MTN 034 - Reversing the Epidemic in Africa with Choices in HIV Prevention (REACH)

Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History? Site Participant ID Date Deviation Description of Deviation Steps Taken to Address
Old SA - Cape Town 779-21755-3 17JUN2020 Other due to COVID19 Vaginal swab biomarker not collected. None
Old SA - Cape Town 779-32141-1 17JUN2020 Other Due to COVID19 vaginal swab biomarker not collected. none
Old SA - Cape Town 779-34286-9 17JUN2020 Other Due to COVID19 Pelvic exam, pelvic samples including STI Testing None
not done.
Old SA - Cape Town 779-34950-8 17JUN2020 Other Due to COVID19, ACASI, Pelvic Exam, Pelvic Samples including none
STl sampling was not done.
Old SA - Cape Town 779-45356-0 17JUN2020 Other Due to COVID19 Vaginal swab for biomarker not collected none
Old SA - Cape Town 779-98382-1 17JUN2020 Other Due to COVID19 vaginal swab for biomarker not collected none
Old SA - Cape Town 779-18108-1 12JUN2020 Other Due to COVID19 aDHERENCE COUNSELING, HIV TSTING, None
VAGINA; SWAB FOR BIORMARKER, PREGANCY TESTING
TABLET ASSESSMENT NOT DONE.
Old SA - Cape Town 779-22896-6 12JUN2020 Other Due to COVID19 Vaginal Swab biomarker not collected none
Old SA - Cape Town 779-26699-2 12JUN2020 Other Due to COVID19 vaginal swab for biomarker not collected none
Old SA - Cape Town 779-29545-9 12JUN2020 Other Due to COVID19 Vaginal swab biomarker not collected. None
Old SA - Cape Town 779-33345-4 12JUN2020 Other Due to COVID19 Vaginal swab for biomarker not collected none
Old SA - Cape Town 779-74300-2 12JUN2020 Other Due to COVID19 ACASI, Pelvic exam pelvic samples including STI none
testing not done.
Old SA - Cape Town 779-77493-3 12JUN2020 Other Due to COVID19 pelvic exam and pelvic samples including STI none
samples not collected, ACASI not done.
Old SA - Cape Town 779-12516-8 11JUN2020 Other Due to COVID19 Vaginal Swab biomarker was none
Old SA - Cape Town 779-54220-1 11JUN2020 Other Due to COVID19 vaginal swab for biomarker will not collected. None
Old SA - Cape Town 779-55355-1 11JUN2020 Other Due to COVID19 Vaginal swab for biomarker not collected. none
Old SA - Cape Town 779-84310-4 11JUN2020 Other Due to COVID19 Vaginal swab for biomarker not collected None
Old SA - Cape Town 779-95271-9 11JUN2020 Other Due to COVID19 VAGINA SWAB for biomarker not collected none
Old SA - Cape Town 779-97319-1 11JUN2020 Other Due to COVID19 vaginal swab for biomarker not done none
Old SA - Cape Town 779-44887-6 10JUN2020 Other due to COVID19 Vaginal swab biomarker not collected none
Old SA - Cape Town 779-46680-5 10JUN2020 Other Due to COVID19 ACASI PELVIC EXAM, PELVIC SAMPLES none
INCLUDING STI SAMPLING NOT DONE.
Old SA - Cape Town 779-55545-9 10JUN2020 Other Due to COVID 19 ACASI, pelvic exam and pelvic samples including none
STI not collected.
Old SA - Cape Town 779-56204-3 10JUN2020 Other Due to COVID19, ACASI,pelvic exam, pelvic samples including STI None
not collected.
Old SA - Cape Town 779-81476-4 10JUN2020 Other Due to COVID 19. ACASI, pelvic exam,pelvic samples including STI None
tesing not collected.
Old SA - Cape Town 779-96230-6 10JUN2020 Other Due to COVID19 vaginal swab biomarker not collected none

T'History categories updated on a weekly schedule:

New = New record

Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)



MTN 034 - Reversing the Epidemic in Africa with Choices in HIV Prevention (REACH)

Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History? Site Participant ID Date Deviation Description of Deviation Steps Taken to Address

Old SA - Cape Town 779-11901-2 09JUN2020 Other Due to COVID19 ACASI,pelvic exam,pelvic samples including STI  none
sample was not done

Old SA - Cape Town 779-32192-4 09JUN2020 Other Due to COVID19 ACASI, Pelvic exam and Pelvic samples including None
STI not done.

Old SA - Cape Town 779-39433-0 09JUN2020 Other Due to COVID19 vaginal swab biomarker not collected. none

Old SA - Cape Town 779-46868-0 09JUN2020 Other Due to COVID VAGINAL SWAB BIOMARKER NOT DONE. None

Old SA - Cape Town 779-80521-3 09JUN2020 Other Due to COVID19 Vaginal swab biomarker not collected none

Old SA - Cape Town 779-93104-9 09JUN2020 Other Due to COVID19, ACASI, Pelvic exam and pelvic samples including none
STI testing not done .

Old SA - Cape Town 779-33345-4 05JUN2020 Other Due to COVID19 visit conducted remotely, PHyiscal exam, HIV none
testing, adherence counseling, vitals signs, pregnancy test not done.

Old SA - Cape Town 779-58067-7 02JUN2020 Other Due to COVID19 physical exam, vitals signs, pregnancy test not None
done.

Old SA - Cape Town 779-37267-8  29MAY2020 Other due to COVID19 ACASI not done, pelvic exam pelvic samples, not done
including STI not done

Old SA - Cape Town 779-39468-8  29MAY2020 Other Due to COVID-19Pelvic exam not done, pelvic samples including None
STI testing not collected.

Old SA - Cape Town 779-42569-9  29MAY2020 Other Due to Covid19 the following were not done, ACASI, Pelvic Exam, none
pelvic sample including STI.DBS and Plasma was not done.

Old SA - Cape Town 779-44761-6  29MAY2020 Other due to COVID19 vaginal swab biomarker not collected. none

Old SA - Cape Town 779-52000-9  29MAY2020 Other Due to COVID19 Vaginal Swab for biomarker not collected None

Old SA - Cape Town 779-57966-7  29MAY2020 Other Due to COVID19 vaginal swab biomarker not collected none

Old SA - Cape Town 779-87937-4  29MAY2020 Other acasi not done, pelvis exam not done, pelvic samples including STI none
not collected due to Covid.

Old SA - Cape Town 779-24697-3  27MAY2020 Other Due to COVID-19 vagianal swab biomarker not collected none

Old SA - Cape Town 779-33813-2  27MAY2020 Other Due to COVID-19 DBS not collected and Vaginal Swab Biomarker  none
not collected.

