
Source: SCHARP (Amber) − /trials/hptn/p084/analysis/atlas/code/open/t_pregnancy_incidence_bysite.sas, SAS Version 9.4 (05MAR2024,19:59)

5 Includes pregnancies identified through pregnancy testing and lasted for longer than four weeks.
4 The 95% CI for incidence rate is calculated using the exact Poisson method.
3 Incidence rate is reported as the number of new pregnancies per 100 person−years.
2 Includes all pregnancies identified through pregnancy testing regardless duration of pregnancy.
1 Inappropriately enrolled participants are excluded.
____________________________________________________

HPTN 084 − A Phase 3 Double Blind Safety and Efficacy Study of Long−Acting Injectable Cabotegravir Compared to Daily Oral TDF/FTC for Pre−Exposure
Prophylaxis in HIV−Uninfected Women

Atlas Open Report − March 5, 2024
Visit Cutoff Date: March 5, 2024

Table O11A − Pregnancy Incidence by Site

Overall

Botswana:
Gaborone:

Gaborone CRS
Kenya: Kisumu:

Kisumu CRS
Malawi: Blantyre:

Blantyre CRS
Malawi: Lilongwe:

Malawi CRS

South Africa:
Botha’s Hill:

Botha’s Hill CRS
Total Participants Enrolled 1 3224 91 66 113 111 223

Number of Pregnancies 2 261 8 11 7 13 3

Person−Years 7526.0 227.2 177.0 285.9 228.9 524.1

Incidence Rate of All Pregnancy 3 3.5 3.5 6.2 2.4 5.7 0.6

95% CI for the Incidence Rate 4 [3.1, 3.9] [1.5, 6.9] [3.1, 11.1] [1.0, 5.0] [3.0, 9.7] [0.1, 1.7]

Number of Confirmed Pregnancies 5 194 5 7 5 9 2

Person−Years 7526.0 227.2 177.0 285.9 228.9 524.1

Incidence Rate of Confirmed Pregnancy 3 2.6 2.2 4 1.7 3.9 0.4

95% CI for the Incidence Rate 4 [2.2, 3.0] [0.7, 5.1] [1.6, 8.1] [0.6, 4.1] [1.8, 7.5] [0.0, 1.4]

Page 1 of 100



Source: SCHARP (Amber) − /trials/hptn/p084/analysis/atlas/code/open/t_pregnancy_incidence_bysite.sas, SAS Version 9.4 (05MAR2024,19:59)

5 Includes pregnancies identified through pregnancy testing and lasted for longer than four weeks.
4 The 95% CI for incidence rate is calculated using the exact Poisson method.
3 Incidence rate is reported as the number of new pregnancies per 100 person−years.
2 Includes all pregnancies identified through pregnancy testing regardless duration of pregnancy.
1 Inappropriately enrolled participants are excluded.
____________________________________________________

HPTN 084 − A Phase 3 Double Blind Safety and Efficacy Study of Long−Acting Injectable Cabotegravir Compared to Daily Oral TDF/FTC for Pre−Exposure
Prophylaxis in HIV−Uninfected Women

Atlas Open Report − March 5, 2024
Visit Cutoff Date: March 5, 2024

Table O11A − Pregnancy Incidence by Site

South Africa:
Cape Town:

Emavundleni CRS

South Africa:
Cape Town:

Stellenbosch
University

(DTTC−SU) CRS

South Africa:
Johannessburg:

Ward 21

South Africa:
Kwa Zulu Natal:

Isipingo CRS

South Africa:
Kwa Zulu Natal:

Verulam CRS

South Africa:
Soweto:

Soweto HPTN CRS
Total Participants Enrolled 1 223 159 206 170 151 176

Number of Pregnancies 2 4 4 9 4 2 2

Person−Years 482.1 291.8 476.0 376.5 349.3 456.8

Incidence Rate of All Pregnancy 3 0.8 1.4 1.9 1.1 0.6 0.4

95% CI for the Incidence Rate 4 [0.2, 2.1] [0.4, 3.5] [0.9, 3.6] [0.3, 2.7] [0.1, 2.1] [0.1, 1.6]

Number of Confirmed Pregnancies 5 3 3 6 1 2 1

Person−Years 482.1 291.8 476.0 376.5 349.3 456.8

Incidence Rate of Confirmed Pregnancy 3 0.6 1 1.3 0.3 0.6 0.2

95% CI for the Incidence Rate 4 [0.1, 1.8] [0.2, 3.0] [0.5, 2.7] [0.0, 1.5] [0.1, 2.1] [0.0, 1.2]
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Source: SCHARP (Amber) − /trials/hptn/p084/analysis/atlas/code/open/t_pregnancy_incidence_bysite.sas, SAS Version 9.4 (05MAR2024,19:59)

5 Includes pregnancies identified through pregnancy testing and lasted for longer than four weeks.
4 The 95% CI for incidence rate is calculated using the exact Poisson method.
3 Incidence rate is reported as the number of new pregnancies per 100 person−years.
2 Includes all pregnancies identified through pregnancy testing regardless duration of pregnancy.
1 Inappropriately enrolled participants are excluded.
____________________________________________________

HPTN 084 − A Phase 3 Double Blind Safety and Efficacy Study of Long−Acting Injectable Cabotegravir Compared to Daily Oral TDF/FTC for Pre−Exposure
Prophylaxis in HIV−Uninfected Women

Atlas Open Report − March 5, 2024
Visit Cutoff Date: March 5, 2024

Table O11A − Pregnancy Incidence by Site

Swaziland: Siteki:
Swaziland

Prevention Center
Uganda: Entebbe:

UVRI−IAVI
Uganda: Kampala:

Baylor−Uganda CRS

Uganda: Kampala:
MU−JHU Research
Collaboration CRS

Zimbabwe:
Chitungwiza:

Seke South CRS

Zimbabwe:
Chitungwiza:

St.Mary’s CRS
Total Participants Enrolled 1 160 182 210 204 160 166

Number of Pregnancies 2 3 24 23 27 26 27

Person−Years 341.3 388.4 441.8 447.4 372.6 434.5

Incidence Rate of All Pregnancy 3 0.9 6.2 5.2 6 7 6.2

95% CI for the Incidence Rate 4 [0.2, 2.6] [4.0, 9.2] [3.3, 7.8] [4.0, 8.8] [4.6, 10.2] [4.1, 9.0]

Number of Confirmed Pregnancies 5 2 18 17 19 24 23

Person−Years 341.3 388.4 441.8 447.4 372.6 434.5

Incidence Rate of Confirmed Pregnancy 3 0.6 4.6 3.8 4.2 6.4 5.3

95% CI for the Incidence Rate 4 [0.1, 2.1] [2.7, 7.3] [2.2, 6.2] [2.6, 6.6] [4.1, 9.6] [3.4, 7.9]
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Source: SCHARP (Amber) − /trials/hptn/p084/analysis/atlas/code/open/t_pregnancy_incidence_bysite.sas, SAS Version 9.4 (05MAR2024,19:59)

5 Includes pregnancies identified through pregnancy testing and lasted for longer than four weeks.
4 The 95% CI for incidence rate is calculated using the exact Poisson method.
3 Incidence rate is reported as the number of new pregnancies per 100 person−years.
2 Includes all pregnancies identified through pregnancy testing regardless duration of pregnancy.
1 Inappropriately enrolled participants are excluded.
____________________________________________________

HPTN 084 − A Phase 3 Double Blind Safety and Efficacy Study of Long−Acting Injectable Cabotegravir Compared to Daily Oral TDF/FTC for Pre−Exposure
Prophylaxis in HIV−Uninfected Women

Atlas Open Report − March 5, 2024
Visit Cutoff Date: March 5, 2024

Table O11A − Pregnancy Incidence by Site

Zimbabwe:
Chitungwiza:
Zengeza CRS

Zimbabwe: Harare:
Parirenyatwa CRS

Zimbabwe: Harare:
Spilhaus CRS

Total Participants Enrolled 1 162 153 138

Number of Pregnancies 2 19 15 30

Person−Years 445.2 418.0 361.5

Incidence Rate of All Pregnancy 3 4.3 3.6 8.3

95% CI for the Incidence Rate 4 [2.6, 6.7] [2.0, 5.9] [5.6, 11.8]

Number of Confirmed Pregnancies 5 13 12 22

Person−Years 445.2 418.0 361.5

Incidence Rate of Confirmed Pregnancy 3 2.9 2.9 6.1

95% CI for the Incidence Rate 4 [1.6, 5.0] [1.5, 5.0] [3.8, 9.2]
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Source: SCHARP (Amber) − /trials/hptn/p084/analysis/atlas/code/open/t_ole_pregnancy_incidence.sas, SAS Version 9.4 (05MAR2024,19:59)

3 The 95% CI for incidence rate is calculated using the exact Poisson method.
2 Incidence rate is reported as the number of new pregnancies per 100 person−years.
1 Includes all pregnancies reported after OLE initiation.
____________________________________________________

HPTN 084 − A Phase 3 Double Blind Safety and Efficacy Study of Long−Acting Injectable Cabotegravir Compared to Daily Oral TDF/FTC for Pre−Exposure
Prophylaxis in HIV−Uninfected Women

Atlas Open Report − March 5, 2024
Visit Cutoff Date: March 5, 2024

Table O11B − Pregnancy Incidence in OLE

Overall
Total Participants Enrolled in OLE 2472

Number of Reported Pregnancies 1 421

Person−Years 3225

Incidence Rate of All Pregnancies 2 13.05

95% CI for Incidence Rate 3 [11.84, 14.36]

Number of Confirmed Pregnancies 403

Person−Years 3225

Incidence Rate of Confirmed Pregnancies 2 12.49

95% CI for Incidence Rate 3 [11.30, 13.78]
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Source: SCHARP (Anusha) − /trials/hptn/p084/analysis/atlas/code/open/t_pregout_bycab.sas, SAS Version 9.4 (05MAR2024,19:59)
8 The denominator is the sum of known outcomes for those that ended prior to confirmation and those with confirmed pregnancies.
7 Confirmed pregnancies with no available information regarding the pregnancy outcome ("No" in response to "Did this pregnancy have an obtainable outcome?" on the Pregnancy Outcome Log).
6 Confirmed pregnancies with no Pregnancy Outcome Log completed yet (the majority of these pregnancies are ongoing).

5 Cases with an initial positive pregnancy test followed by a negative pregnancy test at the confirmation visit, but no additional information about the pregnancy ("No" in response to "Did this pregnancy have an obtainable
outcome?" on the Pregnancy Outcome Log).

4 The number of outcomes will be higher than the number of pregnancies when there are multiple births. As of the cutoff date, one Confirmed Pregnancy is missing all the required information on the Pregnancy Outcome Log.
This is a data issue. So, Confirmed Pregnancies with Obtainable Outcome row of the table displays a count of 208 instead of 209.

3 Cases with an initial positive pregnancy test followed by a negative pregnancy test at the confirmation visit, but no Pregnancy Outcome Log completed yet.
2 Includes a) cases where the confirmatory pregnancy test was negative, and b) cases with a pregnancy outcome log indicating a loss (with gestational age <20 weeks) prior to confirmation.
1 Cases with a single positive pregnancy test and no additional information about the pregnancy ("No" in response to "Did this pregnancy have an obtainable outcome?" on the Pregnancy Outcome Log).
____________________________________________________

HPTN 084 − A Phase 3 Double Blind Safety and Efficacy Study of Long−Acting Injectable Cabotegravir Compared to Daily Oral TDF/FTC for Pre−Exposure
Prophylaxis in HIV−Uninfected Women

Atlas Open Report − March 5, 2024
Visit Cutoff Date: March 5, 2024

Table 12 − Cumulative Pregnancy Outcomes by CAB Status

Overall CAB Arm in Blinded Trial

TDF/FTC Arm in Blinded Trial,
but CAB Exposure Prior or
During Pregnancy in OLE

TDF/FTC Arm in Blinded Trial,
and No CAB Exposure Prior or

During Pregnancy in OLE
Number of Participants with Positive Pregnancy Test 638 327 155 156

Number of Reported Pregnancies 731 371 185 175

Pending Confirmation 8/731 (1.1%) 3/371 (0.8%) 2/185 (1.1%) 3/175 (1.7%)

No Obtainable Outcomes 1 0/8 (0.0%) 0/3 (0.0%) 0/2 (0.0%) 0/3 (0.0%)

Not Confirmed or Ended Prior to Confirmation 2 74/731 (10.1%) 39/371 (10.5%) 6/185 (3.2%) 29/175 (16.6%)

Pending Outcome 3 1/74 (1.4%) 0/39 (0.0%) 0/6 (0.0%) 1/29 (3.4%)

Number with Obtainable Outcomes 4 73/74 (98.6%) 39/39 (100.0%) 6/6 (100.0%) 28/29 (96.6%)

Spontaneous Abortion (<20 Weeks) 47/73 (64.4%) 25/39 (64.1%) 4/6 (66.7%) 18/28 (64.3%)

Ectopic Pregnancy 5/73 (6.8%) 2/39 (5.1%) 0/6 (0.0%) 3/28 (10.7%)

Therapeutic/Elective Abortion 21/73 (28.8%) 12/39 (30.8%) 2/6 (33.3%) 7/28 (25.0%)

Other 0/73 (0.0%) 0/39 (0.0%) 0/6 (0.0%) 0/28 (0.0%)

No Obtainable Outcomes 5 0/74 (0.0%) 0/39 (0.0%) 0/6 (0.0%) 0/29 (0.0%)

Confirmed Pregnancies 649/731 (88.8%) 329/371 (88.7%) 177/185 (95.7%) 143/175 (81.7%)

Pending Outcome 6 129/649 (19.9%) 76/329 (23.1%) 44/177 (24.9%) 9/143 (6.3%)

Confirmed Pregnancies with Obtainable Outcomes 519/649 (80.0%) 252/329 (76.6%) 133/177 (75.1%) 134/143 (93.7%)

Number of Obtainable Outcomes 4 529 255 135 139

Full Term Delivery (>=37 Weeks) 368/529 (69.6%) 176/255 (69.0%) 79/135 (58.5%) 113/139 (81.3%)

Preterm Delivery (<37 Weeks) 31/529 (5.9%) 16/255 (6.3%) 8/135 (5.9%) 7/139 (5.0%)

Stillbirth/Intrauterine Fetal Demise (>=20 Weeks) 15/529 (2.8%) 7/255 (2.7%) 2/135 (1.5%) 6/139 (4.3%)

Spontaneous Abortion (<20 Weeks) 79/529 (14.9%) 43/255 (16.9%) 28/135 (20.7%) 8/139 (5.8%)

Ectopic Pregnancy 5/529 (0.9%) 0/255 (0.0%) 4/135 (3.0%) 1/139 (0.7%)

Therapeutic/Elective Abortion 28/529 (5.3%) 12/255 (4.7%) 12/135 (8.9%) 4/139 (2.9%)

Other 3/529 (0.6%) 1/255 (0.4%) 2/135 (1.5%) 0/139 (0.0%)

No Obtainable Outcomes 7 1/649 (0.2%) 1/329 (0.3%) 0/177 (0.0%) 0/143 (0.0%)
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Source: SCHARP (Anusha) − /trials/hptn/p084/analysis/atlas/code/open/t_pregout_bycab.sas, SAS Version 9.4 (05MAR2024,19:59)
8 The denominator is the sum of known outcomes for those that ended prior to confirmation and those with confirmed pregnancies.
7 Confirmed pregnancies with no available information regarding the pregnancy outcome ("No" in response to "Did this pregnancy have an obtainable outcome?" on the Pregnancy Outcome Log).
6 Confirmed pregnancies with no Pregnancy Outcome Log completed yet (the majority of these pregnancies are ongoing).

5 Cases with an initial positive pregnancy test followed by a negative pregnancy test at the confirmation visit, but no additional information about the pregnancy ("No" in response to "Did this pregnancy have an obtainable
outcome?" on the Pregnancy Outcome Log).

4 The number of outcomes will be higher than the number of pregnancies when there are multiple births. As of the cutoff date, one Confirmed Pregnancy is missing all the required information on the Pregnancy Outcome Log.
This is a data issue. So, Confirmed Pregnancies with Obtainable Outcome row of the table displays a count of 208 instead of 209.

3 Cases with an initial positive pregnancy test followed by a negative pregnancy test at the confirmation visit, but no Pregnancy Outcome Log completed yet.
2 Includes a) cases where the confirmatory pregnancy test was negative, and b) cases with a pregnancy outcome log indicating a loss (with gestational age <20 weeks) prior to confirmation.
1 Cases with a single positive pregnancy test and no additional information about the pregnancy ("No" in response to "Did this pregnancy have an obtainable outcome?" on the Pregnancy Outcome Log).
____________________________________________________

HPTN 084 − A Phase 3 Double Blind Safety and Efficacy Study of Long−Acting Injectable Cabotegravir Compared to Daily Oral TDF/FTC for Pre−Exposure
Prophylaxis in HIV−Uninfected Women

Atlas Open Report − March 5, 2024
Visit Cutoff Date: March 5, 2024

Table 12 − Cumulative Pregnancy Outcomes by CAB Status

Overall CAB Arm in Blinded Trial

TDF/FTC Arm in Blinded Trial,
but CAB Exposure Prior or
During Pregnancy in OLE

TDF/FTC Arm in Blinded Trial,
and No CAB Exposure Prior or

During Pregnancy in OLE
Congenital Anomalies 8

Yes 8/602 (1.3%) 3/294 (1.0%) 3/141 (2.1%) 2/167 (1.2%)

No 415/602 (68.9%) 198/294 (67.3%) 84/141 (59.6%) 133/167 (79.6%)

Unknown 173/602 (28.7%) 90/294 (30.6%) 51/141 (36.2%) 32/167 (19.2%)

Missing 6/602 (1.0%) 3/294 (1.0%) 3/141 (2.1%) 0/167 (0.0%)
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Kwa Zulu

Natal: Verulam
CRS

548116336 11SEP2020 Y 08DEC2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

08DEC2023 11AUG2022 Y Confirmed −

South Africa:
Kwa Zulu

Natal: Verulam
CRS

548187126 04NOV2019 Y 07MAR2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

07MAR2023 20JUN2022 Y Confirmed 06JUL2023 Premature
Term Live
Birth (< 37
Weeks)

admitted for
pre−eclamp
sia 12 jun
2023.
emergency
c−section
done 06 jul
2023 (31
weeks).
baby was
born alive,
and died in
nicu on 19
jul 2023

South Africa:
Kwa Zulu

Natal: Verulam
CRS

548369817 21FEB2019 28JUN2023 V70.0 −
Step

4c−TDF/
FTC −

Week 48
(1)

28JUN2023 27JUL2022 Y Confirmed −

South Africa:
Kwa Zulu

Natal: Verulam
CRS

548655284 17SEP2019 09JAN2023 V67.0 −
Step

4c−TDF/
FTC −

Week 24
(1)

09JAN2023 25JUL2022 Y Confirmed −

South Africa:
Kwa Zulu

Natal: Verulam
CRS

548655284 17SEP2019 16OCT2023 V71.0 −
Step

5−TDF/
FTC −

Day 0 (1)

16OCT2023 25JUL2022 Y Ended Prior
To
Confirmation

19JAN2023 Spontaneous
Abortion (<
20 Weeks)

spontaneou
s abortion at
8 weeks
gestation

South Africa:
Kwa Zulu

Natal: Verulam
CRS

548758104 05NOV2019 04APR2023 V69.0 −
Step

4c−TDF/
FTC −

Week 40
(1)

04APR2023 03JUN2022 Y Confirmed 02NOV2023 Full Term
Live Birth
(>= 37
Weeks)

South Africa:
Kwa Zulu

Natal: Verulam
CRS

548826465 04SEP2019 Y 15FEB2024 V71.0 −
Step

5−TDF/
FTC −

Day 0 (1)

15FEB2024 07JUL2022 Y Confirmed −

South Africa:
Kwa Zulu

Natal: Verulam
CRS

548847524 03APR2019 Y 11MAY2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

11MAY2023 30JUN2022 Y Confirmed 26NOV2023 Full Term
Live Birth
(>= 37
Weeks)

baby was
delivered
vaginally,
no
complicatio
ns reported.
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Kwa Zulu

Natal: Verulam
CRS

548848032 08OCT2019 26JAN2023 V68.0 −
Step

4c−TDF/
FTC −

Week 32
(1)

26JAN2023 26MAY2022 Y Confirmed 13MAY2023 Stillbirth/
Intrauterine
Fetal Demise
(>= 20
Weeks)

participant
had stillbirth
>20 weeks,
which she
reported on
19oct2023.
the outcome
occurred in
hospital on
13may2023.
no other
information
available.

