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A:Trt A
B:TrtB
AE: Trt A+ E
AF: Trt A+F
BE: Trt B+E
BF: TrtB+F

CG:TrtC+@G
DG: TrtD+ G

=>overall: 6 + 2 =8 Arms
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Visit Schedule (per treatment cycle) . . .

Phase 1 Phase 2
Trt A, C: Days 1,5, 15 TrtE, F: Days 1, 5, 15
Trt B: Days 1, 15 Trt G: Days 1, 15

Trt D: Days ], 3,5, §, 15

=> Planned Visit Description per ARM/ARMCD
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STUDYID |DOMAIN |VISITNUM |VISIT VISITDY |ARMCD |ARM TVENRL
ABC TV 100|SCREENING -28(A Tt A
ABC TV 101 |PHASE 1: CYCLE1 DAY 1 1|A Tt A
ABC T 105|PHASE 1: CYCLE 1 DAY 5 3|A Tt A
ABC ™ 115|PHASE 1: CYCLE 1 DAY 15 15(A Tt A
ABC ™ 201 PHASE 1: CYCLE 2 DAY 1 A Tt A
ABC T 205|PHASE 1: CYCLE 2 DAY 5 A Tt A
ABC T 215|PHASE 1: CYCLE 2 DAY 15 A Tt A
ABC TV 301 |PHASE 1: CYCLE 3 DAY 1 A Trt A
ABC TV 305|PHASE 1: CYCLE 3 DAY 5 A Trt A
ABC TV 315|PHASE 1: CYCLE 3 DAY 15 A Tt A
ABC TV A TritA
ABC TV 9500 PHASE 1 TREATMENT DISCONTINUATION A TritA
ABC TV A Tt A
ABC TV 100|SCREENING -28(B TrtB
ABC T 101 |PHASE 1: CYCLE1 DAY 1 1|B TrtB
ABC T 115|PHASE 1: CYCLE 1 DAY 15 15(B TrtB
ABC T 201|PHASE 1: CYCLE 2 DAY 1 B TrtB
ABC ™ 215|PHASE 1: CYCLE 2 DAY 15 B Tt B
ABC ™ 301|PHASE 1: CYCLE 3 DAY 1 B Tt B
ABC T 315|PHASE 1: CYCLE 3 DAY 15 B TrtB
ABC T B TrtB
ABC TV 9500| PHASE 1 TREATMENT DISCONTINUATION B TrtB
ABC T B TrtB
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Visit Schedule (per treatment cycle) . . .

Phase 1 Phase 2
Trt A, C: Days 1, 5, 15 (21 day cycles) Trt E, F: Days 1, 5, 15 (21 day cycles)
Trt B: Days 1, 15 (28 day cycles) Trt G: Days 1, 15 (21 day cycles)

Trt D: Days 1, 3, 5, 8, 15 (21 day cycles)

=> Adapt VISITNUM/VISIT to get correct VISITDY for 28 day cycles
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Different Cycle Lengths

STUDYID
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DOMAIN |VISITNUM |VISIT VISITDY ARM TVENRL
ABC ™ 10000(SCREENING -28[A Trt A
ABC ™ 10100(PHASE 1: CYCLE 1 DAY 1 1|A Trt A
ABC TV 10500(PHASE 1: CYCLE 1 DAY 5 3|A Trt A
ABC TV 11500(PHASE 1: CYCLE 1 DAY 15 15(A Trt A
ABC ™ 20121 (PHASE1: CYCLE 2 DAY 1 2|4 Trt A
ABC TV 20521 |PHASE 1: CYCLE 2 DAY 5 26(A Trt A
ABC T 21521 PHASE 1: CYCLE 2 DAY 15 36(4A Trt A
ABC TV 30121 |PHASE 1: CYCLE 3 DAY 1 43| A Trt A
ABC T 30521 |PHASE 1: CYCLE 3 DAY 5 47 (A Trt A
ABC T 31521 |PHASE 1: CYCLE 3 DAY 15 57(4 Trt A
ABC ™ A Trt A
ABC T 990000 PHASE 1 TREATMENT DISCONTINUATION A Trt A
ABC T A Trt A
ABC ™ 10000(SCREENING -28(B TrtB
ABC T 10100(PHASE 1: CYCLE 1 DAY 1 1|B TrtB
ABC TV 11500(PHASE 1: CYCLE 1 DAY 15 15|B TritB
ABC ™ 20128|PHASE 1: CYCLE 2 DAY 1 (28) 29(B TrtB
ABC ™ 21528 |PHASE 1: CYCLE 2 DAY 15 (28) 43(B TrtB
ABC TV 30128 |PHASE 1: CYCLE 3 DAY 1 [28) 57(B TritB
ABC TV 31528 |PHASE 1: CYCLE 3 DAY 15 (28] 71(B TrtB
ABC ™ B TrtB
ABC TV 990000 | PHASE 1 TREATMENT DISCONTIMUATION B TritB
ABC ™ B TrtB
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Visit Schedule (per treatment cycle) . . .