Old SA - Cape Town 779-39504-0 27MAY2020 Other Vaginal swab biomarker not collected due to COVID19 None

Old SA - Cape Town 779-61394-2  27MAY2020 Other Vaginal swab biomarker not collected due to COVID 19 none

Old SA - Cape Town 779-77820-6  27MAY2020 Other Due to COVID 19 vaginal swab for biomarker not collected. None

Old SA - Cape Town 779-97221-7  27MAY2020 Other Vaginal swab biomarker not collected due to COVID 19 None

Old SA - Cape Town 779-98382-1  27MAY2020 Other VAGINAL SWAB BIOMARKER NOT COLLECTED DUE TO None
COoVID19

Old SA - Cape Town 779-32141-1  22MAY2020 Other Due to COVID-19 Vaginal Swab for biomarker not collected None

Old SA - Cape Town 779-34828-1  22MAY2020 Other COVID19 Vaginal swab for biomarker not collecected None

Old SA - Cape Town 779-68215-3  22MAY2020 Other Due to COVID19 vaginal swab for biomarker not done. None

T'History categories updated on a weekly schedule:

New = New record

Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)



MTN 034 - Reversing the Epidemic in Africa with Choices in HIV Prevention (REACH)

Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History? Site Participant ID Date Deviation Description of Deviation Steps Taken to Address
Old SA - Cape Town 779-88361-4  22MAY2020 Other Due to COVID19 Vaginal swab for biomarker not collected none
Old SA - Cape Town 779-98983-3  22MAY2020 Other COVID19 pelvic exam and pelvic samples not collected. None
Old SA - Cape Town 779-14330-2  20MAY2020 Other COVID 19, ACASI not done, Pelvic exam and pelvic exama samples None
not collected.
Old SA - Cape Town 779-21755-3  20MAY2020 Other COVID19 ACASI not done, pelvic exam not done, pelvic samples None
including STI not collected.
Old SA - Cape Town 779-34286-9  20MAY2020 Other COVID 19, Pelvic exam not done, pelvic samples not collected. None
ACASI not done.
Old SA - Cape Town 779-34950-8  20MAY2020 Other Due to COVID19 Vaginal swab for biomarker not collected none
Old SA - Cape Town 779-45356-0  20MAY2020 Other Due to COVID19 vagina swab for biomarker not collected none
Old SA - Cape Town 779-74300-2  20MAY2020 Other Due to COVID-19 vaginal swab biomarker was not collected. None
Old SA - Cape Town 779-95311-1  20MAY2020 Other Due to COVID19 Vaginal swab for biomarker not collected none
Old SA - Cape Town 779-80521-3 18MAY2020 Other Due to Covid 19 visit conducted remotely. HIV testing, adherence,  none
preganancy, physical exam not done.
Old SA - Cape Town 779-18108-1 15MAY2020 Other COVID-19 ACASI not administered, Pelvic exam not done, pelvic None
samples not completed.
Old SA - Cape Town 779-25525-8 15MAY2020 Other Due to COVID-19 Vaginal Swab biomarker not collected. Not applicable
Old SA - Cape Town 779-26699-2 15MAY2020 Other Due to COVID-19 Vaginal swab biomarker not collected None
Old SA - Cape Town 779-29545-9 15MAY2020 Other COVID-19, ACASI not administered, pelvic exam not done, pelvic None
samples not collected.
Old SA - Cape Town 779-32192-4  15MAY2020 Other Due to COVID19 visit conducted telephonically, Adherence, vaginal none
swab for biomarker not collected, vitals signs, physical exam,
pregnancy test and HIV test not done.
Old SA - Cape Town 779-46680-5 15MAY2020 Other Due to COVID-19 visit was conducted remotely, physical exam, vital None
signs, pregnancy, HIV testing, adherence counseling not done.
Old SA - Cape Town 779-22896-6 13MAY2020 Other Due to COVID19 Vaginal swab biomarker not collected none
Old SA - Cape Town 779-54220-1  13MAY2020 Other due to COVID19 ACASI, PELVIX EXAM, PELVIC SAMPLES NOT  None
COLLECTED
Old SA - Cape Town 779-55355-1 13MAY2020 Other Due to COVID19 Pelvic exam and pelvic samples not done. none
Old SA - Cape Town 779-57253-0 13MAY2020 Other COVID-19 Pelvic exam not done, pelvic samples not collected None
Old SA - Cape Town 779-90753-9 13MAY2020 Other COVID 19 Vaginal swab biomarker not collected none
Old SA - Cape Town 779-97319-1 13MAY2020 Other COVID19 Pelvic exam not done and pelvic sample not collected None
Old SA - Cape Town 779-14330-2  08MAY2020 Other COVID19 Visit conducted remotely( Physical exam, vitalsigns, None
specimen storage HIV test, study product provision, adherence
counseling not done
Old SA - Cape Town 779-58067-7  08MAY2020 Other COVID-19 visit conducted remotely, pregnancy test, physical exam, None

specimen storage not done do

T'History categories updated on a weekly schedule:

New = New record

Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)
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COVID 19-Related Protocol Deviations Listing

Deviation Type of
History?! Site Participant ID Date Deviation Description of Deviation Steps Taken to Address

Old SA - Cape Town 779-34286-9  07MAY2020 Other COVID19 VISIT conducted remotely all assessments were not None
done.

Old SA - Cape Town 779-33345-4  06MAY2020 Other COVID-19, ACASI,PELVIC EXAM WAS NOT DONE PELVIC None
SAMPLES WERE NOT COLLECTED.

Old SA - Cape Town 779-39504-0 06MAY2020 Other COVID19, acasi was not done, pelvic exam not done, pelvic none
samples not collected

Old SA - Cape Town 779-44761-6  06MAY2020 Other COVID-19 ACASI and Pelvic exam was not done. pelvic sample none
were not collected. STI Testing not done

Old SA - Cape Town 779-52000-9  06MAY2020 Other COVID 19- Pelvic examination was not done, Pelvic samples were  none
not collected. STI testing not done

Old SA - Cape Town 779-84310-4  06MAY2020 Other Due to covid, ACASI Not done,Pelvic exam, pelvic samples not None
collected and STI testing.

Old SA - Cape Town 779-98382-1  06MAY2020 Other COVID-19, ACASI not administered, pelvix exam not done, pelvic none
samples not collected.