South Africa:
Kwa Zulu

Natal: Verulam
CRS

548848032 08OCT2019 26OCT2023 19OCT2023 26MAY2022 Y Pending
Confirmation

−

South Africa:
Kwa Zulu

Natal: Verulam
CRS

548867819 23JUL2019 Y 12DEC2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

12DEC2023 26JUL2022 Y Confirmed −

Malawi:
Lilongwe:

Malawi CRS

720105795 31JUL2019 Y 09AUG2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

09AUG2022 05APR2022 Y Confirmed 04MAR2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had an
uneventful
labour and
delivered a
live 2555g
male infant

Malawi:
Lilongwe:

Malawi CRS

720131129 04SEP2019 Y 01MAR2022 V203 −
Open
Label

Truvada
Week 24

(1)

01MAR2022 24FEB2022 Y Confirmed 23JUL2022 Full Term
Live Birth
(>= 37
Weeks)

participant
progressed
to a live full
term female
infant on 23
jul 22. birth
weight 3.1
kilograms
and is
breastfeedin
g.
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Malawi:
Lilongwe:

Malawi CRS

720172586 12APR2019 Y 05JUL2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

05JUL2022 04APR2022 Y Confirmed 16JUL2022 Therapeutic/
Elective
Abortion

on 16 july
2022 the
participant
ingested
some
unknown
pills and
experienced
per vaginal
bleeding
with tissue
for 10 days.
an
ultrasound
on 01 sep
2022
confirmed
she had a
complete
abortion.

Malawi:
Lilongwe:

Malawi CRS

720172586 12APR2019 Y 12DEC2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

12DEC2023 04APR2022 Y Confirmed −

Malawi:
Lilongwe:

Malawi CRS

720196739 31JUL2019 Y 07DEC2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

07DEC2022 11APR2022 Y Confirmed 24JUL2023 Full Term
Live Birth
(>= 37
Weeks)

participant
progressed
to a
spontaneou
s vertex
delivery of a
live full term
female
infant on 24
jul 23. apgar
scole 9/10
then 10/10.
no
complicatio
ns noted.
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Malawi:
Lilongwe:

Malawi CRS

720261814 06JUN2019 Y 13JUL2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

13JUL2022 21APR2022 Y Confirmed 22NOV2022 Premature
Term Live
Birth (< 37
Weeks)

induction of
labor was
done
because of
lethal
congenital
anomalies.
she
progessed
to a vertex
delivery of a
female
infant.
apgar score
2/10 then
3/10 baby
was taken
to nursery.

Malawi:
Lilongwe:

Malawi CRS

720376833 18APR2019 Y 19JAN2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

19JAN2023 07MAR2022 Y Confirmed 09AUG2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had
prolonged
labour with
non
reassuring
ctg. she had
an
emergency
c−section,
an
extraction of
a live full
term female
infant was
done.

Malawi:
Lilongwe:

Malawi CRS

720433707 27AUG2019 Y 15FEB2024 V121.0 −
Step

4c−CAB
LA −

Week 96
(1)

15FEB2024 15FEB2022 Y Pending
Confirmation

−

Malawi:
Lilongwe:

Malawi CRS

720469117 19AUG2019 Y 25JAN2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

25JAN2023 23FEB2022 Y Confirmed 24AUG2023 Full Term
Live Birth
(>= 37
Weeks)

the
participant
progressed
into  labor
and
delivered a
full term
infant on 24
august 2023
via
spontaneou
s vaginal
delivery with
no
complicatio
ns.
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Malawi:
Lilongwe:

Malawi CRS

720478035 20MAY2019 Y 15SEP2021 V24.0
Week

121 − S2
(1)

15SEP2021 04MAR2022 Confirmed 17APR2022 Full Term
Live Birth
(>= 37
Weeks)

the
participant
had an
uneventful
labour and
proceeded
to deliver a
live infant
female

Malawi:
Lilongwe:

Malawi CRS

720535096 26SEP2019 Y 06JUN2022 V65.0 −
Step

4c−TDF/
FTC −
Week 8

(1)

06JUN2022 01MAR2022 Y Confirmed −

Malawi:
Lilongwe:

Malawi CRS

720554712 30JUL2019 04JAN2023 V69.0 −
Step

4c−TDF/
FTC −

Week 40
(1)

04JAN2023 29MAR2022 Y Confirmed 16AUG2023 Full Term
Live Birth
(>= 37
Weeks)

the
participant
started
labour and
delivered on
16 august
2023 via
svd. it was
an
uneventful
delivery.

Malawi:
Lilongwe:

Malawi CRS

720594005 12JUN2019 Y 07SEP2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

07SEP2023 31MAR2022 Y Confirmed −

Malawi:
Lilongwe:

Malawi CRS

720660808 27JUN2019 Y 18MAY2022 V56.0 −
Step

4b − Day
0 (1)

18MAY2022 18MAY2022 Confirmed −
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Malawi:
Lilongwe:

Malawi CRS

720709274 18DEC2018 19OCT2022 V68.0 −
Step

4c−TDF/
FTC −

Week 32
(1)

19OCT2022 02MAR2022 Y Confirmed 05MAY2023 Stillbirth/
Intrauterine
Fetal Demise
(>= 20
Weeks)

the
intrauterine
fetal death
was
confirmed
on
ultrasound
scan
however
participant
was
reluctant to
receive
medical
attention
until she
was full
term. she
believed
she could
still feel fetal
movements.

Malawi:
Lilongwe:

Malawi CRS

720713962 28NOV2018 Y 19DEC2023 V121.0 −
Step

4c−CAB
LA −

Week 96
(1)

03JAN2024 09MAR2022 Y Confirmed −

Malawi:
Lilongwe:

Malawi CRS

720815354 05FEB2019 Y 11MAY2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

11MAY2022 16FEB2022 Y Confirmed 13DEC2022 Full Term
Live Birth
(>= 37
Weeks)

membrane
sweep was
done then
spontaneou
s vertex
delivery

Malawi:
Lilongwe:

Malawi CRS

720825170 23OCT2019 03AUG2022 V67.0 −
Step

4c−TDF/
FTC −

Week 24
(1)

03AUG2022 16FEB2022 Y Confirmed 10FEB2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had
uneventful
labour and
delivered a
live 3000g
male infant
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Malawi:
Lilongwe:

Malawi CRS

720845087 08FEB2019 25APR2022 V64.0 −
Step

4c−TDF/
FTC −
Week 0

(1)

25APR2022 25APR2022 Confirmed 21MAY2022 Therapeutic/
Elective
Abortion

participant
took some
drugs for an
abortion on
20−21 may
2022. she
started
bleeding on
21 may
2022. she
went to
hospital on
03 jun 2022
where she
was treated.
she had a
complete
induced
abortion.

Malawi:
Lilongwe:

Malawi CRS

720858728 17SEP2019 Y 21SEP2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

21SEP2023 21MAR2022 Y Confirmed 05OCT2023 Spontaneous
Abortion (<
20 Weeks)

she
experienced
per vaginal
bleeding on
04 october
2023 and
reported to
the hospital
on 05
october
where she
was
assessed
and
diagnosed
with an
incomplete
miscarriage.

Malawi:
Lilongwe:

Malawi CRS

720888514 25FEB2019 Y 08JAN2024 V120.0 −
Step

4c−CAB
LA −

Week 88
(1)

08JAN2024 07MAR2022 Y Confirmed −

Malawi:
Lilongwe:

Malawi CRS

720901779 20FEB2019 04JUL2022 V64.0 −
Step

4c−TDF/
FTC −
Week 0

(1)

04JUL2022 04JUL2022 Confirmed 11JUL2022 Full Term
Live Birth
(>= 37
Weeks)

the
participant
had an
uneventful
labour and
successfully
delivered a
live male
infant
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Malawi:
Lilongwe:

Malawi CRS

720912502 10SEP2019 Y 13JUL2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

13JUL2023 10MAR2022 Y Confirmed 24DEC2023 Premature
Term Live
Birth (< 37
Weeks)

Malawi:
Lilongwe:

Malawi CRS

720915042 05SEP2019 Y 04JAN2022 V204 −
Open
Label

Truvada
Week 36

(1)

04JAN2022 07MAR2022 Confirmed 18JUN2022 Full Term
Live Birth
(>= 37
Weeks)

participant
had
uneventful
labour and
delivered a
live 2900g
female
infant

Malawi:
Lilongwe:

Malawi CRS

720971503 21AUG2019 Y 31AUG2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

31AUG2022 11APR2022 Y Confirmed 25APR2023 Full Term
Live Birth
(>= 37
Weeks)

Malawi:
Lilongwe:

Malawi CRS

720997827 10JUL2019 Y 06SEP2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

06SEP2023 28FEB2022 Y Confirmed −

Botswana:
Gaborone:

Gaborone CRS

723132141 21AUG2019 Y 19SEP2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

19SEP2022 15FEB2022 Y Confirmed 10MAY2023 Full Term
Live Birth
(>= 37
Weeks)

hospital
delivery,
baby noted
to have
polydactyly
and
respiratory
distress,
resuscitated
immediately
after
delivery but
stabilized
on the same
day.
admission
into the
neonatal
unit was not
indicated.
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Botswana:
Gaborone:

Gaborone CRS

723190883 13MAY2019 Y 10OCT2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

10OCT2022 04MAR2022 Y Confirmed 11OCT2022 Spontaneous
Abortion (<
20 Weeks)

participant
with positive
pregnancy
test result
and history
of vaginal
bleeding.
confirmed
complete
miscarriage
on pelvic
ultrasound

Botswana:
Gaborone:

Gaborone CRS

723190883 13MAY2019 Y 20FEB2024 V121.0 −
Step

4c−CAB
LA −

Week 96
(1)

20FEB2024 04MAR2022 Y Confirmed −

Botswana:
Gaborone:

Gaborone CRS

723244317 26FEB2019 Y 21JUL2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

21JUL2022 03MAR2022 Y Confirmed 19MAR2023 Full Term
Live Birth
(>= 37
Weeks)

delivered at
the hospital,
svd with no
complicatio
ns

Botswana:
Gaborone:

Gaborone CRS

723271858 23OCT2018 Y 01NOV2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

01NOV2023 14MAR2022 Y Confirmed 21NOV2023 Spontaneous
Abortion (<
20 Weeks)

participant
noted to
have an
anembryoni
c
gestational
sac on
ultrasound
scan done
at local
hospital
indicating a
missed
miscarriage
and
subsequentl
y had an 
evacuation
done
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Botswana:
Gaborone:

Gaborone CRS

723368062 24JAN2019 Y 17NOV2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

17NOV2022 05MAY2022 Y Confirmed 25NOV2022 Spontaneous
Abortion (<
20 Weeks)

participant
with positive
pregnancy
test results.
denied
history of
amenorrhea
. pelvic
ultrasound
was
unremarkab
le. serum
b−hcg
performed
on 22 nov
2022 and
24 nov 2022
and noted
to be
declining

Botswana:
Gaborone:

Gaborone CRS

723397886 29NOV2018 Y 15MAR2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

15MAR2023 21FEB2022 Y Confirmed 15NOV2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had
spontaneou
s vaginal
delivery at
term at a
local clinic

Botswana:
Gaborone:

Gaborone CRS

723497556 02MAR2018 Y 07DEC2023 V120.0 −
Step

4c−CAB
LA −

Week 88
(1)

07DEC2023 15FEB2022 Y Confirmed 12JAN2024 Spontaneous
Abortion (<
20 Weeks)

participant
reported
she had
vaginal
bleeding,
ultrasound
scan
performed
noted
incomplete
miscarriage
and
evacuation
was
subsequentl
y performed
at a local
hospital
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Botswana:
Gaborone:

Gaborone CRS

723566105 21AUG2019 09FEB2023 V70.0 −
Step

4c−TDF/
FTC −

Week 48
(1)

09FEB2023 15FEB2022 Y Confirmed 08MAR2023 Spontaneous
Abortion (<
20 Weeks)

participant
noted to
have
positive
pregnancy
test result at
visit 70.0
and
unremarkab
le
ultrasound
findings.
noted to
have
declining
serum
b−hcg
levels

Botswana:
Gaborone:

Gaborone CRS

723646763 29MAR2019 Y 27JUN2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

27JUN2023 14MAR2022 Y Confirmed 08DEC2023 Stillbirth/
Intrauterine
Fetal Demise
(>= 20
Weeks)

history of
gestational
hypertensio
n in
previous
pregnancies
. initiated on
methyldopa
on 6 nov
2023.
delivered a
stillborn
baby post
ultrasound
confirming
intrauterine
fetal death

Botswana:
Gaborone:

Gaborone CRS

723656537 05JUL2019 Y 02FEB2023 V69.0 −
Step

4c−TDF/
FTC −

Week 40
(1)

02FEB2023 14APR2022 Y Confirmed 22MAR2023 Spontaneous
Abortion (<
20 Weeks)

participant
with history
of positive
pregnancy
test result
with history
of vaginal
bleeding.
subsequent
pregnancy
test
performed
on 22 mar
2023 noted
to be
negative
consistent
with
miscarriage
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Botswana:
Gaborone:

Gaborone CRS

723772671 26MAR2019 Y 12JUL2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

12JUL2023 14FEB2022 Y Confirmed 11JAN2024 Premature
Term Live
Birth (< 37
Weeks)

participant
went into
pre−term
labor and
progressed
to delivering
a live baby.

Botswana:
Gaborone:

Gaborone CRS

723804644 26FEB2019 Y 05SEP2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

05SEP2022 19APR2022 Y Confirmed 16FEB2023 Premature
Term Live
Birth (< 37
Weeks)

participant
hospitalized
on 15 feb
2023 for
elevated
blood
pressure
readings.
induction of
labour
performed
and
participant
subsequentl
y delivered
a live baby
boy on 16
feb 2023

Botswana:
Gaborone:

Gaborone CRS

723822035 27NOV2018 Y 19OCT2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

19OCT2022 05JUL2022 Y Confirmed 11MAY2023 Full Term
Live Birth
(>= 37
Weeks)

hospital
delivery
through c/s
for fetal
bradycardia.
baby
admitted in
nnu for
meconium
aspiration
syndrome

Botswana:
Gaborone:

Gaborone CRS

723975273 15NOV2018 Y 15FEB2023 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

15FEB2023 14JUL2022 Y Confirmed 09MAR2023 Spontaneous
Abortion (<
20 Weeks)

participant
reported
lower
abdominal
pain and
vaginal
bleeding on.
ultrasound
performed
noted
intrauterine
mass, no
fetal parts.
mva
performed
noted
retained
products of
conception
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Botswana:
Gaborone:

Gaborone CRS

723992050 22OCT2018 Y 01MAR2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

01MAR2023 11MAR2022 Y Confirmed 07OCT2023 Full Term
Live Birth
(>= 37
Weeks)

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753187947 19JUN2019 Y 29AUG2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

29AUG2023 25MAY2022 Y Confirmed −

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753219505 21OCT2019 Y 03AUG2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

03AUG2022 13APR2022 Y Confirmed 11NOV2022 Spontaneous
Abortion (<
20 Weeks)

had
expulsion of
fetal
products on
the 11 nov
2022.

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753227548 13DEC2019 Y 30SEP2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

30SEP2022 10JUN2022 Y Confirmed 30NOV2022 Therapeutic/
Elective
Abortion

participant
terminated
the
pregnancy
and does
not want to
divulge the
details

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753227548 13DEC2019 Y 01MAR2024 V120.0 −
Step

4c−CAB
LA −

Week 88
(1)

01MAR2024 10JUN2022 Y Ended Prior
To
Confirmation

16FEB2024 Therapeutic/
Elective
Abortion

she took
some herbs
from a
traditional
healer and
had vaginal
bleeding
same day
with some
clots and
the bleeding
stopped
after 2 days

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753244890 15NOV2018 18JAN2023 V69.0 −
Step

4c−TDF/
FTC −

Week 40
(1)

18JAN2023 13APR2022 Y Confirmed 30AUG2023 Full Term
Live Birth
(>= 37
Weeks)

baby was
delivered by
spontaneou
s vaginal
delivery at
kawaala
health
center at 10
50pm on 30
aug 23. no
complicatio
ns reported
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753309095 25OCT2019 Y 20JUL2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

20JUL2023 28APR2022 Y Confirmed 27FEB2024 Full Term
Live Birth
(>= 37
Weeks)

a live baby
boy was
delivered by
spontaneou
s vaginal
delivery
weighing
3.2kg

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753337561 08NOV2019 Y 27NOV2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

27NOV2023 12MAY2022 Y Confirmed −

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753349972 19FEB2019 Y 22JAN2024 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

22JAN2024 13JUN2022 Y Confirmed −

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753358920 01NOV2019 Y 13JUL2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

13JUL2023 22APR2022 Y Confirmed 14AUG2023 Spontaneous
Abortion (<
20 Weeks)

participant
was
diagnosed
with a
missed
abortion
and was
managed
with manual
vaccum
aspiration at
kawempe
regional
referral
hospital.
she is
steady and
well

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753378585 12NOV2019 Y 26JUL2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

26JUL2022 27MAY2022 Y Confirmed 04APR2023 Full Term
Live Birth
(>= 37
Weeks)

delivered
baby girl via
svd in
kawempe
hospital
.mother and
baby are
both fine.
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753381430 10FEB2020 Y 14FEB2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

14FEB2023 12APR2022 Y Confirmed 17SEP2023 Full Term
Live Birth
(>= 37
Weeks)

after ten
hours of
active
labour, 
partcipant
developed
pv bleeding
with foetal
bradycardia.
labor
progressed
and later a
baby was
delivered by
svd at
19:16hours

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753406172 20MAY2019 Y 09NOV2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

09NOV2023 27APR2022 Y Confirmed 06FEB2024 Full Term
Live Birth
(>= 37
Weeks)

participant
had
c/section
done due to
big baby
from
kawempe
national
referral
hospital on
06 feb 2024

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753437273 18NOV2019 Y 16MAY2022 V64.0 −
Step

4c−TDF/
FTC −
Week 0

(1)

16MAY2022 16MAY2022 Confirmed 14JUN2022 Spontaneous
Abortion (<
20 Weeks)

participant
had a
missed
abortion

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753437273 18NOV2019 Y 28NOV2022 V57.0 −
Step

4c−CAB
LA −

Week 0
(1)

28NOV2022 16MAY2022 Y Confirmed 25JUL2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered a
live baby
girl on the
25 jul 23 at
life link
hospital.
both mothe
and baby
are well
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753465231 16NOV2018 Y 16NOV2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

16NOV2022 04MAY2022 Y Confirmed 05JUL2023 Full Term
Live Birth
(>= 37
Weeks)

mother
delivered
baby by
spontaneou
s vaginal
delivery in
komamboga
health
centre, no
intrapartum
and
postpartum
complicatio
ns reported.
both mother
and baby
stable

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753474024 12NOV2019 Y 17NOV2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

17NOV2022 05MAY2022 Y Confirmed 16JAN2023 Therapeutic/
Elective
Abortion

participant
started
inducing
abortion on
16 dec 2022
and by 16
jan 23 the
abortion
had been
completed
and she had
no
complaints.

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753505795 15NOV2018 Y 27JUN2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

27JUN2023 30JUN2022 Y Confirmed 22SEP2023 Spontaneous
Abortion (<
20 Weeks)

participant
suffered an
incomplete
abortion at
16 weeks of
amenorrhea
which
started out
as
abdominal
crumping
followed by
caginal
bleeding on
the 20 sep
23 morning.
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753529755 15OCT2019 Y 01MAR2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

01MAR2023 30MAY2022 Y Confirmed 08OCT2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered on
08 oct 23 by
spontaneou
s vaginal
delivery to a
live baby
boy at home
assisted by
health
worker near
by home.

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753571198 04NOV2019 Y 06NOV2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

06NOV2023 25APR2022 Y Confirmed −

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753601059 21OCT2019 04JUL2022 V65.0 −
Step

4c−TDF/
FTC −
Week 8

(1)

04JUL2022 06MAY2022 Y Confirmed 02FEB2023 Full Term
Live Birth
(>= 37
Weeks)

mother
delivered
twins by
caesearean
section in
hospital. the
twins are
doing well.
no
postpartum
complicatio
ns reported

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753601059 21OCT2019 04JUL2022 V65.0 −
Step

4c−TDF/
FTC −
Week 8

(1)

04JUL2022 06MAY2022 Y Confirmed 02FEB2023 Full Term
Live Birth
(>= 37
Weeks)

mother
delivered
twins by
caesearean
section in
hospital. 
the twins
are doing
well. no
postpartum
complicatio
ns reported

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753609016 31OCT2019 Y 07OCT2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

07OCT2022 22APR2022 Y Confirmed 12MAY2023 Full Term
Live Birth
(>= 37
Weeks)

deliverd by
spontaneou
s vaginal
delivery at
14 44hrs 
and no
episiotomy
given during
delivery and
no post
partum
bleeding
recorded.
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753627736 09MAR2020 Y 11OCT2022 V66.0 −
Step

4c−TDF/
FTC −

Week 16
(1)

11OCT2022 21JUN2022 Y Confirmed 04JUN2023 Full Term
Live Birth
(>= 37
Weeks)

delivered
baby boy on
04 jun 2023
from roswell
hospital.
other and
baby are all
in good
condition.

