 3 or greater unresolved lab result abnormalities

8 ExacerbationOfCRS Char 2 $2. Has the participant experienced exacerbation of Cytokine Release Syndrome CRS 
twice consecutively despite the use of glucocorticoids

9 EBVSeronegativeReusltsPositive Char 2 $2. If EBV seronegative was the previous EBV PCR result positive

10 WBC2000 Char 2 $2. Was there a total WBC count 2000 cellsmm3 that persisted up to 24 hours after the 
time of the planned infusion

11 Neutrophil800 Char 2 $2. Was there a neutrophil count 800 cellsmm3 that persisted up to 24 hours after the time 
of the planned infusion

12 Platelet50000 Char 2 $2. Was there a platelet count 50000 cellsmm3 that persisted up to 24 hours after the time 
of the planned infusion

13 ATGweight Num 8  ATG Participant Weight At Baseline Visit

14 ATGdose Num 8  ATG What is the dose

15 PreInfusionTimeHour Num 8  PreInfusion Time Hour

16 PreInfusionTimeMin Num 8  PreInfusion Time Min

17 PreInfusionSystolic Num 8  PreInfusion Systolic

18 PreInfusionDiastolic Num 8  PreInfusion Diastolic

19 PreInfusionTemperature Num 8  PreInfusion Temperature

20 PreInfusionHeartRate Num 8  PreInfusion Heart rate

21 PreInfusionRespRate Num 8  PreInfusion Resp Rate

22 PreInfusionMissedVitals Num 8  PreInfusion Missed partial vitals or entire timepoint

23 InfusionStartTimeHour Num 8  Infusion Start Time Hour

24 InfusionStartTimeMin Num 8  Infusion Start time min

25 InfusionStartTimeSystolic Num 8  Infusion Start Time Systolic

26 InfusionStartTimeDiastolic Num 8  Infusion Start Time Diastolic

27 InfusionStartTimeTemperature Num 8  Infusion Start Time Temperature

28 InfusionStartTimeHeartrate Num 8  Infusion Start Time Heart rate

29 InfusionStartTimeResprate Num 8  Infusion Start Time Resp rate

30 InfusionStartTimeMissedVital Num 8  Infusion Start Time Select if missed partial vitals or entire timepoint

31 _30MinAfteStartTimeHour Num 8  30 min after start time Hour

32 _30MinAfteStartTimeMin Num 8  30 min after start time Min

33 _30MinAfteStartTimeSystolic Num 8  30 min after start time systolic

34 _30MinAfteStartTimeDiastolic Num 8  30 min after start time Diastolic

35 _30MinAfteStartTimeHeartRate Num 8  30 min after start time Heart rate



Num Variable Type Len Format Label

36 _30MinAfteStartTimeTemp Num 8  30 min after start time Tempertaure

37 _30MinAfteStartTimeRespRate Num 8  30 min after start time Resp rate

38 _30MinAfteStartTimeMissedVital Num 8  30 min after start time Select if missed partial vitals or entire timepoint

39 _60MinAfteStartTimeHour Num 8  60 min after start time Hour

40 _60MinAfteStartTimemin Num 8  60 min after start time Min

41 _60MinAfteStartTimeSystolic Num 8  60 min after start time Systolic

42 _60MinAfteStartTimeDiastolic Num 8  60 min after start time Diastolic

43 _60MinAfteStartTimeHeartRate Num 8  60 min after start time Heart Rate

44 _60MinAfteStartTimeTemp Num 8  60 min after start time Temperature

45 _60MinAfteStartTimeRespRate Num 8  60 min after start time Resp Rate

46 _60MinAfteStartTimeMissedVital Num 8  60 min after start time Select if missed partial vitals or entire timepoint

47 _90MinAfteStartTimehour Num 8  90 min after start time Hour

48 _90MinAfteStartTimeMin Num 8  90 min after start time min

49 _90MinAfteStartTimesystolic Num 8  90 min after start time Systolic

50 _90MinAfteStartTimeHeartrate Num 8  90 min after start time Heart rate

51 _90MinAfteStartTimetemp Num 8  90 min after start time temperature

52 _90MinAfteStartTimeRespRate Num 8  90 min after start time Resp rate

53 _90MinAfteStartTimeMissedVital Num 8  90 min after start time Select if missed partial vitals or entire timepoint

54 _90MinAfteStartTimeDiastolic Num 8  90 min after start time diastolic

55 _120MinAfteStartTimeHour Num 8  120 min after start time Hour

56 _120MinAfteStartTimeMin Num 8  120 min after start time min

57 _120MinAfteStartTimeSystolic Num 8  120 min after start time systolic

58 _120MinAfteStartTimeDiastolic Num 8  120 min after start time Diastolic

59 _120MinAfteStartTimeHeartRate Num 8  120 min after start time Heart rate

60 _120MinAfteStartTimeTemp Num 8  120 min after start time Temperature

61 _120MinAfteStartTimeRespRate Num 8  120 min after start time Resp rate

62 _120MinAfteStartTimeMissedVita Num 8  120 min after start time  if missed partial vitals or entire timepoint

