IDCRC21-0004

Group 1 - Pregnant
Report Date: 2023-12-01

Frequency of Missed Visits by Site

o ) 2 weeks | 2 months | 6 months mc;lnzths
Enroling Sites Screening | envollment | serology visit | Delivry | partum | partam | partum | partum
N N N N N N N

Seattle Children’s - UW VTEU sub
NYU VTEU - Brooklyn 5 6 1
Emory VTEU 1 3 3
Cincinnati VTEU
New York - VTEU
Rochester VTEU 1 4 2
BCM VTEU
UPMC Magee - UMB VTEU sub 1 1 1 5 6
UIC - SLU VTEU sub 1 3 5 9 7
CHOP - Vanderbilt VTEU sub
Total 3 1 8 16 18 19

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38




IDCRC21-0004

Group 1 - Pregnant

Report Date: 2023-12-01

Missed Visit Reasons by Site

Participant Participant
unable to admitted
Unable to schedule | Participant to Participant
Enrolling Sites contact visit within refused Participant | healthcare | withdrew | Participant
participant window visit incarcerated facility from study | deceased | Other | Missing
N N N N N N N N N
Seattle Children’s - UW VTEU
sub
NYU VTEU - Brooklyn 2 4 6
Emory VTEU 2 1 1 1 2
Cincinnati VTEU
New York - VTEU
Rochester VTEU 5 1 1
BCM VTEU
UPMC Magee - UMB VTEU sub 7 3 4
UIC - SLU VTEU sub 17 4 4
CHOP - Vanderbilt VTEU sub
Total 33 13 1 1 17

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38




IDCRC21-0004
Group 1 - Pregnant
Report Date: 2023-12-01
Missed Visit Reasons : Other Specify

Enrolling Sites

Reason

NYU VTEU - Brooklyn

Other Scheduling error

NYU VTEU - Brooklyn

Other Scheduling error

NYU VTEU - Brooklyn

Other Spoke with son and ppt was out of the country

NYU VTEU - Brooklyn

Other Scheduling error

NYU VTEU - Brooklyn

Other Scheduling error

NYU VTEU - Brooklyn

Other Scheduling error

Emory VTEU | Other Relocate out of state; unable to contact participant within window
Emory VTEU | Other Staff enrolled participant after 2nd dose of vaccine but before 2wk minimum waiting period. Participant was contacted as soon
as mistake was identified. Scheduled appointment with participant
Rochester VTEU | Other Subject was a no show on 11/18/21 and was rescheduled to 11/30/21 and was a no show again.

UPMC Magee - UMB
VTEU sub

Other see follow up delivery summary; still birth

UPMC Magee - UMB
VTEU sub

Other Participant scheduled within window period. Did not show for visit and didn't return study staff phone calls to reschedule visit

UPMC Magee - UMB
VTEU sub

Other Lost to follow up

UPMC Magee - UMB
VTEU sub

Other participant delivered prior to visit window

UIC - SLU VTEU sub

Other The infant was sick in the emergency room with viral infection.

UIC - SLU VTEU sub

Other No show

UIC - SLU VTEU sub

Other Mother had multiple no shows.

UIC - SLU VTEU sub

Other no show

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38




IDCRC21-0004

Group 2 - Postpartum

Report Date: 2023-12-01

Frequency of Missed Visits by Site

Enrolling Sites

Screening / enroliment

2 weeks
postpartum

Post
vaccination
serology

6 months
Postpartum

12 months
postpartum

N

N

N

N

N

Seattle Children’s - UW VTEU sub

NYU VTEU - Brooklyn

Emory VTEU

Cincinnati VTEU

New York - VTEU

Rochester VTEU

BCM VTEU

UPMC Magee - UMB VTEU sub

UIC - SLU VTEU sub

CHOP - Vanderbilt VTEU sub

Total

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38




IDCRC21-0004

Group 2 - Postpartum

Report Date: 2023-12-01

Missed Visit Reasons by Site

Participant Participant
unable to admitted
Unable to schedule | Participant to Participant
Enrolling Sites contact visit within refused Participant | healthcare | withdrew | Participant
participant window visit incarcerated facility from study | deceased | Other | Missing
N N N N N N N N N
Seattle Children’s - UW VTEU
sub
NYU VTEU - Brooklyn
Emory VTEU
Cincinnati VTEU
New York - VTEU
Rochester VTEU
BCM VTEU
UPMC Magee - UMB VTEU sub
UIC - SLU VTEU sub 4 1 3
CHOP - Vanderbilt VTEU sub 1 3
Total 5 1 6

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38




IDCRC21-0004
Group 2 - Postpartum
Report Date: 2023-12-01
Missed Visit Reasons : Other Specify

Enrolling Sites

Reason

UIC - SLU VTEU sub

Other Participant booked 2 appointments and couldn't attend then she didn't reply to phone calls to books another appointment

UIC - SLU VTEU sub

Other Participant never received covid19 vaccine dose

UIC - SLU VTEU sub

Other Subject was a no show despite contacting and reminders prior to visit

CHOP - Vanderbilt
VTEU sub

Other Subject did not present to clinic for original visit on 25FEB2022. Rescheduled to 04MAR2022; did not present again. Staff
unable to contact her.

