CALERIE Phase 2: Documentation of Analysis Datasets for Public Use Database

DTH

Trial name

CALERIE 2

Dataset name

DTH (Delayed-type Hypersensitivity)

Description

DTH (Delayed-type Hypersensitivity) data from CRF, flattened to 1 record per DEIDNUM / VISIT.

Comments on data structure

1 record / DEIDNUM / VISIT

Population Subjects who attended Baseline Visit 2, including all randomized subjects.
Baseline Visits 4-7, Month 12, Month 24

Visits VISIT codes

Source data files CRF/DTHADM1, DTHADM?2, analdata/VISITS2, SUBJECT1

Final sort order DEIDNUM VISIT

. Accepted
Variable LABEL Source variables g/N Definition values/
name !

Format
DEIDNUM Subject Number DEIDNUM C
PAGENUM CRF page number DTHADM1.PAGEID N
VISIT Visit PAGENUM N Study Visit, based on CRF page (See Appendix) | v|SFMT
SUBVISIT Sub-Visit PAGENUM N | Study Sub-visit, based on CRF page (See SVISFMT
Appendix)

DTHADMDT Date of DTH injection DTHADM1.DTHADMDT DT
DTHDONE | DTH injection given DTHADMDT N | LD HADMDTIs non-missing
DTHNDRSN Reason DTH not done DTHADM1.DTHND N TUND
WKSHTCMP DTH worksheet completed WKSHTCMP N
EXCLMET DTH exclusion criteria met EXCLMET N
ARM Arm injected ARM N TUDTHA

. DTHADM2.ANTIGEN _ : _
SALIN24A 24 h Saline measure A DTHADM2. DIAMA N =DIAMA from record with ANTIGEN=1

. DTHADM2.ANTIGEN _ . _
SALIN24B 24 h Saline measure B DTHADM2.DIAMB N =DIAMB from record with ANTIGEN=1
SALINE24 Mean 24 hour Saline SALIN24A, SALIN24B N | “Mean of SALIN24A and SALIN24B

Missing if both are missing

. DTHADM2.ANTIGEN _ . _

SALIN48A 48 h Saline measure A DTHADM2 DIAMA N =DIAMA from record with ANTIGEN=5



https://calerie.duke.edu/sites/default/files/2022-05/calerie2_visits.pdf

CALERIE Phase 2: Documentation of Analysis Datasets for Public Use Database DTH

. Accepted
X::lble LABEL Source variables glN Definition values/
: Format
SALIN48B 48 h Saline measure B BTrw/\x%MI\izAgBﬁAEBN N | =DIAMB from record with ANTIGEN=5
SALINE48 Mean 48 hour Saline SALIN48A, SALIN48B N KA'}’;‘:?n”goi; Egh":fesﬁqg’;?ngAL'N“SB
SALINE Mean Saline SALINE24, SALINE48 N | “Mean of SALINE24 and SALINE48
Missing if both are missing

TETOX24A | 24 h Tetanus Toxoid measure A Bﬁﬁ%’}@%’ﬂﬁg” N | =DIAMA from record with ANTIGEN=2
TETOX24B | 24 h Tetanus Toxoid measure B BTrm\%M,\iéAg&fﬂEBN N | =DIAMB from record with ANTIGEN=2
TETTOX24 | Mean 24 hour Tetanus Toxoid TETOX24A, TETOX24B | N ,fﬂ'\iiif‘n”goi‘; EEJ]%&%S@?SQTETOXZ“B
TETOX48A | 48 h Tetanus Toxoid measure A Bﬁﬁ\%’vﬁé’%‘)&fﬂ“ N | =DIAMA from record with ANTIGEN=6
TETOX48B 48 h Tetanus Toxoid measure B B-'Il::ﬁ%hlc/lzzg\m\?g N N =DIAMB from record with ANTIGEN=6
TETTOX48 | Mean 48 hour Tetanus Toxoid TETOX48A, TETOX48B | N K/Il\iii?nngc?; gg;%f:%’i‘sasri‘:gTETox“gB
TETTOX Mean Tetanus Toxoid TETTOX24, TETTOX48 | N ;A'\iiz?n”goi; ZEJL???; :STSQTETTOX“B
CANDI24A 24 h Candida measure A Bﬁﬁ%’%ﬂlﬁ?j N =DIAMA from record with ANTIGEN=3

