Operational Retention for IDCRC 002
Group 1 - Pregnant
Data Through 01DEC2023

All Sites
Total Enrolled: 1134
Group 1 - Pregnant Enrolled: 310

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 310 310 309 305 306 303 297 277
Terminated 0 0 1 5 4 7 13 33
Visits Expected 310 310 309 305 303 303 297 277
Completed 308 310 304 305 297 286 278 267
Early 96 0 208 0 38 6 16 11
On Time 1 310 35 305 255 275 251 244
Late 211 0 61 0 4 5 11 12
Missed 0 0 0 6 15 18 9
Not Completed 2 0 0 0 2 1 1
Terminated
Visits Not Expected 0 0 1 5 7 7 13 33
Missed 1 2 1 10
Terminated 0 0 1 4 4 6 13 23
Visits Not Expected 0 0 0 0 1 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 99.4% 100% 98.4% 100% 98.0% 94.4% 93.6% 96.4%
Total Completed On Time/Total Expected 0.3% 100% 11.3% 100% 84.2% 90.8% 84.5% 88.1%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 1 - Pregnant
Data Through 01DEC2023

BCM VTEU
Total Enrolled: 107
Group 1 - Pregnant Enrolled: 29

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 29 29 29 29 29 29 29 28
Terminated 0 0 0 0 0 0 0 1
Visits Expected 29 29 29 29 29 29 29 28
Completed 29 29 29 29 29 29 29 28
Early 4 0 24 0 7 1 2 1
On Time 0 29 2 29 22 28 25 25
Late 25 0 3 0 0 0 2 2
Missed 0 0 0 0 0 0 0
Not Completed 0 0
Visits Not Expected 0 0 0 0 0 0 0 1
Terminated 0 0 0 0 0 0 0 1
Visits Not Expected 0 0 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 100% 100% 100%
Total Completed On Time/Total Expected 0.0% 100% 6.9% 100% 75.9% 96.6% 86.2% 89.3%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c1 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 1 - Pregnant
Data Through 01DEC2023

CHOP - Vanderbilt VTEU sub
Total Enrolled: 36
Group 1 - Pregnant Enrolled: 0

No Group 1 - Pregnant Enrollment at CHOP - Vanderbilt VTEU sub

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 1 - Pregnant
Data Through 01DEC2023

Cincinnati VTEU
Total Enrolled: 55
Group 1 - Pregnant Enrolled: 6

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 6 6 6 6 6 6 6 6
Terminated
Visits Expected 6 6 6 6 6 6 6 6
Completed 6 6 6 6 6 6 6 6
Early 5 0 1 0 3 1 0 1
On Time 0 6 2 6 3 5 6 5
Late 1 0 3 0 0 0 0 0
Missed 0 0 0 0 0 0 0 0
Not Completed 0 0 0 0 0 0 0 0
Visits Not Expected 0 0 0 0 0 0 0 0
Terminated 0 0 0 0 0 0 0 0
Visits Not Expected 0 0 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 100% 100% 100%
Total Completed On Time/Total Expected 0.0% 100% 33.3% 100% 50.0% 83.3% 100% 83.3%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 1 - Pregnant
Data Through 01DEC2023

Emory VTEU
Total Enrolled: 247
Group 1 - Pregnant Enrolled: 83

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 83 83 83 82 82 81 79 77
Terminated 0 0 0 1 1 2 4 6
Visits Expected 83 83 83 82 82 81 79 77
Completed 83 83 81 82 82 79 79 75
Early 19 0 61 0 21 1 10 6
On Time 1 83 9 82 61 78 69 68
Late 63 0 11 0 0 0 1
Missed 0 0 1 0 0 2 0 2
Not Completed 0 0 0 0 0 0 0
Visits Not Expected 0 0 0 1 1 2 4 6
Missed 1 1
Terminated 0 0 0 1 1 1 4 5
Visits Not Expected 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 97.6% 100% 100% 97.5% 100% 97.4%
Total Completed On Time/Total Expected 1.2% 100% 10.8% 100% 74.4% 96.3% 87.3% 88.3%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.
Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 1 - Pregnant
Data Through 01DEC2023

NYU VTEU - Brooklyn
Total Enrolled: 79
Group 1 - Pregnant Enrolled: 32

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 32 32 32 32 32 32 30 29
Terminated 0 0 0 0 0 0 2 3
Visits Expected 32 32 32 32 30 32 30 29
Completed 32 32 32 32 27 25 30 29
Early 14 0 19 0 1 1 0 2
On Time 0 32 2 32 24 24 28 26
Late 18 0 11 0 2 0 2 1
Missed 0 0 0 0 0
Not Completed 0 0 0 0 0 1 0 0
Visits Not Expected 0 0 0 0 2 0 2 3
Missed 2 1
Terminated 0 0 0 0 0 0 2 2
Visits Not Expected 0 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 90.0% 78.1% 100% 100%
Total Completed On Time/Total Expected 0.0% 100% 6.3% 100% 80.0% 75.0% 93.3% 89.7%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 1 - Pregnant
Data Through 01DEC2023

New York - VTEU
Total Enrolled: 104
Group 1 - Pregnant Enrolled: 25

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 25 25 25 25 25 24 24 24
Terminated 0 0 0 0 0 1 1 1
Visits Expected 25 25 25 25 25 24 24 24
Completed 25 25 25 25 25 24 24 23
Early 6 0 19 0 3 1 1 0
On Time 0 25 3 25 22 22 23 21
Late 19 0 3 0 0 1 0 2
Missed 0 0 0 0 0 0 0 0
Not Completed 0 0 0 0 0 1
Visits Not Expected 0 0 0 0 0 1 1 1
Terminated 0 0 0 0 0 1 1 1
Visits Not Expected 0 0 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 100% 100% 95.8%
Total Completed On Time/Total Expected 0.0% 100% 12.0% 100% 88.0% 91.7% 95.8% 87.5%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.
Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c1 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 1 - Pregnant
Data Through 01DEC2023

Rochester VTEU
Total Enrolled: 178
Group 1 - Pregnant Enrolled: 25

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 25 25 25 25 25 25 24 19
Terminated 0 0 0 0 0 0 1 6
Visits Expected 25 25 25 25 25 25 24 19
Completed 25 25 25 25 25 24 19 19
Early 16 0 11 0 0 0 0 0
On Time 0 25 4 25 24 24 19 18
Late 9 0 10 0 1 0 0 1
Missed 0 0 0 0 1 4 0
Not Completed 0 0 0 0 0 0 1 0
Visits Not Expected 0 0 0 0 0 0 1 6
Missed 2
Terminated 0 0 0 0 0 0 1 4
Visits Not Expected 0 0 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 96.0% 79.2% 100%
Total Completed On Time/Total Expected 0.0% 100% 16.0% 100% 96.0% 96.0% 79.2% 94.7%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.
Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 1 - Pregnant
Data Through 01DEC2023