CHOP - Vanderbilt
VTEU sub

Other COriginally scheduled for 19APR2022 - participant did not present to clinic. Rescheduled several times; participant
continued to not present.

CHOP - Vanderbilt
VTEU sub

Other Criginally scheduled for 120CT2022 - participant did not present to clinic. Study staff contacted subject six times to attempt to
reschedule prior to window closing; subject did not respond.

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38




IDCRC21-0004
Group 3 - Infants of Pregnant participants
Report Date: 2023-12-01
Frequency of Missed Visits by Site

2 weeks | 2 months | 6 months mc;lnzths
Enroling Sites Delery | partam | partum | partum | partam
N N N N N

Seattle Children’s - UW VTEU sub
NYU VTEU - Brooklyn 9 7 1
Emory VTEU 4 4
Cincinnati VTEU
New York - VTEU
Rochester VTEU 1 4 2
BCM VTEU
UPMC Magee - UMB VTEU sub 1 4 4
UIC - SLU VTEU sub 4 5 9 7
CHOP - Vanderbilt VTEU sub
Total 13 18 17 18

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38



IDCRC21-0004

Group 3 - Infants of Pregnant participants

Report Date: 2023-12-01

Missed Visit Reasons by Site

Participant Participant
unable to admitted
Unable to schedule | Participant to Participant
Enrolling Sites contact visit within refused Participant | healthcare | withdrew | Participant
participant window visit incarcerated facility from study | deceased | Other | Missing
N N N N N N N N N
Seattle Children’s - UW VTEU
sub
NYU VTEU - Brooklyn 2 5 1 9
Emory VTEU 2 3 1 1 1
Cincinnati VTEU
New York - VTEU
Rochester VTEU 5 1 1
BCM VTEU
UPMC Magee - UMB VTEU sub 5 2 2
UIC - SLU VTEU sub 17 3 1 1 3
CHOP - Vanderbilt VTEU sub
Total 31 14 1 1 3 16

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38




IDCRC21-0004
Group 3 - Infants of Pregnant participants
Report Date: 2023-12-01
Missed Visit Reasons : Other Specify

Enrolling Sites Reason

NYU VTEU - Brooklyn | Other Scheduling error

NYU VTEU - Brooklyn | Other ppt was out of the country at the time

NYU VTEU - Brooklyn | Other Scheduling error

NYU VTEU - Brooklyn | Other Unscheduled visit performed 28 OCT 2021

NYU VTEU - Brooklyn | Other Scheduling error

NYU VTEU - Brooklyn | Other G3V03 Visit not scheduled, unscheduled visit performed 01NOV2021

NYU VTEU - Brooklyn | Other Scheduling error

NYU VTEU - Brooklyn | Other Scheduling error

NYU VTEU - Brooklyn | Other G3V04 Visit not scheduled, unscheduled visit performed 290CT2021

Emory VTEU | Other Relocate out of state; unable to contact parent within window

Rochester VTEU | Other Subject was a no show on 11/18/21 and called to reschedule to 11/30/21, subject no showed again.

UPMC Magee - UMB VTEU | Other missed scheduled visit. Mother did not return study staff phone calls to reschedule visit within window period
sub

UPMC Magee - UMB VTEU | Other Lost to follow up
sub

UIC - SLU VTEU sub | Other The study coordinator was diagnosed with COVID-19, had to cancel the appointment, and was not able to reschedule the
participant.

UIC - SLU VTEU sub | Other Mother had multiple no shows

UIC - SLU VTEU sub | Other dyad removed from study due to maternal disinterest in study, and infant's fragility while in the NICU.

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38



Group 4 - Infants of Postpartum participants
Report Date: 2023-12-01

IDCRC21-0004

Frequency of Missed Visits by Site

Enrolling Sites

Screening / enroliment

2 weeks
postpartum

Post
vaccination
serology

6 months
Postpartum

12 months
postpartum

N

N

N

N

N

Seattle Children’s - UW VTEU sub

NYU VTEU - Brooklyn

Emory VTEU

Cincinnati VTEU

New York - VTEU

Rochester VTEU

BCM VTEU

UPMC Magee - UMB VTEU sub

UIC - SLU VTEU sub

CHOP - Vanderbilt VTEU sub

Total

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38




Group 4 - Infants of Postpartum participants
Report Date: 2023-12-01

IDCRC21-0004

Missed Visit Reasons by Site

Participant Participant
unable to admitted
Unable to schedule | Participant to Participant
Enrolling Sites contact visit within refused Participant | healthcare | withdrew | Participant
participant window visit incarcerated facility from study | deceased | Other | Missing
N N N N N N N N N
Seattle Children’s - UW VTEU
sub
NYU VTEU - Brooklyn
Emory VTEU
Cincinnati VTEU
New York - VTEU
Rochester VTEU
BCM VTEU
UPMC Magee - UMB VTEU sub
UIC - SLU VTEU sub 4 1 3
CHOP - Vanderbilt VTEU sub 1 3
Total 5 1 6

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38




IDCRC21-0004
Group 4 - Infants of Postpartum participants
Report Date: 2023-12-01
Missed Visit Reasons : Other Specify

Enrolling Sites

Reason

UIC - SLU VTEU sub

Other Mother only received the first dose of the covid19 vaccine. She never got the second dose. Consequently the mother and
infants were withdrawn from the study

UIC - SLU VTEU sub

Other Participant booked 2 appointments and couldn't attend then she didn't reply to phone calls to books another appointment

UIC - SLU VTEU sub

Other Mother didn't show up for the appointment on 16/0ct/2021 despite of many reminders .