63 _3HrsAftStartTimeHour Num 8  3 hrs after start time Hour

64 _3HrsAftStartTimeMin Num 8  3 hrs after start time Min

65 _3HoursSystolic Num 8  3 hrs after start time Systolic

66 _3HrsAftStartTimeDiastolic Num 8  3 hrs after start time Diastolic

67 _3HrsAftStartTimeHeartRate Num 8  3 hrs after start time Heart rate

68 _3HrsAftStartTimeTemp Num 8  3 hrs after start time Temperature

69 _3HrsAftStartTimeRespRate Num 8  3 hrs after start time Resp rate

70 _3HrsAftStartTimeMissedVital Num 8  3 hrs after start time Select if missed partial vitals or entire timepoint

71 _4HrsAftStartTimeMissedHour Num 8  4 hrs after start time Hour

72 _4HrsAftStartTimeMin Num 8  4 hrs after start time Min

73 _4HrsAftStartTimeSystolic Num 8  4 hrs after start time Systolic

74 _4HrsAftStartTimeDiastolic Num 8  4 hrs after start time Diastolic



Num Variable Type Len Format Label

75 _4HrsAftStartTimeHeartRate Num 8  4 hrs after start time Heart Rate

76 _4HrsAftStartTimeTemp Num 8  4 hrs after start time Temperature

77 _4HrsAftStartTimeRespRate Num 8  4 hrs after start time Resp Rate

78 _4HrsAftStartTimeMissedVital Num 8  4 hrs after start time Select if missed partial vitals or entire timepoint

79 _5HrsAftStartTimeHour Num 8  5 hrs after start time Hours

80 _5HrsAftStartTimeMin Num 8  5 hrs after start time Min

81 _5HrsAftStartTimeSystolic Num 8  5 hrs after start time systolic

82 _5HrsAftStartTimeDiastolic Num 8  5 hrs after start time Diastolic

83 _5HrsAftStartTimeHeartRate Num 8  5 hrs after start time heart rate

84 _5HrsAftStartTimeTemp Num 8  5 hrs after start time temperature

85 _5HrsAftStartTimeRespRate Num 8  5 hrs after start time Resp rate

86 _5HrsAftStartTimeMissedPartial Num 8  5 hrs after start time Select if missed partial vitals or entire timepoint

87 _5HrsAftStartTimeHours Num 8  6 hrs after start time Hours

88 _6HrsAftStartTimeMin Num 8  6 hrs after start time Min

89 _6HrsAftStartTimeSystolic Num 8  6 hrs after start time systolic

90 _6HrsAftStartTimeDiastolic Num 8  6 hrs after start time Diastolic

91 _6HrsAftStartTimeHeartRate Num 8  6 hrs after start time Heart Rate

92 _6HrsAftStartTimeTemp Num 8  6 hrs after start time temperature

93 _6HrsAftStartTimeRespRate Num 8  6 hrs after start time RespRate

94 _6HrsAftStartTimeMissedVitals Num 8  6 hrs after start time Select if missed partial vitals or entire timepoint

95 _7HrsAftStartTimeHours Num 8  7 hrs after start time Hours

96 _7HrsAftStartTimeMin Num 8  7 hrs after start time Min

97 _7HrsAftStartTimeSystolic Num 8  7 hrs after start time systolic

98 _7HrsAftStartTimeDiastolic Num 8  7 hrs after start time Diastolic

99 _7HrsAftStartTimeHeart Num 8  7 hrs after start time Heart Rate

100 _7HrsAftStartTimeTemperature Num 8  7 hrs after start time Temperature

101 _7HrsAftStartTimeRespRate Num 8  7 hrs after start time Resp Rate

102 _7HrsAftStartTimeMissedVital Num 8  7 hrs after start time Select if missed partial vitals or entire timepoint

103 _8HrsAftStartTimeHours Num 8  8 hrs after start time Hours

104 _8HrsAftStartTimeMin Num 8  8 hrs after start time min

105 _8HrsAftStartTimeSystolic Num 8  8 hrs after start time Systolic

106 _8HrsAftStartTimeDiastolic Num 8  8 hrs after start time Diastolic

107 _8HrsAftStartTimeHeartRate Num 8  8 hrs after start time Heart rate

108 _8HrsAftStartTimeTemp Num 8  8 hrs after start time Temperature

109 _8HrsAftStartTimeRespRate Num 8  8 hrs after start time Resp rate

110 _8HrsAftStartTimeMissedVital Num 8  8 hrs after start time Select if missed partial vitals or entire timepoint

111 _9HrsAftStartTimeHour Num 8  9 hrs after start time Hours

112 _9HrsAftStartTimeMin Num 8  9 hrs after start time Min

113 _9HrsAftStartTimeSystolic Num 8  9 hrs after start time Systolic
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114 _9HrsAftStartTimeDiastolic Num 8  9 hrs after start time Diastolic