Phase 1 Phase 2
Trt A, C: Days 1, 5, 15 (21 day cycles) Trt E, F: Days 1, 5, 15 (21 day cycles)
Trt B: Days 1, 15 (28 day cycles) Trt G: Days 1, 15 (21 day cycles)

Trt D: Days 1, 3, 5, 8, 15 (21 day cycles)

+ Tumor Assessment Visits every 4 weeks

=> Same VISITNUM/VISIT for all Arms possible?
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Additional Assessment Visits |

STUDYID |DOMAIN (VISITNUM |VISIT VISITDY (ARMCD |ARM TVENRL
ABC TV 10000|SCREENING -28[A Trt A
ABC TV 10100|PHASE 1: CYCLEL DAY 1 1|A Trt A
ABC TV 10500|PHASE 1: CYCLE 1 DAY 5 3[A Trt A
ABC TV 11500|PHASE 1: CYCLE 1 DAY 15 15|A Trt A
ABC ™ 20121|PHASE 1: CYCLE 2 DAY 1 22|A Trt A
ABC ™ 20521|PHASE 1: CYCLE 2 DAY 5 26|A Trt A
ABC ™ ? ASSESSMENT WEEK 4 28|A Trt A
ABC ™ 21521|PHASE 1: CYCLE 2 DAY 15 36|A Trt A
ABC ™ 30121|PHASE 1: CYCLE 3 DAY 1 43|A Trt A
ABC ™ 30521|PHASE 1: CYCLE 3 DAY 5 A7|A Trt A
ABC T ? ASSESSMENT WEEK 8 56|A Trt A
ABC TV 31521|PHASE 1: CYCLE 3 DAY 15 57|A Trt A
ABC TV A Trt A
ABC TV 990000|PHASE 1 TREATMENT DISCONTINUATION A Trt A
ABC TV A Trt A
ABC TV 10000|SCREENING -28|B TrtB
ABC ™ 10100|PHASE 1: CYCLE1 DAY 1 1|B TrtB
ABC ™ 11500|PHASE 1: CYCLE 1 DAY 15 15|B TrtB
ABC ™ ? ASSESSMENT WEEK 4 28|B TrtB
ABC ™ 20128 |PHASE 1: CYCLE 2 DAY 1 (28) 29|B TrtB
ABC ™ 21528|PHASE 1: CYCLE 2 DAY 15 (28) 43|B TrtB
ABC TV ? ASSESSMENT WEEK 8 56|B TrtB
ABC TV 30128 |PHASE 1: CYCLE 3 DAY 1 (28) 57|B TrtB
ABC TV 31528 |PHASE 1: CYCLE 3 DAY 15 (28) 71|B TrtB
ABC TV B TrtB
ABC TV 990000|PHASE 1 TREATMENT DISCONTINUATION B TrtB
ABC TV B TrtB
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TV

Additional Assessment Visits Il

STUDYID (DOMAIN |VISITNUM |VISIT VISITDY |(ARMCD |ARM TVENRL
ABC T 10000|SCREENING -28[A Trt A
ABC T 10100|PHASE 1: CYCLE 1 DAY 1 1|A Trt A
ABC ™ 10500|PHASE 1: CYCLE 1 DAY 5 5[A Trt A
ABC ™ 11500|PHASE 1: CYCLE 1 DAY 15 15|A TrtA
ABC ™ 20121|PHASE 1: CYCLE 2 DAY 1 22|A TrtA
ABC ™ 20521|PHASE 1: CYCLE 2 DAY 5 26|A Trt A
ABC ™ 21521|PHASE 1: CYCLE 2 DAY 15 36|A Trt A
ABC TV 30121|PHASE 1: CYCLE 3 DAY 1 431A TrtA
ABC TV 30521|PHASE 1: CYCLE 3 DAY 5 47|A TrtA
ABC TV 31521|PHASE 1: CYCLE 3 DAY 15 57|A Trt A
ABC TV A Trt A
ABC T 900004| ASSESSMENT WEEK 4 28|A Trt A
ABC T 900008 | ASSESSMENT WEEK 8 56|A Trt A
ABC T 990000|PHASE 1 TREATMENT DISCONTINUATION A Trt A
ABC ™ A TrtA
ABC ™ 10000|SCREENING -28|B TrtB
ABC ™ 10100|PHASE 1: CYCLE 1 DAY 1 1|B TrtB
ABC ™ 11500|PHASE 1: CYCLE 1 DAY 15 15|B TrtB
ABC ™ 20128(PHASE 1: CYCLE 2 DAY 1 (28) 29|B TrtB
ABC TV 21528|PHASE 1: CYCLE 2 DAY 15 (28) 43|B TrtB
ABC TV 30128|PHASE 1: CYCLE 3 DAY 1 (28) 57|B TrtB
ABC TV 31528|PHASE 1: CYCLE 3 DAY 15 (28) 71|B TrtB
ABC TV B TrtB
ABC TV 900004|ASSESSMENT WEEK 4 28|B TrtB
ABC TV 900008 | ASSESSMENT WEEK 8 56|B Trt B
ABC TV 990000|PHASE 1 TREATMENT DISCONTINUATION B TrtB
ABC ™ B TrtB
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Contact Information

Stefanie Sturm

stefanie.sturm@analytical-software.de

+49-6221-6051-187

HMS Analytical Software GmbH
Rohrbacher Str. 26

69115 Heidelberg
www.analytical-software.de

info@analytical-software.de
+49-6221-6051-0

XING ¢

HMS auf XING: https://www.xing.com/company/hmsanalyticalsoftwaregmbh
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