CHOP - Vanderbilt
VTEU sub

Other Subject and mother did not present to clinic for original visit on 25FEB2022. Rescheduled to 04MAR2022; did not present again.
Staff unable to contact subject and mother.

CHOP - Vanderbilt
VTEU sub

Other Originally scheduled for 19APR2022 - participant did not present to clinic. Rescheduled several times; participant continued to
not present.

CHOP - Vanderbilt
VTEU sub

Other Criginally scheduled for 120CT2022 - participant did not present to clinic. Study staff contacted subject six times to attempt to
reschedule prior to window closing; subject did not respond.

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38




IDCRC21-0004
Group 5 - Pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy
Report Date: 2023-12-01
Frequency of Missed Visits by Site

o ) 2 weeks | 2 months | 6 months mc;lnzths
Enroling Sites Screening | envollment | serology visit | Delivry | partum | partam | partum | partum
N N N N N N N

Seattle Children’s - UW VTEU sub
NYU VTEU - Brooklyn
Emory VTEU 1 3 2
Cincinnati VTEU
New York - VTEU
Rochester VTEU 1 1 3 4
BCM VTEU 1
UPMC Magee - UMB VTEU sub 1 2
UIC - SLU VTEU sub 2 1 2
CHOP - Vanderbilt VTEU sub 1
Total 2 3 9 11

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38



IDCRC21-0004

Group 5 - Pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy

Report Date: 2023-12-01

Missed Visit Reasons by Site

Participant Participant
unable to admitted
Unable to schedule | Participant to Participant
Enrolling Sites contact visit within refused Participant | healthcare | withdrew | Participant
participant window visit incarcerated facility from study | deceased | Other | Missing
N N N N N N N N N
Seattle Children’s - UW VTEU
sub
NYU VTEU - Brooklyn
Emory VTEU 3 1 2
Cincinnati VTEU
New York - VTEU
Rochester VTEU 8 1
BCM VTEU 1
UPMC Magee - UMB VTEU sub 1 1 1
UIC - SLU VTEU sub 2 2 1
CHOP - Vanderbilt VTEU sub 1
Total 15 5 1 2 2

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38




IDCRC21-0004
Group 5 - Pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy
Report Date: 2023-12-01
Missed Visit Reasons : Other Specify

Enrolling Sites Reason
UPMC Magee - UMB VTEU sub | Other No showed scheduled visit 5 times

UIC - SLU VTEU sub | Other Cxl 3xs; Moved to Milwaukee, not responding to calls/texts

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38



IDCRC21-0004
Group 6 - Infants of pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy
Report Date: 2023-12-01
Frequency of Missed Visits by Site

2 weeks | 2 months | 6 months mc;lnzths
Enroling Sites Delery | partam | partum | partum | partam
N N N N N

Seattle Children’s - UW VTEU sub
NYU VTEU - Brooklyn
Emory VTEU 1 3 1
Cincinnati VTEU
New York - VTEU
Rochester VTEU 1 1 3 4
BCM VTEU 1
UPMC Magee - UMB VTEU sub 1 1 2
UIC - SLU VTEU sub 2 1 2
CHOP - Vanderbilt VTEU sub 1
Total 2 4 9 10

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38



IDCRC21-0004
Group 6 - Infants of pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy

Report Date: 2023-12-01

Missed Visit Reasons by Site

Participant Participant
unable to admitted
Unable to schedule | Participant to Participant
Enrolling Sites contact visit within refused Participant | healthcare | withdrew | Participant
participant window visit incarcerated facility from study | deceased | Other | Missing
N N N N N N N N N
Seattle Children’s - UW VTEU
sub
NYU VTEU - Brooklyn
Emory VTEU 3 1 1
Cincinnati VTEU
New York - VTEU
Rochester VTEU 8 1
BCM VTEU 1
UPMC Magee - UMB VTEU sub 1 2 1
UIC - SLU VTEU sub 3 2
CHOP - Vanderbilt VTEU sub 1
Total 16 6 1 1 1

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38




IDCRC21-0004
Group 6 - Infants of pregnant participants who receive additional SARS-CoV-2 vaccine(s) during pregnancy
Report Date: 2023-12-01
Missed Visit Reasons : Other Specify

Enrolling Sites Reason

UPMC Magee - UMB VTEU sub | Other Mother did not bring in baby for visit

SOURCE: SCHARRP (craig) /trials/idcrc/p002/reporting/progress/code/missed_visit_summary.sas (SAS 9.4) 01DEC2023 09:38
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