115 _9HrsAftStartTimeHeartRate Num 8  9 hrs after start time Heart rate

116 _9HrsAftStartTimeTemp Num 8  9 hrs after start time Temperature

117 _9HrsAftStartTimeRespRate Num 8  9 hrs after start time Resp rate

118 _9HrsAftStartTimeMissedVital Num 8  9 hrs after start time Select if missed partial vitals or entire timepoint

119 _10HrsAftStartTimeHour Num 8  10 hrs after start time Hour

120 _10HrsAftStartTimeMin Num 8  10 hrs after start time Min

121 _10HrsAftStartTimeSystolic Num 8  10 hrs after start Systolic

122 _10HrsAftStartTimeDiastolic Num 8  10 hrs after start Diastolic

123 _10HrsAftStartTimeHeartRate Num 8  10 hrs after start Heart Rate

124 _10HrsAftStartTimeTemp Num 8  10 hrs after start Temperature

125 _10HrsAftStartTimeHeartRate2 Num 8  10 hrs after start Resp Rate

126 _10HrsAftStartTimeMissedVital Num 8  10 hrs after start time Select if missed partial vitals or entire timepoint

127 _11HrsAftStartTimeHour Num 8  11 hrs after start Hour

128 _11HrsAftStartTimeMin Num 8  11 hrs after start Min

129 _11HrsAftStartTimeSystolic Num 8  11 hrs after start Systolic

130 _11HrsAftStartTimeDiastolic Num 8  11 hrs after start Diastolic

131 _11HrsAftStartTimeHeartRate Num 8  11 hrs after start Heart Rate

132 _11HrsAftStartTimeTemp Num 8  11 hrs after start Temperature

133 _11HrsAftStartTimeRespRate Num 8  11 hrs after start Resp Rate

134 _11HrsAftStartTimeMissedVital Num 8  11 hrs after start Select if missed partial vitals or entire timepoint

135 _12HrsAftStartTimeHour Num 8  12  hrs after start time Hours

136 _12HrsAftStartTimemin Num 8  12  hrs after start time min

137 _12HrsAftStartTimeSystolic Num 8  12  hrs after start time Systolic

138 _12HrsAftStartTimeDiastolic Num 8  12  hrs after start time Diastolic

139 _12HrsAftStartTimeHeartRate Num 8  12  hrs after start time Heart Rate

140 _12HrsAftStartTimeTemperature Num 8  12  hrs after start time Temperature

141 _12HrsAftStartTimeRespRate Num 8  12  hrs after start time Resp Rate

142 _12HrsAftStartTimeMissedVital Num 8  12  hrs after start time Select if missed partial vitals or entire timepoint

143 OtherHour1_1 Num 8  Other Hour

144 OtherMin1_1 Num 8  Other Min

145 OtherSystolic1_1 Num 8  Other Systolic

146 OtherDiastolic1_1 Num 8  Other Diastolic

147 OtherHeartRate1_1 Num 8  Other Heart Rate

148 OtherTemp1_1 Num 8  Other Temperature

149 OtherRespRate1_1 Num 8  Other Resp Rate

150 OtherHour2_1 Num 8  Other Hour

151 OtherMin2_1 Num 8  Other Min

152 OtherSystolic2_1 Num 8  Other Systolic
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153 OtherDiastolic2_1 Num 8  Other Diastolic

154 OtherHeartRate2_1 Num 8  Other Heart Rate

155 OtherTemp2_1 Num 8  Other Temperature

156 OtherRespRate2_1 Num 8  Other Resp Rate

157 OtherHour3_1 Num 8  Other Hour

158 OtherMin3_1 Num 8  Other Min

159 OtherSystolic3_1 Num 8  Other Systolic

160 OtherDiastolic3_1 Num 8  Other Diastolic

161 OtherHeartRate3_1 Num 8  Other Heart Rate

162 OtherTemp3_1 Num 8  Other Temperature

163 OtherRespRate3_1 Num 8  Other Resp Rate

164 OtherHour4_1 Num 8  Other Hour

165 OtherMin4_1 Num 8  Other Min

166 OtherSystolic4_1 Num 8  Other Systolic

167 OtherDiastolic4_1 Num 8  Other Diastolic

168 OtherHeartRate4_1 Num 8  Other Heart Rate

169 OtherTemp4_1 Num 8  Other Temperature

170 OtherRespRate4_1 Num 8  Other Resp Rate

171 OtherHour5_1 Num 8  Other Hour

172 OtherMin5_1 Num 8  Other Min

173 OtherSystolic5_1 Num 8  Other Systolic

174 OtherDiastolic5_1 Num 8  Other Diastolic

175 OtherHeartRate5_1 Num 8  Other Heart Rate

176 OtherTemp5_1 Num 8  Other Temperature

177 OtherRespRate5_1 Num 8  Other Resp Rate

178 OtherHour6_1 Num 8  Other Hour

179 OtherMin6_1 Num 8  Other Min

180 OtherSystolic6_1 Num 8  Other Systolic

181 OtherDiastolic6_1 Num 8  Other Diastolic

182 OtherHeartRate6_1 Num 8  Other Heart Rate

183 OtherTemp6_1 Num 8  Other Temperature

184 OtherRespRate6_1 Num 8  Other Resp Rate

185 OtherHour7_1 Num 8  Other Hour

186 OtherMin7_1 Num 8  Other Min

187 OtherSystolic7_1 Num 8  Other Systolic

188 OtherDiastolic7_1 Num 8  Other Diastolic

189 OtherHeartRate7_1 Num 8  Other Heart Rate

190 OtherTemp7_1 Num 8  Other Temperature

191 OtherRespRate7_1 Num 8  Other Resp Rate
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192 OtherHour8_1 Num 8  Other Hour