. DTHADM2ANTIGEN : . _
CANDI24B 24 h Candida measure B DTHADM2 DIAMB N =DIAMB from record with ANTIGEN=3
CANDID24 Mean 24 hour Candida CANDI24A, CANDI24B | N ,f,l'\iii?n”gohf EQEZZ%;?%CANDI%B

. DTHADM2.ANTIGEN } . _
CANDI48A 48 h Candida measure A DTHADM2 DIAMA N =DIAMA from record with ANTIGEN=7

. DTHADM2ANTIGEN ; . _
CANDI48B 48 h Candida measure B DTHADM2.DIAMB N =DIAMB from record with ANTIGEN=7
CANDID48 Mean 48 hour Candida CANDI48A, CANDI48B | N ,f,l'\ii‘:?n”goh‘: gﬁ'ﬁgﬁﬁﬁ‘iggﬂ ;ANDMSB
CANDIDA Mean Candida CANDID24, CANDID48 | N | ~Mean of CANDID24 and CANDID48

Missing if both are missing

TRICH24A 24 h Trichophyton measure A B-mﬁ%wﬂzzg\gﬁg N N =DIAMA from record with ANTIGEN=4
TRICH24B 24 h Trichophyton measure B DTHADM2.ANTIGEN N | =DIAMB from record with ANTIGEN=4

DTHADM2.DIAMB
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. Accepted
Variable LABEL Source variables glN Definition values/
name )

Format
TRICH24 Mean 24 hour Trichophyton TRICH24A, TRICH24B | N | -Mean of TRICH24A and TRICH24B
Missing if both are missing
TRICH48A | 48 h Trichophyton measure A DA e N | =DIAMA from record with ANTIGEN=8
. DTHADM2.ANTIGEN _ . _
TRICH48B 48 h Trichophyton measure B DTHADM?2.DIAMB N =DIAMB from record with ANTIGEN=8
. =Mean of TRICH48A and TRICH48B
TRICH48 Mean 48 hour Trichophyton TRICH48A, TRICH48B N Missing if both are missing
TRICH Mean Trichophyton TRICH24, TRICH48 N | “Mean of TRICH24 and TRICH48
Missing if both are missing
SALIN24, TETOX24, = mean of (SALIN24, TETOX24, CANDI24,
MEAN24 Overall 24 hour mean CANDI24, TRICH24 N TRICH24)
SALINE48, TETTOX48, =mean of (SALINE48, TETTOX48, CANDID48,
MEANA48 Overall 48 hour mean CANDID48, TRICH48 N TRICH48)
gﬁlr_\llgﬁ)z;i TTEFLEOH)2(34’ = mean of (SALINE24, TETTOX24, CANDID24,
MEANALL Overall mean ’ N TRICH24, SALINE48, TETTOX48, CANDID48,
SALINE48, TETTOX48, TRICH48)
CANDID48, TRICH48
The remaining variables were derived for use in the Imnmune Function manuscript: For each analyte, at each of
24 and 48 hours , a dichotomous variable is created with value 0 if the diameter of induration is 0 - 5 mm and 1 if
>=5 mm. The (continuous) value for each analyte is set to missing if the diameter of induration is <5mm.
. =0 if Zz<TETTOX24 <5 e
TT24_GT5 | 18 Tox-Diam. ofindur. 24hrs = rerroxoq N | =1ifTETTOX24 >=5 1z zgemm
=omm Missing if TETTOX24 is missing = <o mm
Tet. Tox. Diameter of Indur. at 24 =TETTOX24 if TETTOX24>=5
TTDI24 hrs TETTOX24 N | Missing if TETTOX24 is <5 (or missing)
. =0 if .z<TETTOX48 <5 om
TTag o5 | 19 Tox-Diam.ofindur. 481rs | e rroxgg N | =1if TETTOX48 >=5 1 Zeomm
Missing if TETTOX48 is missing
Tet. Tox. Diameter of Indur. at 48 =TETTOX48 if TETTOX48>=5
TTDKS hrs TETTOX48 Missing if TETTOX48 is <5 (or missing)
TTDIMAX Maximum Tet. Tox. Diameter TTDI24, TTDI48 N = max(TTDI24, TTDI48)
TTDIMEAN Average Tet. Tox. Diameter TTDI24, TTDI48 N =mean(TTDI24, TTDI48)
. . _ =0 if .z<CANDID24 < 5 e
CD24_GT5 Candida Diam. of Indur. 24 hrs >= CANDID24 N =1 if CANDID24 >=5 1 = >=5 mm
5mm 0="'<5mm