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753658629 17DEC2019 Y 01NOV2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

01NOV2023 20APR2022 Y Confirmed 09NOV2023 Therapeutic/
Elective
Abortion

she went to
the clinic
and was
given
sublingual
misoprostol
and she
aborted the
same da

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753686922 19FEB2019 Y 02JAN2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

02JAN2023 16MAY2022 Y Confirmed 24JUL2023 Full Term
Live Birth
(>= 37
Weeks)

a live baby
boy
delivered by
spontaneou
s vaginal
delivery at a
weight of
3.56kg
scoring 8 at
1 minute
and 10 at 5
minutes. no
intrapartum
andpost
partum
complicatio
ns   were
reported

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753693496 01NOV2019 Y 10OCT2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

10OCT2022 25APR2022 Y Confirmed 17DEC2022 Spontaneous
Abortion (<
20 Weeks)

participant
had a
miscarriage
on 17th
december
2022(
started out
as
abdominal
cramps
followed by
intense per
vaginal
bleeding
progressing
to a
miscarriage
in one day).
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753693496 01NOV2019 Y 17JUL2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

17JUL2023 25APR2022 Y Confirmed 10FEB2024 Full Term
Live Birth
(>= 37
Weeks)

a live baby
boy
weighing
3.3 kgs was
delivered by
spontaneou
s vaginal
delivery on
10 feb 2024
with no
complicatio
ns
encountere
d.

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753727488 26MAR2019 Y 28OCT2022 V55.0 −
Step

4a − Day
0 (1)

28OCT2022 08JUL2022 Y Confirmed 01JUL2023 Full Term
Live Birth
(>= 37
Weeks)

mother
delivered
baby by
spontaneou
s vaginal
delivery and
no
intrapartum
and
postpartum
complicatio
ns reported,
both mother
and baby
are stable

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753753395 07NOV2018 Y 06OCT2022 V67.0 −
Step

4c−TDF/
FTC −

Week 24
(1)

06OCT2022 21APR2022 Y Confirmed 30APR2023 Full Term
Live Birth
(>= 37
Weeks)

mother
deliverd
baby by
spontaneou
s vaginal
delivery in
hospital, no
delivery
complicatio
ns reported
and both
mother and
baby were
well and
stable

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753759000 16NOV2018 Y 18NOV2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

18NOV2022 08JUN2022 Y Confirmed 30NOV2022 Spontaneous
Abortion (<
20 Weeks)

this was a
spontaneou
s
abortion <
20 weeks
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The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753766940 30APR2019 Y 09AUG2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

09AUG2022 08JUN2022 Y Confirmed 06APR2023 Full Term
Live Birth
(>= 37
Weeks)

she
delivered a
female baby
by standard
vadinal
delivery
around
midnight on
06 apr
2023.no
complicatio
ns during
delivery or
the early
postpartum
period.

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753781022 23OCT2019 24JAN2022 V203 −
Open
Label

Truvada
Week 24

(1)

24JAN2022 20APR2022 Confirmed 24JUL2022 Full Term
Live Birth
(>= 37
Weeks)

baby was
delivered by
spontaneou
s vaginal
delivery

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753781022 23OCT2019 22FEB2023 V69.0 −
Step

4c−TDF/
FTC −

Week 40
(1)

22FEB2023 20APR2022 Y Confirmed −

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753784840 07MAR2019 20JUL2022 V64.0 −
Step

4c−TDF/
FTC −
Week 0

(1)

20JUL2022 20JUL2022 Confirmed 18NOV2022 Full Term
Live Birth
(>= 37
Weeks)

it was a
normal
delivery

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753785729 09MAR2020 Y 10NOV2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

10NOV2022 26MAY2022 Y Confirmed 02MAY2023 Full Term
Live Birth
(>= 37
Weeks)

mother
delivered
live baby
boy
weighing
2.7kgs by
spontaneou
s vaginal
delivery in a
hospital.
both baby
and mother
are fine. no
delivery
complicatio
ns reported
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The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753847262 16NOV2018 Y 20OCT2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

20OCT2023 02JUN2022 Y Confirmed −

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753861001 19FEB2020 Y 18AUG2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

18AUG2022 19APR2022 Y Confirmed 04APR2023 Full Term
Live Birth
(>= 37
Weeks)

mother
delivered
baby by
spontaneou
s vaginal
delivery and
no
intrapartum
and post
partum
complicatio
ns reported.
both mother
and baby
are stable

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753864926 11FEB2020 Y 03JAN2023 V67.0 −
Step

4c−TDF/
FTC −

Week 24
(1)

03JAN2023 19JUL2022 Y Confirmed 21FEB2023 Spontaneous
Abortion (<
20 Weeks)

on the night
of 18 feb
2023, she
noticed
heavy per
vaginal
bleeding
and she
rushed to
kawempe
regional
referral
hospital
where a
scan that
was done
on arrival
was
suggestive
of a blighted
ovum at
6w4d
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The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
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Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753878816 06NOV2019 Y 23JUN2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

23JUN2022 27APR2022 Y Confirmed 21FEB2023 Full Term
Live Birth
(>= 37
Weeks)

she reports
she
delivered a
baby boy on
21 feb 2022
from sda
health
center iii in
kireka .she
delivered by
svd.reports
had no
delivery
complicatio
ns and was
discharged
on 22 feb
2022.

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753898469 01NOV2018 Y 10AUG2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

10AUG2023 19MAY2022 Y Confirmed −

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753917968 23MAY2019 Y 19SEP2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

19SEP2023 03MAY2022 Y Confirmed 20SEP2023 Therapeutic/
Elective
Abortion

she went to
a clinic and
was given 4
tablets of
misoprostol
to swallow
and later
she aborted
the same
day

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753940384 22FEB2019 Y 12AUG2021 V25.0
Week

129 − S2
(1)

12AUG2021 21APR2022 Confirmed 06MAY2022 Full Term
Live Birth
(>= 37
Weeks)

hospital
delivery to
live male
baby that
cried
immediately
.

Uganda:
Kampala:
MU−JHU
Research

Collaboration
CRS

753995022 28FEB2019 23MAY2022 V64.0 −
Step

4c−TDF/
FTC −
Week 0

(1)

23MAY2022 23MAY2022 Confirmed 26MAY2022 Therapeutic/
Elective
Abortion

participant
reported to
have
induced the
abortion
using
unspecified
sublingual
tablets
obtained
from a
nearby
clinic.
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The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:
Seke South

CRS

754108189 09APR2019 Y 12DEC2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

12DEC2022 07JUN2022 Y Confirmed −

Zimbabwe:
Chitungwiza:
Seke South

CRS

754130387 01OCT2019 Y 04AUG2022 V56.0 −
Step

4b − Day
0 (1)

04AUG2022 04AUG2022 Confirmed 13MAR2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered by
standard
vaginal
delivery and
had an
episiotomy
done. she
was
prescribed
antibiotics
and sitz
baths.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754140349 07MAR2019 Y 26SEP2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

26SEP2022 01AUG2022 Y Confirmed 05MAY2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
standard
unassisted
vaginal
delivery at
her local
health
center

Zimbabwe:
Chitungwiza:
Seke South

CRS

754151572 05SEP2019 09FEB2022 V202 −
Open
Label

Truvada
Week 12

(1)

09FEB2022 27JUL2022 Confirmed 05SEP2022 Full Term
Live Birth
(>= 37
Weeks)

she did not
present at
the local
clinic where
she had
booked to
deliver
when she
went into
labor and
delivered at
home. she 
presented
at her local
clinic 3 days
later. baby
was not
weighed.
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:
Seke South

CRS

754225938 20MAY2019 Y 02FEB2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

02FEB2023 07JUL2022 Y Confirmed 15SEP2023 Full Term
Live Birth
(>= 37
Weeks)

she was
referred
from local
clinic to the
hospital for
meconium−
stained
liquor. she
then
delivered by
standard
vaginal
delivery and
had
antibiotics
prescribed.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754251914 01APR2019 Y 24APR2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

24APR2023 07JUL2022 Y Confirmed 22DEC2023 Full Term
Live Birth
(>= 37
Weeks)

no
complicatio
ns reported
in both mom
and infant.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754386759 05MAR2019 Y 18AUG2022 V56.0 −
Step

4b − Day
0 (1)

18AUG2022 18AUG2022 Confirmed 13MAR2023 Full Term
Live Birth
(>= 37
Weeks)

caesarian
section was
done for
fetal
distress.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754387401 01AUG2019 Y 15FEB2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

15FEB2023 09JUN2022 Y Confirmed 03OCT2023 Full Term
Live Birth
(>= 37
Weeks)

baby was
delivered at
local clinic.
no maternal
or infant
complicatio
ns were
reported.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754388987 11APR2019 Y 08JUN2022 V56.0 −
Step

4b − Day
0 (1)

08JUN2022 08JUN2022 Confirmed 24JAN2023 Full Term
Live Birth
(>= 37
Weeks)

she
delivered by
standard
vaginal
delivery but
passed
thick
meconium
stained
liquor for
which both
mom and
baby were
treated.
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:
Seke South

CRS

754423776 31JAN2019 Y 06APR2022 V203 −
Open
Label

Truvada
Week 24

(1)

06APR2022 23JUN2022 Confirmed 11NOV2022 Full Term
Live Birth
(>= 37
Weeks)

standard
vaginal
delivery
labor
duration
lasted 2
hours and
55 minutes.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754427832 12SEP2019 Y 02OCT2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

02OCT2023 25JUL2022 Y Confirmed −

Zimbabwe:
Chitungwiza:
Seke South

CRS

754440908 25JUL2019 Y 07DEC2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

07DEC2022 06JUL2022 Y Confirmed 16DEC2022 Spontaneous
Abortion (<
20 Weeks)

participant
had an
uncomplicat
ed
spontaneou
s abortion at
home and
did not seek
medical
attention. an
ultrasound
scan done 
on 06 jan 23
showed no
retained
products of
conception.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754440908 25JUL2019 Y 11JAN2024 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

11JAN2024 06JUL2022 Y Ended Prior
To
Confirmation

28DEC2023 Spontaneous
Abortion (<
20 Weeks)

she had a
spontaneou
s
miscarriage
on 28 dec
23 and had
rpocs . she
was given
misoprostol
orally on 02
jan 24 and
repeat uss
showed
rpocs on 15
jan 24.
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Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:
Seke South

CRS

754452785 31JUL2019 Y 05DEC2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

05DEC2022 28JUL2022 Y Confirmed 06JUL2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered a
full−term girl
and
sustained
perineal
lacerations.
there were
no infant or
maternal
complicatio
ns.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754458612 22JAN2019 Y 15MAR2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

15MAR2023 15JUN2022 Y Confirmed 01NOV2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered at
home and
was
assisted by
a traditional
birth
attendant.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754471087 09JUL2019 Y 19JUN2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

19JUN2023 22JUN2022 Y Confirmed 06FEB2024 Full Term
Live Birth
(>= 37
Weeks)

this was a
post−dates
delivery. no
complicatio
ns reported
in both mom
and infant
except
perineal
lacerations
in mom.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754481374 19FEB2019 Y 11JAN2023 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

11JAN2023 23JUN2022 Y Confirmed 30AUG2023 Full Term
Live Birth
(>= 37
Weeks)

no maternal
or infant
complicatio
ns were
reported.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754514746 20FEB2019 Y 27NOV2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

27NOV2023 30JUN2022 Y Confirmed 12DEC2023 Spontaneous
Abortion (<
20 Weeks)

she had a
incomplete
miscarriage.
date of
miscarriage
isn’t known
but uss
scan done
on 12 dec
23 showed
no fetal
pole. repeat
uss on 23
jan 24
showed
incomplete
miscarriage.
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Enrollment
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to or
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Start
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OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:
Seke South

CRS

754544202 01AUG2019 Y 15MAY2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

15MAY2023 15AUG2022 Y Confirmed 24NOV2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered at
home and
only
registered
the birth on
27 nov 23.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754545184 14OCT2019 Y 15FEB2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

15FEB2023 02JUN2022 Y Confirmed 15OCT2023 Full Term
Live Birth
(>= 37
Weeks)

normal
vaginal
delivery of a
boy who
was
exposed to
syphilis and
whose
mother was
hospitalised
for
substance−i
nduced
psychosis.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754577766 08OCT2019 Y 03FEB2022 V203 −
Open
Label

Truvada
Week 24

(1)

03FEB2022 21JUL2022 Confirmed 24SEP2022 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
standard
vaginal
delivery

Zimbabwe:
Chitungwiza:
Seke South

CRS

754623726 30APR2019 Y 06MAR2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

06MAR2023 30MAY2022 Y Confirmed 13OCT2023 Full Term
Live Birth
(>= 37
Weeks)

she
delivered a
full term live
baby girl.
there were
no maternal
nor fetal
complicatio
ns.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754689125 11SEP2019 Y 09NOV2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

09NOV2022 23JUN2022 Y Confirmed 31DEC2022 Spontaneous
Abortion (<
20 Weeks)

non viable
pregnancy
was picked
on
ultrasound
scan. she
was not
bleeding
and cervical
os was
closed.
participant
declined
both
medical and
surgical
evacuation
of retained
products.
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Exposure

Prior
to or
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Pregnancy

OLE
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Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:
Seke South

CRS

754689125 11SEP2019 Y 05DEC2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

05DEC2023 23JUN2022 Y Confirmed −

Zimbabwe:
Chitungwiza:
Seke South

CRS

754689864 10OCT2019 Y 27JUL2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

27JUL2022 01JUN2022 Y Confirmed 16OCT2022 Spontaneous
Abortion (<
20 Weeks)

participant
had a
spontaneou
s abortion at
home and
did not
immediately
seek
medical
attention.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754693177 02JUL2019 Y 08DEC2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

08DEC2023 16JUN2022 Y Confirmed −

Zimbabwe:
Chitungwiza:
Seke South

CRS

754710179 09OCT2019 Y 03MAY2022 V202 −
Open
Label

Truvada
Week 12

(1)

03MAY2022 08JUN2022 Confirmed 26DEC2022 Full Term
Live Birth
(>= 37
Weeks)

this was a
normal
standard
vaginal
delivery with
no
complicatio
ns reported
in both baby
and mom.
however,
the mother
did not
know her
lnmp and
uss showed
edd of 26
nov 22. she
delivered on
26 dec 22.

Zimbabwe:
Chitungwiza:
Seke South

CRS

754724887 12SEP2019 Y 30MAY2022 V55.0 −
Step

4a − Day
0 (1)

30MAY2022 30MAY2022 Confirmed 09DEC2022 Full Term
Live Birth
(>= 37
Weeks)

standard
vaginal
delivery

Zimbabwe:
Chitungwiza:
Seke South

CRS

754798852 03JUL2019 Y 12DEC2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

12DEC2022 10JUN2022 Y Confirmed 31JUL2023 Full Term
Live Birth
(>= 37
Weeks)
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
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Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:
Seke South

CRS

754822026 09OCT2019 Y 14DEC2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

14DEC2023 13JUL2022 Y Confirmed −

Zimbabwe:
Chitungwiza:
Seke South

CRS

754863833 19SEP2019 Y 26FEB2024 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

26FEB2024 04JUL2022 Y Confirmed −

Zimbabwe:
Chitungwiza:
Seke South

CRS

754880675 31JAN2019 Y 22JAN2024 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

22JAN2024 30JUN2022 Y Confirmed −

Zimbabwe:
Chitungwiza:
Seke South

CRS

754905721 27FEB2019 Y 17AUG2022 V56.0 −
Step

4b − Day
0 (1)

17AUG2022 17AUG2022 Confirmed −

Zimbabwe:
Chitungwiza:
Seke South

CRS

754906674 07OCT2019 Y 12DEC2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

12DEC2022 08JUN2022 Y Confirmed 04JUN2023 Premature
Term Live
Birth (< 37
Weeks)

caesarian
section was
done for
abnormal
dopplers

Zimbabwe:
Chitungwiza:
Seke South

CRS

754921154 30JUL2019 Y 25JUL2022 V56.0 −
Step

4b − Day
0 (1)

25JUL2022 25JUL2022 Confirmed 27FEB2023 Full Term
Live Birth
(>= 37
Weeks)

normal
vaginal
delivery with
no infant or
maternal
complicatio
ns.

Malawi:
Blantyre:

Blantyre CRS

760312658 16APR2019 Y 27FEB2024 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

27FEB2024 06SEP2022 Y Confirmed −

Malawi:
Blantyre:

Blantyre CRS

760369980 01MAR2019 Y 22SEP2022 V56.0 −
Step

4b − Day
0 (1)

22SEP2022 22SEP2022 Confirmed 03JUN2023 Full Term
Live Birth
(>= 37
Weeks)

normal
spontaneou
s vaginal
delivery

Malawi:
Blantyre:

Blantyre CRS

760383696 22MAR2019 Y 11JAN2022 V205 −
Open
Label

Truvada
Week 48

(1)

11JAN2022 29JUL2022 Confirmed 07AUG2022 Full Term
Live Birth
(>= 37
Weeks)

normal
spontaneou
s vaginal
delivery
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Enrollment

Date

CAB
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Prior
to or

During
Pregnancy
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Pos
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Date

First
Pos
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Visit

Est
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Start
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Start
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Pregnancy

OLE
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Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Malawi:
Blantyre:

Blantyre CRS

760435612 04JUL2019 Y 04SEP2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

04SEP2023 04AUG2022 Y Confirmed −

Malawi:
Lilongwe:

Malawi CRS

760485693 16MAY2019 Y 08SEP2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

08SEP2022 24FEB2022 Y Confirmed 12APR2023 Full Term
Live Birth
(>= 37
Weeks)

participant
underwent
induction of
labour and
delivered a
live 3400g
female
infant

Malawi:
Blantyre:

Blantyre CRS

760534405 02AUG2019 Y 03AUG2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

03AUG2023 05SEP2022 Y Confirmed −

Malawi:
Blantyre:

Blantyre CRS

760541244 06JUN2019 Y 23NOV2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

23NOV2023 01SEP2022 Y Confirmed −

Malawi:
Blantyre:

Blantyre CRS

760738802 17OCT2019 08MAY2023 V69.0 −
Step

4c−TDF/
FTC −

Week 40
(1)

08MAY2023 01AUG2022 Y Confirmed 05JUN2023 Spontaneous
Abortion (<
20 Weeks)

had positive
pregnancy
at visit
69.0.then
scanning
report on 05
june shows
missed
abortion.

Malawi:
Blantyre:

Blantyre CRS

760811063 31JAN2019 Y 23AUG2022 V56.0 −
Step

4b − Day
0 (1)

23AUG2022 23AUG2022 Confirmed 20APR2023 Full Term
Live Birth
(>= 37
Weeks)

spontaneou
s vaginal
delivery

Malawi:
Blantyre:

Blantyre CRS

760877692 20AUG2019 Y 28OCT2022 V57.0 −
Step

4c−CAB
LA −

Week 0
(1)

28OCT2022 04AUG2022 Y Confirmed 07JUL2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had one
previous
c−section
scar

Malawi:
Blantyre:

Blantyre CRS

760899011 05JUN2019 Y 09MAY2023 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

09MAY2023 01SEP2022 Y Confirmed 21NOV2023 Full Term
Live Birth
(>= 37
Weeks)

spontaneou
s vaginal
delivery
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Date

CAB
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Prior
to or
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Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762129566 11SEP2019 Y 05JUN2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

05JUN2023 21JUN2022 Y Confirmed 04AUG2023 Spontaneous
Abortion (<
20 Weeks)

reported
that she had
an
incomplete
abortion on
04 aug
2023

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762129566 11SEP2019 Y 22FEB2024 V120.0 −
Step

4c−CAB
LA −

Week 88
(1)

22FEB2024 21JUN2022 Y Confirmed −

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762138551 25JUL2019 Y 24JAN2024 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

24JAN2024 13JUL2022 Y Confirmed −

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762157246 16MAY2018 12DEC2022 V67.0 −
Step

4c−TDF/
FTC −

Week 24
(1)

12DEC2022 13JUN2022 Y Confirmed 18JUL2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered
twin girls at
hospital on
18 jul 2023

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762157246 16MAY2018 12DEC2022 V67.0 −
Step

4c−TDF/
FTC −

Week 24
(1)

12DEC2022 13JUN2022 Y Confirmed 18JUL2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered
twin girls at
the hospital
on 18 jul
2023

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762164599 03JUL2019 Y 28FEB2022 V203 −
Open
Label

Truvada
Week 24

(1)

28FEB2022 01JUN2022 Confirmed 12SEP2022 Premature
Term Live
Birth (< 37
Weeks)

delivered a
live baby
boy by nvd
on 12 sep
2022.

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762189636 14AUG2019 Y 06APR2022 V26.0
Week

137 − S2
(1)

06APR2022 06JUN2022 Confirmed 04DEC2022 Full Term
Live Birth
(>= 37
Weeks)

delivered by
nvd a live
female
infant on 04
dec 2022 at
02:50

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762209232 02OCT2019 Y 02NOV2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

02NOV2022 23MAY2022 Y Confirmed 21MAY2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered a
live baby
boy on 21
may 2023.

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762237846 15JUL2019 Y 14JUL2022 V56.0 −
Step

4b − Day
0 (1)

14JUL2022 14JUL2022 Confirmed 22JAN2023 Full Term
Live Birth
(>= 37
Weeks)

a normal
vertex
delivery of a
live female
baby

Page 38 of 100



Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
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Pregnancy
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Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762252275 21JAN2019 Y 27JUN2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

27JUN2023 01JUN2022 Y Ended Prior
To
Confirmation

12JUN2023 Spontaneous
Abortion (<
20 Weeks)

participant
had a
miscarriage
on 12 jul
2023.