193 OtherMin8_1 Num 8  Other Min

194 OtherSystolic8_1 Num 8  Other Systolic

195 OtherDiastolic8_1 Num 8  Other Diastolic

196 OtherHeartRate8_1 Num 8  Other Heart Rate

197 OtherTemp8_1 Num 8  Other Temperature

198 OtherRespRate8_1 Num 8  Other Resp Rate

199 OtherHour9_1 Num 8  Other Hour

200 OtherMin9_1 Num 8  Other Min

201 OtherSystolic9_1 Num 8  Other Systolic

202 OtherDiastolic9_1 Num 8  Other Diastolic

203 OtherHeartRate9_1 Num 8  Other Heart Rate

204 OtherTemp9_1 Num 8  Other Temperature

205 OtherRespRate9_1 Num 8  Other Resp Rate

206 OtherHour10_1 Num 8  Other Hour

207 OtherMin10_1 Num 8  Other Min

208 OtherSystolic10_1 Num 8  Other Systolic

209 OtherDiastolic10_1 Num 8  Other Diastolic

210 OtherHeartRate10_1 Num 8  Other Heart Rate

211 OtherTemp10_1 Num 8  Other Temperature

212 OtherRespRate10_1 Num 8  Other Resp Rate

213 OtherHour11_1 Num 8  Other Hour

214 OtherMin11_1 Num 8  Other Min

215 OtherSystolic11_1 Num 8  Other Systolic

216 OtherDiastolic11_1 Num 8  Other Diastolic

217 OtherHeartRate11_1 Num 8  Other Heart Rate

218 OtherTemp11_1 Num 8  Other Temperature

219 OtherRespRate11_1 Num 8  Other Resp Rate

220 OtherHour12_1 Num 8  Other Hour

221 OtherMin12_1 Num 8  Other Min

222 OtherSystolic12_1 Num 8  Other Systolic

223 OtherDiastolic12_1 Num 8  Other Diastolic

224 OtherHeartRate12_1 Num 8  Other Heart Rate

225 OtherTemp12_1 Num 8  Other Temperature

226 OtherRespRate12_1 Num 8  Other Resp Rate

227 OtherHour13_1 Num 8  Other Hour

228 OtherMin13_1 Num 8  Other Min

229 OtherSystolic13_1 Num 8  Other Systolic

230 OtherDiastolic13_1 Num 8  Other Diastolic
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231 OtherHeartRate13_1 Num 8  Other Heart Rate

232 OtherTemp13_1 Num 8  Other Temperature

233 OtherRespRate13_1 Num 8  Other Resp Rate

234 OtherHour14_1 Num 8  Other Hour

235 OtherMin14_1 Num 8  Other Min

236 OtherSystolic14_1 Num 8  Other Systolic

237 OtherDiastolic14_1 Num 8  Other Diastolic

238 OtherHeartRate14_1 Num 8  Other Heart Rate

239 OtherTemp14_1 Num 8  Other Temperature

240 OtherRespRate14_1 Num 8  Other Resp Rate

241 OtherHour15_1 Num 8  Other Hour

242 OtherMin15_1 Num 8  Other Min

243 OtherSystolic15_1 Num 8  Other Systolic

244 OtherDiastolic15_1 Num 8  Other Diastolic

245 OtherHeartRate15_1 Num 8  Other Heart Rate

246 OtherTemp15_1 Num 8  Other Temperature

247 OtherRespRate15_1 Num 8  Other Resp Rate

248 OtherHour16_1 Num 8  Other Hour

249 OtherMin16_1 Num 8  Other Min

250 OtherSystolic16_1 Num 8  Other Systolic

251 OtherDiastolic16_1 Num 8  Other Diastolic

252 OtherHeartRate16_1 Num 8  Other Heart Rate

253 OtherTemp16_1 Num 8  Other Temperature

254 OtherRespRate16_1 Num 8  Other Resp Rate

255 OtherHour17_1 Num 8  Other Hour

256 OtherMin17_1 Num 8  Other Min

257 OtherSystolic17_1 Num 8  Other Systolic

258 OtherDiastolic17_1 Num 8  Other Diastolic

259 OtherHeartRate17_1 Num 8  Other Heart Rate

260 OtherTemp17_1 Num 8  Other Temperature

261 OtherRespRate17_1 Num 8  Other Resp Rate

262 FeverPresent Char 3 $3. Event Fever

263 EventFeverGrade Char 1 $1. Event Fever Grade

264 SkinRashHypersentivityPresent Char 3 $3. Event Skin RashHypersensitivity

265 EventSkinRashHyperSensitivityG Char 1 $1. Event Skin RashHypersenitivty Grade

266 FatigueMalaisePresent Char 3 $3. Event Fatiguemalaise

267 EventFatigueMalaiseGrade Char 1 $1. Event Fatiguemalaise Grade

268 DizyLightHeadedPresent Char 3 $3. Event dizzylight headed

269 EventDizzyLightHeadedGrade Char 1 $1. Event DizzyLight headed Grade
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270 NauseeVomitPresent Char 3 $3. Event Nauseavomiting

