
CodedData UserDataString CRF Field
1 1 RECIST Extent of Disease - Lesion Measurement Time Point
1 month post RT Completion 1 month post RT Completion

1 year 1 year

1 year from start of treatment 1 year from start of treatment

1 year post RT Completion 1 year post RT Completion

12 12

12 MONTHS 12 MONTHS

12 months after randomization 12 months after randomization

12 months after radiation therapy 12 months after radiation therapy

12 months from end of treatment 12 months from end of treatment
12 months from start of ARM 1 or ARM 
2 therapy

12 months from start of ARM 1 or ARM 2 
therapy

12 Months Post Randomization 12 Months Post Randomization

12-Month Follow-up 12-Month Follow-up

18 MONTHS 18 MONTHS

18 months after randomization 18 months after randomization

18 months after study entry 18 months after study entry

18 months from start of treatment 18 months from start of treatment

18 Months Post Randomization 18 Months Post Randomization

18 weeks 18 weeks

18-Month Follow-up 18-Month Follow-up

1st Followup 1st Followup

2 years from start of treatment 2 years from start of treatment

2 years post RT Completion 2 years post RT Completion

24 24

24 MONTHS 24 MONTHS

24 months after randomization 24 months after randomization

24 months from end of treatment 24 months from end of treatment
24 months from start of ARM 1 or ARM 
2 therapy

24 months from start of ARM 1 or ARM 2 
therapy

24 Months Post Randomization 24 Months Post Randomization

24-Month Follow-up 24-Month Follow-up

3 3

3 months after randomization 3 months after randomization



3 months after RT 3 months after RT

3 months from end of treatment 3 months from end of treatment

3 months from start of treatment 3 months from start of treatment

3 Months Post Randomization 3 Months Post Randomization

3 year 3 year

3 years post RT Completion 3 years post RT Completion

cycle 3-4 weeks after last chemotherapy cycle

3-5 weeks after surgery 3-5 weeks after surgery

3-Month Follow-up 3-Month Follow-up

30 MONTHS 30 MONTHS

30-Month Follow-up 30-Month Follow-up

36 36

36 MONTHS 36 MONTHS

36 Months Post Randomization 36 Months Post Randomization

36-Month Follow-up 36-Month Follow-up

4-6 weeks after surgery 4-6 weeks after surgery

48 Months Post Randomization 48 Months Post Randomization

6 6

6 MONTHS 6 MONTHS

6 months after randomization 6 months after randomization

6 months of radiation therapy 6 months of radiation therapy

6 months from end of treatment 6 months from end of treatment

6 Months Post Randomization 6 Months Post Randomization

6 months post RT Completion 6 months post RT Completion

6 weeks after start of study therapy 6 weeks after start of study therapy

6-8 weeks post chemo/RT 6-8 weeks post chemo/RT

6-Month Follow-up 6-Month Follow-up

60 months after radiation therapy 60 months after radiation therapy

9 months after randomization 9 months after randomization

9 MONTHS FROM BASELINE 9 MONTHS FROM BASELINE
9 months from start of ARM 1 or ARM 2 
therapy

9 months from start of ARM 1 or ARM 2 
therapy

A A

A-R A-R



Active Treatment, Current Cycle Active Treatment, Current Cycle

Active Treatment, Every 3 Months Active Treatment, Every 3 Months

Adjuvant Chemotherapy Adjuvant Chemotherapy
After 4 post-operative doses of 
bevacizumab

After 4 post-operative doses of 
bevacizumab

After 6 weeks of treatment After 6 weeks of treatment
After randomization but before study 
therapy begins

After randomization but before study 
therapy begins

At completion of chemoradiation At completion of chemoradiation
At completion of planned preoperative 
systemic therapy