Seattle Children’s - UW VTEU sub
Total Enrolled: 0
Group 1 - Pregnant Enrolled: 0

No Group 1 - Pregnant Enrollment at Seattle Children’s - UW VTEU sub

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 1 - Pregnant
Data Through 01DEC2023

UIC - SLU VTEU sub
Total Enrolled: 101
Group 1 - Pregnant Enrolled: 25

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 25 25 24 22 22 21 21 17
Terminated 0 0 1 3 3 4 4 8
Visits Expected 25 25 24 22 22 21 21 17
Completed 23 25 22 22 19 16 12 11
Early 12 0 7 0 2 1 0 0
On Time 0 25 6 22 16 14 8 11
Late 11 0 9 0 1 1 4 0
Missed 0 1 0 5 9 6
Not Completed 2 0 0 0 0 0 0
Terminated 1
Visits Not Expected 0 0 1 3 3 4 4 8
Missed 1
Terminated 0 0 1 3 3 4 4 7
Visits Not Expected 0 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 92.0% 100% 91.7% 100% 86.4% 76.2% 57.1% 64.7%
Total Completed On Time/Total Expected 0.0% 100% 25.0% 100% 72.7% 66.7% 38.1% 64.7%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.
Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 1 - Pregnant
Data Through 01DEC2023

UPMC Magee - UMB VTEU sub
Total Enrolled: 227
Group 1 - Pregnant Enrolled: 85

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 85 85 85 84 85 85 84 77
Terminated 0 0 0 1 0 0 1 8
Visits Expected 85 85 85 84 84 85 84 77
Completed 85 85 84 84 84 83 79 76
Early 20 0 66 0 1 0 3 1
On Time 0 85 7 84 83 80 73 70
Late 65 0 11 0 0 3 5
Missed 0 0 1 0 0 5 1
Not Completed 0 0 0 0 0 0
Visits Not Expected 0 0 0 1 1 0 1 8
Missed 1 5
Terminated 0 0 0 0 0 1 3
Visits Not Expected 0 0 0 0 1 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 98.8% 100% 100% 97.6% 94.0% 98.7%
Total Completed On Time/Total Expected 0.0% 100% 8.2% 100% 98.8% 94.1% 86.9% 90.9%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.
Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 2 - Postpartum
Data Through 01DEC2023

All Sites
Total Enrolled: 1134
Group 2 - Postpartum Enrolled: 52

Delivery date for Screening Post vaccination 6 months 12 months
postpartum cohort Vaccination Enrollment 2 weeks postpartum serology postpartum postpartum
On Study 52 47 52 52 50 38 37
Terminated 0 5 0 0 2 14 15
Visits Expected 52 a7 52 23 50 38 37
Completed 52 43 52 19 39 35 34
Early 50 0 0 0 17 12 0
On Time 2 27 52 17 22 15 32
Late 0 16 0 8 2
Missed 0 0 0 2 3 3
Not Completed 0 4 0 2 9 0 0
Visits Not Expected 0 5 0 29 2 14 15
Missed 1 1
Terminated 0 5 0 0 2 14 14
Visits Not Expected 0 0 28 0 0
Window Not Yet Closed 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 91.5% 100% 82.6% 78.0% 92.1% 91.9%
Total Completed On Time/Total Expected 3.8% 57.4% 100% 73.9% 44.0% 39.5% 86.5%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Date of Visit CRFs.
Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 2 - Postpartum
Data Through 01DEC2023

BCM VTEU
Total Enrolled: 107
Group 2 - Postpartum Enrolled: 9

Delivery date for Screening Post vaccination 6 months 12 months
postpartum cohort Vaccination Enrollment 2 weeks postpartum serology postpartum postpartum
On Study 9 8 9 9
Terminated 0 1 0 0 1 1 1
Visits Expected 9 8 9 4 8 8 8
Completed 9 8 9 4 8 8 8
Early 9 0 0 0 3 2 0
On Time 0 5 9 2 5 5 8
Late 0 3 0 2 0 1 0
Missed 0 0 0 0 0 0 0
Not Completed 0 0 0 0 0 0 0
Visits Not Expected 0 1 0 5 1 1 1
Terminated 0 1 0 0 1 1 1
Visits Not Expected 0 0 0 5 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 100% 100%
Total Completed On Time/Total Expected 0.0% 62.5% 100% 50.0% 62.5% 62.5% 100%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Date of Visit CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 2 - Postpartum
Data Through 01DEC2023

CHOP - Vanderbilt VTEU sub
Total Enrolled: 36
Group 2 - Postpartum Enrolled: 5

Delivery date for Screening Post vaccination 6 months 12 months
postpartum cohort Vaccination Enrollment 2 weeks postpartum serology postpartum postpartum
On Study 5 3 5 5 5 2 1
Terminated 0 2
Visits Expected 5 3 5 5 5 2 1
Completed 5 3 5 4 2 1 1
Early 5 0 0 0 0 1 0
On Time 0 3 5 4 2 0 1
Late 0 0 0 0 0 0 0
Missed 0 0 0 1 1 1 0
Not Completed 0 0 0 0 2 0 0
Visits Not Expected 0 2 0 0 0 3 4
Missed 1
Terminated 0 2 0 0 0 3 3
Visits Not Expected 0 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 80.0% 40.0% 50.0% 100%
Total Completed On Time/Total Expected 0.0% 100% 100% 80.0% 40.0% 0.0% 100%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Date of Visit CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c2 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 2 - Postpartum
Data Through 01DEC2023

Cincinnati VTEU
Total Enrolled: 55
Group 2 - Postpartum Enrolled: 0

No Group 2 — Postpartum Enrollment at Cincinnati VTEU

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Date of Visit CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c2 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 2 - Postpartum
Data Through 01DEC2023

Emory VTEU
Total Enrolled: 247
Group 2 - Postpartum Enrolled: 13

Delivery date for Screening Post vaccination 6 months 12 months
postpartum cohort Vaccination Enrollment 2 weeks postpartum serology postpartum postpartum
On Study 13 11 13 13 12 11 11
Terminated 0 2 0 0 1 2 2
Visits Expected 13 11 13 0 12 11 11
Completed 13 11 13 0 11 11 11
Early 13 0 0 0 7 6 0
On Time 0 4 13 0 4 4 11
Late 0 7 0 0 0 1 0
Missed 0 0 0 0 0 0 0
Not Completed 0 0 0 0 1 0 0
Visits Not Expected 0 2 0 13 1 2 2
Terminated 0 2 0 0 1 2 2
Visits Not Expected 0 0 0 13 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% - 91.7% 100% 100%
Total Completed On Time/Total Expected 0.0% 36.4% 100% - 33.3% 36.4% 100%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Date of Visit CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c2 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 2 - Postpartum
Data Through 01DEC2023