271 EventNauseaVomitingGrade Char 1 $1. Event Nauseavomiting Grade

272 HypotensionPresent Char 3 $3. Event Hypotension

273 EventHypotensionGrade Char 1 $1. Event Hypotension Grade

274 HypertensionPresent Char 3 $3. Event Hypertension

275 EventHypertensionGrade Char 1 $1. Event Hypertension Grade

276 HeadcahePresent Char 3 $3. Event Headache

277 EventHeadacheGrade Char 1 $1. Event Headache Grade

278 IVinfiltrationPresent Char 3 $3. event IV infiltration

279 EventInfiltrationGrade Char 1 $1. Event IV infiltration Grade

280 InfusionRelatedEventAnaphylaxi Char 2 $2. event Anaphylaxis

281 EventAnaphylaxisGrade Char 1 $1. Event Anaphylaxis Grade

282 InfusionRelatedEventOther Char 3 $3. event Other

283 EventOtherGrade Char 1 $1. Event Other Grade

284 EventOtherspecify Char 141 $141. Event Other Specify

285 FullDoseInfused Char 3 $3. Was the full dose infused

286 RecordDoseOfDrugInfused Num 8  If NO Record dose of drug infused

287 DescribeCircumstances Char 136 $136. Describe the circumstances

288 GCSFweight Num 8  GCSF Participant Weight

289 GCSFANCFromPreviousCBCResult Num 8  GCSF 2 ANC Absolute Neutrophil Count from previous CBC result

290 GCSFWassplenomegalyindicatedon Char 3 $3. GCSF Was splenomegaly indicated on the physical exam

291 GCSFdose Num 8  GCSF What is the dose

292 SubcutaneousInjectionGiven Char 3 $3. Was subcutaneous injection given

293 AnyProblemsRecievingStudyDrugt Char 3 $3. Did the subject experience any problems since receiving study drug  today or since 
previous visit

294 ExperienceFollowingProblems Char 3 $3. Did the subject experience any problems following the drug administration

295 IfNOSpecifyWhy Char 54 $54. If NO specify why

296 SiteEvaluationRedness Char 3 $3. Site evaluation Redness

297 SiteEvaluationRednessDuration Num 8  Site evaluation Redness Duration

298 SiteEvaluationRednessGrade Char 1 $1. Site evaluation Redness Grade

299 SiteEvaluationRednessTimePostI Num 8  Site evaluation Redness Time Post Injection

300 SiteEvaluationSwelling Char 3 $3. Site evaluation Swelling

301 SiteEvaluationSwellingDuration Num 8  Site evaluation Swelling Duration

302 SiteEvaluationSwellingGrade Char 1 $1. Site evaluation Swelling  Grade

303 SiteEvaluationSwellingTimePost Num 8  Site evaluation Swelling  Time Post Injection

304 SiteEvaluationItching Char 3 $3. Site evaluation Itching

305 SiteEvaluationItchingDuration Num 8  Site evaluation Itching Duration

306 SiteEvaluationItchingGrade Char 1 $1. Site evaluation Itching   Grade

307 SiteEvaluationItchingTimePostI Num 8  Site evaluation Itching Time Post Injection
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308 SiteEvaluationBonepain Char 3 $3. Site evaluation Bone Pain