Old SA - Cape Town 779-97221-7  02MAY2020 Other covid 19 7.0 conducted remotely. None

Old SA - Cape Town 779-88361-4  30APR2020 Other Due to COVID19 visit conducted remotely, HIV, pregnancy testing, None
specimen collection, not done and adherence couselling not
conducted.

Old SA - Cape Town 779-87937-4 28APR2020 Other Due to COVID-19, the visit was conducted remotely, assessments none
were not done.

Old SA - Cape Town 779-98983-3 28APR2020 Other COVID19 visit conducted remotely. assessments visit procedures None
not conducted.

Old SA - Cape Town 779-57253-0 25APR2020 Other COVID-19 Adherence counseling, physical exam, pregnancy test, None
HIV test, vaginal sample biomarker and DBS not collected

Old SA - Cape Town 779-21755-3 22APR2020 Other Vaginal swab biomarker not collected due to covid 19 none

Old SA - Cape Town 779-34950-8 22APR2020 Other Due to COVID Vaginal swab for biomarker and physical exam not None
collected

Old SA - Cape Town 779-77493-3 22APR2020 Other due to COVID 19 visit 8 vaginal swab biomarker was not collected. none

Old SA - Cape Town 779-77820-6 22APR2020 Other due to COVID 19 pelvic exam was not done. STI testing not done none

Old SA - Cape Town 779-46680-5 15APR2020 Other COVID 19 V11 vaginal biomarker swab not collected None

Old SA - Cape Town 779-55355-1 15APR2020 Other COVID 19 Visit 15 Vaginal Swab for Biomarker not collected. None

Old SA - Cape Town 779-55545-9 15APR2020 Other Due to COVID 19 Visit 4 Vaginal swab biomarker not collected None

Old SA - Cape Town 779-56204-3 15APR2020 Other due TO COVID 19 Visit 11 Vaginal Swab for biomarker not collected None

Old SA - Cape Town 779-74300-2 15APR2020 Other due to COVID 19 visit 4 vaginal swab biomarker not collected. None

Old SA - Cape Town 779-77820-6 15APR2020 Other Due to COVID 19 ACASI was not completed none

Old SA - Cape Town 779-80521-3 15APR2020 Other due to COVID 19 visit 6 vaginal samples were not collected none

Old SA - Cape Town 779-80521-3 15APR2020 Other due to COVID 19 ACASI for visit 6 not completed. none

T'History categories updated on a weekly schedule:

New = New record

Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)



MTN 034 - Reversing the Epidemic in Africa with Choices in HIV Prevention (REACH)

Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History?! Site Participant ID Date Deviation Description of Deviation Steps Taken to Address

Old SA - Cape Town 779-97319-1 15APR2020 Other due to COVID 19 vaginal swab for biomarker not collected none

Old SA - Cape Town 779-44887-6 08APR2020 Other due to COVID 19 vaginal swab biomarker was not collected. none
Adherence counselling not done.

Old SA - Cape Town 779-54220-1 08APR2020 Other COVID 19 Visit 8 Vaginal Swab for Biomarker not collected. None

Old SA - Cape Town 779-93104-9 08APR2020 Other due to COVID 19 visit 4 vaginal swab biomarker was not collected  none
and adherence counselling was not conducted.

Old SA - Cape Town 779-11901-2 01APR2020 Other Due to COVID 19 Vaginal swab for biomarker was not collected none

Old SA - Cape Town 779-32192-4  01APR2020 Other COVID 19 Biomarker sample not collected. Not applicable

Old SA - Cape Town 779-39433-0 01APR2020 Other Due to COVID 19 vaginal swab biomarker was not collected. not applicable

Old SA - Cape Town 779-46868-0 01APR2020 Other COVID 19 Visit 12 Vaginal Swab Biormarker not collected None

Old SA - Cape Town 779-63311-5 01APR2020 Other due to COVID 19 Visit 5 vaginal swab biomarker not collected. None

Old SA - Cape Town 779-14330-2  26MAR2020 Other due to COVID 19 vaginal swab biomarker was not collected. none
Adherence counselling and physical exam wasnot conducted.

Old SA - Cape Town 779-33345-4  26MAR2020 Other Due to COVID-19 Adherence counselling was not conducted and None
vaginal swab for biomarker was not collected at visit 8.0

Old SA - Cape Town 779-37267-8  26MAR2020 Other COVID19 adherence counseling not done , vaginal swab for none
biomarker and DBS not collected.

Old SA - Cape Town 779-42569-9  26MAR2020 Other COVID 19- Adherence counselling, Vaginal swab for biomarkers N/a - COVID 19
and DBS collection not done

Old SA - Cape Town 779-45356-0 26MAR2020 Other COVID19 Vaginal swab for biomarker not collected. adherence None
counselling not done

Old SA - Cape Town 779-57253-0  26MAR2020 Other due to COVID 19 DBS and vaiginal swab biomarker samples were  none
not collected.Adherence counseling not done.

Old SA - Cape Town 779-57966-7  26MAR2020 Other due to COVID19 vaginal swab biomarker and DBS not collected. none
adherence counselling not done

Old SA - Cape Town 779-84310-4  26MAR2020 Other due to COVID 19 visit 8 vaginal swab for biomarker was not none
collected. Adherence counselling not done.

Old SA - Cape Town 779-87937-4  26MAR2020 Other COVID 19 vaginal swab for Biomarker was not collected and none
adherence counselling not conducted.

Old SA - Cape Town 779-97221-7  26MAR2020 Other due to COVID 19 vaginal swabs for biomarkers and pelvic samples none
were not collected and adherence counseling was not conducted.

Old SA - Cape Town 779-12516-8  25MAR2020 Other due to COVID 19 Vaginal swab biomarker was not collected. none
Adherence counselling not done

Old SA - Cape Town 779-24697-3  25MAR2020 Other due to COVID 19 Vaginal swab for biomarker was not collected, none
Adherence counselling not conducted.

Old SA - Cape Town 779-32141-1  25MAR2020 Other due to COVID 19 vaginal swab for biomarker was not collected and none

Adherence counseling not done

T'History categories updated on a weekly schedule:

New = New record

Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)
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Old SA - Cape Town 779-34828-1  25MAR2020 Other DBS and vaginal swab biomarker were not collected due to COVID None
19

Old SA - Cape Town 779-39468-8  25MAR2020 Other vaginal swab biomarker not colledcted due to COVID 19 none

Old SA - Cape Town 779-39504-0 25MAR2020 Other due to COVID 19 DBS sample and vaginal swab biomarker not none
collected. Adherence counseling not done

Old SA - Cape Town 779-68215-3  25MAR2020 Other COVID19 ACASI not administered adherence counseling not None
administered, pelvic exam and pelvic samples not done and STI
Testing. not done

Old SA - Cape Town 779-95271-9  25MAR2020 Other Due to COVID 19 DBS sample and the vaginal swab biomarker none
were not collected. Adherence counseling not done.