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762296531 17SEP2019 Y 14FEB2023 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

14FEB2023 20JUL2022 Y Confirmed 05SEP2023 Full Term
Live Birth
(>= 37
Weeks)

mother
delivered a
live male
infant

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762302241 05MAR2019 Y 19JUL2022 V55.0 −
Step

4a − Day
0 (1)

19JUL2022 19JUL2022 Confirmed −

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762343689 01OCT2019 Y 10JAN2023 V67.0 −
Step

4c−TDF/
FTC −

Week 24
(1)

10JAN2023 20JUL2022 Y Confirmed 24JUL2023 Full Term
Live Birth
(>= 37
Weeks)

delivered a
live male
infant by
nvd

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762346373 02SEP2019 Y 02NOV2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

02NOV2023 13JUN2022 Y Confirmed −

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762377362 20AUG2019 Y 29DEC2022 V71.0 −
Step

5−TDF/
FTC −

Day 0 (1)

29DEC2022 01JUN2022 Y Confirmed 23MAR2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered a
live baby
girl girl
through
normal
vertex
delivery

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762399574 16JUL2019 Y 12DEC2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

12DEC2022 19JUL2022 Y Confirmed 01FEB2023 Therapeutic/
Elective
Abortion

pregnancy
medically
terminated
on 01 feb
2023

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762410382 22JUL2019 Y 07JUN2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

07JUN2023 30JUN2022 Y Confirmed 23JAN2024 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered a
live female
infant at 38
weeks on
23 jan 2024

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762416801 21JAN2019 Y 17MAY2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

17MAY2023 14JUN2022 Y Confirmed 02JAN2024 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered a
live male
infant at
38/40 by
nvd
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CAB
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to or
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Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762442183 05AUG2019 Y 20JUL2022 V55.0 −
Step

4a − Day
0 (1)

20JUL2022 20JUL2022 Confirmed 27JUL2022 Spontaneous
Abortion (<
20 Weeks)

participant
had an
abortion on
27 jul 2022

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762442183 05AUG2019 Y 22NOV2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

22NOV2022 20JUL2022 Y Confirmed 17JUL2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered a
live baby
girl on 17 jul
2023

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762443022 15MAY2019 Y 10MAY2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

10MAY2023 15JUN2022 Y Confirmed 10JAN2024 Full Term
Live Birth
(>= 37
Weeks)

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762454307 29JUL2019 Y 19JUL2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

19JUL2023 13JUN2022 Y Confirmed 10FEB2024 Full Term
Live Birth
(>= 37
Weeks)

live female
infant
delivered by
nvd

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762514984 07MAR2019 Y 21SEP2022 V65.0 −
Step

4c−TDF/
FTC −
Week 8

(1)

21SEP2022 25JUL2022 Y Confirmed 14MAY2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered a
live baby
girl by
cesarean
section on
14 may
2023

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762517230 07MAR2019 Y 03AUG2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

03AUG2022 16MAY2022 Y Confirmed 26FEB2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered
live baby
girl on 26
feb 2023

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762569038 02OCT2019 Y 28FEB2023 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

28FEB2023 18MAY2022 Y Confirmed 10OCT2023 Full Term
Live Birth
(>= 37
Weeks)

delivered a
live female
infant
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During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy
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Pregnancy
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Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762573613 09JUL2019 Y 04JAN2023 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

04JAN2023 08JUN2022 Y Confirmed 13JAN2023 Spontaneous
Abortion (<
20 Weeks)

participant
experienced
pv bleeding
with clots
since 13 jan
2023 had
an
ultrasound
scan on 19
jan 2023
which
shows non
gravida
uterus

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762584856 21NOV2018 Y 24JAN2024 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

24JAN2024 08JUN2022 Y Confirmed −

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762652051 14MAR2018 Y 27JUL2022 V56.0 −
Step

4b − Day
0 (1)

27JUL2022 27JUL2022 Confirmed 21JAN2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered a
live male
infant on 21
jan 2023

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762668573 27FEB2018 Y 30MAY2023 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

30MAY2023 11AUG2022 Y Confirmed 24OCT2023 Premature
Term Live
Birth (< 37
Weeks)

delivered a
preterm
baby by
caesarean
section for 2
previous
caesarean
on 24 oct
2023

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762691138 21MAR2018 Y 28FEB2023 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

28FEB2023 24MAY2022 Y Confirmed 04OCT2023 Full Term
Live Birth
(>= 37
Weeks)

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762692167 25FEB2019 Y 01JUN2022 V56.0 −
Step

4b − Day
0 (1)

01JUN2022 01JUN2022 Confirmed 02JAN2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered a
live female
infant on 02
jan 2023

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762692167 25FEB2019 Y 17JAN2024 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

17JAN2024 01JUN2022 Y Confirmed −
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Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762728922 11SEP2019 Y 22NOV2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

22NOV2022 14JUL2022 Y Confirmed 16JUL2023 Full Term
Live Birth
(>= 37
Weeks)

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762742834 08MAR2019 Y 06DEC2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

06DEC2023 02JUN2022 Y Confirmed 13DEC2023 Spontaneous
Abortion (<
20 Weeks)

participant
bled from
10 dec 2023
to 13 dec
2023 at4
weeks
gestation

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762803664 24JUL2019 Y 15MAR2022 V202 −
Open
Label

Truvada
Week 12

(1)

15MAR2022 13JUN2022 Confirmed 14SEP2022 Full Term
Live Birth
(>= 37
Weeks)

it was a
spontaneou
s normal
vaginal
delivery

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762810818 08MAR2019 Y 02SEP2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

02SEP2022 02JUN2022 Y Confirmed 18NOV2022 Spontaneous
Abortion (<
20 Weeks)

participant
had a
miscarriage
on 18 nov
2022 and
did not 
seek any
medical
attention

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762810818 08MAR2019 Y 17JAN2024 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

17JAN2024 02JUN2022 Y Confirmed −

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762836271 02MAY2018 Y 30MAR2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

30MAR2023 23MAY2022 Y Confirmed 22OCT2023 Full Term
Live Birth
(>= 37
Weeks)

live female
infant
delivered by
nvd

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762846613 22NOV2018 Y 26APR2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

26APR2023 08JUN2022 Y Confirmed 04NOV2023 Premature
Term Live
Birth (< 37
Weeks)

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762846613 22NOV2018 Y 26APR2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

26APR2023 08JUN2022 Y Confirmed 04NOV2023 Premature
Term Live
Birth (< 37
Weeks)
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Details

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762856938 09OCT2019 Y 11OCT2023 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

11OCT2023 06JUL2022 Y Confirmed 11OCT2023 Spontaneous
Abortion (<
20 Weeks)

c/o bleeding
from un sep
2023,
miscarriage
confirmed
by uss

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762933734 08JUL2019 Y 12JUL2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

12JUL2023 15JUN2022 Y Confirmed 08NOV2023 Premature
Term Live
Birth (< 37
Weeks)

the
participant
reports that
she
experienced
mild lower
abdominal
pain and
backache
whilst at
home. she
then went
on to deliver
a live male
infant. the
birth was
assisted by
a non
skilled
attendant.

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762949037 25APR2018 Y 06DEC2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

06DEC2023 19JUL2022 Y Confirmed 09DEC2023 Therapeutic/
Elective
Abortion

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762964603 24SEP2019 Y 13SEP2022 V65.0 −
Step

4c−TDF/
FTC −
Week 8

(1)

13SEP2022 20JUL2022 Y Confirmed 28NOV2022 Stillbirth/
Intrauterine
Fetal Demise
(>= 20
Weeks)

she
experienced
pv bleeding
on 28 nov
22 and
expelled
fetal
material at a
local
clinic.and
had a still
birth’

Zimbabwe:
Chitungwiza:

St.Mary’s CRS

762978768 30SEP2019 Y 18JAN2024 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

18JAN2024 02JUN2022 Y Confirmed −
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Harare:

Parirenyatwa
CRS

770129737 22OCT2019 Y 15MAR2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

15MAR2023 07JUL2022 Y Confirmed 28SEP2023 Full Term
Live Birth
(>= 37
Weeks)

normal
vaginal
delivery at
term

Zimbabwe:
Harare:

Parirenyatwa
CRS

770130605 05AUG2019 Y 24JAN2023 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

24JAN2023 14JUL2022 Y Ended Prior
To
Confirmation

11JAN2023 Ectopic
Pregnancy

participant
had right
salpingecto
my for
ectopic
pregnancy
on 11 jan
2023.

Zimbabwe:
Harare:

Parirenyatwa
CRS

770162407 19FEB2018 Y 26OCT2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

26OCT2022 03AUG2022 Y Confirmed 03MAY2023 Full Term
Live Birth
(>= 37
Weeks)

c−section
for breech
presentation
.

Zimbabwe:
Harare:

Parirenyatwa
CRS

770214653 24APR2019 Y 16NOV2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

16NOV2022 01JUN2022 Y Confirmed 30NOV2022 Spontaneous
Abortion (<
20 Weeks)

participant
had an
ultrasound
scan at 11
weeks 4
days
gestation
which
showed
failure of
pregnancy
progression

Zimbabwe:
Harare:

Parirenyatwa
CRS

770214653 24APR2019 Y 12FEB2024 V120.0 −
Step

4c−CAB
LA −

Week 88
(1)

12FEB2024 01JUN2022 Y Confirmed −

Zimbabwe:
Harare:

Parirenyatwa
CRS

770249117 09SEP2019 Y 07AUG2023 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

07AUG2023 22JUN2022 Y Confirmed 14AUG2023 Spontaneous
Abortion (<
20 Weeks)

participant
had a
menstrual
bleed from
14 aug
2023 to 19
aug 2023

Zimbabwe:
Harare:

Parirenyatwa
CRS

770249117 09SEP2019 Y 08NOV2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

08NOV2023 22JUN2022 Y Confirmed −
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Harare:

Parirenyatwa
CRS

770249820 15AUG2019 Y 04JUL2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

04JUL2023 31MAY2022 Y Confirmed 04SEP2023 Spontaneous
Abortion (<
20 Weeks)

the
participant
has a first
trimester
ultrasound
scan which
showed that
she was no
longer
pregnant.
she then
gave history
of passing
brownish
discharge
for three
days at the
end of
august 2023

Zimbabwe:
Harare:

Parirenyatwa
CRS

770249820 15AUG2019 Y 02OCT2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

02OCT2023 31MAY2022 Y Confirmed −

Zimbabwe:
Harare:

Parirenyatwa
CRS

770355563 30MAY2019 Y 31MAY2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

31MAY2023 30JUN2022 Y Confirmed 06JUN2023 Spontaneous
Abortion (<
20 Weeks)

following a
confirmed
pregnancy
test. no
fetus seen
on initial
and repeat
ultrasound
scan.

Zimbabwe:
Harare:

Parirenyatwa
CRS

770397053 22JUL2019 Y 21SEP2022 V57.0 −
Step

4c−CAB
LA −

Week 0
(1)

21SEP2022 24AUG2022 Y Confirmed 14MAY2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had an
uncomplicat
ed labour
and
proceeded
to have a
normal
vaginal
delivery.

Zimbabwe:
Harare:

Parirenyatwa
CRS

770403219 28MAR2019 23AUG2022 V64.0 −
Step

4c−TDF/
FTC −
Week 0

(1)

23AUG2022 23AUG2022 Confirmed 04NOV2022 Full Term
Live Birth
(>= 37
Weeks)

participant
had
uncomplicat
ed labour
and
proceeded
to a normal
vaginal
delivery.
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Harare:

Parirenyatwa
CRS

770531572 20AUG2019 Y 14DEC2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

14DEC2023 25AUG2022 Y Confirmed −

Zimbabwe:
Harare:

Parirenyatwa
CRS

770555730 19JUN2019 Y 14FEB2024 V120.0 −
Step

4c−CAB
LA −

Week 88
(1)

14FEB2024 07JUN2022 Y Confirmed −

Zimbabwe:
Harare:

Parirenyatwa
CRS

770602943 10APR2019 Y 20NOV2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

20NOV2023 06JUL2022 Y Confirmed −

Zimbabwe:
Harare:

Parirenyatwa
CRS

770705139 14FEB2019 Y 25JAN2024 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

25JAN2024 11AUG2022 Y Confirmed −

Zimbabwe:
Harare:

Parirenyatwa
CRS

770753977 06FEB2019 Y 06DEC2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

06DEC2022 12JUL2022 Y Confirmed 08JUN2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had normal
vaginal
delivery at
term with no
obstetric
complicatio
ns.

Zimbabwe:
Harare:

Parirenyatwa
CRS

770880542 25JAN2019 Y 21MAR2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

21MAR2023 14JUN2022 Y Confirmed 16OCT2023 Full Term
Live Birth
(>= 37
Weeks)

had an
uneventful
normal
vaginal
delivery of a
female live
infant at a
local clinic.

Zimbabwe:
Harare:

Parirenyatwa
CRS

770935233 21MAR2019 Y 31AUG2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

31AUG2022 07JUL2022 Y Confirmed 25MAR2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had an
uncomplicat
ed labour
and
proceeded
to have a
normal
vaginal
delivery
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Harare:

Parirenyatwa
CRS

770955071 06JUN2019 Y 16AUG2022 V65.0 −
Step

4c−TDF/
FTC −
Week 8

(1)

16AUG2022 21JUN2022 Y Confirmed 26MAR2023 Full Term
Live Birth
(>= 37
Weeks)

uneventful
normal
vaginal
delivery

Zimbabwe:
Harare:

Parirenyatwa
CRS

770981966 21OCT2019 Y 10OCT2022 V57.0 −
Step

4c−CAB
LA −

Week 0
(1)

10OCT2022 10AUG2022 Y Confirmed 08JUN2023 Full Term
Live Birth
(>= 37
Weeks)

delivered by
caesarean
section due
to post
dates and
one
previous
caesarean
section

Zimbabwe:
Harare:

Spilhaus CRS

771145100 25FEB2019 Y 08MAY2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

08MAY2023 23MAY2022 Y Confirmed 23NOV2023 Full Term
Live Birth
(>= 37
Weeks)

standard
vaginal
delivery at a
health
facility

Zimbabwe:
Harare:

Spilhaus CRS

771168969 01NOV2018 Y 15JUN2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

15JUN2023 02JUN2022 Y Confirmed 03FEB2024 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
standard
vaginal
delivery at a
health
facility

Zimbabwe:
Harare:

Spilhaus CRS

771169771 08OCT2019 Y 29SEP2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

29SEP2022 12JUL2022 Y Confirmed 28MAY2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery at
local clinic.

Zimbabwe:
Harare:

Spilhaus CRS

771211215 15APR2019 Y 29AUG2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

29AUG2023 31MAY2022 Y Confirmed −
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Harare:

Spilhaus CRS

771213424 09MAY2019 Y 22JUN2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

22JUN2023 26JUL2022 Y Confirmed 08OCT2023 Stillbirth/
Intrauterine
Fetal Demise
(>= 20
Weeks)

participant
started
experiencin
g per
vaginal
bleeding on
the 8th of
october
2023 which
culminated
in
intrauterine
fetal demise
and delivery
at 23 weeks
gestation

Zimbabwe:
Harare:

Spilhaus CRS

771302882 23MAY2019 Y 17OCT2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

17OCT2022 22JUN2022 Y Confirmed 05JUN2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery at
local clinic.

Zimbabwe:
Harare:

Spilhaus CRS

771348000 06DEC2018 Y 05APR2022 V203 −
Open
Label

Truvada
Week 24

(1)

05APR2022 13JUL2022 Confirmed 02DEC2022 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery at
local clinic
on 02dec22

Zimbabwe:
Harare:

Spilhaus CRS

771353888 08OCT2019 Y 25JUL2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

25JUL2023 21JUL2022 Y Confirmed −

Zimbabwe:
Harare:

Spilhaus CRS

771359757 16OCT2019 Y 18OCT2022 V56.0 −
Step

4b − Day
0 (1)

18OCT2022 30MAY2022 Y Confirmed 01DEC2022 Spontaneous
Abortion (<
20 Weeks)

an
ultrasound
done on 01
dec 22
showed no
sonographic
evidence of
pregnancy.
she did not
experience
any
symptoms.

Zimbabwe:
Harare:

Spilhaus CRS

771359757 16OCT2019 Y 27JUN2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

27JUN2023 30MAY2022 Y Confirmed −
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Harare:

Spilhaus CRS

771378864 25JUL2019 Y 22JUN2022 V57.0 −
Step

4c−CAB
LA −

Week 0
(1)

22JUN2022 22JUN2022 Confirmed 15FEB2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
c−section
done for 1
previous
c−section at
harare
hospital

Zimbabwe:
Harare:

Spilhaus CRS

771395505 24JUL2019 Y 10JAN2023 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

10JAN2023 15JUL2022 Y Confirmed 11AUG2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
standard
vaginal
delivery.
duration ��
of labour
was 7 hours

Zimbabwe:
Harare:

Spilhaus CRS

771426649 15NOV2018 Y 12SEP2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

12SEP2023 07JUN2022 Y Confirmed 19SEP2023 Therapeutic/
Elective
Abortion

abortion
was
self−induce
d by use of
an
unnamed
sublingual
pill on 19
sep 23. s he
then took
oral
amoxycillin
and
metronidazo
le for a
week to
prevent
infection. no
complicatio
ns reported

Zimbabwe:
Harare:

Spilhaus CRS

771429498 21OCT2019 Y 14FEB2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

14FEB2023 06JUN2022 Y Confirmed 03SEP2023 Premature
Term Live
Birth (< 37
Weeks)

participant
had
pre−term
vaginal
delivery at a
hospital

Zimbabwe:
Harare:

Spilhaus CRS

771429498 21OCT2019 Y 14FEB2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

14FEB2023 06JUN2022 Y Confirmed 03SEP2023 Premature
Term Live
Birth (< 37
Weeks)

participant
had preterm
delivery at a
hospital.

Zimbabwe:
Harare:

Spilhaus CRS

771430809 17JAN2019 Y 24JAN2024 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

24JAN2024 07JUN2022 Y Confirmed −
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Harare:

Spilhaus CRS

771453608 05SEP2019 Y 02JAN2024 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

02JAN2024 14JUN2022 Y Confirmed −

Zimbabwe:
Harare:

Spilhaus CRS

771491157 09SEP2019 Y 03AUG2022 V57.0 −
Step

4c−CAB
LA −

Week 0
(1)

03AUG2022 11JUL2022 Y Confirmed 31MAR2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery at
local
hospital

Zimbabwe:
Harare:

Spilhaus CRS

771534304 25JUN2019 11JAN2022 V204 −
Open
Label

Truvada
Week 36

(1)

11JAN2022 29JUN2022 Confirmed 04AUG2022 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery at
local clinic

Zimbabwe:
Harare:

Spilhaus CRS

771545025 14OCT2019 Y 21NOV2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

21NOV2023 07JUN2022 Y Confirmed 11JAN2024 Spontaneous
Abortion (<
20 Weeks)

participant
experienced
per vaginal
bleeding
from 20 nov
23 to 03 dec
23.
ultrasound
scan done
on 01 dec
23 showed
intrauterine
pregnancy
and a scan
done on 11
jan 24
showed
non−gravid
uterus.

Zimbabwe:
Harare:

Spilhaus CRS

771610240 18FEB2019 Y 16NOV2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

16NOV2022 15JUL2022 Y Confirmed 03JUL2023 Full Term
Live Birth
(>= 37
Weeks)

had a
standard
vaginal
delivery at
her local
clinic
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Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
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Visit
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OLE
Start
Date
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Pregnancy

OLE
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Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Harare:

Spilhaus CRS

771634170 18OCT2019 Y 28AUG2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

28AUG2023 30MAY2022 Y Confirmed 04SEP2023 Spontaneous
Abortion (<
20 Weeks)

initial
ultrasound
done on 04
sep 23
showed
non−gravid
uterus.
repeat scan
was done
on 02 oct 23
and showed
a
non−gravid
uterus.
participant
experienced
bleeding
from 02 sep
23.

Zimbabwe:
Harare:

Spilhaus CRS

771660330 23APR2019 Y 29JAN2024 V120.0 −
Step

4c−CAB
LA −

Week 88
(1)

29JAN2024 23MAY2022 Y Confirmed −

Zimbabwe:
Harare:

Spilhaus CRS

771675982 23APR2019 Y 19APR2022 V202 −
Open
Label

Truvada
Week 12

(1)

19APR2022 08JUN2022 Confirmed 11DEC2022 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery at a
local clinic

Zimbabwe:
Harare:

Spilhaus CRS

771699787 24OCT2019 Y 10OCT2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

10OCT2022 20JUN2022 Y Confirmed 05MAY2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery at
local
hospital

Zimbabwe:
Harare:

Spilhaus CRS

771724445 30MAY2019 Y 17JAN2022 V26.0
Week

137 − S2
(1)

17JAN2022 16JUN2022 Confirmed 23AUG2022 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery at
local clinic

Zimbabwe:
Harare:

Spilhaus CRS

771743385 14JAN2019 Y 22MAY2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

22MAY2023 25JUL2022 Y Confirmed 19JUN2023 Spontaneous
Abortion (<
20 Weeks)

participant
has vaginal
bleeding
and
subsequent
spontaneou
s abortion
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Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Harare:

Spilhaus CRS

771825218 08MAY2019 Y 07AUG2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

07AUG2023 03AUG2022 Y Confirmed 03FEB2024 Full Term
Live Birth
(>= 37
Weeks)

Zimbabwe:
Harare:

Spilhaus CRS

771840403 04SEP2019 Y 23MAR2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

23MAR2023 14JUN2022 Y Confirmed 08OCT2023 Full Term
Live Birth
(>= 37
Weeks)

participant
went into
spontaneou
s labor at 41
weeks and
5 days by
dates. she
had a
standard
vaginal
delivery.