NYU VTEU - Brooklyn
Total Enrolled: 79
Group 2 - Postpartum Enrolled: 0

No Group 2 — Postpartum Enrollment at NYU VTEU - Brooklyn

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Date of Visit CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 2 - Postpartum
Data Through 01DEC2023

New York - VTEU
Total Enrolled: 104
Group 2 - Postpartum Enrolled: 1

Delivery date for Screening Post vaccination 6 months 12 months
postpartum cohort Vaccination Enrollment 2 weeks postpartum serology postpartum postpartum
On Study 1 1 1 1 1 1 1
Terminated
Visits Expected 1 1 1 0 1 1 1
Completed 1 1 1 0 1 1 1
Early 1 0 0 0 0 0 0
On Time 0 1 1 0 1 0 1
Late 0 0 0 0 0 1 0
Missed 0 0 0 0 0 0 0
Not Completed 0 0 0 0 0 0 0
Visits Not Expected 0 0 0 1 0 0 0
Terminated 0 0 0 0 0 0 0
Visits Not Expected 0 0 0 1 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% - 100% 100% 100%
Total Completed On Time/Total Expected 0.0% 100% 100% - 100% 0.0% 100%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Date of Visit CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 2 - Postpartum
Data Through 01DEC2023

Rochester VTEU
Total Enrolled: 178
Group 2 - Postpartum Enrolled: 7

Delivery date for Screening Post vaccination 6 months 12 months
postpartum cohort Vaccination Enrollment 2 weeks postpartum serology postpartum postpartum
On Study 7 7 7 7 7 5 5
Terminated
Visits Expected 7 7 7 3 7 5 5
Completed 7 5 7 1 5 5 5
Early 7 0 0 0 3 2 0
On Time 0 3 7 1 2 0 3
Late 0 2 0 0 0 3 2
Missed 0 0 0 0 0 0 0
Not Completed 0 2 0 2 2 0 0
Visits Not Expected 0 0 0 4 0 2 2
Terminated 0 0 0 0 0 2 2
Visits Not Expected 0 0 0 4 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 71.4% 100% 33.3% 71.4% 100% 100%
Total Completed On Time/Total Expected 0.0% 42.9% 100% 33.3% 28.6% 0.0% 60.0%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Date of Visit CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 2 - Postpartum
Data Through 01DEC2023

Seattle Children’s - UW VTEU sub
Total Enrolled: 0
Group 2 - Postpartum Enrolled: 0

No Group 2 — Postpartum Enrollment at Seattle Children’s - UW VTEU sub

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Date of Visit CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 2 - Postpartum
Data Through 01DEC2023

UIC - SLU VTEU sub
Total Enrolled: 101
Group 2 - Postpartum Enrolled: 9

Delivery date for Screening Post vaccination 6 months 12 months
postpartum cohort Vaccination Enrollment 2 weeks postpartum serology postpartum postpartum
On Study 9 9 9 9 9 3 3
Terminated 0 0 0 0 0 6 6
Visits Expected 9 9 9 7 9 3 3
Completed 9 7 9 6 4 1 0
Early 9 0 0 0 0 0 0
On Time 0 7 9 6 4 1 0
Late 0 0 0 0 0 0 0
Missed 0 0 0 1 1 2 3
Not Completed 0 2 0 0 4 0 0
Visits Not Expected 0 0 0 2 0 6 6
Missed 1
Terminated 0 0 0 0 0 6 6
Visits Not Expected 0 0 0 1 0 0
Window Not Yet Closed 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 77.8% 100% 85.7% 44.4% 33.3% 0.0%
Total Completed On Time/Total Expected 0.0% 77.8% 100% 85.7% 44.4% 33.3% 0.0%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Date of Visit CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 2 - Postpartum
Data Through 01DEC2023

UPMC Magee - UMB VTEU sub
Total Enrolled: 227
Group 2 - Postpartum Enrolled: 8

Delivery date for Screening Post vaccination 6 months 12 months
postpartum cohort Vaccination Enrollment 2 weeks postpartum serology postpartum postpartum
On Study 8 8 8 8 8 8 8
Terminated 0 0 0 0 0 0 0
Visits Expected 8 8 8 4 8 8 8
Completed 8 8 8 4 8 8 8
Early 6 0 0 0 4 1 0
On Time 2 4 8 4 4 5 8
Late 0 4 0 0 0 2 0
Missed 0 0 0 0 0 0 0
Not Completed 0 0 0 0 0 0 0
Visits Not Expected 0 0 0 4 0 0 0
Terminated 0 0 0 0 0 0 0
Visits Not Expected 0 0 0 4 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 100% 100%
Total Completed On Time/Total Expected 25.0% 50.0% 100% 100% 50.0% 62.5% 100%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Date of Visit CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 3 - Infants of Pregnant participants
Data Through 01DEC2023

All Sites
Total Enrolled: 1134
Group 3 - Infants of Pregnant participants Enrolled: 314

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 314 312 308 302 283
Terminated 0 2 6 12 31
Visits Expected 314 310 308 302 283
Completed 314 299 289 284 273
Early 0 39 8 14 14
On Time 314 257 276 260 249
Late 0 3 5 10 10
Missed 0 11 17 17
Not Completed 0 0 2 1 1
Visits Not Expected 0 4 6 12 31
Missed 2 1 9
Terminated 0 2 5 12 22
Visits Not Expected 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 96.5% 93.8% 94.0% 96.5%
Total Completed On Time/Total Expected 100% 82.9% 89.6% 86.1% 88.0%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.
Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.
Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 3 - Infants of Pregnant participants
Data Through 01DEC2023

BCM VTEU
Total Enrolled: 107
Group 3 - Infants of Pregnant participants Enrolled: 30

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 30 30 30 30 29
Terminated 0 0 0 0 1
Visits Expected 30 30 30 30 29
Completed 30 30 30 30 29
Early 0 8 1 2 1
On Time 30 22 29 26 26
Late 0 0 0 2 2
Missed 0 0 0 0
Not Completed 0 0
Visits Not Expected 0 0 0 0 1
Terminated 0 0 0 0 1
Visits Not Expected 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100%
Total Completed On Time/Total Expected 100% 73.3% 96.7% 86.7% 89.7%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 3 - Infants of Pregnant participants
Data Through 01DEC2023