309 SiteEvaluationBonePainDuration Num 8  Site evaluation Bone Pain Duration

310 SiteEvaluationBonepainGrade Char 1 $1. Site evaluation Bone Pain Grade

311 SiteEvaluationBonePainTimePost Num 8  Site evaluation Bone Pain Time Post Injection

312 SiteEvaluationHeadache Char 3 $3. Site evaluation Headache

313 SiteEvaluationHeadacheDuration Num 8  Site evaluation Headache Duration

314 SiteEvaluationHeadacheGrade Char 1 $1. Site evaluation Headache Grade

315 SiteEvaluationHeadacheTimePost Num 8  Site evaluation Headache Time Post Injection

316 SiteEvaluationDizziness Char 2 $2. Site evaluation Dizziness

317 SiteEvaluationDizzinessDuratio Num 8  Site evaluation Dizziness Duration

318 SiteEvaluationDizzinessGrade Char 1 $1. Site evaluation Dizziness Grade

319 SiteEvaluationDizzinessTimePos Num 8  Site evaluation Dizziness Time Post Injection

320 SiteEvaluationRespiratoryDistr Char 3 $3. Site evaluation Respiratory Distress

321 SiteEvaluationRespiratoryDistr2 Num 8  Site evaluation Respiratory Distress Time Post Injection

322 SiteEvaluationRespiratoryDistr3 Num 8  Site evaluation Respiratory Distress  Duration

323 SiteEvaluationRespiratoryDistr4 Char 1 $1. Site evaluation Respiratory Distress Grade

324 SiteEvaluationAllergicReaction Char 2 $2. Site evaluation Allergic Reaction

325 SiteEvaluationAllergicReaction2 Num 8  Site evaluation Allergic Reaction Distress  Duration

326 SiteEvaluationAllergicReaction3 Char 1 $1. Site evaluation Allergic Reaction Grade

327 SiteEvaluationAllergicTimePost Num 8  Site evaluation Allergic Reaction Time Post Injection

328 SiteEvaluationSickleCellCrisis Char 2 $2. Site evaluation Sickle Cell Crisis

329 SiteEvaluationSickleCellCrisis2 Num 8  Site evaluation Sickle Cell Crisis Time Post Injection

330 SiteEvaluationSickleCellCrisis3 Num 8  Site evaluation Sickle Cell Crisis Distress  Duration

331 SiteEvaluationSickleCellCrisis4 Char 1 $1. Site evaluation Sickle Cell Crisis Grade

332 ExperienceOtherProblems Char 14 $14. Did the subject experience any other problems during study drug administration

333 ExperienceOtherProblemsSpecify Char 206 $206. If YES Specify

334 AcetaminophenGivenToParticipan Char 3 $3. Was Acetaminophen given to the participant

335 AcetaminophenGivenToPartici1_1 Num 8  If YES Dose if Applicable

336 AcetaminophenGivenDoseTimeH1_1 Num 8  Time dose given if applicable Hour

337 AcetaminophenGivenDoseTimeM1_1 Num 8  Time dose given if applicable Min

338 AcetaminophenGivenToPartici2_1 Num 8  If YES Dose if Applicable

339 AcetaminophenGivenDoseTimeH2_1 Num 8  Time dose given if applicable Hour

340 AcetaminophenGivenDoseTimeM2_1 Num 8  Time dose given if applicable Min

341 AcetaminophenGivenToPartici3_1 Num 8  If YES Dose if Applicable

342 AcetaminophenGivenDoseTimeH3_1 Num 8  Time dose given if applicable Hour

343 AcetaminophenGivenDoseTimeM3_1 Num 8  Time dose given if applicable Min

344 AcetaminophenGivenToPartici4_1 Num 8  If YES Dose if Applicable

345 AcetaminophenGivenDoseTimeH4_1 Num 8  Time dose given if applicable Hour

346 AcetaminophenGivenDoseTimeM4_1 Num 8  Time dose given if applicable Min
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347 AcetaminophenGivenToPartici5_1 Num 8  If YES Dose if Applicable