Zimbabwe:
Harare:

Spilhaus CRS

771855650 11SEP2019 Y 13OCT2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

13OCT2022 22JUN2022 Y Confirmed 10NOV2022 Spontaneous
Abortion (<
20 Weeks)

participant
had an
ultrasound
scan on
10nov22
and no
pregnancy
was noted

Zimbabwe:
Harare:

Spilhaus CRS

771855650 11SEP2019 Y 02FEB2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

02FEB2023 22JUN2022 Y Confirmed 18AUG2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery at
local clinic

Zimbabwe:
Harare:

Spilhaus CRS

771886502 16MAY2019 Y 31JAN2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

31JAN2023 15JUN2022 Y Confirmed 06AUG2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery at
local clinic
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to or
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Pregnancy
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Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Harare:

Spilhaus CRS

771952514 22OCT2019 Y 13MAR2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

13MAR2023 24MAY2022 Y Confirmed 29MAY2023 Spontaneous
Abortion (<
20 Weeks)

participant
had grade 2
per vaginal
bleeding
from
29may23,
associated
with grade 1
backache
and grade 1
lower
abdominal
pain . uss
showed a
non−gravid
uterus and
retained
products of
conception.

Zimbabwe:
Harare:

Spilhaus CRS

771974001 03JUL2019 Y 04APR2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

04APR2023 08JUN2022 Y Confirmed 07NOV2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
standard
vaginal
delivery

Zimbabwe:
Chitungwiza:

Zengeza CRS

774229208 26FEB2019 Y 07JUN2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

07JUN2023 07JUN2022 Y Confirmed 04FEB2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a lower
segment
caesarean
section
done

Zimbabwe:
Chitungwiza:

Zengeza CRS

774232801 15OCT2019 Y 24NOV2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

24NOV2022 09JUN2022 Y Confirmed 19MAY2023 Premature
Term Live
Birth (< 37
Weeks)

preterm
delivery at
34 weeks
and 1 day
with birth
weight of
1900grams

Zimbabwe:
Chitungwiza:

Zengeza CRS

774232801 15OCT2019 Y 24NOV2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

24NOV2022 09JUN2022 Y Confirmed 19MAY2023 Premature
Term Live
Birth (< 37
Weeks)

participant
went into
preterm
labour and
had
standard
vaginal
delivery of
twin
pregnancy
at 34 weeks
and 1 day
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Enrollment

Date

CAB
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Prior
to or

During
Pregnancy

First
Pos
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Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:

Zengeza CRS

774291401 12NOV2018 Y 23FEB2023 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

23FEB2023 21JUL2022 Y Confirmed 23OCT2023 Full Term
Live Birth
(>= 37
Weeks)

Zimbabwe:
Chitungwiza:

Zengeza CRS

774313675 28MAY2019 Y 13DEC2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

13DEC2022 05JUL2022 Y Confirmed 13JUL2023 Full Term
Live Birth
(>= 37
Weeks)

Zimbabwe:
Chitungwiza:

Zengeza CRS

774335634 04SEP2019 Y 21NOV2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

21NOV2022 07JUN2022 Y Confirmed 30MAY2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery to a
live, healthy
girl infant
with no
complicatio
ns.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774336973 27MAR2019 Y 06OCT2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

06OCT2022 14JUL2022 Y Confirmed 24FEB2023 Stillbirth/
Intrauterine
Fetal Demise
(>= 20
Weeks)

participant
was
referred to a
tertiary
hospital for
manageme
nt of grade
2
gestational
hypertensio
n where she
was
diagnosed
of
intrauterine
fetal demise
with a with
subsequent
macerated
still birth
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Date

CAB
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to or
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Pregnancy
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Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:

Zengeza CRS

774356961 30APR2018 Y 24JUL2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

24JUL2023 27JUN2022 Y Confirmed 31AUG2023 Spontaneous
Abortion (<
20 Weeks)

participant
reported
she had
vaginal
bleeding,
low back
pain and
lower
abdominal
pain a week
after her
visit on 24
jul 23. uss
done on 06
sep 2023
revealed
incomplete
miscarriage
for erpoc.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774358445 01MAR2018 Y 06NOV2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

06NOV2023 24MAY2022 Y Confirmed −

Zimbabwe:
Chitungwiza:

Zengeza CRS

774369432 28MAR2018 28NOV2022 V67.0 −
Step

4c−TDF/
FTC −

Week 24
(1)

28NOV2022 21JUN2022 Y Ended Prior
To
Confirmation

07NOV2022 Spontaneous
Abortion (<
20 Weeks)

had a
spontaneou
s
miscarriage
on 07 nov
2022 and
was
managed at
a local
health
facility.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774414379 12SEP2019 Y 24JUL2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

24JUL2023 16JUN2022 Y Confirmed −

Zimbabwe:
Chitungwiza:

Zengeza CRS

774419797 25MAR2019 Y 18AUG2022 V57.0 −
Step

4c−CAB
LA −

Week 0
(1)

18AUG2022 20JUL2022 Y Confirmed 10APR2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery to a
live boy
infant with
no delivery
challenges.
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Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
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Pos
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Visit

Est
Preg
Start
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OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:

Zengeza CRS

774421331 27SEP2018 Y 13APR2022 V205 −
Open
Label

Truvada
Week 48

(1)

13APR2022 20JUN2022 Confirmed 22JUN2022 Spontaneous
Abortion (<
20 Weeks)

participant
disclosed
that she had
a
spontaneou
s
miscarriage
at home at
ega 14
weeks 2
days.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774421331 27SEP2018 Y 24APR2023 Interim
Visit −

OLE 79.8

24APR2023 20JUN2022 Y Confirmed 15NOV2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered a
healthy boy
infant
through a
lower
segment
caesarean
section with
no
complicatio
ns.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774474144 18JUL2019 Y 10MAY2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

10MAY2023 21JUN2022 Y Confirmed 28DEC2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had an
emergency
lscs to a live
girl infant
with low
birth weight
after
suffering
from
intrauterine
growth
restriction.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774516096 21JAN2019 Y 20JUL2022 V56.0 −
Step

4b − Day
0 (1)

20JUL2022 20JUL2022 Confirmed 14OCT2022 Full Term
Live Birth
(>= 37
Weeks)

had a
normal
vaginal
delivery at a
local health
facility with
no
complicatio
ns.
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Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:

Zengeza CRS

774529393 15MAY2018 Y 12DEC2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

12DEC2022 13JUN2022 Y Confirmed 13JAN2023 Other per uss, the
participant
was
diagnosed
of an
unembryoni
c
pregnancy/
blighted
ovum after
which she
miscarried.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774565054 23JAN2019 Y 13SEP2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

13SEP2023 22JUN2022 Y Confirmed −

Zimbabwe:
Chitungwiza:

Zengeza CRS

774626164 02OCT2018 24JAN2022 V202 −
Open
Label

Truvada
Week 12

(1)

24JAN2022 13JUL2022 Confirmed 13SEP2022 Full Term
Live Birth
(>= 37
Weeks)

participant
had a home
delivery
through
normal
vaginal
delivery to a
live girl
infant who
reportedly
cried t
birth . no
delivery
complicatio
ns reported
nor noted.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774631603 13MAY2019 Y 14NOV2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

14NOV2022 20JUL2022 Y Confirmed 03JUL2023 Full Term
Live Birth
(>= 37
Weeks)

partticipant
delivered
through an
uncomplicat
ed
caesarean
section.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774670422 27JUN2019 Y 26OCT2023 Interim
Visit −
OLE
117.1

26OCT2023 06JUN2022 Y Confirmed −
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OLE
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Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:

Zengeza CRS

774702670 01OCT2018 Y 04APR2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

04APR2023 02JUN2022 Y Confirmed 26APR2023 Spontaneous
Abortion (<
20 Weeks)

participant
was
diagnosed
of
intrauterine
fetal demise
at ega 8
weeks 4
days,
through an
obstetric
ultrasound
scan done
on 26 apr
2023.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774734310 24SEP2018 Y 21NOV2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

21NOV2022 06JUN2022 Y Confirmed 08FEB2023 Spontaneous
Abortion (<
20 Weeks)

participant
was
diagnosed
of an
anembryoni
c
gestational
sac per
ultrasonogr
aphy.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774764437 23JAN2019 Y 22JUN2022 V56.0 −
Step

4b − Day
0 (1)

22JUN2022 22JUN2022 Confirmed 27NOV2022 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
standard
uncomplicat
ed vaginal
delivery

Zimbabwe:
Chitungwiza:

Zengeza CRS

774788291 13SEP2018 Y 27FEB2024 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

27FEB2024 20JUL2022 Y Confirmed −

Zimbabwe:
Chitungwiza:

Zengeza CRS

774800987 17JUN2019 Y 17NOV2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

17NOV2022 31MAY2022 Y Confirmed 13JUN2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery to a
live healthy
girl infant
with no
complicatio
ns
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Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:

Zengeza CRS

774801731 09APR2019 Y 20SEP2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

20SEP2022 30MAY2022 Y Confirmed 08MAY2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery to a
live boy
infant with
no obstetric
complicatio
ns.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774812285 20MAR2018 Y 05DEC2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

05DEC2022 26MAY2022 Y Confirmed 24JUL2023 Full Term
Live Birth
(>= 37
Weeks)

Zimbabwe:
Chitungwiza:

Zengeza CRS

774878578 25SEP2019 Y 19JAN2023 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

19JAN2023 13JUL2022 Y Confirmed −

Zimbabwe:
Chitungwiza:

Zengeza CRS

774878578 25SEP2019 Y 28JUN2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

28JUN2023 13JUL2022 Y Confirmed 21FEB2024 Full Term
Live Birth
(>= 37
Weeks)

Zimbabwe:
Chitungwiza:

Zengeza CRS

774919591 14NOV2018 Y 23FEB2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

23FEB2023 09JUN2022 Y Confirmed 20OCT2023 Full Term
Live Birth
(>= 37
Weeks)

had a
normal
vaginal
delivery to a
healthy boy
infant.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774941857 25JUN2019 Y 05DEC2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

05DEC2023 31MAY2022 Y Confirmed −

Zimbabwe:
Chitungwiza:

Zengeza CRS

774971267 05DEC2018 Y 28SEP2023 V74.0 −
Step

5−TDF/
FTC −

Week 36
(1)

28SEP2023 19JUL2022 Y Confirmed −
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Enrollment

Date

CAB
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Prior
to or
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Pos
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Start
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OLE
Pregnancy

OLE
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Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Zimbabwe:
Chitungwiza:

Zengeza CRS

774983867 27MAR2018 Y 12JAN2023 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

12JAN2023 16JUN2022 Y Confirmed 28JAN2023 Spontaneous
Abortion (<
20 Weeks)

participant
had a
spontaneou
s
miscarriage
in january
2023. no
further
manageme
nt
undertaken.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774983867 27MAR2018 Y 19APR2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

19APR2023 16JUN2022 Y Confirmed 21NOV2023 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
c−section
done on 21
nov 2023
with no
complicatio
ns.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774989707 15OCT2019 Y 24NOV2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

24NOV2022 09JUN2022 Y Confirmed 16MAY2023 Other an
ultrasound
scan done
on 09 mar
23 showed
a
non−gravid
uterus. a
follow−up
scan done
on 16 may
23 showed
molar
pregnancy.
she was
admitted
and suction
and
curettage
done on 23
may 23.

Zimbabwe:
Chitungwiza:

Zengeza CRS

774996623 22JUL2019 Y 09MAY2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

09MAY2023 05JUL2022 Y Confirmed 04JAN2024 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery of a
live female
infant
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Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
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First
Pos
Test
Visit

Est
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Start
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OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Cape Town:
Emavundleni

CRS

779248407 16NOV2018 Y 15JUN2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

15JUN2023 12APR2022 Y Confirmed 26JAN2024 Premature
Term Live
Birth (< 37
Weeks)

participant
went into
labour at
36weeks 1
day and had
normal
vaginal
delivery at
guguletu
midwife
obstetric
unit

South Africa:
Cape Town:
Emavundleni

CRS

779363099 10MAY2019 Y 11JAN2024 V120.0 −
Step

4c−CAB
LA −

Week 88
(1)

11JAN2024 05MAY2022 Y Confirmed 12JAN2024 Therapeutic/
Elective
Abortion

South Africa:
Cape Town:
Emavundleni

CRS

779453467 09APR2019 Y 31AUG2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

31AUG2023 15MAR2022 Y Confirmed −

South Africa:
Cape Town:
Emavundleni

CRS

779577757 24JAN2019 Y 08SEP2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

08SEP2023 05APR2022 Y Confirmed −

South Africa:
Cape Town:
Emavundleni

CRS

779629144 03MAY2019 19APR2022 V64.0 −
Step

4c−TDF/
FTC −
Week 0

(1)

19APR2022 19APR2022 Ended Prior
To
Confirmation

23APR2022 Ectopic
Pregnancy

had an
ectopic
pregnancy
with
salpingecto
my.

South Africa:
Cape Town:
Emavundleni

CRS

779807740 20JUN2019 14APR2022 V64.0 −
Step

4c−TDF/
FTC −
Week 0

(1)

14APR2022 14APR2022 Ended Prior
To
Confirmation

18APR2022 Spontaneous
Abortion (<
20 Weeks)

participant
had
complete
miscarriage.

South Africa:
Cape Town:
Emavundleni

CRS

779919200 10DEC2019 01DEC2022 V68.0 −
Step

4c−TDF/
FTC −

Week 32
(1)

01DEC2022 09APR2022 Y Confirmed −

South Africa:
Cape Town:
Emavundleni

CRS

779948233 18APR2019 Y 18APR2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

18APR2023 22MAR2022 Y Confirmed 07NOV2023 Full Term
Live Birth
(>= 37
Weeks)

planned
c−section
because of
previous
c−section
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Pregnancy
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Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Cape Town:
Emavundleni

CRS

779955411 17JAN2020 05JAN2023 V69.0 −
Step

4c−TDF/
FTC −

Week 40
(1)

01NOV2022 22MAR2022 Y Confirmed −

South Africa:
Botha’s Hill:
Botha’s Hill

CRS

789286635 04OCT2018 25OCT2022 V67.0 −
Step

4c−TDF/
FTC −

Week 24
(1)

25OCT2022 10MAY2022 Y Confirmed −

South Africa:
Botha’s Hill:
Botha’s Hill

CRS

789472370 26OCT2018 09JAN2023 V67.0 −
Step

4c−TDF/
FTC −

Week 24
(1)

09JAN2023 19JUL2022 Y Confirmed 17AUG2023 Full Term
Live Birth
(>= 37
Weeks)

ppt
delivered
term baby
by
caesarean
section for
preeclampsi
a. baby is
well

South Africa:
Botha’s Hill:
Botha’s Hill

CRS

789555359 31JUL2020 Y 15FEB2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

15FEB2023 11MAY2022 Y Confirmed −

South Africa:
Botha’s Hill:
Botha’s Hill

CRS

789555359 31JUL2020 Y 07JUN2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

07JUN2023 11MAY2022 Y Confirmed 07JAN2024 Full Term
Live Birth
(>= 37
Weeks)

ppt
delivered a
normal baby
boy −3.5kg
by
c/s . mother
and baby
are well.

South Africa:
Botha’s Hill:
Botha’s Hill

CRS

789582677 24OCT2018 Y 04OCT2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

04OCT2023 12MAY2022 Y Confirmed −
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to or
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Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Botha’s Hill:
Botha’s Hill

CRS

789587048 07JUN2019 21OCT2022 V66.0 −
Step

4c−TDF/
FTC −

Week 16
(1)

21OCT2022 29JUN2022 Y Confirmed 28OCT2022 Spontaneous
Abortion (<
20 Weeks)

started with
lower
abdominal
pain then
bleeding
went to
hospital,
ultrasound
confirmed
incomplete
abortion,
she refused
removal of
products
and
requested
to go home

South Africa:
Botha’s Hill:
Botha’s Hill

CRS

789587048 07JUN2019 10FEB2023 V68.0 −
Step

4c−TDF/
FTC −

Week 32
(1)

10FEB2023 29JUN2022 Y Confirmed 22SEP2023 Full Term
Live Birth
(>= 37
Weeks)

delivered by
normal
vaginal
delivery− a
normal baby
girl

South Africa:
Botha’s Hill:
Botha’s Hill

CRS

789670319 26SEP2019 Y 03APR2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

03APR2023 16MAY2022 Y Confirmed −

South Africa:
Botha’s Hill:
Botha’s Hill

CRS

789787801 22MAY2019 Y 15FEB2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

15FEB2023 28APR2022 Y Confirmed −

South Africa:
Botha’s Hill:
Botha’s Hill

CRS

789799056 26OCT2018 Y 08AUG2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

08AUG2023 13MAY2022 Y Confirmed −

South Africa:
Botha’s Hill:
Botha’s Hill

CRS

789844996 01MAR2019 16MAY2023 V70.0 −
Step

4c−TDF/
FTC −

Week 48
(1)

16MAY2023 14JUN2022 Y Confirmed −

South Africa:
Botha’s Hill:
Botha’s Hill

CRS

789885268 26SEP2019 Y 10MAR2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

10MAR2023 06MAY2022 Y Confirmed 23NOV2023 Full Term
Live Birth
(>= 37
Weeks)

ppt delieved
a healthy
male baby
at term
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Prior
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Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Botha’s Hill:
Botha’s Hill

CRS

789893462 28AUG2020 28OCT2022 V67.0 −
Step

4c−TDF/
FTC −

Week 24
(1)

28OCT2022 13MAY2022 Y Confirmed 07MAY2023 Full Term
Live Birth
(>= 37
Weeks)

ppt
delivered
normally a
healthy
baby  boy
on the 7th
of may
without
complicatio
ns−birth
weight
3.2kg. mom
and baby
discharged
same day

South Africa:
Botha’s Hill:
Botha’s Hill

CRS

789914443 15MAR2019 Y 27FEB2024 V121.0 −
Step

4c−CAB
LA −

Week 96
(1)

27FEB2024 22APR2022 Y Confirmed −

South Africa:
Botha’s Hill:
Botha’s Hill

CRS

789984674 23OCT2019 Y 01AUG2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

01AUG2023 07JUN2022 Y Confirmed −

Kenya:
Kisumu:

Kisumu CRS

792108380 15APR2019 Y 07SEP2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

07SEP2022 21MAR2022 Y Confirmed 08APR2023 Full Term
Live Birth
(>= 37
Weeks)

mother
experienced
prolonged
labor, this
necessitate
d a decision
on going in
for
caeserian
section.
mother had
a safe
delivery
process.

Kenya:
Kisumu:

Kisumu CRS

792252373 15FEB2019 Y 14AUG2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

14AUG2023 23MAR2022 Y Confirmed −
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Kenya:
Kisumu:

Kisumu CRS

792292932 23JAN2019 Y 16FEB2022 V202 −
Open
Label

Truvada
Week 12

(1)

16FEB2022 16MAR2022 Confirmed 17SEP2022 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery at
ahero
county
hospital at
4.00 am on
17sep22,
mother and
baby had no
complicatio
ns and were
discharged
home in
general
good health.

Kenya:
Kisumu:

Kisumu CRS

792300699 14MAR2019 Y 11OCT2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

11OCT2022 19APR2022 Y Confirmed 05APR2023 Full Term
Live Birth
(>= 37
Weeks)

mother had
a safe
vaginal
standard
delivery.
both mother
and baby
are in great
health

Kenya:
Kisumu:

Kisumu CRS

792343368 11APR2019 Y 04APR2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

04APR2023 02MAR2022 Y Confirmed 27APR2023 Spontaneous
Abortion (<
20 Weeks)

participant
had a first
trimester
uncomplicat
ed
miscarriage
on 27 apr
2023.