CHOP - Vanderbilt VTEU sub
Total Enrolled: 36
Group 3 - Infants of Pregnant participants Enrolled: O

No Group 3 - Infants of Pregnant participants Enroliment at CHOP — Vanderbilt
VTEU sub

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow-up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c3 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 3 - Infants of Pregnant participants
Data Through 01DEC2023

Cincinnati VTEU
Total Enrolled: 55
Group 3 - Infants of Pregnant participants Enrolled: 6

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 6 6 6 6 6
Terminated 0 0 0 0 0
Visits Expected 6 6 6 6 6
Completed 6 6 6 6 6
Early 0 2 1 0 1
On Time 6 4 5 6 5
Late 0 0 0 0 0
Missed 0 0 0 0 0
Not Completed 0 0 0 0 0
Visits Not Expected 0 0 0 0 0
Terminated 0 0 0 0 0
Visits Not Expected 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100%
Total Completed On Time/Total Expected 100% 66.7% 83.3% 100% 83.3%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 3 - Infants of Pregnant participants
Data Through 01DEC2023

Emory VTEU
Total Enrolled: 247
Group 3 - Infants of Pregnant participants Enrolled: 86

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 86 85 83 81 79
Terminated 0 1 3 5 7
Visits Expected 86 85 83 81 79
Completed 86 85 80 81 76
Early 0 21 3 10 8
On Time 86 64 77 71 68
Late 0 0 0 0 0
Missed 0 0 3 0 3
Not Completed 0 0 0 0 0
Visits Not Expected 0 1 3 5 7
Missed 1 1
Terminated 0 1 2 5 6
Visits Not Expected 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 100% 96.4% 100% 96.2%
Total Completed On Time/Total Expected 100% 75.3% 92.8% 87.7% 86.1%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 3 - Infants of Pregnant participants
Data Through 01DEC2023

NYU VTEU - Brooklyn
Total Enrolled: 79
Group 3 - Infants of Pregnant participants Enrolled: 32

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 32 32 32 30 29
Terminated 0 0 0 2 3
Visits Expected 32 30 32 30 29
Completed 32 23 24 30 29
Early 0 0 0 0 2
On Time 32 21 24 28 26
Late 0 2 2 1
Missed 0 7 0
Not Completed 0 0 1 0 0
Visits Not Expected 0 2 0 2 3
Missed 2 1
Terminated 0 0 0 2 2
Visits Not Expected 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 76.7% 75.0% 100% 100%
Total Completed On Time/Total Expected 100% 70.0% 75.0% 93.3% 89.7%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.
Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.
Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 3 - Infants of Pregnant participants
Data Through 01DEC2023

New York - VTEU
Total Enrolled: 104
Group 3 - Infants of Pregnant participants Enrolled: 25

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 25 25 25 24 24
Terminated 0 0 0 1 1
Visits Expected 25 25 25 24 24
Completed 25 25 24 24 23
Early 0 3 2 1 0
On Time 25 22 21 23 21
Late 0 0 1 0 2
Missed 0 0 0
Not Completed 0 0 1
Visits Not Expected 0 0 0 1 1
Terminated 0 0 0 1 1
Visits Not Expected 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 100% 96.0% 100% 95.8%
Total Completed On Time/Total Expected 100% 88.0% 84.0% 95.8% 87.5%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 3 - Infants of Pregnant participants
Data Through 01DEC2023

Rochester VTEU
Total Enrolled: 178
Group 3 - Infants of Pregnant participants Enrolled: 26

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 26 25 25 24 19
Terminated 0 1 1 2 7
Visits Expected 26 25 25 24 19
Completed 26 25 24 19 19
Early 0 0 0 0 0
On Time 26 25 24 19 18
Late 0 0 0 0 1
Missed 0 0 1 0
Not Completed 0 0 0 1 0
Visits Not Expected 0 1 1 2 7
Missed 2
Terminated 0 1 1 2 5
Visits Not Expected 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 100% 96.0% 79.2% 100%
Total Completed On Time/Total Expected 100% 100% 96.0% 79.2% 94.7%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 3 - Infants of Pregnant participants
Data Through 01DEC2023

Seattle Children’s - UW VTEU sub
Total Enrolled: 0
Group 3 - Infants of Pregnant participants Enrolled: 0

No Group 3 - Infants of Pregnant participants Enrollment at Seattle
Children’s = UW VTEU sub

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow-up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 3 - Infants of Pregnant participants
Data Through 01DEC2023

UIC - SLU VTEU sub
Total Enrolled: 101
Group 3 - Infants of Pregnant participants Enrolled: 23

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 23 23 21 21 17
Terminated 0 0 2 2 6
Visits Expected 23 23 21 21 17
Completed 23 19 16 12 11
Early 0 5 1 0 1
On Time 23 13 14 9 10
Late 0 1 1 3 0
Missed 0 9 6
Not Completed 0 0 0 0 0
Visits Not Expected 0 0 2 2 6
Missed 1
Terminated 0 0 2 2 5
Visits Not Expected 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 82.6% 76.2% 57.1% 64.7%
Total Completed On Time/Total Expected 100% 56.5% 66.7% 42.9% 58.8%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.
Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 3 - Infants of Pregnant participants
Data Through 01DEC2023

UPMC Magee - UMB VTEU sub
Total Enrolled: 227
Group 3 - Infants of Pregnant participants Enrolled: 86

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 86 86 86 86 80
Terminated 0 0 0 0 6
Visits Expected 86 86 86 86 80
Completed 86 86 85 82 80
Early 0 0 0 1 1
On Time 86 86 82 78 75
Late 0 0 3 3 4
Missed 0 0 1 4 0
Not Completed 0 0 0 0
Visits Not Expected 0 0 0 0 6
Missed 4
Terminated 0 0 0 0 2
Visits Not Expected 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 100% 98.8% 95.3% 100%
Total Completed On Time/Total Expected 100% 100% 95.3% 90.7% 93.8%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.
Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.
Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 4 - Infants of Postpartum participants
Data Through 01DEC2023

All Sites
Total Enrolled: 1134
Group 4 - Infants of Postpartum participants Enrolled: 54

Delivery date for Screening Post vaccination
postpartum cohort Enrollment 2 weeks postpartum serology 6 months postpartum 12 months postpartum
On Study 54 54 53 51 38 35
Terminated 0 0 1 3 16 19
Visits Expected 54 54 23 51 38 35
Completed 54 54 18 39 35 34
Early 51 0 0 18 28 23
On Time 3 54 17 8 6 11
Late 0 0 13 1
Missed 0 0 2 3 1
Not Completed 0 0 10 0
Visits Not Expected 0 0 31 3 16 19
Missed 1 3
Terminated 0 0 1 3 16 16
Visits Not Expected 0 0 29 0 0 0
Window Not Yet Closed 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 78.3% 76.5% 92.1% 97.1%
Total Completed On Time/Total Expected 5.6% 100% 73.9% 15.7% 15.8% 31.4%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 4 - Infants of Postpartum participants
Data Through 01DEC2023