Old SA - Cape Town 779-98382-1  25MAR2020 Other due to COVID 19 DBS sample and vaginal swab biomarker were none
not collected. Adherence counseling not done.

Old SA - Cape Town 779-98983-3  25MAR2020 Other Due to COVID19 adherence counseling done partially, vaginal swab none
for biomarker and DBS not collected.

Old SA - Cape Town 779-34286-9  24MAR2020 Other Due to COVID 19 pelvic examination was not done and pelvic none
samples were not collected.

Old SA - Cape Town 779-88361-4  24MAR2020 Other due to COVID 19 visit 6 vaginal swabs for biomarkers were not none

collected

T'History categories updated on a weekly schedule:
New = New record

Mod = Modified record
Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)



MTN 034 - Reversing the Epidemic in Africa with Choices in HIV Prevention (REACH)

Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History? Site Participant ID Date Deviation Description of Deviation Steps Taken to Address

Oold SA - Johannesburg 805-22792-6 16JUL2021 Other COVID 19;remote visit, The following procedures were not done: Procedures not done will be completed upon
Pregnancy testing, HIV testing, collection for vaginal swab for returning to site.
biomarker analysis and vitals signs

Old SA - Johannesburg 805-82640-6 16JUL2021 Other COVID19;remote visit, the following procedures were not done : HIV Procedures will be completed upon returning to
Testing, Pregnancy testing, collection for vaginal swab for biomarker site
analysis, targeted vitals sings and physical exams.

Old SA - Johannesburg 805-52144-6 04JUN2021 Other COVID-19;remote visit,the following procedures were not done:HIV  Procedures not done will be completed upon
and pregnancy testing,specimen storage samples collection,pelvic  returning to site
exam,STI testing,DBS,ACASI,targeted vital signs & physical exam

Oold SA - Johannesburg 805-89658-8 10MAR2021 Other COVID 19, remote visit. following procedures were not done, HIV Procedures will be conducted upon returning to
test, DBS, Pregnancy test, Physical exam, Vital signs, Vaginal site
swabs for biomarker analysis.

Old SA - Johannesburg 805-22792-6 26FEB2021 Other COVID-19;remote visit,the following procedures were not done:HIV  Procedures not done were completed on 27 Feb
and pregnancy testing,specimen storage samples collection,pelvic 2021 when the participant presented to the site
exam,STI testing,DBS,ACASI targeted vital signs&physical exam

Old SA - Johannesburg 805-54452-9 19JAN2021 Other Covid 19; Remote visit,the following procedures were not done, HIV  N/A
and pregnancy testing,specimen storage sample collection, pelvic
exam, STI testing, ACASI, targeted vital signs and physical exam.

Old SA - Johannesburg 805-87301-1 12JAN2021 Other COVID19, remote visit , the following procedures were not done: The visit was done remotely due to the
HIV testing; pregnancy testing, collection for vaginal swab for COVID-19 pandemic and National Lockdown
biomarker analysis , Ring collection, vital signs and physical exam

Old SA - Johannesburg 805-48935-5 23SEP2020 Other COVID-19; remote visit, the following procedures were not done: Not applicable
HIV testing, Pregnancy testing, collection for Vaginal swab for
biomarker analysis, targeted vital signs and physical exam.

Old SA - Johannesburg 805-15984-1 15JUL2020 Other COVID-19;remote visit,the following procedures were not done:HIV  Procedures not conducted will be done when we
and pregnancy testing,specimen storage samples collection,pelvic  return to site
exam,STI testing,ACASI,targeted vital signs&physical exam

Old SA - Johannesburg 805-19453-8 15JUL2020 Other COVID-19; remote visit, the following procedures were not done: Not Applicable
HIV testing, Pregnancy testing, collection for Vaginal swab for
biomarker analysis, targeted vital signs and physical exam.

Old SA - Johannesburg 805-63053-9 15JUL2020 Other COVID-19; remote visit, the following procedures were not done: Participant to be scheduled to complete study
HIV testing, Pregnancy testing, collection for V20 specimen storage procedures before visit window closes
samples,STl,pelvic exam,ACASI, targeted vital signs&physical exam

Old SA - Johannesburg 805-42878-1 14JUL2020 Other COVID-19; remote visit, the following procedures were not done: The procedures that were not done were
HIV testing, Pregnancy testing, collection for Vaginal swab for completed when we returned to site
biomarker analysis, targeted vital signs and physical exam.

Old SA - Johannesburg 805-43303-1 14JUL2020 Other COVID-19; remote visit, the following procedures were not done: Participant will be contacted before window

HIV testing, Pregnancy testing, collection for V13 specimen storage
samples,STI, pelvic exam, ACASI,targeted vital signs and physical

ex

closes to complete visit procedures

T'History categories updated on a weekly schedule:
New = New record

Mod = Modified record
Old = Previously reported deviation which has not been updated
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Old SA - Johannesburg 805-53045-6 14JUL2020 Other COVID-19; remote visit, the following procedures were not done: Participant will be scheduled to complete her
HIV testing, Pregnancy testing, collection for Vaginal swab for visit in clinic before participants window closes
biomarker analysis, targeted vital signs,DBS and physical exam.

Old SA - Johannesburg 805-92690-4 14JUL2020 Other COVID-19;remote visit,the following procedures were not done:HIV  Procedures not conducted will be done when we
and pregnancy testing,specimen storage samples collection,pelvic  return to site
exam,V20 STI testing,ACASI, targeted vital signs&physical exam.

Old SA - Johannesburg 805-30631-4 08JUL2020 Other COVID 19,Participant as given extra product due to COVID 19 Not applicable as participant looked for ring and
pandemic lockdown and she lost one sealed ring could not find it

Old SA - Johannesburg 805-19115-1 23JUN2020 Other COVID-19:The product switch visit occurred at visit 11 and it would No CRFs were completed for 1-week visit and
normally be done at visit 9. The 1-week phone call visit was also chart notes were done due to the nature of the
conducted a week later visit and COVID-19 extending out the switch

visit. The product switch visit(11.0) was done at
the clinic

Old SA - Johannesburg 805-19115-1 01JUN2020 Other COVID-19; remote visit, the following procedures were not done: Procedures not completed will be completed
HIV testing, Pregnancy testing, collection for V9 specimen storage  upon returning to site clinic
samples,DBS,STI, pelvic exam, ACASI, vital signs and physical
exam

Old SA - Johannesburg 805-78969-0 22MAY2020 Other COVID 19, remote visit. following procedures were not done, HIV None
test, DBS, Pregnancy test, ACASI, Physical exam, Vital signs,
Vaginal swabs for biomarker analysis

Old SA - Johannesburg 805-39091-0 29APR2020 Other COVID-19; remote visit, the following procedures were not done: Procedures not completed will be completed
HIV testing, Pregnancy testing, collection for Vaginal swab for once back at clinic
biomarker analysis, targeted vital signs and physical exam.