348 AcetaminophenGivenDoseTimeH5_1 Num 8  Time dose given if applicable Hour

349 AcetaminophenGivenDoseTimeM5_1 Num 8  Time dose given if applicable Min

350 AcetaminophenGivenToPartici6_1 Num 8  If YES Dose if Applicable

351 AcetaminophenGivenDoseTimeH6_1 Num 8  Time dose given if applicable Hour

352 AcetaminophenGivenDoseTimeM6_1 Num 8  Time dose given if applicable Min

353 MethylprednisoneGivenDoseTimeM Char 3 $3. Was Methylprednisone given to the participant

354 MethylprednisoneGivenDose1_1 Num 8  If YesMethylprednisone Dose

355 MethylprednisoneGivenDoseTi1_1 Num 8  If Yes Methylprednisone Dose Time Given Hour

356 MethylprednisoneGivenDoseTi1_2 Num 8  If Yes Methylprednisone Dose Time Given min

357 MethylprednisoneGivenDose2_1 Num 8  If YesMethylprednisone Dose

358 MethylprednisoneGivenDoseTi2_1 Num 8  If Yes Methylprednisone Dose Time Given Hour

359 MethylprednisoneGivenDoseTi2_2 Num 8  If Yes Methylprednisone Dose Time Given min

360 MethylprednisoneGivenDose3_1 Num 8  If YesMethylprednisone Dose

361 MethylprednisoneGivenDoseTi3_1 Num 8  If Yes Methylprednisone Dose Time Given Hour

362 MethylprednisoneGivenDoseTi3_2 Num 8  If Yes Methylprednisone Dose Time Given min

363 MethylprednisoneGivenDose4_1 Num 8  If YesMethylprednisone Dose

364 MethylprednisoneGivenDoseTi4_1 Num 8  If Yes Methylprednisone Dose Time Given Hour

365 MethylprednisoneGivenDoseTi4_2 Num 8  If Yes Methylprednisone Dose Time Given min

366 DiphenhydramineDoseGiven Char 3 $3. Was Diphenhydramine given to the participant

367 DiphenhydramineDoseGivenDos1_1 Num 8  If Yes Diphenhydramine dose

368 DiphenhydramineDosageTimeHo1_1 Num 8  If Yes Diphenhydramine Time Dose given hour

369 DiphenhydramineDosageTimeMi1_1 Num 8  If Yes Diphenhydramine Time Dose given min

370 DiphenhydramineDoseGivenDos2_1 Num 8  If Yes Diphenhydramine dose

371 DiphenhydramineDosageTimeHo2_1 Num 8  If Yes Diphenhydramine Time Dose given hour

372 DiphenhydramineDosageTimeMi2_1 Num 8  If Yes Diphenhydramine Time Dose given min

373 DiphenhydramineDoseGivenDos3_1 Num 8  If Yes Diphenhydramine dose

374 DiphenhydramineDosageTimeHo3_1 Num 8  If Yes Diphenhydramine Time Dose given hour

375 DiphenhydramineDosageTimeMi3_1 Num 8  If Yes Diphenhydramine Time Dose given min

376 DiphenhydramineDoseGivenDos4_1 Num 8  If Yes Diphenhydramine dose

377 DiphenhydramineDosageTimeHo4_1 Num 8  If Yes Diphenhydramine Time Dose given hour

378 DiphenhydramineDosageTimeMi4_1 Num 8  If Yes Diphenhydramine Time Dose given min

379 DiphenhydramineDoseGivenDos5_1 Num 8  If Yes Diphenhydramine dose

380 DiphenhydramineDosageTimeHo5_1 Num 8  If Yes Diphenhydramine Time Dose given hour

381 DiphenhydramineDosageTimeMi5_1 Num 8  If Yes Diphenhydramine Time Dose given min

382 AnyOtherMedications Char 3 $3. Were any other medications given

383 AnyOtherMedicationsSpecify1_1 Char 36 $36. If yes other medications given speicfy

384 AnyOtherMedicationsDosage1_1 Num 8  If yes other medications given Dosage

385 AnyOtherMedicationsDosageHo1_1 Num 8  If yes other medications given Dosage Hour



Num Variable Type Len Format Label

386 AnyOtherMedicationsDosageMi1_1 Num 8  If yes other medications given Dosage min

387 AnyOtherMedicationsSpecify2_1 Char 24 $24. If yes other medications given speicfy

388 AnyOtherMedicationsDosage2_1 Num 8  If yes other medications given Dosage

389 AnyOtherMedicationsDosageHo2_1 Num 8  If yes other medications given Dosage Hour

390 AnyOtherMedicationsDosageMi2_1 Num 8  If yes other medications given Dosage min

391 AnyOtherMedicationsSpecify3_1 Char 21 $21. If yes other medications given speicfy

392 AnyOtherMedicationsDosage3_1 Num 8  If yes other medications given Dosage

393 AnyOtherMedicationsDosageHo3_1 Num 8  If yes other medications given Dosage Hour

394 AnyOtherMedicationsDosageMi3_1 Num 8  If yes other medications given Dosage min

395 AnyOtherMedicationsSpecify4_1 Char 20 $20. If yes other medications given speicfy

396 AnyOtherMedicationsDosage4_1 Num 8  If yes other medications given Dosage

397 AnyOtherMedicationsDosageHo4_1 Num 8  If yes other medications given Dosage Hour

398 AnyOtherMedicationsDosageMi4_1 Num 8  If yes other medications given Dosage min

399 AnyOtherMedicationsSpecify5_1 Char 20 $20. If yes other medications given speicfy

400 AnyOtherMedicationsDosage5_1 Num 8  If yes other medications given Dosage

401 AnyOtherMedicationsDosageHo5_1 Num 8  If yes other medications given Dosage Hour

402 AnyOtherMedicationsDosageMi5_1 Num 8  If yes other medications given Dosage min

403 AnyOtherMedicationsSpecify6_1 Char 20 $20. If yes other medications given speicfy

404 AnyOtherMedicationsDosage6_1 Num 8  If yes other medications given Dosage

405 AnyOtherMedicationsDosageHo6_1 Num 8  If yes other medications given Dosage Hour

406 AnyOtherMedicationsDosageMi6_1 Num 8  If yes other medications given Dosage min

407 AnyOtherMedicationsSpecify7_1 Char 4 $4. If yes other medications given speicfy

408 AnyOtherMedicationsDosage7_1 Num 8  If yes other medications given Dosage

409 AnyOtherMedicationsDosageHo7_1 Num 8  If yes other medications given Dosage Hour

410 AnyOtherMedicationsDosageMi7_1 Num 8  If yes other medications given Dosage min



Data Set Name: tn19_treatmentstartdate.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 TreatmentStartedDate Num 8 MMDDYY10. Treatment Started Date

3 Visit Char 8  Visit

4 TreatmentAssignDate Num 8 MMDDYY10. Treatment Assign Date

5 TreatmentDesc Char 500  Treatment Description



Data Set Name: tn19_urinalysisevaluation.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 Color Char 9 $9. Color