At completion of planned preoperative 
systemic therapy

At end of RT At end of RT

At time subject discontinues treatment At time subject discontinues treatment

B B

B-R B-R

Baseline Baseline

Baseline/PreRT Baseline/PreRT

Before preoperative systemic therapy Before preoperative systemic therapy

C C

C-R C-R

Chemotherapy Chemotherapy

D D

D-R D-R

Day 0 Day 0

Day 1 Day 1

Day 1 of Cycle 4 Day 1 of Cycle 4

Day 1 of Midostaurin/placebo Day 1 of Midostaurin/placebo

Day 1, Dose 1 Day 1, Dose 1

Day 1, Dose 2 Day 1, Dose 2

Day 113 Day 113

Day 14 Day 14

Day 14 of Midostaurin/placebo Day 14 of Midostaurin/placebo

Day 15 Day 15

Day 2 Day 2

Day 3 Day 3



Day 3 of Midostaurin/placebo Day 3 of Midostaurin/placebo

Day 3, Dose 1 Day 3, Dose 1

Day 3, Dose 2 Day 3, Dose 2

Day 30 Day 30

Day 4 Day 4

Day 5 Day 5

Day 5, Dose 1 Day 5, Dose 1

Day 5, Dose 2 Day 5, Dose 2

Day 57 Day 57

Day 6 Day 6

Day 7 Day 7

During preoperative systemic therapy During preoperative systemic therapy

E E

Early Termination Early Termination

end of treatment end of treatment

F F

Final Final

Five year follow-up Five year follow-up

G G

Last week of radiation therapy Last week of radiation therapy

Month 12 Month 12

Month 3 Month 3

Month 6 Month 6

Observation Observation

One year follow-up One year follow-up

Post ARM 1 or ARM 2 systemic therapy Post ARM 1 or ARM 2 systemic therapy

Post-Chemotherapy Post-Chemotherapy

Postoperative Bevacizumab Postoperative Bevacizumab

Preoperative Bevacizumab Preoperative Bevacizumab

Pretreatment Pretreatment

Registration Registration

Screening Screening

Third week of radiation therapy Third week of radiation therapy



Three months from baseline Three months from baseline

Randomization Randomization

Surgery Surgery

Trastuzumab Trastuzumab

Twelve months from baseline Twelve months from baseline

Twenty-four months from baseline Twenty-four months from baseline

WEEK 10 WEEK 10

Week 12 Week 12

WEEK 16 (ARM A), WEEK 15 (ARM B) WEEK 16 (ARM A), WEEK 15 (ARM B)

Week 22 Week 22

Week 34 Week 34

Week 46 Week 46

WEEK 6 WEEK 6

Week 6 of RT Week 6 of RT

Week 62 Week 62

WEEK 8 WEEK 8

Within 2 weeks prior to randomization Within 2 weeks prior to randomization

Year 1 Year 1

Year 1-Month 12 Year 1-Month 12

Year 1-Month 6 Year 1-Month 6

Year 10-Year 19 Year 10-Year 19

Year 2 Year 2

Year 2-Month 12 Year 2-Month 12

Year 2-Month 6 Year 2-Month 6

Year 3 Year 3

Year 3-Month 12 Year 3-Month 12

Year 3-Month 6 Year 3-Month 6

Year 4 Year 4

Year 4-Month 12 Year 4-Month 12

Year 4-Month 6 Year 4-Month 6

Year 5 Year 5

Year 5-Year 9 Year 5-Year 9

Year 6 Year 6



10 Years 10 Years

15 Years Post Registration 15 Years Post Registration

4 YEARS 4 YEARS

7 YEARS 7 YEARS

DAY 8 DAY 8

COURSE 1 COURSE 1

COURSE 2 COURSE 2

COURSE 3 COURSE 3

COURSE 4 COURSE 4

-10 MIN (PRIOR INFUSION) -10 MIN (PRIOR INFUSION)
10 (+/-5) MIN (FOLLOWING 
INFUSION) 10 (+/-5) MIN (FOLLOWING INFUSION)
30 (+/-10) MIN (FOLLOWING 
INFUSION)

30 (+/-10) MIN (FOLLOWING 
INFUSION)

1HR (+/-15MIN) (FOLLOWING 
INFUSION)

1HR (+/-15MIN) (FOLLOWING 
INFUSION)