Old SA - Johannesburg 805-81687-0 29APR2020 Other COVID-19; remote visit, the following procedures were not done: Remote visit was done due to national
HIV testing, Pregnancy testing, collection for Vaginal swab for lockdown. Procedures not done will be done
biomarker analysis, targeted vital signs and physical exam when we return to site

Old SA - Johannesburg 805-43303-1 28APR2020 Other COVID 19, remote visit. BCEPS not done due to remote nature of Not Applicable
visit

Old SA - Johannesburg 805-30631-4 24APR2020 Other COVID 19, remote visit. following procedures were not done, HIV Procedures will be conducted upon returning to
test, DBS, Pregnancy test, Physical exam, Vital signs, Vaginal site
swabs for biomarker analysis

Old SA - Johannesburg 805-38892-8 24APR2020 Other COVID-19; remote visit, the following procedures were not done: Procedures to be completed upon returning to
HIV&Pregnancy testing, collection for V13 specimen storage clinic
samples,STI, pelvic exam, ACASI,DBS,targeted vital signs and
physical exam

Old SA - Johannesburg 805-52144-6 24APR2020 Other COVID-19; remote visit, the following procedures were not done: The visit was done over the phone due to the
HIV testing, Pregnancy testing, collection for Vaginal swab for COVID19 pandemic and National lockdown
biomarker analysis, DBS, targeted vital signs and physical exam.

Old SA - Johannesburg 805-55362-2 24APR2020 Other COVID 19, remote visit. following procedures were not done, HIV Procedures will be conducted upon returning to

test, DBS, Pregnancy test, Physical exam, Vital signs, Vaginal
swabs for biomarker analysi

site

T'History categories updated on a weekly schedule:
New = New record

Mod = Modified record
Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)
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Oold SA - Johannesburg 805-87301-1 24APR2020 Other COVID-19; remote visit, the following procedures were not done: The visit was done remotely due to the
HIV testing, Pregnancy testing, collection for Vaginal swab for COVID-19 pandemic and National lockdown
biomarker analysis, DBS, targeted vital signs and physical exam.

Old SA - Johannesburg 805-99776-2 24APR2020 Other COVID-19; remote visit, the following procedures were not done: Procedures will be completed upon returning to
HIV testing, Pregnancy testing, collection for V13 specimen storage clinic
samples,STI, pelvic exam, ACASI, targeted vital sign&physical
exam

Old SA - Johannesburg 805-15984-1 23APR2020 Other COVID 19, remote visit. following procedures were not done, HIV Procedures will be conducted upon returning to
test, DBS, Pregnancy test, Physical exam, Vital signs, Vaginal site
swabs for biomarker analysis

Old SA - Johannesburg 805-57443-3 23APR2020 Other COVID-19;remote visit,the following procedures were not done:HIV  The procedures that were not done will be
and pregnancy testing,V6 specimen storage samples completed when we return to site
collection,pelvic exam,V6 STI testing,ACASI,DBS, targeted vital
signs&physical exam

Old SA - Johannesburg 805-59597-4 23APR2020 Other COVID 19, remote visit. following procedures were not done, HIV Procedures will be conducted upon returning to
test, DBS, Pregnancy test, ACASI, Physical exam, Vital signs, site
Vaginal swabs for biomarker analysis

Old SA - Johannesburg 805-68250-7 23APR2020 Other COVID-19; remote visit, the following procedures were not done: The procedures that were not done will be
HIV testing, Pregnancy testing, collection for Vaginal swab for completed when we return to site
biomarker analysis, DBS, targeted vital signs and physical exam

Old SA - Johannesburg 805-81765-2 23APR2020 Other COVID-19; remote visit, the following procedures were not done: Procedures to be completed upon return to clinic
HIV testing, Pregnancy testing, collection for Vaginal swab for
biomarker analysis,DBS, targeted vital signs and physical exam

Old SA - Johannesburg 805-54452-9 17APR2020 Other COVID-19.Remote visit. the following procedures not done: HIV Procedures to be completed upon return to clinic
testing, Pregnancy testing, collection for V13 specimen storage
samples, pelvic exam, ACASI, targeted vital signs, ring collection

Old SA - Johannesburg 805-70275-7 17APR2020 Other COVID 19;remote visit. The following procedures not done,HIV Procedures will be collected upon return to clinic
testing, Pregnancy testing, collection for Vaginal swab for biomarker
analysis, targeted vital signs and physical exam.

Old SA - Johannesburg 805-86526-5 17APR2020 Other COVID-19; remote visit, the following procedures were not done: The visit was done over the phone due to the
HIV testing, Pregnancy testing, collection for Vaginal swab for COVID-19 pandemic
biomarker analysis, targeted vital signs and physical exam.

Old SA - Johannesburg 805-94375-2 17APR2020 Other COVID 19, remote visit. following procedures were not done, HIV Procedures will be conducted upon returning to
test, DBS, Pregnancy test, Physical exam, Vital signs, Vaginal site
swabs for biomarker analysis

Old SA - Johannesburg 805-98076-1 17APR2020 Other COVID 19, remote visit. following procedures were not done, HIV Procedures will be conducted upon returning to

test, DBS, Pregnancy test, Physical exam, Vital signs, Vaginal
swabs for biomarker analysis

site

T'History categories updated on a weekly schedule:
New = New record

Mod = Modified record
Old = Previously reported deviation which has not been updated
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Old SA - Johannesburg 805-12095-5 16APR2020 Other COVID-19. Remote visit. The following procedures were not done:  Procedures not done will be done upon return to
HIV testing, Pregnancy testing, collection for V6 specimen storage  clinic
samples, pelvic exam, ACASI, targeted vital signs and physical
exam

Old SA - Johannesburg 805-77391-4 16APR2020 Other COVID-19;remote visit. The following procedures not done, Procedures will be done upon returning to the
Pregnancy test, HIV test, Vaginal swab collection for biomarkers, clinic
Targeted physical exam and vital signs