BCM VTEU
Total Enrolled: 107
Group 4 - Infants of Postpartum participants Enrolled: 9

Delivery date for Screening Post vaccination
postpartum cohort Enrollment 2 weeks postpartum serology 6 months postpartum 12 months postpartum
On Study 9 9 9
Terminated
Visits Expected 9 9 3 8 8 8
Completed 9 9 3 8 8 8
Early 9 0 0 3 7 6
On Time 0 9 2 2 1 2
Late 0 0 1 3 0 0
Missed 0 0 0 0 0 0
Not Completed 0 0 0 0 0 0
Visits Not Expected 0 0 6 1 1 1
Terminated 0 0 0 1 1 1
Visits Not Expected 0 0 6 0 0 0
Window Not Yet Closed 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 100%
Total Completed On Time/Total Expected 0.0% 100% 66.7% 25.0% 12.5% 25.0%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c4 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 4 - Infants of Postpartum participants
Data Through 01DEC2023

CHOP - Vanderbilt VTEU sub
Total Enrolled: 36
Group 4 - Infants of Postpartum participants Enrolled: 5

Delivery date for Screening Post vaccination
postpartum cohort Enrollment 2 weeks postpartum serology 6 months postpartum 12 months postpartum
On Study 5 5 5 5 2 1
Terminated
Visits Expected 5 5 5 5 2 1
Completed 5 5 4 2 1 1
Early 5 0 0 1 1 1
On Time 0 5 4 0 0 0
Late 0 0 0 1 0 0
Missed 0 0 1 1 1 0
Not Completed 0 0 0 2 0 0
Visits Not Expected 0 0 0 0 3 4
Missed 1
Terminated 0 0 0 0 3 3
Visits Not Expected 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 80.0% 40.0% 50.0% 100%
Total Completed On Time/Total Expected 0.0% 100% 80.0% 0.0% 0.0% 0.0%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c4 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 4 - Infants of Postpartum participants
Data Through 01DEC2023

Cincinnati VTEU
Total Enrolled: 55
Group 4 - Infants of Postpartum participants Enrolled: 0

No Group 4 - Infants of Postpartum participants Enrollment at Cincinnati VTEU

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow-up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c4 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 4 - Infants of Postpartum participants
Data Through 01DEC2023

Emory VTEU
Total Enrolled: 247
Group 4 - Infants of Postpartum participants Enrolled: 13

Delivery date for Screening Post vaccination
postpartum cohort Enrollment 2 weeks postpartum serology 6 months postpartum 12 months postpartum
On Study 13 13 13 12 11 11
Terminated 0 0 0 1 2 2
Visits Expected 13 13 0 12 11 11
Completed 13 13 0 11 11 11
Early 13 0 0 9 11 10
On Time 0 13 0 0 0 1
Late 0 0 0 2 0 0
Missed 0 0 0 0 0 0
Not Completed 0 0 0 1 0 0
Visits Not Expected 0 0 13 1 2 2
Terminated 0 0 0 1 2 2
Visits Not Expected 0 0 13 0 0 0
Window Not Yet Closed 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% - 91.7% 100% 100%
Total Completed On Time/Total Expected 0.0% 100% - 0.0% 0.0% 9.1%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c4 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 4 - Infants of Postpartum participants
Data Through 01DEC2023

NYU VTEU - Brooklyn
Total Enrolled: 79
Group 4 - Infants of Postpartum participants Enrolled: 0

No Group 4 - Infants of Postpartum participants Enrollment at NYU
VTEU - Brooklyn

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow-up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c4 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 4 - Infants of Postpartum participants
Data Through 01DEC2023

New York - VTEU
Total Enrolled: 104
Group 4 - Infants of Postpartum participants Enrolled: 1

Delivery date for Screening Post vaccination
postpartum cohort Enrollment 2 weeks postpartum serology 6 months postpartum 12 months postpartum
On Study 1 1 1 1 1 1
Terminated
Visits Expected 1 1 0 1 1 1
Completed 1 1 0 1 1 1
Early 1 0 0 1 1 1
On Time 0 1 0 0 0 0
Late 0 0 0 0 0 0
Missed 0 0 0 0 0 0
Not Completed 0 0 0 0 0 0
Visits Not Expected 0 0 1 0 0 0
Terminated 0 0 0 0 0 0
Visits Not Expected 0 0 1 0 0 0
Window Not Yet Closed 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% - 100% 100% 100%
Total Completed On Time/Total Expected 0.0% 100% - 0.0% 0.0% 0.0%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c4 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 4 - Infants of Postpartum participants
Data Through 01DEC2023

Rochester VTEU
Total Enrolled: 178
Group 4 - Infants of Postpartum participants Enrolled: 9

Delivery date for Screening Post vaccination
postpartum cohort Enrollment 2 weeks postpartum serology 6 months postpartum 12 months postpartum
On Study 9 9 8 8 5 5
Terminated
Visits Expected 9 9 4 8 5 5
Completed 9 9 1 5 5 5
Early 8 0 0 0 3 1
On Time 1 9 1 3 1 4
Late 0 0 0 2 1 0
Missed 0 0 0 0 0 0
Not Completed 0 0 3 3 0 0
Visits Not Expected 0 0 5 1 4 4
Terminated 0 0 1 1 4 4
Visits Not Expected 0 0 4 0 0 0
Window Not Yet Closed 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 25.0% 62.5% 100% 100%
Total Completed On Time/Total Expected 11.1% 100% 25.0% 37.5% 20.0% 80.0%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c4 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 4 - Infants of Postpartum participants
Data Through 01DEC2023

Seattle Children’s - UW VTEU sub
Total Enrolled: 0
Group 4 - Infants of Postpartum participants Enrolled: 0

No Group 4 - Infants of Postpartum participants Enrollment at Seattle
Children’s = UW VTEU sub

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow-up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c4 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 4 - Infants of Postpartum participants
Data Through 01DEC2023

UIC - SLU VTEU sub
Total Enrolled: 101
Group 4 - Infants of Postpartum participants Enrolled: 9