Kenya:
Kisumu:

Kisumu CRS

792358548 04APR2019 Y 13JAN2023 V69.0 −
Step

4c−TDF/
FTC −

Week 40
(1)

13JAN2023 04APR2022 Y Confirmed 25FEB2023 Spontaneous
Abortion (<
20 Weeks)

participant
experienced
spontaneou
s vaginal
bleeding on
25th feb
2023 then
went to a
local clinic
where a
manual
vacuum
aspiration
was
conducted,
completing
the abortion
and
stopping pv
bleeding.
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Kenya:
Kisumu:

Kisumu CRS

792367184 01APR2019 Y 06DEC2023 V120.0 −
Step

4c−CAB
LA −

Week 88
(1)

06DEC2023 01MAR2022 Y Confirmed −

Kenya:
Kisumu:

Kisumu CRS

792367807 28FEB2019 08SEP2021 Interim
Visit
203.1

08SEP2021 01MAR2022 Confirmed 19APR2022 Full Term
Live Birth
(>= 37
Weeks)

she had a
safe
delivery.
there were
no
complicatio
ns at
delivery or
post
delivery and
participant
was
discharged
from
hospital on
20 apr
2022.

Kenya:
Kisumu:

Kisumu CRS

792440609 22FEB2019 Y 31MAY2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

31MAY2022 04APR2022 Y Confirmed 28DEC2022 Full Term
Live Birth
(>= 37
Weeks)

participant
walked to
the jootrh
maternity
unit on 28
dec 2022,
got admitted
and
delivered on
the same
day.

Kenya:
Kisumu:

Kisumu CRS

792446262 18DEC2018 Y 21NOV2023 V120.0 −
Step

4c−CAB
LA −

Week 88
(1)

21NOV2023 15MAR2022 Y Confirmed −
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Kenya:
Kisumu:

Kisumu CRS

792483575 16APR2019 Y 07DEC2021 V204 −
Open
Label

Truvada
Week 36

(1)

07DEC2021 08MAR2022 Confirmed 07AUG2022 Full Term
Live Birth
(>= 37
Weeks)

participant
had a
normal
vaginal
delivery to a
healthy
infant at
1.00 am on
7th aug
2022, no
delivery
complicatio
ns, mother
and baby
were
discharged
in good
general
health.

Kenya:
Kisumu:

Kisumu CRS

792672220 15MAR2019 Y 13JUL2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

13JUL2022 22FEB2022 Y Confirmed 11OCT2022 Spontaneous
Abortion (<
20 Weeks)

participant
reports
experiencin
g moderate
pv bleeding
that began
on
09sep2022
and stopped
on
12sep2022,
it did not
seek
intervention.

Kenya:
Kisumu:

Kisumu CRS

792672220 15MAR2019 Y 30JAN2024 V75.0 −
Step

5−TDF/
FTC −

Week 48
(1)

30JAN2024 22FEB2022 Y Confirmed −

Kenya:
Kisumu:

Kisumu CRS

792752970 27MAR2019 Y 13JUN2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

13JUN2023 02MAR2022 Y Confirmed −

Page 67 of 100



Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Kenya:
Kisumu:

Kisumu CRS

792865080 11APR2019 Y 19DEC2022 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

19DEC2022 21MAR2022 Y Confirmed 07JUL2023 Full Term
Live Birth
(>= 37
Weeks)

delivered on
07jul2023 at
10.00 pm
via
emergency
caesarian
section due
to
prolonged
labor and
one
previous
scar
(myomecto
my). gave
birth to live
female
infant
weighing
2950
grams, both
in good
health

Kenya:
Kisumu:

Kisumu CRS

792898439 11APR2019 Y 01NOV2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

01NOV2023 21MAR2022 Y Confirmed −

South Africa:
Soweto:

Soweto HPTN
CRS

802138494 08NOV2018 Y 05APR2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

05APR2023 07APR2022 Y Pending
Confirmation

−

South Africa:
Soweto:

Soweto HPTN
CRS

802490043 06NOV2018 Y 28FEB2024 V121.0 −
Step

4c−CAB
LA −

Week 96
(1)

28FEB2024 29MAR2022 Y Confirmed −

South Africa:
Soweto:

Soweto HPTN
CRS

802604147 30SEP2020 Y 14DEC2023 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

14DEC2023 18MAR2022 Y Confirmed −

South Africa:
Soweto:

Soweto HPTN
CRS

802653992 26JUL2018 Y 12DEC2023 V120.0 −
Step

4c−CAB
LA −

Week 88
(1)

12DEC2023 07APR2022 Y Confirmed −
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Soweto:

Soweto HPTN
CRS

802787902 15JAN2020 Y 21MAR2023 14MAR2023 18MAR2022 Y Ended Prior
To
Confirmation

01FEB2023 Spontaneous
Abortion (<
20 Weeks)

participant
found out
on 19 jan
2023 that
she was
pregnant.
vaginal
bleeding
started on
30 jan 2023.
complete
miscarriage
diagnosed
on 01 feb
2023.

South Africa:
Soweto:

Soweto HPTN
CRS

802787902 15JAN2020 Y 07JUL2023 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

07JUL2023 18MAR2022 Y Confirmed 16JAN2024 Full Term
Live Birth
(>= 37
Weeks)

South Africa:
Soweto:

Soweto HPTN
CRS

802809243 28NOV2017 Y 20OCT2023 Interim
Visit −
OLE
119.1

20OCT2023 17MAR2022 Y Confirmed −

South Africa:
Soweto:

Soweto HPTN
CRS

802810960 29JAN2018 05AUG2022 Interim
Visit −

OLE 65.1

05AUG2022 20APR2022 Y Ended Prior
To
Confirmation

07AUG2022 Ectopic
Pregnancy

presented
to clinic with
lower
abdominal
pain,
dizziness,
vomiting.
pregnancy
test
positive.
referred to
hospital on
06 aug
2022.
diagnosed
with a
ruptured
ectopic
pregnancy.

South Africa:
Soweto:

Soweto HPTN
CRS

802850042 26JUL2018 Y 26JUL2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

26JUL2023 06APR2022 Y Confirmed 07AUG2023 Therapeutic/
Elective
Abortion

pregnancy
was
unwanted.
participant
opted to
terminate
the
pregnancy.
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Soweto:

Soweto HPTN
CRS

802941551 30OCT2019 Y 24JAN2024 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

24JAN2024 20APR2022 Y Confirmed −

South Africa:
Soweto:

Soweto HPTN
CRS

802956232 18JAN2018 Y 11MAY2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

11MAY2023 18MAR2022 Y Confirmed 15MAY2023 Ectopic
Pregnancy

participant
had a
positive
pregnancy
test on 11
may 23. on
14 may 23
she had
severe
abdominal
pain.
ectopic
pregnancy
diagnosed
on
ultrasound.
take to
theater for a
salpingecto
my.

South Africa:
Soweto:

Soweto HPTN
CRS

802981090 29OCT2019 Y 28NOV2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

28NOV2023 22APR2022 Y Confirmed −

South Africa:
Kwa Zulu

Natal: Isipingo
CRS

803212226 21AUG2019 Y 02NOV2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

02NOV2023 02JUN2022 Y Confirmed −

South Africa:
Kwa Zulu

Natal: Isipingo
CRS

803319904 17SEP2019 19APR2023 V70.0 −
Step

4c−TDF/
FTC −

Week 48
(1)

19APR2023 17MAY2022 Y Confirmed 20NOV2023 Full Term
Live Birth
(>= 37
Weeks)

delivery was
uneventful.

South Africa:
Kwa Zulu

Natal: Isipingo
CRS

803347695 02SEP2019 Y 10NOV2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

10NOV2023 24JUN2022 Y Confirmed −
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Kwa Zulu

Natal: Isipingo
CRS

803467995 31JUL2019 Y 26OCT2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

26OCT2023 02AUG2022 Y Confirmed −

South Africa:
Kwa Zulu

Natal: Isipingo
CRS

803821428 15OCT2019 Y 10OCT2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

10OCT2023 31MAY2022 Y Confirmed −

South Africa:
Kwa Zulu

Natal: Isipingo
CRS

803821958 20FEB2020 26MAY2023 V70.0 −
Step

4c−TDF/
FTC −

Week 48
(1)

26MAY2023 24JUN2022 Y Confirmed 25JAN2024 Full Term
Live Birth
(>= 37
Weeks)

labour
progressed
well with no
complicatio
ns.

South Africa:
Kwa Zulu

Natal: Isipingo
CRS

803889736 18OCT2019 17APR2023 V70.0 −
Step

4c−TDF/
FTC −

Week 48
(1)

17APR2023 06JUN2022 Y Pending
Confirmation

−

South Africa:
Kwa Zulu

Natal: Isipingo
CRS

803918477 14AUG2019 Y 20JUN2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

20JUN2023 24MAY2022 Y Confirmed −

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818113259 04DEC2018 Y 03APR2023 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

03APR2023 25JUL2022 Y Confirmed 21NOV2023 Full Term
Live Birth
(>= 37
Weeks)

emergency
c−section
due to non−
reasuring
fetalstatus

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818163867 14MAY2019 Y 24JUL2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

24JUL2023 26APR2022 Y Confirmed −

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818186006 23MAY2019 14MAR2023 V69.0 −
Step

4c−TDF/
FTC −

Week 40
(1)

14MAR2023 23MAY2022 Y Confirmed 24SEP2023 Full Term
Live Birth
(>= 37
Weeks)

required an
episiotomy
,but not
obutructed
labour

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818210397 03FEB2020 Y 13FEB2024 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

13FEB2024 08APR2022 Y Confirmed −

Page 71 of 100



Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818235766 01JUL2019 Y 07DEC2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

07DEC2023 11APR2022 Y Confirmed −

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818248597 31MAY2019 Y 28MAR2023 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

28MAR2023 17MAY2022 Y Confirmed 17OCT2023 Full Term
Live Birth
(>= 37
Weeks)

spontaneou
s onset of
labour,
uncompleca
ted vaginal
delivery

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818302757 04JUL2019 Y 04OCT2023 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

04OCT2023 04MAY2022 Y Confirmed −

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818321100 25OCT2019 Y 16MAY2023 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

16MAY2023 19MAY2022 Y Confirmed 04JAN2024 Full Term
Live Birth
(>= 37
Weeks)

normal
vaginal
delivery

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818375185 19AUG2019 Y 15NOV2022 V67.0 −
Step

4c−TDF/
FTC −

Week 24
(1)

15NOV2022 02JUN2022 Y Confirmed 29JUN2023 Full Term
Live Birth
(>= 37
Weeks)

labour
induced
with ballon
catheter
,episiotomy
cut

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818440166 04OCT2018 Y 23NOV2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

23NOV2022 09MAY2022 Y Confirmed 21JUN2023 Full Term
Live Birth
(>= 37
Weeks)

normal
vaginal
delivery in
hospital

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818445689 19MAR2019 Y 14SEP2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

14SEP2022 04MAY2022 Y Confirmed 23APR2023 Full Term
Live Birth
(>= 37
Weeks)

c−section
planned due
to previous
c−section.
child was
due on 1
may 2023.

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818500945 04MAR2020 Y 05FEB2024 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

05FEB2024 28JUN2022 Y Confirmed 10FEB2024 Spontaneous
Abortion (<
20 Weeks)

spontaneou
s onset of
vaginal
bleeding at
home
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Enrollment

Date

CAB
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Prior
to or
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Pregnancy

OLE
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Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818502641 05FEB2019 Y 12JUN2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

12JUN2023 03MAY2022 Y Confirmed −

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818555881 30SEP2019 Y 31JAN2024 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

31JAN2024 20MAY2022 Y Confirmed −

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818631926 11MAR2020 Y 27NOV2023 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

27NOV2023 16MAY2022 Y Confirmed −

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818655195 21SEP2020 Y 24OCT2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

24OCT2023 12APR2022 Y Confirmed 01NOV2023 Therapeutic/
Elective
Abortion

self−admini
stered
doses taken
at home for
elective
abortion.

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818810633 08OCT2018 04JAN2022 V30.0
Week

169 − S2
(1)

04JAN2022 21JUN2022 Confirmed 26AUG2022 Full Term
Live Birth
(>= 37
Weeks)

uncompleca
ted ��vaginal
delivery

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818842449 18FEB2020 Y 12APR2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

12APR2023 11MAY2022 Y Confirmed 31OCT2023 Full Term
Live Birth
(>= 37
Weeks)

emergency
c−section
due to non−
reassuring
cardiotocogr
aph

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818878790 31JUL2019 Y 16MAY2023 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

16MAY2023 18MAY2022 Y Confirmed 09JAN2024 Full Term
Live Birth
(>= 37
Weeks)

elective
c−section 
uncomplicat
ed

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818892015 13AUG2019 Y 06MAR2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

06MAR2023 02JUN2022 Y Ended Prior
To
Confirmation

16FEB2023 Therapeutic/
Elective
Abortion

underwent
medical
termination,
product of
conception
passed at
home
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Test
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Start
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Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818908277 26SEP2019 Y 19APR2023 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

19APR2023 13APR2022 Y Confirmed 17OCT2023 Full Term
Live Birth
(>= 37
Weeks)

spontaneou
s onset of
labour ,
uncompleca
ted vaginal
delivery

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818955643 04SEP2020 Y 15AUG2023 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

15AUG2023 12APR2022 Y Confirmed 24FEB2024 Full Term
Live Birth
(>= 37
Weeks)

uncompleca
ted labour
and delivery

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818977261 10SEP2020 Y 25NOV2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

05DEC2022 31MAY2022 Y Confirmed 04AUG2023 Full Term
Live Birth
(>= 37
Weeks)

South Africa:
Johannesburg:

Ward 21

837118410 30JUL2018 Y 23AUG2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

23AUG2022 03FEB2022 Y Ended Prior
To
Confirmation

19AUG2022 Spontaneous
Abortion (<
20 Weeks)

had heavy
vaginal
bleeding
from 29 jul
22 to 19
aug 22.
ultrasound
was
performed
on 30 aug
22, uterus
empty.
complete
miscarriage.

South Africa:
Johannesburg:

Ward 21

837151671 20FEB2018 Y 19DEC2023 V121.0 −
Step

4c−CAB
LA −

Week 96
(1)

19DEC2023 03FEB2022 Y Confirmed −

South Africa:
Johannesburg:

Ward 21

837233206 02MAR2020 Y 30MAR2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

30MAR2023 22JUL2022 Y Confirmed 03APR2023 Therapeutic/
Elective
Abortion

participant
did a
termination
of
pregnancy
at local
clinic,
manual
vacuum
aspiration
was done.

South Africa:
Johannesburg:

Ward 21

837316121 27JUN2019 Y 21JUL2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

21JUL2022 12FEB2022 Y Confirmed −
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Johannesburg:

Ward 21

837401438 25OCT2018 Y 12AUG2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

12AUG2022 01FEB2022 Y Confirmed 02MAR2023 Full Term
Live Birth
(>= 37
Weeks)

participant
gave birth at
the hospital
to a baby
girl via
natural
vaginal
delivery at
39 weeks 3
days.

South Africa:
Johannesburg:

Ward 21

837418847 21SEP2020 Y 01DEC2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

01DEC2022 25APR2022 Y Confirmed 28DEC2022 Spontaneous
Abortion (<
20 Weeks)

first
trimester
miscarriage

South Africa:
Johannesburg:

Ward 21

837418847 21SEP2020 Y 25APR2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

25APR2023 25APR2022 Y Confirmed 05DEC2023 Full Term
Live Birth
(>= 37
Weeks)

the
participant
delivered a
female
infant via
normal
vaginal
delivery on
05 dec 23.
an
episiotomy
was done
during the
delivery
process and
sutures
were
placed.

South Africa:
Johannesburg:

Ward 21

837434423 04DEC2018 Y 13APR2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

13APR2023 13APR2022 Y Confirmed 10NOV2023 Full Term
Live Birth
(>= 37
Weeks)

the
participant
went to zola
chc on 09
nov 23
when she
started
experiencin
g labour
pains. she
was
transferred
to chris hani
baragwanat
h hospital
due to
prolonged
second
stage of
labour. this
was the
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Johannesburg:

Ward 21

837520326 01MAR2018 Y 24OCT2022 V57.0 −
Step

4c−CAB
LA −

Week 0
(1)

24OCT2022 23MAR2022 Y Confirmed 17JUN2023 Full Term
Live Birth
(>= 37
Weeks)

baby boy
born via nvd
at 38 weeks
6 days
gestation.

South Africa:
Johannesburg:

Ward 21

837527479 18SEP2018 24FEB2022 V64.0 −
Step

4c−TDF/
FTC −
Week 0

(1)

24FEB2022 24FEB2022 Confirmed 21SEP2022 Premature
Term Live
Birth (< 37
Weeks)

c−section at
35 weeks
gestation for
previous
c−section
x1

South Africa:
Johannesburg:

Ward 21

837558548 28AUG2019 Y 15AUG2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

15AUG2023 08MAR2022 Y Confirmed −

South Africa:
Johannesburg:

Ward 21

837593905 24OCT2018 Y 30AUG2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

30AUG2023 08FEB2022 Y Confirmed 12FEB2024 Full Term
Live Birth
(>= 37
Weeks)

delivered a
healthy
male infant
via nvd, nil
complicatio
ns.

South Africa:
Johannesburg:

Ward 21

837630835 05DEC2018 Y 02AUG2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

02AUG2022 16MAR2022 Y Confirmed 10OCT2022 Therapeutic/
Elective
Abortion

elective
medical
abortion at
17 weeks 5
days
gestation.

South Africa:
Johannesburg:

Ward 21

837688250 04MAR2020 Y 18JAN2023 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

18JAN2023 21JUN2022 Y Ended Prior
To
Confirmation

09JAN2023 Therapeutic/
Elective
Abortion

elective
abortion at
10 weeks
gestation.

South Africa:
Johannesburg:

Ward 21

837695646 07NOV2018 Y 25OCT2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

25OCT2022 20JUL2022 Y Confirmed 06NOV2022 Therapeutic/
Elective
Abortion

elective
abortion on
06 nov 22.

South Africa:
Johannesburg:

Ward 21

837744201 23MAY2019 Y 27NOV2023 V120.0 −
Step

4c−CAB
LA −

Week 88
(1)

27NOV2023 03FEB2022 Y Confirmed −
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
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Date

First
Pos
Test
Visit

Est
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Start
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OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Johannesburg:

Ward 21

837768119 05DEC2018 Y 06FEB2023 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

06FEB2023 05APR2022 Y Confirmed 25MAY2023 Stillbirth/
Intrauterine
Fetal Demise
(>= 20
Weeks)

delivered at
42 weeks 2
days.
emergency
c−section
done due to
fetal
bradycardia
with
impending
fetal
distress

South Africa:
Johannesburg:

Ward 21

837782113 09FEB2018 Y 11AUG2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

11AUG2022 17FEB2022 Y Confirmed −

South Africa:
Johannesburg:

Ward 21

837817108 28JAN2019 Y 23JAN2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

23JAN2023 26JAN2022 Y Confirmed 19SEP2023 Full Term
Live Birth
(>= 37
Weeks)

the
participant
delivered on
19 sep 23 at
hillbrow chc.
the
participant
does not
have her
discharge
summary on
site,
however the
road to
health book
notes that
the
participant
had
prolonged
second sta

South Africa:
Johannesburg:

Ward 21

837881196 04SEP2019 13MAY2022 V64.0 −
Step

4c−TDF/
FTC −
Week 0

(1)

13MAY2022 13MAY2022 Confirmed 23NOV2022 Full Term
Live Birth
(>= 37
Weeks)

c−section at
41+ weeks
for previous
c−section
x1 and post
dates
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

South Africa:
Johannesburg:

Ward 21

837883809 26FEB2020 Y 12OCT2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

12OCT2022 21JUN2022 Y Confirmed 09JAN2023 Therapeutic/
Elective
Abortion

participant
did a
termination
of
pregnancy
through a
private
facility
which was
done
medically
only.
manual
vacuum
aspiration
was not
performed.

South Africa:
Johannesburg:

Ward 21

837929481 27MAY2019 Y 16AUG2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

16AUG2023 29MAR2022 Y Confirmed 06SEP2023 Therapeutic/
Elective
Abortion

requested a
termination
at clinic on
06 sep 23.

South Africa:
Johannesburg:

Ward 21

837969169 13MAR2018 Y 12APR2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

12APR2023 01FEB2022 Y Confirmed 14DEC2023 Full Term
Live Birth
(>= 37
Weeks)

the
participant
presented
to bertha
gxowa
hospital
when she
started
experiencin
g labour
pains on 14
dec 23. an
emergency
c−section
was done
on the same
day. she
was told
that the
indication
for the c−
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CAB
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Prior
to or

During
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First
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Start
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Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Swaziland:
Siteki:

Swaziland
Prevention

Center

871124857 29JAN2020 Y 05DEC2022 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

05DEC2022 05APR2022 Y Confirmed 14FEB2023 Ectopic
Pregnancy

she was
hospitalized
on 14 feb
2023, had
right
salpingecto
my and was
discharged
on
antibiotics
(metronidaz
ole,
amoxiclav)
and
analgesia
(diclofenac
and
paracetamol
) on 16 feb
2023.