Old SA - Johannesburg 805-89101-1 16APR2020 Other COVID 19; remote visit conducted. The following visit procedures Procedures will be conducted upon return to
not done, pregnancy test, HIV test, Vaginal swab collection for clinic
biomarker analysis, targeted physical exam and vital signs

Old SA - Johannesburg 805-89658-8 16APR2020 Other COVID 19, remote visit. following procedures were not done, HIV Procedures will be conducted upon returning to
test, DBS, Pregnancy test, Physical exam, Vital signs, Vaginal site
swabs for biomarker analysis

Old SA - Johannesburg 805-96722-2 16APR2020 Other COVID 19, remote visit. following procedures were not done, HIV Procedures will be conducted upon returning to
test, DBS, Pregnancy test, ACASI, Physical exam, Vital signs, site
Vaginal swabs for biomarker analysis

Old SA - Johannesburg 805-98558-0 16APR2020 Other COVID 19, remote visit. following procedures were not done, HIV Procedures will be conducted upon returning to
test, DBS, Pregnancy test, ACASI, Physical exam, Vital signs, site
Vaginal swabs for biomarker analysis

Old SA - Johannesburg 805-58970-3 15APR2020 Other COVID 19; remote visit. The following procedures were not done: Procedures not conducted will be done once
HIV testing, Pregnancy testing, collection for V6 specimen storage  back at clinic
samples, pelvic exam, ACASI, targeted physical exam and vital
signs

Old SA - Johannesburg 805-59597-4 15APR2020 Other COVID 19, remote visit. following procedures were not done, HIV Procedures will be conducted upon returning to
test, DBS, Pregnancy test, ACASI, Physical exam, Vital signs, site
Vaginal swabs for biomarker analysis

Old SA - Johannesburg 805-72045-9 15APR2020 Other COVID 19, remote visit. following procedures were not done, HIV  Procedures will be conducted upon returning to
test, DBS, Pregnancy test, Physical exam, Vital signs, Vaginal site
swabs for biomarker analysis

Old SA - Johannesburg 805-73596-5 15APR2020 Other COVID-19; remote visit, the following procedures were not done: Procedures not done will be done upon return to
HIV testing, Pregnancy testing, collection for specimen storage for  clinic
v6, pelvic exam, ACASI, targeted physical exam, vital signs

Old SA - Johannesburg 805-78287-6 15APR2020 Other COVID 19, remote visit. following procedures were not done, HIV  Procedures will be conducted upon returning to
test, DBS, Pregnancy test, ACASI, Physical exam, Vital signs, site
Vaginal swabs for biomarker analysis

Old SA - Johannesburg 805-23492-4 14APR2020 Other COVID 19, remote visit. following procedures not done, HIV test, Procedures will be conducted upon returning to
DBS, Pregnancy test, Physical exam, Vital signs, Vaginal swabs for site
biomarker analysis

Old SA - Johannesburg 805-61727-3 14APR2020 Other COVID 19;remote visit, the following procedures were not done: HIV Procedures will be conducted for when we

testing, Pregnancy testing, collection for specimen storage for V6,
pelvic exam, ACASI, targeted physical exam and vital signs

return to clinic for completion

T'History categories updated on a weekly schedule:
New = New record

Mod = Modified record
Old = Previously reported deviation which has not been updated
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Old SA - Johannesburg 805-75326-6 14APR2020 Other COVID 19, remote visit. following procedures not done, HIV test, Procedures will be conducted upon returning to
DBS, Pregnancy test, Physical exam, Vital signs, Vaginal swabs for site
biomarker analysis

Old SA - Johannesburg 805-93555-4 14APR2020 Other COVID 19;remote visit. The following procedures not done, HIV test, Procedures will be conducted upon returning to
Pregnancy test, collection for vaginal swab for biomarker clinic after national lockdown
analysis,targeted physical exam, vital signs

Old SA - Johannesburg 805-19115-1 09APR2020 Other COVID-19; remote visit, the following procedures were not done: The procedures that were not done will be
HIV testing, Pregnancy testing, collection for Vaginal swab for completed when we return to site
biomarker analysis, DBS, targeted vital signs and physical exam.

Old SA - Johannesburg 805-22792-6 09APR2020 Other COVID 19. The following procedures were not done: Pregnancy Procedures not done will be completed upon
testing, HIV testing, collection for vaginal swab for biomarker returning to site
analysis, targeted physical exam and vital signs

Old SA - Johannesburg 805-39088-1 09APR2020 Other COVID 19,ACASI, physical exam,vital signs,Pregnancy test,HIV Procedures not completed will be completed
test,DBS,Pelvic Exam,Specimen Storage excluding cervical upon return to site
cytobrush and V13 STI testing were all not completed

Old SA - Johannesburg 805-46521-6 09APR2020 Other COVID 19.Remote visit. The following procedures not done: Procedures not done will be conducted upon
Pregnancy test, HIV test, vaginal swab collection for biomarker return to site
analysis, vital signs and physical exam

Old SA - Johannesburg 805-82640-6 09APR2020 Other COVID-19;remote visit,the following procedures were not The procedures that were not done will be
done:HIV&pregnancy testing,collection for Vaginal swab for completed when we return to site
biomarker analysis,DBS,targeted vital signs&physical exam.1st pill
not observed-21Apr

Old SA - Johannesburg 805-18422-0 08APR2020 Other COVID-19; remote visit, the following procedures were not done: The procedures that were not done will be
HIV testing, Pregnancy testing, collection for Vaginal swab for completed when we return to site
biomarker analysis, targeted vital signs and physical exam.

Old SA - Johannesburg 805-42878-1 08APR2020 Other COVID 19. Remote visit conducted. The following procedures not Procedures not done will be conducted once
done: HIV testing, Pregnancy testing, collection of vaginal swabs for back at clinic
biomarker analysis, targeted physical exam and vital signs.

Old SA - Johannesburg 805-74803-1 08APR2020 Other COVID-19; remote visit, the following procedures were not done: Procedures not completed will be conducted
HIV testing, Pregnancy testing, collection for Vaginal swab for when we return to the site
biomarker analysis and DBS, targeted vital signs and physical
exam.

Old SA - Johannesburg 805-16235-5 06APR2020 Other COVID-19; remote visit, the following procedures were not done: The procedures that were not done will be
HIV testing, Pregnancy testing, collection for Vaginal swab for completed when we return to site
biomarker analysis, targeted vital signs and physical exam.