Delivery date for Screening Post vaccination
postpartum cohort Enrollment 2 weeks postpartum serology 6 months postpartum 12 months postpartum
On Study 9 9 9 9 3 1
Terminated 0 0 0 0 6
Visits Expected 9 9 7 9 3 1
Completed 9 9 6 4 1 0
Early 9 0 0 0 0 0
On Time 0 9 6 2 1 0
Late 0 0 0 2 0 0
Missed 0 0 1 1 2 1
Not Completed 0 0 0 4 0 0
Visits Not Expected 0 0 2 0 6 8
Missed 1 2
Terminated 0 0 0 0 6 6
Visits Not Expected 0 0 1 0 0 0
Window Not Yet Closed 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 85.7% 44.4% 33.3% 0.0%
Total Completed On Time/Total Expected 0.0% 100% 85.7% 22.2% 33.3% 0.0%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c4 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 4 - Infants of Postpartum participants
Data Through 01DEC2023

UPMC Magee - UMB VTEU sub
Total Enrolled: 227
Group 4 - Infants of Postpartum participants Enrolled: 8

Delivery date for Screening Post vaccination
postpartum cohort Enrollment 2 weeks postpartum serology 6 months postpartum 12 months postpartum
On Study 8 8 8 8 8 8
Terminated 0 0 0 0 0 0
Visits Expected 8 8 4 8 8 8
Completed 8 8 4 8 8 8
Early 6 0 0 4 5 4
On Time 2 8 4 1 3 4
Late 0 0 0 3 0 0
Missed 0 0 0 0 0 0
Not Completed 0 0 0 0 0 0
Visits Not Expected 0 0 4 0 0 0
Terminated 0 0 0 0 0 0
Visits Not Expected 0 0 4 0 0 0
Window Not Yet Closed 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 100%
Total Completed On Time/Total Expected 25.0% 100% 100% 12.5% 37.5% 50.0%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c4 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

All Sites
Total Enrolled: 1134
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy Enrolled: 201

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 201 201 201 198 200 195 190 178
Terminated 0 0 0 3 1 6 11 23
Visits Expected 201 201 201 198 196 195 190 178
Completed 201 201 200 198 196 192 179 173
Early 98 0 98 0 29 18 11 8
On Time 1 201 59 198 160 170 159 158
Late 102 0 43 0 7 4 9 7
Missed 0 0 0 0 0 3
Not Completed 0 0 1 0 0 0 2 0
Visits Not Expected 0 0 0 3 5 6 11 23
Missed 2 6
Terminated 0 0 0 3 1 6 11 17
Visits Not Expected 0 0 0 0 2 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 99.5% 100% 100% 98.5% 94.2% 97.2%
Total Completed On Time/Total Expected 0.5% 100% 29.4% 100% 81.6% 87.2% 83.7% 88.8%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.
Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.
Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c5 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

BCM VTEU
Total Enrolled: 107
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy Enrolled: 15

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 15 15 15 15 15 15 15 15
Terminated 0 0 0 0 0 0 0 0
Visits Expected 15 15 15 15 15 15 15 15
Completed 15 15 15 15 15 15 15 14
Early 9 0 6 0 2 0 0 1
On Time 0 15 2 15 13 15 15 12
Late 6 0 7 0 0 0 0
Missed 0 0 0 0 0 0 0
Not Completed 0 0 0 0 0
Visits Not Expected 0 0 0 0 0 0 0 0
Terminated 0 0 0 0 0 0 0 0
Visits Not Expected 0 0 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 100% 100% 93.3%
Total Completed On Time/Total Expected 0.0% 100% 13.3% 100% 86.7% 100% 100% 80.0%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.
Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c5 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

CHOP - Vanderbilt VTEU sub
Total Enrolled: 36
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy Enrolled: 13

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 13 13 13 13 13 13 13 13
Terminated 0 0 0 0 0 0 0 0
Visits Expected 13 13 13 13 13 13 13 13
Completed 13 13 13 13 13 13 12 13
Early 7 0 6 0 0 0 0 0
On Time 0 13 2 13 11 13 12 12
Late 6 0 5 0 2 0 0 1
Missed 0 0 0 0 0 1
Not Completed 0 0 0 0
Visits Not Expected 0 0 0 0 0 0 0 0
Terminated 0 0 0 0 0 0 0 0
Visits Not Expected 0 0 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 100% 92.3% 100%
Total Completed On Time/Total Expected 0.0% 100% 15.4% 100% 84.6% 100% 92.3% 92.3%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c5 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

Cincinnati VTEU
Total Enrolled: 55
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy Enrolled: 21

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 21 21 21 21 21 21 21 17
Terminated 0 0 0 0 0 0 0 4
Visits Expected 21 21 21 21 21 21 21 17
Completed 21 21 21 21 21 21 19 17
Early 9 0 12 0 7 1 3 1
On Time 0 21 3 21 14 19 15 16
Late 12 0 6 0 0 1 1 0
Missed 0 0 0 0 0 0
Not Completed 0 0
Visits Not Expected 0 0 0 0 0 0 0 4
Terminated 0 0 0 0 0 0 0 4
Visits Not Expected 0 0 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 100% 90.5% 100%
Total Completed On Time/Total Expected 0.0% 100% 14.3% 100% 66.7% 90.5% 71.4% 94.1%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.
Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c5 (SAS 9.4) 01DEC2023 09:37



Emory VTEU
Total Enrolled: 247
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy Enrolled: 26

Operational Retention for IDCRC 002
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 26 26 26 26 26 26 25 23
Terminated 0 0 0 0 0 0 1 3
Visits Expected 26 26 26 26 25 26 25 23
Completed 26 26 26 26 25 26 22 22
Early 13 0 12 0 10 5 3 1
On Time 0 26 9 26 15 21 18 21
Late 13 0 5 0 0 0 1 0
Missed 0 0 0 0 0 0 3 1
Not Completed 0 0 0 0 0 0 0 0
Visits Not Expected 0 0 0 0 1 0 1 3
Missed 1 1
Terminated 0 0 0 0 0 0 1 2
Visits Not Expected 0 0 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 100% 88.0% 95.7%
Total Completed On Time/Total Expected 0.0% 100% 34.6% 100% 60.0% 80.8% 72.0% 91.3%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c5 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

NYU VTEU - Brooklyn
Total Enrolled: 79
Group 5 - Pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy Enrolled: 8

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 8 8 8 8 8 8 8 8
Terminated 0 0 0 0 0 0 0 0
Visits Expected 8 8 8 8 8 8 8 8
Completed 8 8 8 8 8 8 8 8
Early 2 0 6 0 1 2 0 1
On Time 0 8 2 8 7 6 7 6
Late 6 0 0 0 0 0 1 1
Missed 0 0 0 0 0 0 0 0
Not Completed 0 0 0 0 0 0 0 0
Visits Not Expected 0 0 0 0 0 0 0 0
Terminated 0 0 0 0 0 0 0 0
Visits Not Expected 0 0 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 100% 100% 100%
Total Completed On Time/Total Expected 0.0% 100% 25.0% 100% 87.5% 75.0% 87.5% 75.0%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c5 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