Missing if CANDID24 is missing
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Candida Diameter of Indur. at 24

=CANDID24 if CANDID24>=5

CDI24 hrs CANDID24 N | Missing if CANDID24 is <5 (or missing)
o - =0 if .z<CANDID48 < 5 e
Cp4g_GT5 | candidaDiam.ofindur. 48hrs>= | canpiDag N | =1if CANDID48 >=5 sz Zeomm
mm Missing if CANDID48 is missing
Candida Diameter of Indur. at 48 =CANDIDA48 if CANDID48>=5
CDl48 hrs CANDID48 N | Missing if CANDID48 is <5 (or missing)
CDIMAX Maximum Candida Diameter CDI24, CDI48 N = max(CDI24, CDI48)
CDIMEAN Average Candida Diameter CDI24, CDI48 N = mean(CDI24, CDI48)
o - =0 if .z<TRICH24 <5 o ,
TR24_GT5 ;’nch. Diam. of Indur. 24 hrs >= TRICH24 N =1 if TRICH24 >=5 8 = :;5 mm
mm Missing if TRICH24 is missing = somm
TRDI24 Trich. Diameter of Indur. at 24 hrs | TRICH24 N ,fjgﬁ:ﬁ'g{kﬂgrfzgior missing)
o - =0 if z<TRICH48 <5 e
TR4g_GTs | LNh-Diam.ofindur. 48hrs>= 1 rpyciig8 N | =1if TRICH48 >=5 3o Zeomm
mm Missing if TRICH48 is missing =
TRDI48 Trich. Diameter of Indur. at 48 hrs | TRICH48 N Egﬁ;ﬁg&ﬂggfjg?or missing)
TRDIMAX Maximum Trich. Diameter TRDI24, TRDI48 N TRDIMAX = max(TRDI24, TRDI48)
TRDIMEAN Average Trich. Diameter TRDI24, TRDI48 N TRDIMEAN = mean(TRDI24, TRDI48)
. . TTDIMEAN, CDIMEAN, = TTDIMEAN + CDIMEAN + TRDIMEAN
TOTDIAM Total Diameter Across Antigens TRDIMEAN N Missing if any component is missing
) . TT24_GT5,CD24_GT5, =TT24_GT5+CD24_GT5+ TR24_GT5
NANTI24 Num. Positive Antigens at 24 hrs TR24_GT54 N Missing if any component is missing
) . TT48 GT5,CD48_GT5, =TT48_GT5+ CD48_GT5 + TR48_GT5
NANTI48 Num. Positive Antigens at 48 hrs TR48_GT5 N Missing if any component is missing
) . = (TTDIMAX >= 5) + (CDIMAX >= 5) +
NANTIMAX Num. Positive Antigens Based on | TTDIMAX, CDIMAX, N (TRDIMAX >= 5)

Max

TRDIMAX

Missing if any component is missing