Old SA - Johannesburg 805-32736-7 06APR2020 Other COVID-19:remote visit. The following procedures not done, HIV test, Procedures not done will be completed upon
Pregnancy test, physical exam, vital signs, Specimen storage for returning to clinic
V6, Pelvic exam,STI testing for v6, ACASI, DBS collection

Old SA - Johannesburg 805-52950-1 06APR2020 Other COVID-19; remote visit, the following procedures were not done: Procedures not done will be conducted when we

HIV testing, Pregnancy testing, collection for Vaginal swab for
biomarker analysis, targeted vital signs and physical exam.

return to the site

T'History categories updated on a weekly schedule:
New = New record

Mod = Modified record
Old = Previously reported deviation which has not been updated
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Old SA - Johannesburg 805-81687-0 06APR2020 Other COVID 19;removit visit conducted. The following procedures not Procedures will be conducted upon return to site
done;Pregnancy test, HIV test,Physical exam, Vital signs, Vaginal
swab for biomarker analysis, ring not returned

Old SA - Johannesburg 805-38142-8 03APR2020 Other COVID-19; remote visit, the following procedures were not done: The procedures that were not done will be
HIV testing, Pregnancy testing, collection for Vaginal swab for completed when we return to site
biomarker analysis, targeted vital signs and physical exam

Old SA - Johannesburg 805-45862-7 03APR2020 Other COVID 19;remote visit. Following visit procedures not done, HIV Procedures not done will be completed upon
test, Pregnancy test, DBS collection, Vaginal swab for biomarker returning back to site
analysis, physical exam, vital signs

Old SA - Johannesburg 805-53045-6 03APR2020 Other COVID 19;remote visit. Following visit procedures not done, HIV Procedures will be completed upon returning to
test, Pregnancy test, DBS collection, vaginal swab for biomarker site
analysis, Physical exam, Vital signs

Old SA - Johannesburg 805-55749-8 03APR2020 Other COVID 19, remote visit. following procedures not done, HIV test, Procedures will be conducted upon returning to
DBS, Pregnancy test, Physical exam, Vital signs, Vaginal swabs for site
biomarker analysis

Old SA - Johannesburg 805-62131-6 03APR2020 Other COVID 19, remote visit. following procedures not done, HIV test, Procedures will be conducted upon returning to
DBS, Pregnancy test, Physical exam, Vital signs, Vaginal swabs for site
biomarker analysis

Old SA - Johannesburg 805-36279-1 02APR2020 Other COVID 19, remote visit. following procedures not done, HIV test, Procedures will be conducted upon returning to
DBS, Pregnancy test, Physical exam, Vital signs, Vaginal swabs for site
biomarker analysis

Old SA - Johannesburg 805-59419-8 02APR2020 Other COVID 19, remote visit. following procedures not done, HIV test, Procedures will be conducted upon returning to
DBS, Pregnancy test, Physical exam, Vital signs, Vaginal swabs for site
biomarker analysis

Old SA - Johannesburg 805-78969-0 02APR2020 Other COVID-19; remote visit, the following procedures were not done: The procedures that were not done will be
HIV testing, Pregnancy testing, collection for Vaginal swab for completed when we return to site
biomarker analysis, targeted vital signs and physical exam.

Old SA - Johannesburg 805-13010-5 01APR2020 Other COVID-19; remote visit, the following procedures were not done: The procedures that were not done will be
HIV testing, Pregnancy testing, collection for Vaginal swab for completed when we return to site
biomarker analysis, targeted vital signs and physical exam

Old SA - Johannesburg 805-31058-4  01APR2020 Other COVID 19;remove visit. Following procedures not done, physical Procedures will be conducted upon returning
exam,vital signs, specimen storage for v6, STI testing for V6,pelvic  back to site
exam, ACASI, pregnancy tes, HIV test,DBS collection

Old SA - Johannesburg 805-34239-6 01APR2020 Other COVID-19;remote visit,the following procedures were not done:HIV  The visit was done over the phone due to the
testing,pregnancy testing,V13 specimen storage sample COVID19 pandemic
collection,pelvic exam,V13 STI testing,CASI, targeted vital
signs & physical exam

Old SA - Johannesburg 805-52672-6 01APR2020 Other COVID-19; remote visit, the following procedures were not done: The procedures that were not done will be

HIV testing, Pregnancy testing, collection for Vaginal swab for
biomarker analysis, DBS, targeted vital signs and physical exam

completed when we return to site

T'History categories updated on a weekly schedule:
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Old SA - Johannesburg 805-80506-3 01APR2020 Other COVID 19;remote visit. following procedures not done, HIV test, Procedures not conducted will be conducted
DBS,Pregnancy test, Physical exam, Vital signs, Vaginal swabs for when we return to site.
biomarker analysis

Oold SA - Johannesburg 805-86900-4  01APR2020 Other COVID 19;remote visit. The following procedures not done, Procedures not done will be done upon
Pregnancy test, HIV Test, Physical Exam, Vital signs, Vaginal returning to site
swabs for biomarker analysis, ring not returned

Old SA - Johannesburg 805-93848-9 01APR2020 Other COVID 19;remote visit. following procedures not done, HIV test, Procedures will be conducted upon returning to
DBS,Pregnancy test, Physical exam, Vital signs, Vaginal swabs for  site
biomarker analysis

Old SA - Johannesburg 805-46240-3  31MAR2020 Other COVID 19, remote visit. following procedures not done, HIV test, Procedures will be conducted upon returning to
DBS, Pregnancy test, Physical exam, Vital signs, Vaginal swabs for site
biomarker analysis

Old SA - Johannesburg 805-48889-4  31MAR2020 Other COVID-19; remote visit, the following procedures were not done: The procedures that were not done will be
HIV testing, Pregnancy testing, collection for Vaginal swab for completed when we return to site
biomarker analysis, targeted vital signs and physical exam

Old SA - Johannesburg 805-93848-9  25MAR2020 Other COVID19: Participant was given extra product during V10.0 due to  Not applicable
national lockdown.

Old SA - Johannesburg 805-74803-1 24MAR2020 Other COVID-19; participant was given truvada tablets at visit 3 due to Not applicable
national lockdown. Truvada tablets is usually not provided at this
visit

Old SA - Johannesburg 805-82640-6  24MAR2020 Other COVID-19; participant was given truvada tablets at visit 3 due to not applicable
national lockdown. Truvada tablets is usually not provided at this
visit

Old SA - Johannesburg 805-16235-5 19MAR2020 Other COVID-19, Participant was given extra ring at her week 1 due to Not applicable

national lockdown to ensure participant had enough product

T'History categories updated on a weekly schedule:
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Old Uganda - Kampala 753-19586-2  22NOV2020 Other Due to COVID-19 pandemic response, site was closed for safety none
precautions and participant was unable to come to the clinic for
pelvic examination and procedures were missed

Old Uganda - Kampala 753-32902-0 23JUN2020 Other Physical examination and vitals not done as the participant was None at this time
unable to come to the clinic. Period of the lockdown due to the covid
19 pandemic.