5 Appearance Char 8 $8. Appearance

6 SpecificGravity Char 8 $8. Specific Gravity

7 pH Char 1 $1. pH

8 Leukocytes Char 8 $8. Leukocytes

9 Nitrite Char 8 $8. Nitrite

10 Protein Char 8 $8. ProteinmgdL

11 Glucose Char 8 $8. GlucosemgdL

12 Ketones Char 8 $8. Ketones

13 Urobilinogen Char 8 $8. UrobilinogenmgdL

14 Bilirubin Char 8 $8. Bilirubin

15 Blood Char 8 $8. Blood eryuL



Data Set Name: tn19_visitassessment.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 Visit_Dt Num 8 MMDDYY10. Date of Visit

3 Visit Char 48  Visit

4 AnthopometricsWeightKg Num 8  Weight kg

5 AnthopometricsWeightNotDone Num 8  Weight Not Done

6 AnthopometricsHeightCM Num 8  Height cm

7 AnthopometricsHeightNotDone Num 8  Height Not Done

8 SeatedArmBloodPressureSystolic Num 8  Seated arm blood pressure Systolic

9 SeatedArmBloodPressureDiastoli Num 8  Seated arm blood pressure Diastolic

10 SeatedArmBloodPressureNotDone Num 8  Seated arm blood pressure Not Done

11 TemperatureDegreeCelcius Num 8  Temperature Degree

12 TemperatureDegreeNotDone Num 8  Temperature Not Done

13 HeartRateBPM Num 8  Heart Rate bpm

14 HeartRateNotDone Num 8  Heart Rate Not Done

15 RespiratoryRateBPM Num 8  Respiratory rate bpm

16 RespiratoryRateNotDone Num 8  Respiratory Rate Not Done

17 PhysicalExamFirstVisitYesNo Char 3 $3. Was a physical exam performed at this visit

18 HeentFindings Char 8 $8. HEENT Findings

19 HEENTThyroidAbnormal Char 224 $224. HEENT Abnormal

20 NeckThyroidFindings Char 12 $12. NeckThyroid Findings

21 NeckThyroidAbnormal Char 107 $107. NeckThyroid Abnormal

22 HeartFindings Char 12 $12. Heart Findings

23 HeartAbnormal Char 18 $18. Heart Abnormal

24 LungsFindings Char 12 $12. Lungs Findings

25 LungsAbnormal Char 112 $112. Lungs Abnormal

26 PulsesFindings Char 12 $12. Pulses Findings

27 PulsesAbnormal Char 1 $1. Pulses Abnormal

28 MusculoskeletalFindings Char 12 $12. Musculoskeletal Findings

29 MusculoskeletalAbnormal Char 178 $178. Musculoskeletal Abnormal

30 GenitaliaFindings Char 12 $12. Genitalia Findings

31 GenitaliaAbnormal Char 199 $199. Genitalia Abnormal

32 AbdomenFindings Char 12 $12. Abdomen Findings

33 AbdomenAbnormal Char 101 $101. Abdomen Abnormal

34 LymphaticsFindings Char 12 $12. Lymphatics Findings

35 LymphaticsAbnormal Char 26 $26. Lymphatics Abnormal

36 SkinFindings Char 12 $12. Skin Findings

37 SkinAbnormal Char 298 $298. Skin Abnormal



Num Variable Type Len Format Label

38 NeurologicFindings Char 12 $12. Neurologic Findings

39 NeurologicAbnormal Char 263 $263. Neurologic Abnormal

40 OtherFindings Char 12 $12. Other Findings

41 OtherAbnormal Char 152 $152. Other Abnormal

42 BreastFemaleTannerStage Char 18 $18. Breast female

43 GenitailiaMaleTannerStage Char 18 $18. Genitalia male

44 PubicHairTannerStage Char 18 $18. Pubic Hair both

45 ReproductiveChildbearingPotent Char 3 $3. Does the participant have reproductive or childbearing potential

46 UrinePregnancyTest Char 3 $3. Was a urine pregnancy test completed at this visit

47 UrinePregnancyTestPositive Char 3 $3. Was the test result positive

48 PlanPregnantWithinNextYear Char 2 $2. Does the subject plan to become pregnant within the next year

49 BirthControlAbstinenceAcceptab Char 3 $3. Is the subject using birth control abstinence or acceptable method



Data Set Name: treatment.sas7bdat
 

Num Variable Type Len Format Label

1 MaskID Num 8  Participant Mask ID#

2 TreatmentDate Num 8 MMDDYY10. Date of Treatment

3 RxDesc Char 18 $18. Treatment Description

4 ATGdose Num 8  ATG What is the dose

5 ATGweight Num 8  ATG Participant Weight At Baseline Visit

6 GCSFANCFromPreviousCBCResult Num 8  GCSF 2 ANC Absolute Neutrophil Count from previous CBC result

7 GCSFdose Num 8  GCSF What is the dose

8 GCSFweight Num 8  GCSF Participant Weight

9 dtadminister Num 8 MMDDYY10. Date of Drug Administration
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