Swaziland:
Siteki:

Swaziland
Prevention

Center

871124857 29JAN2020 Y 01AUG2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

01AUG2023 05APR2022 Y Confirmed −

Swaziland:
Siteki:

Swaziland
Prevention

Center

871144193 28MAY2019 Y 30JAN2024 V121.0 −
Step

4c−CAB
LA −

Week 96
(1)

30JAN2024 16MAR2022 Y Confirmed −

Swaziland:
Siteki:

Swaziland
Prevention

Center

871202720 07MAR2019 Y 20FEB2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

20FEB2023 04APR2022 Y Confirmed 04OCT2023 Full Term
Live Birth
(>= 37
Weeks)

Swaziland:
Siteki:

Swaziland
Prevention

Center

871220830 04SEP2019 Y 12SEP2022 V66.0 −
Step

4c−TDF/
FTC −

Week 16
(1)

12SEP2022 12MAY2022 Y Confirmed 30APR2023 Full Term
Live Birth
(>= 37
Weeks)

breech
presentation
in
primigravida

Swaziland:
Siteki:

Swaziland
Prevention

Center

871258126 28JUL2020 24AUG2022 V66.0 −
Step

4c−TDF/
FTC −

Week 16
(1)

24AUG2022 27APR2022 Y Confirmed 18APR2023 Full Term
Live Birth
(>= 37
Weeks)

normal live
birth, male
child, birth
weight−2.97
kg apgar
score 8/10
to 9/10.
stable child
with no 
abnomarlitie
s noted.
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Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
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First
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Visit
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Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Swaziland:
Siteki:

Swaziland
Prevention

Center

871267752 07AUG2019 Y 06FEB2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

06FEB2023 23MAR2022 Y Confirmed 05SEP2023 Full Term
Live Birth
(>= 37
Weeks)

delivered a
baby girl
through
normal
delivery in a
hospital on
05 sep
2023. no
complicatio
ns
experienced
during
pregnancy
and
delivery.
baby was
admiited 06
sep 23 for
jaundice

Swaziland:
Siteki:

Swaziland
Prevention

Center

871268741 27MAY2019 Y 12SEP2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

12SEP2023 15MAR2022 Y Confirmed −

Swaziland:
Siteki:

Swaziland
Prevention

Center

871282175 04JUL2019 Y 04JAN2024 V120.0 −
Step

4c−CAB
LA −

Week 88
(1)

04JAN2024 06APR2022 Y Confirmed −

Swaziland:
Siteki:

Swaziland
Prevention

Center

871300860 28JUL2020 Y 04JUL2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

04JUL2023 16MAR2022 Y Confirmed −

Swaziland:
Siteki:

Swaziland
Prevention

Center

871318381 30JUL2019 Y 31JAN2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

31JAN2023 23MAR2022 Y Confirmed 31JAN2023 Spontaneous
Abortion (<
20 Weeks)

participant
reported �
severe per
vaginal
bleeding for
10 days
before
coming to
site.she was
treated with
antibiotics iv
at local
hospital as
an
outpatient.
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Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
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Visit
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Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Swaziland:
Siteki:

Swaziland
Prevention

Center

871319341 06AUG2019 Y 17MAY2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

17MAY2023 10MAR2022 Y Confirmed 03DEC2023 Full Term
Live Birth
(>= 37
Weeks)

delivered
via normal
vaginal
delivery. no
complicatio
ns
experienced

Swaziland:
Siteki:

Swaziland
Prevention

Center

871377136 10SEP2019 Y 11APR2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

11APR2023 24MAY2022 Y Confirmed 04JAN2024 Full Term
Live Birth
(>= 37
Weeks)

Swaziland:
Siteki:

Swaziland
Prevention

Center

871388192 24MAY2019 Y 27JUN2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

27JUN2023 10MAR2022 Y Confirmed 06NOV2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered
via nvd with
an
episiotomy
in hospital.
she reports
that she
forgot to call
the study
team when
she went to
hospital. no
complicatio
ns were
reported.

Swaziland:
Siteki:

Swaziland
Prevention

Center

871392416 06AUG2019 Y 05JAN2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

05JAN2023 22MAR2022 Y Confirmed 06AUG2023 Full Term
Live Birth
(>= 37
Weeks)

Swaziland:
Siteki:

Swaziland
Prevention

Center

871392416 06AUG2019 Y 20FEB2024 V121.0 −
Step

4c−CAB
LA −

Week 96
(1)

20FEB2024 22MAR2022 Y Confirmed −
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Enrollment

Date

CAB
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Prior
to or

During
Pregnancy

First
Pos
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Date
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Pos
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Start
Date
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Start
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OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Swaziland:
Siteki:

Swaziland
Prevention

Center

871395615 18FEB2020 Y 25OCT2022 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

25OCT2022 14MAR2022 Y Confirmed 27JUN2023 Full Term
Live Birth
(>= 37
Weeks)

participant
delivered a
live baby
boy at 38
weeks and
4 days
through a
vaginal
delivery. an
episiotomy
was done
and
repaired,
bweight of
child was
3.0 kg and
no
congenital
abnomalitie
s were
noted.

Swaziland:
Siteki:

Swaziland
Prevention

Center

871416158 07AUG2019 16MAR2023 V70.0 −
Step

4c−TDF/
FTC −

Week 48
(1)

16MAR2023 24MAR2022 Y Confirmed 20SEP2023 Full Term
Live Birth
(>= 37
Weeks)

delivered
baby in
hospital via
noraml
vaginal
delivery.
delivered 20
sep 23 and
discharged
from
hospital on
20 sep
2023. no
complicatio
ns during
pregnancy
and delivery

Swaziland:
Siteki:

Swaziland
Prevention

Center

871418836 07NOV2019 Y 27MAR2023 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

27MAR2023 18MAY2022 Y Confirmed 28MAR2023 Ectopic
Pregnancy

hospitalized
on 28 mar
2023 due to
a participant
had a
suspected
ectopic
pregnancy
+/− ruptured
ovarian cyst
participant
was done a
left
salpingecto
my and
discharged
on 30 mar
2023
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OLE
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Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Swaziland:
Siteki:

Swaziland
Prevention

Center

871477903 29MAY2019 Y 18MAY2022 V55.0 −
Step

4a − Day
0 (1)

18MAY2022 17MAY2022 Y Confirmed 02JUN2022 Spontaneous
Abortion (<
20 Weeks)

participant
reported
that she
severe per
vaginal
bleeding for
three days
prior to
reporting to
site. she
reports she
was seen at
a local clinic
where she
was treated.

Swaziland:
Siteki:

Swaziland
Prevention

Center

871477903 29MAY2019 Y 02AUG2022 26JUL2022 17MAY2022 Y Confirmed 02MAR2023 Full Term
Live Birth
(>= 37
Weeks)

the delivery
was
uneventful

Swaziland:
Siteki:

Swaziland
Prevention

Center

871512859 11JUN2019 Y 01FEB2023 Interim
Visit −

OLE 61.1

01FEB2023 22MAR2022 Y Confirmed 22SEP2023 Full Term
Live Birth
(>= 37
Weeks)

the event
was
uneventful

Swaziland:
Siteki:

Swaziland
Prevention

Center

871631353 11JUL2019 Y 01FEB2023 V73.0 −
Step

5−TDF/
FTC −

Week 24
(1)

01FEB2023 25MAY2022 Y Confirmed 12APR2023 Spontaneous
Abortion (<
20 Weeks)

participant
started
bleeding at
home un
mar 2023
and she
bled for
approximate
ly two
weeks. she
did not go to
hoapital.
visited a
local clinic
on 03 apr
2023 and
tested
negative for
pregnancy

Swaziland:
Siteki:

Swaziland
Prevention

Center

871646243 16JUL2019 Y 08FEB2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

08FEB2023 03MAY2022 Y Confirmed 20SEP2023 Full Term
Live Birth
(>= 37
Weeks)
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Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Swaziland:
Siteki:

Swaziland
Prevention

Center

871711540 23OCT2019 Y 19JUL2022 V66.0 −
Step

4c−TDF/
FTC −

Week 16
(1)

19JUL2022 28MAR2022 Y Confirmed 21MAR2023 Full Term
Live Birth
(>= 37
Weeks)

the delivery
was un
eventful

Swaziland:
Siteki:

Swaziland
Prevention

Center

871729202 13AUG2019 Y 12JUL2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

12JUL2023 29MAR2022 Y Confirmed −

Swaziland:
Siteki:

Swaziland
Prevention

Center

871839669 03SEP2019 Y 21JUN2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

21JUN2023 21APR2022 Y Confirmed −

Swaziland:
Siteki:

Swaziland
Prevention

Center

871859763 06AUG2019 Y 30MAY2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

30MAY2023 29MAR2022 Y Confirmed −

Swaziland:
Siteki:

Swaziland
Prevention

Center

871914889 03APR2019 Y 07SEP2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

07SEP2023 18MAY2022 Y Confirmed 07SEP2023 Spontaneous
Abortion (<
20 Weeks)

Swaziland:
Siteki:

Swaziland
Prevention

Center

871973317 14OCT2019 Y 13SEP2023 V117.0 −
Step

6−CAB
LA −

Week 64
(1)

13SEP2023 25MAY2022 Y Confirmed 27SEP2023 Spontaneous
Abortion (<
20 Weeks)

she had
heavy
bleeding for
five days at
home.

Swaziland:
Siteki:

Swaziland
Prevention

Center

871984985 07OCT2019 Y 15JUN2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

15JUN2023 16MAY2022 Y Confirmed 11AUG2023 Other participant
diagnosed
with
blighted
ovum at 11
weeks
gestation

Swaziland:
Siteki:

Swaziland
Prevention

Center

871989267 31OCT2019 Y 31JAN2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

31JAN2023 10MAY2022 Y Confirmed 21SEP2023 Full Term
Live Birth
(>= 37
Weeks)

uneventful
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OLE
Pregnancy
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Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Kampala:

Baylor−Uganda
CRS

872105231 25MAR2019 Y 28NOV2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

28NOV2023 20APR2022 Y Confirmed −

Uganda:
Kampala:

Baylor−Uganda
CRS

872160025 04FEB2020 Y 07NOV2023 31OCT2023 08APR2022 Y Confirmed 19AUG2023 Full Term
Live Birth
(>= 37
Weeks)

delivered
vaginally,
not assisted

Uganda:
Kampala:

Baylor−Uganda
CRS

872185400 07JUN2019 Y 19SEP2022 V65.0 −
Step

4c−TDF/
FTC −
Week 8

(1)

19SEP2022 22JUL2022 Y Confirmed 22SEP2022 Therapeutic/
Elective
Abortion

it was
elective
abortion

Uganda:
Kampala:

Baylor−Uganda
CRS

872185400 07JUN2019 Y 28APR2023 V69.0 −
Step

4c−TDF/
FTC −

Week 40
(1)

28APR2023 22JUL2022 Y Confirmed −

Uganda:
Kampala:

Baylor−Uganda
CRS

872202135 10MAR2020 Y 19MAY2022 V56.0 −
Step

4b − Day
0 (1)

19MAY2022 19MAY2022 Confirmed 05DEC2022 Full Term
Live Birth
(>= 37
Weeks)

delivered by
emergency
cesaerean
section.
indication
was fetal
distress

Uganda:
Kampala:

Baylor−Uganda
CRS

872274651 03JAN2020 Y 13DEC2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

13DEC2023 11MAY2022 Y Confirmed 19JAN2024 Spontaneous
Abortion (<
20 Weeks)

Uganda:
Kampala:

Baylor−Uganda
CRS

872326420 03OCT2018 Y 24AUG2022 V57.0 −
Step

4c−CAB
LA −

Week 0
(1)

24AUG2022 25JUL2022 Y Confirmed 27AUG2022 Therapeutic/
Elective
Abortion

had elective
abortion

Uganda:
Kampala:

Baylor−Uganda
CRS

872359774 29JAN2020 Y 08DEC2021 V201 −
Open
Label

Truvada 
Day 0 (1)

08DEC2021 26MAY2022 Confirmed 19JUN2022 Full Term
Live Birth
(>= 37
Weeks)

participant
under went
emergency
ceasarean
section due
to
cephalopelv
ic
disproportio
n.had big
baby as per
medical
records
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Kampala:

Baylor−Uganda
CRS

872365458 23MAY2019 Y 15MAR2022 V27.0
Week

145 − S2
(1)

15MAR2022 05MAY2022 Confirmed 13SEP2022 Full Term
Live Birth
(>= 37
Weeks)

delivered by
spontaneou
s vaginal
delivery on
13 sep
2022.no
complicatio
ns reported.
delivered at
2105 hours

Uganda:
Kampala:

Baylor−Uganda
CRS

872380973 05OCT2018 Y 08NOV2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

08NOV2023 28APR2022 Y Confirmed 20DEC2023 Spontaneous
Abortion (<
20 Weeks)

Uganda:
Kampala:

Baylor−Uganda
CRS

872381422 17FEB2020 Y 04OCT2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

04OCT2022 11APR2022 Y Confirmed 07DEC2022 Spontaneous
Abortion (<
20 Weeks)

had
spontaneou
s abortion

Uganda:
Kampala:

Baylor−Uganda
CRS

872381422 17FEB2020 Y 22MAY2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

22MAY2023 11APR2022 Y Confirmed −

Uganda:
Kampala:

Baylor−Uganda
CRS

872394892 05NOV2019 Y 18SEP2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

18SEP2023 29APR2022 Y Confirmed −

Uganda:
Kampala:

Baylor−Uganda
CRS

872416148 10JUN2019 Y 13JUL2022 V79.0 −
Step
4d −

Week 12
Pregnanc

y 1

13JUL2022 13JUL2022 Confirmed 24FEB2023 Full Term
Live Birth
(>= 37
Weeks)

delivered by
spontaneou
s vaginal
delivery. no
delivery
related
complicatio
ns. no non
delivery
complicatio
ns also

Uganda:
Kampala:

Baylor−Uganda
CRS

872443773 04MAR2020 Y 27JAN2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

27JAN2023 12MAY2022 Y Confirmed 02FEB2023 Spontaneous
Abortion (<
20 Weeks)

had
spontaneou
s abortion,
managed
from private
clinic under
standard of
care.
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Kampala:

Baylor−Uganda
CRS

872449412 17OCT2018 14SEP2022 V66.0 −
Step

4c−TDF/
FTC −

Week 16
(1)

14SEP2022 24MAY2022 Y Confirmed 12FEB2023 Premature
Term Live
Birth (< 37
Weeks)

delivered by
vaginal
delivery. no
related
complicatio
ns reported

Uganda:
Kampala:

Baylor−Uganda
CRS

872504328 04APR2019 02AUG2022 V64.0 −
Step

4c−TDF/
FTC −
Week 0

(1)

02AUG2022 02AUG2022 Confirmed 18MAR2023 Full Term
Live Birth
(>= 37
Weeks)

she
delivered by
vaginal
delivery. no
complicatio
ns reported
as per
medical
records

Uganda:
Kampala:

Baylor−Uganda
CRS

872592440 18JAN2019 Y 26NOV2021 Interim
Visit
202.1

26NOV2021 13APR2022 Confirmed 07JUL2022 Full Term
Live Birth
(>= 37
Weeks)

delivered by
spontaneou
s vaginal
delivery.no
delivery or
non delivery
related
complicatio
ns reported.

Uganda:
Kampala:

Baylor−Uganda
CRS

872603448 15FEB2019 Y 20FEB2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

20FEB2023 25MAY2022 Y Confirmed 18AUG2023 Full Term
Live Birth
(>= 37
Weeks)

delivered by
vaginal
delivery. no
delivery or
non delivery
related
complicatio
ns reported

Uganda:
Kampala:

Baylor−Uganda
CRS

872673274 05NOV2019 Y 20JUN2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

20JUN2023 23MAY2022 Y Confirmed 25FEB2024 Full Term
Live Birth
(>= 37
Weeks)

delivered by
vaginal
delivery. no
delivery or
non delivery
related
complicatio
ns noted.

Uganda:
Kampala:

Baylor−Uganda
CRS

872679085 29JAN2020 Y 24JUN2022 V82.0 −
Step
4d −

Week 24
Pregnanc

y 1

24JUN2022 24JUN2022 Confirmed 23SEP2022 Full Term
Live Birth
(>= 37
Weeks)

delivered by
spontaneou
s vaginal
delivery.no
complicatio
ns reported

Uganda:
Kampala:

Baylor−Uganda
CRS

872726004 05OCT2018 29APR2022 V64.0 −
Step

4c−TDF/
FTC −
Week 0

(1)

29APR2022 29APR2022 Confirmed 13NOV2022 Full Term
Live Birth
(>= 37
Weeks)

develivered
by
spontaneou
s vaginal
delivery.no
complicatio
ns
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Kampala:

Baylor−Uganda
CRS

872728875 11FEB2019 10NOV2022 V66.0 −
Step

4c−TDF/
FTC −

Week 16
(1)

10NOV2022 22JUL2022 Y Confirmed 19JUL2023 Full Term
Live Birth
(>= 37
Weeks)

delivered by
vaginal
delivery. no
delivery or
non delivery
related
complicatio
ns noted

Uganda:
Kampala:

Baylor−Uganda
CRS

872744056 30JAN2020 Y 26JUL2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

26JUL2022 12APR2022 Y Confirmed 05AUG2022 Spontaneous
Abortion (<
20 Weeks)

had
spontaneou
s abortion

Uganda:
Kampala:

Baylor−Uganda
CRS

872744056 30JAN2020 Y 13APR2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

13APR2023 12APR2022 Y Confirmed 04DEC2023 Full Term
Live Birth
(>= 37
Weeks)

delivered by
caesarean
section due
to big baby

Uganda:
Kampala:

Baylor−Uganda
CRS

872782839 14JUN2019 Y 25MAR2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

25MAR2022 25MAR2022 Confirmed 27NOV2022 Full Term
Live Birth
(>= 37
Weeks)

had
spontaneou
s vaginal
delivery

Uganda:
Kampala:

Baylor−Uganda
CRS

872827004 10JUL2019 Y 08NOV2023 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

08NOV2023 20APR2022 Y Confirmed −

Uganda:
Kampala:

Baylor−Uganda
CRS

872873437 17FEB2020 05JAN2022 V21.0
Week

97 − S2
(1)

05JAN2022 08APR2022 Confirmed 10AUG2022 Full Term
Live Birth
(>= 37
Weeks)

had
emergency
c−section
due to
cephalopelv
ic
disproportio
n

Uganda:
Kampala:

Baylor−Uganda
CRS

872873437 17FEB2020 16JAN2023 V69.0 −
Step

4c−TDF/
FTC −

Week 40
(1)

16JAN2023 08APR2022 Y Confirmed 25MAR2023 Spontaneous
Abortion (<
20 Weeks)

had
spontaneou
s abortion

Uganda:
Kampala:

Baylor−Uganda
CRS

872893872 15OCT2019 18JAN2023 V69.0 −
Step

4c−TDF/
FTC −

Week 40
(1)

18JAN2023 12APR2022 Y Confirmed 19JUL2023 Full Term
Live Birth
(>= 37
Weeks)

delivered by
vaginal
delivery. no
complicatio
ns related.
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Kampala:

Baylor−Uganda
CRS

872922787 10MAR2020 Y 19MAY2022 V56.0 −
Step

4b − Day
0 (1)

19MAY2022 19MAY2022 Confirmed 02JUL2022 Spontaneous
Abortion (<
20 Weeks)

she
reported
history of
per vaginal
bleeding on
01 jul 2022
and 02 jul
2022.she
denied
using
medications
prior to  per
vaginal
bleeding.

Uganda:
Kampala:

Baylor−Uganda
CRS

872974168 28AUG2019 Y 08JUN2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

08JUN2022 12APR2022 Y Confirmed 29NOV2022 Full Term
Live Birth
(>= 37
Weeks)

had preterm
prelabour
rupture of
membranes

Uganda:
Kampala:

Baylor−Uganda
CRS

872975745 15JAN2020 Y 28MAR2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

28MAR2023 20MAY2022 Y Confirmed 26OCT2023 Premature
Term Live
Birth (< 37
Weeks)

delivered by
emergency
caesarean
section due
to severe
oligohydram
nios

Uganda:
Entebbe:

UVRI−IAVI

873115205 28OCT2019 Y 03MAY2022 V56.0 −
Step

4b − Day
0 (1)

03MAY2022 03MAY2022 Confirmed 14DEC2022 Full Term
Live Birth
(>= 37
Weeks)

pregnant
participant
went into
labor and
was taken
to the clinic
where she
gave birth to
her live
baby

Uganda:
Entebbe:

UVRI−IAVI

873141966 22JAN2020 Y 31OCT2022 V66.0 −
Step

4c−TDF/
FTC −

Week 16
(1)

31OCT2022 11JUL2022 Y Confirmed 27DEC2022 Spontaneous
Abortion (<
20 Weeks)

she
reported to
had sudden
vaginal
bleeding
while at
home that
resulted into
a
miscarriage
on 27 dec
2022.

Uganda:
Entebbe:

UVRI−IAVI

873141966 22JAN2020 Y 03JUL2023 V70.0 −
Step

4c−TDF/
FTC −

Week 48
(1)

03JUL2023 11JUL2022 Y Confirmed −
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Entebbe:

UVRI−IAVI

873144136 27AUG2019 Y 12JUL2022 V71.0 −
Step

5−TDF/
FTC −

Day 0 (1)

12JUL2022 14JUN2022 Y Confirmed 29AUG2022 Therapeutic/
Elective
Abortion

participant
decided to
terminate
the
pregnancy
because it
was un
wanted

Uganda:
Entebbe:

UVRI−IAVI

873178793 16SEP2019 Y 03OCT2022 Interim
Visit −

OLE 59.1

03OCT2022 18MAY2022 Y Confirmed 29OCT2022 Therapeutic/
Elective
Abortion

participant
decided to
terminate
her
pregnancy.