New York - VTEU
Total Enrolled: 104
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy Enrolled: 25

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 25 25 25 25 25 25 25 25
Terminated 0 0 0 0 0 0 0 0
Visits Expected 25 25 25 25 25 25 25 25
Completed 25 25 25 25 25 25 25 25
Early 6 0 17 0 8 10 5 4
On Time 1 25 5 25 17 15 20 21
Late 18 0 3 0 0 0 0 0
Missed 0 0 0 0 0 0 0 0
Not Completed 0
Visits Not Expected 0 0 0 0 0 0 0 0
Terminated 0 0 0 0 0 0 0 0
Visits Not Expected 0 0 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 100% 100% 100%
Total Completed On Time/Total Expected 4.0% 100% 20.0% 100% 68.0% 60.0% 80.0% 84.0%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Rochester VTEU
Total Enrolled: 178
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy Enrolled: 56

Operational Retention for IDCRC 002
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 56 56 56 54 55 51 49 47
Terminated 0 0 0 2 1 5 7 9
Visits Expected 56 56 56 54 53 51 49 47
Completed 56 56 55 54 53 50 46 44
Early 32 0 22 0 1 0 0 0
On Time 0 56 20 54 52 50 45 43
Late 24 0 13 0 0 0 1 1
Missed 0 0 0 0 0 1 3 3
Not Completed 0 0 1 0 0 0 0 0
Visits Not Expected 0 0 0 2 3 5 7 9
Missed 1 1
Terminated 0 0 0 2 1 5 7 8
Visits Not Expected 0 0 0 0 1 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 98.2% 100% 100% 98.0% 93.9% 93.6%
Total Completed On Time/Total Expected 0.0% 100% 35.7% 100% 98.1% 98.0% 91.8% 91.5%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

Seattle Children’s - UW VTEU sub
Total Enrolled: 0
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy Enrolled: 0

No Group 5 — Pregnant participants who receive additional SARS-CoV-2
vaccine(s) during pregnancy Enroliment at Seattle Children’'s — UW VTEU sub

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow-up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

UIC - SLU VTEU sub
Total Enrolled: 101
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy Enrolled: 18

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 18 18 18 17 18 17 15 13
Terminated 0 0 0 1 0 1 3 5
Visits Expected 18 18 18 17 17 17 15 13
Completed 18 18 18 17 17 15 14 13
Early 10 0 8 0 0 0 0 0
On Time 0 18 7 17 16 14 12 12
Late 8 0 3 0 1 1
Missed 0 0 0 0 0
Not Completed 0 0 0 0 0 0
Visits Not Expected 0 0 0 1 1 1 3 5
Missed 2
Terminated 0 0 0 1 0 1 3 3
Visits Not Expected 0 0 0 0 1 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 88.2% 93.3% 100%
Total Completed On Time/Total Expected 0.0% 100% 38.9% 100% 94.1% 82.4% 80.0% 92.3%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.
Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

UPMC Magee - UMB VTEU sub
Total Enrolled: 227
Group 5 - Pregnant participants who receive additional SARS—CoV-2 vaccine(s) during pregnancy Enrolled: 19

Screening Post vaccination 2 weeks 2 months 6 months 12 months
Vaccination Enrollment serology Hospital Delivery postpartum postpartum postpartum postpartum
On Study 19 19 19 19 19 19 19 17
Terminated 0 0 0 0 0 0 0 2
Visits Expected 19 19 19 19 19 19 19 17
Completed 19 19 19 19 19 19 18 17
Early 10 0 9 0 0 0 0 0
On Time 0 19 9 19 15 17 15 15
Late 9 0 1 0 4 2 3 2
Missed 0 0 0 0 0 1 0
Not Completed 0 0 0 0 0 0 0 0
Visits Not Expected 0 0 0 0 0 0 0 2
Missed 2
Terminated 0 0 0 0 0 0 0 0
Visits Not Expected 0 0 0 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100% 100% 94.7% 100%
Total Completed On Time/Total Expected 0.0% 100% 47.4% 100% 78.9% 89.5% 78.9% 88.2%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.
Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 6 - Infants of pregnant participants who receive additional SARS—-CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

All Sites
Total Enrolled: 1134
Group 6 - Infants of pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy Enrolled: 203

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 203 203 200 195 182
Terminated 0 0 3 8 21
Visits Expected 203 201 200 195 182
Completed 203 201 196 185 177
Early 0 29 19 13 10
On Time 203 168 174 163 162
Late 0 4 3 9 5
Missed 0 0 4 9 5
Not Completed 0 0 0 1 0
Visits Not Expected 0 2 3 8 21
Missed 2 5
Not Completed 1 1
Terminated 0 0 3 7 15
Visits Not Expected 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 100% 98.0% 94.9% 97.3%
Total Completed On Time/Total Expected 100% 83.6% 87.0% 83.6% 89.0%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 6 - Infants of pregnant participants who receive additional SARS—-CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

BCM VTEU
Total Enrolled: 107
Group 6 - Infants of pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy Enrolled: 15

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 15 15 15 15 15
Terminated 0 0 0 0 0
Visits Expected 15 15 15 15 15
Completed 15 15 15 15 14
Early 0 2 0 0 1
On Time 15 13 15 15 12
Late 0 0 0 0
Missed 0 0 0 0
Not Completed
Visits Not Expected 0 0 0 0 0
Terminated 0 0 0 0 0
Visits Not Expected 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 93.3%
Total Completed On Time/Total Expected 100% 86.7% 100% 100% 80.0%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.
Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 6 - Infants of pregnant participants who receive additional SARS—-CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

CHOP - Vanderbilt VTEU sub
Total Enrolled: 36
Group 6 - Infants of pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy Enrolled: 13

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 13 13 13 13 13
Terminated 0 0 0 0 0
Visits Expected 13 13 13 13 13
Completed 13 13 13 12 13
Early 0 0 0 0 1
On Time 13 13 13 12 12
Late 0 0 0 0
Missed 0 0 0 1 0
Not Completed 0 0
Visits Not Expected 0 0 0 0 0
Terminated 0 0 0 0 0
Visits Not Expected 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 92.3% 100%
Total Completed On Time/Total Expected 100% 100% 100% 92.3% 92.3%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.
Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 6 - Infants of pregnant participants who receive additional SARS—-CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