Uganda:
Entebbe:

UVRI−IAVI

873178793 16SEP2019 Y 10MAY2023 V63.0 −
Step

4c−CAB
LA −

Week 48
(1)

10MAY2023 18MAY2022 Y Ended Prior
To
Confirmation

29APR2023 Therapeutic/
Elective
Abortion

participant
was unsure
of her
pregnancy
intentions ,
hence
procured an
abortion

Uganda:
Entebbe:

UVRI−IAVI

873180744 25JUN2019 Y 16OCT2023 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

16OCT2023 13JUL2022 Y Confirmed 14NOV2023 Full Term
Live Birth
(>= 37
Weeks)

participant
give birth to
a baby girl
on her way
to hospital.
she has no 
hospital
records.

Uganda:
Entebbe:

UVRI−IAVI

873196116 24JAN2020 Y 12JUL2022 V64.0 −
Step

4c−TDF/
FTC −
Week 0

(1)

12JUL2022 12JUL2022 Confirmed 29AUG2022 Spontaneous
Abortion (<
20 Weeks)

participant
had a
miscarriage
from home
and did not
experience
any
complicatio
ns

Uganda:
Entebbe:

UVRI−IAVI

873199050 11OCT2019 Y 02FEB2022 V203 −
Open
Label

Truvada
Week 24

(1)

02FEB2022 13MAY2022 Confirmed 25SEP2022 Full Term
Live Birth
(>= 37
Weeks)

she gave
birth to full
term baby
from a
private
clinic. she
reported no
post 
delivery
complicatio
ns.

Uganda:
Entebbe:

UVRI−IAVI

873222827 30JAN2020 Y 04NOV2021 V202 −
Open
Label

Truvada
Week 12

(1)

04NOV2021 22APR2022 Confirmed −
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Entebbe:

UVRI−IAVI

873254657 10JAN2020 Y 11JUL2022 V64.0 −
Step

4c−TDF/
FTC −
Week 0

(1)

11JUL2022 11JUL2022 Confirmed 25AUG2022 Spontaneous
Abortion (<
20 Weeks)

she
reported to
have had an
abortion
from home
and no
complicatio
ns.

Uganda:
Entebbe:

UVRI−IAVI

873254657 10JAN2020 Y 17NOV2022 V66.0 −
Step

4c−TDF/
FTC −

Week 16
(1)

17NOV2022 11JUL2022 Y Confirmed 17DEC2022 Therapeutic/
Elective
Abortion

she was not
willing to
maintain the
pregnancy
hence she
decided to
have an
abortion.

Uganda:
Entebbe:

UVRI−IAVI

873275923 08OCT2019 22JUL2022 V65.0 −
Step

4c−TDF/
FTC −
Week 8

(1)

22JUL2022 27MAY2022 Y Confirmed 08FEB2023 Full Term
Live Birth
(>= 37
Weeks)

participant
went into
labor that
resulted into
child birth.

Uganda:
Entebbe:

UVRI−IAVI

873309790 03SEP2019 Y 29NOV2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

29NOV2022 14JUN2022 Y Confirmed 12JUN2023 Full Term
Live Birth
(>= 37
Weeks)

mother
gave birth
on the
12jun. 2023
to a baby
boy by
stranded
vaginal
delivery.
baby
weighed
2.8kgs and
apgar scor
was 9−10.

Uganda:
Entebbe:

UVRI−IAVI

873329498 28NOV2018 Y 16DEC2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

16DEC2022 25MAY2022 Y Confirmed 05AUG2023 Full Term
Live Birth
(>= 37
Weeks)

mother went
into labor
while at
home and
she was
taken to the
hospital
where she
gave birth to
her live
baby girl
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Entebbe:

UVRI−IAVI

873355043 18NOV2019 19DEC2022 V68.0 −
Step

4c−TDF/
FTC −

Week 32
(1)

19DEC2022 09MAY2022 Y Confirmed 22AUG2023 Full Term
Live Birth
(>= 37
Weeks)

mother
narrates to
have go to
hospital as
she felt
labour pain,
she reports
to  have
delivered
normally by
standard
vaginal
delivery to a
baby girl
who
weighed 3.2
kgs and
cried at
birth.

Uganda:
Entebbe:

UVRI−IAVI

873375763 16OCT2019 20SEP2022 V66.0 −
Step

4c−TDF/
FTC −

Week 16
(1)

20SEP2022 31MAY2022 Y Confirmed −

Uganda:
Entebbe:

UVRI−IAVI

873395783 13JUL2019 Y 03JAN2024 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

03JAN2024 16MAY2022 Y Confirmed 14JAN2024 Therapeutic/
Elective
Abortion

participant
decided to
abort the
pregnancy
from home
on 14jan
2024. she
reported no
complicatio
ns.

Uganda:
Entebbe:

UVRI−IAVI

873399748 18NOV2019 22NOV2021 V22.0
Week

105 − S2
(1)

22NOV2021 30JUN2022 Confirmed 01AUG2022 Full Term
Live Birth
(>= 37
Weeks)

participant
came for
visit 65 and
reported to
have given
birth on 01
aug 2022.
she did not
come with
her delivery
report.�
however,
she
reported to
have had a
normal
delivery and
no
complicatio
ns.
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Entebbe:

UVRI−IAVI

873418341 09SEP2019 11APR2023 V70.0 −
Step

4c−TDF/
FTC −

Week 48
(1)

11APR2023 26APR2022 Y Confirmed 08DEC2023 Full Term
Live Birth
(>= 37
Weeks)

participant
started
labor on 7th
dec 2023
and she
went to
hospital and
gave birth
on 08th dec
at 19:00hrs.

Uganda:
Entebbe:

UVRI−IAVI

873436091 31JAN2020 Y 19DEC2023 Interim
Visit −
OLE
118.1

19DEC2023 13JUN2022 Y Confirmed −

Uganda:
Entebbe:

UVRI−IAVI

873497887 24JAN2019 Y 07DEC2021 V202 −
Open
Label

Truvada
Week 12

(1)

07DEC2021 27MAY2022 Confirmed 20AUG2022 Full Term
Live Birth
(>= 37
Weeks)

participant
went into
labor and
was taken
to the
hospital
were she
gave birth to
her baby.

Uganda:
Entebbe:

UVRI−IAVI

873519999 22JAN2020 Y 04OCT2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

04OCT2022 17MAY2022 Y Confirmed 29APR2023 Full Term
Live Birth
(>= 37
Weeks)

mother
reports to
have gone
to the
hospital
(health
centre
3)after
having
signs early
labour,8hrs
of arrival
she gave
birth to baby
girl who
cried on
spot with
3.4kg
mother
narrates.

Uganda:
Entebbe:

UVRI−IAVI

873532175 22JAN2020 Y 03JAN2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

03JAN2023 19MAY2022 Y Confirmed 07AUG2023 Full Term
Live Birth
(>= 37
Weeks)

mother went
into labor
and she
was taken
to hospital
where she
delivered
her live
baby boy
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Entebbe:

UVRI−IAVI

873601281 10OCT2019 Y 13SEP2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

13SEP2022 26MAY2022 Y Confirmed 14OCT2022 Spontaneous
Abortion (<
20 Weeks)

participant
felt un well
and went to
the clinic
with
bleeding per
vagina, and
this was
diagnosed
spontaneou
s abortion

Uganda:
Entebbe:

UVRI−IAVI

873601281 10OCT2019 Y 27JUL2023 V116.0 −
Step

6−CAB
LA −

Week 56
(1)

27JUL2023 26MAY2022 Y Confirmed −

Uganda:
Entebbe:

UVRI−IAVI

873623079 10FEB2020 Y 03OCT2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

03OCT2022 13JUN2022 Y Confirmed 09JUN2023 Full Term
Live Birth
(>= 37
Weeks)

on the 09
jun 2023
participant
had a
normal
stranded
vaginal
delivery and
gave birth to
a full term
live baby
boy she
narrates no
delivery
complicatio
ns

Uganda:
Entebbe:

UVRI−IAVI

873671754 22NOV2018 Y 16SEP2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

16SEP2022 30JUN2022 Y Confirmed 20SEP2022 Spontaneous
Abortion (<
20 Weeks)

participant
reported to
the clinic
with history
of abortion
that happen
on 20 sep
2022 while
at home

Uganda:
Entebbe:

UVRI−IAVI

873671754 22NOV2018 Y 13FEB2024 V119.0 −
Step

4c−CAB
LA −

Week 80
(1)

13FEB2024 30JUN2022 Y Ended Prior
To
Confirmation

06FEB2024 Therapeutic/
Elective
Abortion

participant
reported to
have
procured an
abortion
from a
nearby
clinic.
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Entebbe:

UVRI−IAVI

873680807 09JAN2020 Y 01JUL2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

01JUL2022 05MAY2022 Y Confirmed 27FEB2023 Full Term
Live Birth
(>= 37
Weeks)

mother
gave birth to
a full−term
live baby
boy with
3.2kgs and
has been
breastfeedin
g well since
birth.

Uganda:
Entebbe:

UVRI−IAVI

873689860 31MAY2019 Y 26OCT2023 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

26OCT2023 11MAY2022 Y Confirmed 09NOV2023 Spontaneous
Abortion (<
20 Weeks)

she
reported to
have
experienced
vaginal
bleeding
from home
that resulted
into a
miscarriage,
she
reported no
complicatio
ns

Uganda:
Entebbe:

UVRI−IAVI

873726556 24JAN2019 Y 02FEB2023 V69.0 −
Step

4c−TDF/
FTC −

Week 40
(1)

02FEB2023 16MAY2022 Y Confirmed 04AUG2023 Full Term
Live Birth
(>= 37
Weeks)

she gave
birth from
hospital no
post
delivery
complicatio
ns reported.

Uganda:
Entebbe:

UVRI−IAVI

873739127 10JAN2020 Y 08MAY2023 V62.0 −
Step

4c−CAB
LA −

Week 40
(1)

08MAY2023 28JUN2022 Y Confirmed 15DEC2023 Full Term
Live Birth
(>= 37
Weeks)

Uganda:
Entebbe:

UVRI−IAVI

873748244 27AUG2019 Y 06JUL2022 V56.0 −
Step

4b − Day
0 (1)

06JUL2022 06JUL2022 Confirmed 24FEB2023 Full Term
Live Birth
(>= 37
Weeks)

participant
felt labor
pains on the
24th feb
2023,she
went to the
maternity
home where
she was
admitted
and later
gave birth to
an
asphyxiated
baby girl
with 2/10
score and
baby died
shortly.
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Entebbe:

UVRI−IAVI

873761056 14MAR2019 Y 13JUN2022 V56.0 −
Step

4b − Day
0 (1)

13JUN2022 13JUN2022 Confirmed 16NOV2022 Full Term
Live Birth
(>= 37
Weeks)

participant
had labor
pains and
was taken
to hospital
where she
delivered
her baby

Uganda:
Entebbe:

UVRI−IAVI

873798554 07FEB2020 Y 01NOV2022 V59.0 −
Step

4c−CAB
LA −

Week 16
(1)

01NOV2022 03AUG2022 Y Confirmed 11NOV2022 Spontaneous
Abortion (<
20 Weeks)

the
participant
reported
sudden
onset of
bleeding per
vagina while
at home.
the next
morning,
she went to
a near by
clinic and it
was
confirmed
that she had
a complete
abortion

Uganda:
Entebbe:

UVRI−IAVI

873820050 27MAY2019 Y 11JAN2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

11JAN2023 03MAY2022 Y Confirmed 02AUG2023 Stillbirth/
Intrauterine
Fetal Demise
(>= 20
Weeks)

participant
felt unwell
associated
with
absence of
fetal activity,
she was
rushed to to
the hospital
where she
was
diagnosed
with iufd
underwent
an
operation.

Uganda:
Entebbe:

UVRI−IAVI

873833770 23JAN2020 Y 20FEB2024 V120.0 −
Step

4c−CAB
LA −

Week 88
(1)

20FEB2024 17MAY2022 Y Confirmed −

Uganda:
Entebbe:

UVRI−IAVI

873851113 04NOV2019 Y 01AUG2022 V76.0 −
Step
4d −

Week 0
Pregnanc

y 1

01AUG2022 27APR2022 Y Confirmed 31MAR2023 Full Term
Live Birth
(>= 37
Weeks)

mother
gave birth to
a full−term
baby girl
with no
complicatio
n she
reports.
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Note: For columns where the possible value is `Y´ blanks are interpreted as `No´. For all other columns blanks are interpreted as missing.

The SAS System

Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Entebbe:

UVRI−IAVI

873922510 13MAY2019 Y 04JAN2022 V26.0
Week

137 − S2
(1)

04JAN2022 27JUN2022 Confirmed 16AUG2022 Full Term
Live Birth
(>= 37
Weeks)

she
delivered
from  a
private clinic
normally but
baby was
not
assessed
by
pediatrician.

Uganda:
Entebbe:

UVRI−IAVI

873946812 02DEC2019 Y 15MAR2023 V79.0 −
Step
4d −

Week 12
Pregnanc

y 1

15MAR2023 27APR2022 Y Confirmed 02SEP2023 Full Term
Live Birth
(>= 37
Weeks)

participant
has never
showed up
at the clinic
since she
gave birth,
however
today she
has been
contacted
on phone.
she reports
to have
delivered
from the
hospital by
c−section,
delivered
male baby.

Uganda:
Entebbe:

UVRI−IAVI

873957702 16JAN2019 Y 16JAN2023 V61.0 −
Step

4c−CAB
LA −

Week 32
(1)

16JAN2023 08JUN2022 Y Ended Prior
To
Confirmation

09JAN2023 Spontaneous
Abortion (<
20 Weeks)

she reports
to have had
a
miscarriage
on 9 jan
2023 from
her home
an ultra
sound scan
was done
and
confirmed
complete
spontaneou
s abortion
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Site Subject
Enrollment

Date

CAB
Exposure

Prior
to or

During
Pregnancy

First
Pos
Test
Date

First
Pos
Test
Visit

Est
Preg
Start
Date

OLE
Start
Date

OLE
Pregnancy

OLE
Pregnancy
Sub Study

Pregnancy
Status

Outcome
Date

Outcome
Status

Outcome
Details

Uganda:
Entebbe:

UVRI−IAVI

873963738 05DEC2018 Y 07DEC2022 V60.0 −
Step

4c−CAB
LA −

Week 24
(1)

07DEC2022 25MAY2022 Y Confirmed 13JAN2023 Ectopic
Pregnancy

participant
reported
sharp
abdominal
pain for one
day that
was getting
worse even
while taking
pain killers.
she rushed
to hospital
and an
abdominal
ultra sound
scan
revealed an
ectopic.

Uganda:
Entebbe:

UVRI−IAVI

873971330 17OCT2019 Y 13FEB2024 V118.0 −
Step

6−CAB
LA −

Week 72
(1)

13FEB2024 11JUL2022 Y Confirmed −

Uganda:
Entebbe:

UVRI−IAVI

873993273 02SEP2019 12AUG2022 V66.0 −
Step

4c−TDF/
FTC −

Week 16
(1)

12AUG2022 22APR2022 Y Confirmed 15OCT2022 Therapeutic/
Elective
Abortion

participant
terminated
her
pregnancy

Uganda:
Entebbe:

UVRI−IAVI

873995123 02JUL2019 Y 22SEP2022 V58.0 −
Step

4c−CAB
LA −

Week 8
(1)

22SEP2022 30JUN2022 Y Confirmed 03MAY2023 Full Term
Live Birth
(>= 37
Weeks)

she felt
labor pains
and went to
the hospital
where she
delivered
her baby.
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Source: SCHARP (Zhuoran) − /trials/hptn/p084/analysis/atlas/code/open/l_pregnancy_conganm.sas, SAS Version 9.4 (05MAR2024,19:52)

____________________________________________________

HPTN 084 − A Phase 3 Double Blind Safety and Efficacy Study of Long−Acting Injectable Cabotegravir Compared to Daily Oral TDF/FTC for Pre−Exposure
Prophylaxis in HIV−Uninfected Women

Atlas Open Report − March 5, 2024
Visit Cutoff Date: March 5, 2024

Listing 5 − Cumulative Listing of Pregnancies with Congenital Anomalies

Site Subject

Date of
First OLE

Visit

Number of
CAB

injections
received
prior to

pregnancy

Number of
CAB

injections
received
within 6
months
prior to

pregnancy

Number of
CAB

injections
received
during

pregnancy
First Pos
Test Date

First Pos
Test Visit

Outcome
Date

Outcome
Status

Outcome
Details

Congenital
Anomaly(s)

Congenital
Anomaly

Description
Malawi:

Lilongwe:
Malawi CRS

720261814 21APR2022 13 2 3 13JUL2022 V76.0 − Step
4d − Week 0
Pregnancy 1

22NOV2022 OBTAINABL
E
OUTCOME

INDUCTION OF
LABOR WAS
DONE BECAUSE
OF LETHAL
CONGENITAL
ANOMALIES.
SHE
PROGESSED TO
A VERTEX
DELIVERY OF A
FEMALE
INFANT. APGAR
SCORE 2/10
THEN 3/10 BABY
WAS TAKEN TO
NURSERY.

YES Central
Nervous
System,
Spinal;
Gastrointestin
al;
Musculoskelet
al/Extremities;
Genitourinary

Malawi:
Lilongwe:

Malawi CRS

720709274 02MAR2022 14 0 0 19OCT2022 V68.0 − Step
4c−TDF/

FTC − Week
32 (1)

05MAY2023 OBTAINABL
E
OUTCOME

THE
INTRAUTERINE
FETAL DEATH
WAS
CONFIRMED ON
ULTRASOUND
SCAN
HOWEVER
PARTICIPANT
WAS
RELUCTANT TO
RECEIVE
MEDICAL
ATTENTION
UNTIL SHE WAS
FULL TERM.
SHE BELIEVED
SHE COULD
STILL FEEL
FETAL
MOVEMENTS.

YES Other: IT WAS
OBSERVED
THE
UMBILICAL
CORD WAS
TIGHTLY
TWISTED
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Source: SCHARP (Zhuoran) − /trials/hptn/p084/analysis/atlas/code/open/l_pregnancy_conganm.sas, SAS Version 9.4 (05MAR2024,19:52)

____________________________________________________

HPTN 084 − A Phase 3 Double Blind Safety and Efficacy Study of Long−Acting Injectable Cabotegravir Compared to Daily Oral TDF/FTC for Pre−Exposure
Prophylaxis in HIV−Uninfected Women

Atlas Open Report − March 5, 2024
Visit Cutoff Date: March 5, 2024

Listing 5 − Cumulative Listing of Pregnancies with Congenital Anomalies

Site Subject

Date of
First OLE

Visit

Number of
CAB

injections
received
prior to

pregnancy

Number of
CAB

injections
received
within 6
months
prior to

pregnancy

Number of
CAB

injections
received
during

pregnancy
First Pos
Test Date

First Pos
Test Visit

Outcome
Date

Outcome
Status

Outcome
Details

Congenital
Anomaly(s)

Congenital
Anomaly

Description
Botswana:
Gaborone:
Gaborone

CRS

723132141 15FEB2022 13 3 4 19SEP2022 V60.0 − Step
4c−CAB

LA − Week 24
(1)

10MAY2023 OBTAINABL
E
OUTCOME

HOSPITAL
DELIVERY,
BABY NOTED
TO HAVE
POLYDACTYLY
AND
RESPIRATORY
DISTRESS,
RESUSCITATED
IMMEDIATELY
AFTER
DELIVERY BUT
STABILIZED ON
THE SAME DAY.
ADMISSION
INTO THE
NEONATAL UNIT
WAS NOT
INDICATED.

YES Musculoskelet
al/Extremities

Zimbabwe:
Chitungwiza:

St.Mary’s
CRS

762514984 25JUL2022 14 0 0 21SEP2022 V65.0 − Step
4c−TDF/

FTC − Week 8
(1)

14MAY2023 OBTAINABL
E
OUTCOME

PARTICIPANT
DELIVERED A
LIVE BABY GIRL
BY CESAREAN
SECTION ON 14
MAY 2023

YES Infectious

Zimbabwe:
Harare:

Parirenyatwa
CRS

770981966 10AUG2022 10 1 5 10OCT2022 V57.0 − Step
4c−CAB

LA − Week 0
(1)

08JUN2023 OBTAINABL
E
OUTCOME

DELIVERED BY
CAESAREAN
SECTION DUE
TO POST DATES
AND ONE
PREVIOUS
CAESAREAN
SECTION

YES Other:
ODONTOGE
NIC CYST
LEFT LOWER
GUM

South Africa:
Cape Town:
Stellenbosch

University
(DTTC−SU)

CRS

818977261 26AUG2022 9 2 5 25NOV2022 V58.0 − Step
4c−CAB

LA − Week 8
(1)

04AUG2023 OBTAINABL
E
OUTCOME

YES Musculoskelet
al/Extremities
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