Cincinnati VTEU
Total Enrolled: 55
Group 6 - Infants of pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy Enrolled: 22

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 22 22 22 22 18
Terminated 0 0 0 0 4
Visits Expected 22 22 22 22 18
Completed 22 22 22 21 18
Early 0 6 3 3 2
On Time 22 16 18 16 16
Late 0 0 1 2 0
Missed 0 0 0 0
Not Completed 0 1
Visits Not Expected 0 0 0 0 4
Terminated 0 0 0 0 4
Visits Not Expected 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 95.5% 100%
Total Completed On Time/Total Expected 100% 72.7% 81.8% 72.7% 88.9%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 6 - Infants of pregnant participants who receive additional SARS—-CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

Emory VTEU
Total Enrolled: 247
Group 6 - Infants of pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy Enrolled: 26

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 26 26 26 25 24
Terminated 0 0 0 1 2
Visits Expected 26 25 26 25 24
Completed 26 25 26 22 23
Early 0 10 5 3 1
On Time 26 15 21 18 22
Late 0 0 0 1
Missed 0 0 0 3 1
Not Completed 0 0 0 0
Visits Not Expected 0 1 0 1 2
Missed
Not Completed 1 1
Terminated 0 0 0 0 1
Visits Not Expected 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 88.0% 95.8%
Total Completed On Time/Total Expected 100% 60.0% 80.8% 72.0% 91.7%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 6 - Infants of pregnant participants who receive additional SARS—-CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

NYU VTEU - Brooklyn
Total Enrolled: 79
Group 6 - Infants of pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy Enrolled: 7

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 7 7 7 7 7
Terminated 0 0 0 0 0
Visits Expected 7 7 7 7 7
Completed 7 7 7 7 7
Early 0 2 1 1 0
On Time 7 5 6 5 6
Late 0 0 0 1 1
Missed 0 0 0 0 0
Not Completed 0 0 0 0 0
Visits Not Expected 0 0 0 0 0
Terminated 0 0 0 0 0
Visits Not Expected 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100%
Total Completed On Time/Total Expected 100% 71.4% 85.7% 71.4% 85.7%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 6 - Infants of pregnant participants who receive additional SARS—-CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

New York - VTEU
Total Enrolled: 104
Group 6 - Infants of pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy Enrolled: 27

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 27 27 27 27 27
Terminated 0 0 0 0 0
Visits Expected 27 27 27 27 27
Completed 27 27 27 27 27
Early 0 9 10 6 5
On Time 27 18 17 21 22
Late 0 0 0 0 0
Missed 0 0 0 0 0
Not Completed 0
Visits Not Expected 0 0 0 0 0
Terminated 0 0 0 0 0
Visits Not Expected 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 100% 100% 100% 100%
Total Completed On Time/Total Expected 100% 66.7% 63.0% 77.8% 81.5%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.
Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002

Group 6 - Infants of pregnant participants who receive additional SARS—-CoV-2 vaccine(s) during pregnancy

Data Through 01DEC2023

Rochester VTEU
Total Enrolled: 178

Group 6 - Infants of pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy Enrolled: 55

Hospital Delivery

2 weeks postpartum

2 months postpartum

6 months postpartum

12 months postpartum

On Study 55
Terminated 0
Visits Expected 55
Completed 55
Early 0
On Time 55
Late 0
Missed 0
Not Completed 0
Visits Not Expected 0
Missed
Terminated 0
Visits Not Expected 0
Window Not Yet Closed 0
Total Completed/Total Expected 100%
Total Completed On Time/Total Expected 100%
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Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.
Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.
Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 6 - Infants of pregnant participants who receive additional SARS—-CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

Seattle Children’s - UW VTEU sub
Total Enrolled: 0
Group 6 - Infants of pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy Enrolled: 0

No Group 6 — Infants of pregnant participants who receive additional SARS-CoV-2
vaccine(s) during pregnancy Enroliment at Seattle Children’'s — UW VTEU sub

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow-up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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Operational Retention for IDCRC 002
Group 6 - Infants of pregnant participants who receive additional SARS—-CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

UIC - SLU VTEU sub
Total Enrolled: 101
Group 6 - Infants of pregnant participants who receive additional SARS—-CoV-2 vaccine(s) during pregnancy Enrolled: 17

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 17 17 17 15 13
Terminated 0 0 0 2 4
Visits Expected 17 17 17 15 13
Completed 17 17 15 14 13
Early 0 0 0 0 0
On Time 17 17 14 12 13
Late 0 0 1 2 0
Missed 0 0 0
Not Completed 0 0 0
Visits Not Expected 0 0 0 2 4
Missed 2
Terminated 0 0 0 2 2
Visits Not Expected 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 100% 88.2% 93.3% 100%
Total Completed On Time/Total Expected 100% 100% 82.4% 80.0% 100%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.
Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:

2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.

Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.

SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/t_retention_vis_by column_site_by page_details_by visit.sas sysparm: c6 (SAS 9.4) 01DEC2023 09:37



Operational Retention for IDCRC 002
Group 6 - Infants of pregnant participants who receive additional SARS—-CoV-2 vaccine(s) during pregnancy
Data Through 01DEC2023

UPMC Magee - UMB VTEU sub
Total Enrolled: 227
Group 6 - Infants of pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy Enrolled: 21

Hospital Delivery 2 weeks postpartum 2 months postpartum 6 months postpartum 12 months postpartum
On Study 21 21 21 21 19
Terminated 0 0 0 0 2
Visits Expected 21 21 21 21 19
Completed 21 21 20 20 19
Early 0 0 0 0 0
On Time 21 17 19 17 17
Late 0 4 2
Missed 0 0 1 1 0
Not Completed 0 0 0
Visits Not Expected 0 0 0 0 2
Missed 2
Terminated 0 0 0 0 0
Visits Not Expected 0 0 0 0 0
Window Not Yet Closed 0 0 0 0 0
Total Completed/Total Expected 100% 100% 95.2% 95.2% 100%
Total Completed On Time/Total Expected 100% 81.0% 90.5% 81.0% 89.5%

Operational Retention defined in this report as: # Participants who completed the visit / # Participants expected for the visit + Participants who completed visit when not expected.

Visits are considered 'completed’ based on submission of Follow—up Visit Summary CRFs.

Early, On Time, and Late visit completion is assessed relative to visit windows. Visit windows for follow—up visits missing the base visit is based on the target date of the missing base visit.

Visits are considered 'expected’ when the visit window is closed on or before the report date, subject to the additional condition(s) below:
2 weeks postpartum visit is expected only if consent to provide breast milk was provided at screening.
Retention is shown by enrolling site. Inappropriately enrolled participants are not included in retention calculation.
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