Old Uganda - Kampala 753-32902-0 23JUN2020 Other HIV and pregnancy tests not done as the participant was unable to  None at this time
come to the clinic. Period of the lockdown due to the covid 19
pandemic.

Old Uganda - Kampala 753-93386-1  08MAY2020 Other Due to the lock-down in the country due to COVID-19 Pandemic, None
she was unable to come in for the visit hence month 3 visit
procedures were missed

Old Uganda - Kampala 753-36115-5 06MAY2020 Other Due to the COVID-19 response, pill from the new bottle not Participant swallowed a tablet today from the old
swallowed in the clinic as the participant was provided with extra bottle observed in the clinic
product at her previous visit which she still has.

Old Uganda - Kampala 753-89569-8 21APR2020 Other Due to the COVID-19 pandemic response, the participant was None at this time
unable to come in for a visit and a phone call visit was done instead.
Physical exam, HIV and pregnancy testing were not done

Old Uganda - Kampala 753-14422-5 07APR2020 Other Due to the COVID-19 pandemic response, study product was taken None
offsite to the study participant to ensure adequate supply

Old Uganda - Kampala 753-23835-0  07APR2020 Other DUE TO THE COVID-1 PANDEMIC RESPONSE, STUDY PARTICIPANT WILL BE CALLED BY THE
PRODUCT WAS TAKEN OFFSITE TO THE PARTICIPANT. ALSO COUNSELOR TO ENSURE THAT SHE HAS
FIRST DOSE WAS NOT OBSERVED AT THE CLINIC DUE TO SWALLOWED HER TABLET
THIS

Old Uganda - Kampala 753-60961-3  07APR2020 Other DUE TO THE COVID-1 PANDEMIC, STUDY PRODUCT WAS PARTICIPANT WILL BE CALLED BY THE
TAKEN OFFSITE TO PARTICIPANT'S HOME AND THE FIRST COUNSELOR TO ENSURE SHE SWALLOWS
DOSE WAS NOT OBSERVED AT THE CLINIC HER TABLET

Old Uganda - Kampala 753-89569-8 07APR2020 Other Due to the COVID-19 Pandemic response, study product was taken None at this moment
to the participant offsite to ensure adequate supply.

Old Uganda - Kampala 753-93883-1  07APR2020 Other DUE TO THE COVID-19 PANDEMIC RESPONSE, STUDY NONE
PRODUCT WAS TAKEN OFFSITE TO THE PARTICIPANT

Old Uganda - Kampala 753-10807-4  06APR2020 Other DUE TO THE COVID-19 PANDEMIC RESPONSE, STUDY PARTICIPANT WILL BE CALLED BY THE
PRODUCT WAS TAKEN OFFSITE TO THE PARTICIPANT'S COUNSELOR TO ENSURE THAT STUDY
HOME AND THE FIRST DOSE WAS NOT OBSERVED AT THE PRODUCT IS USED
CLINIC

Old Uganda - Kampala 753-13993-8 06APR2020 Other Due to the COVID-19 Pandemic response, study product was taken None at this time

offsite to the participant

T'History categories updated on a weekly schedule:
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Old Uganda - Kampala 753-16953-7 06APR2020 Other DUE TO COVID-19 PANDEMIC RESPONSE, STUDY PRODUCT  PARTICIPANT SHALL BE CALLED BY THE
WAS TAKEN OFFSITE TO PARTICIPANT'S HOME. ALSO FIRST COUNSELOR TO ENSURE STUDY PRODUCT
DOSE FROM THE TABLET BOTTLE WAS NOT OBSERVED AT HAS BEEN USED
THE STUDY CLINIC

Old Uganda - Kampala 753-18619-4 06APR2020 Other DUE TO THE COVID-19 PANDEMIC RESPONSE, STUDY NONE
PRODUCT WAS TAKEN OFFSITE TO THE PARTICIPANT. ALSO
FIRST DOSE WAS NOT OBSERVED AT THE CLINIC DUE TO
THIS

Old Uganda - Kampala 753-32305-6 06APR2020 Other DUE TO THE COVID-19 PANDEMIC RESPONSE, STUDY NONE
PRODUCT WAS TAKEN OFFSITE TO THE PARTICIPANT

Old Uganda - Kampala 753-44804-9 06APR2020 Other DUE TO COVID-19 PANDEMIC RESPONSE, STUDY PRODUCT  PARTICIPANT WILL BE CALLED BY
TAKEN OFFSITE TO THE PARTICIPANT. ALSO THE FIRST COUNSELOR TO ASK ABOUT STUDY
DOSE FROM THE TABLET BOTTLE WAS NOT OBSERVED PRODUCT USE

Old Uganda - Kampala 753-53364-8 06APR2020 Other DUE TO THE COVID-19 PANDEMIC RESPONSE, STUDY NONE
PRODUCT WAS TAKEN OFFSITE TO THE PARTICIPANT

Old Uganda - Kampala 753-80873-2 06APR2020 Other DUE TO THE COVID-19 PANDEMIC RESPONSE, STUDY NONE

PRODUCT WAS TAKEN OFFSITE TO THE PARTICIPANT

T'History categories updated on a weekly schedule:
New = New record

Mod = Modified record
Old = Previously reported deviation which has not been updated
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Old Zimbabwe - Spilhaus 771-17966-9  05MAY2021 Other COVID-19 Additional counselling in person visit done by phone due Not applicable
to COVID-19 restriction measures.

Old Zimbabwe - Spilhaus 771-42424-1  30MAR2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-83993-1  24MAR2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures.

Old Zimbabwe - Spilhaus 771-35129-5  23MAR2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-17966-9 15MAR2021 Other COVID-19 additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restricion measures

Old Zimbabwe - Spilhaus 771-49818-4  15MAR2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-77892-7 15MAR2021 Other COVID-19 ADditional counselling in person visit done by phone call Not applicable
due to COVID 19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-62404-8 10MAR2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures.

Old Zimbabwe - Spilhaus 771-66041-4  10MAR2021 Other Covid-19. Additional counselling in person visit done by phone due  Not applicable
to COVID-19 lock down restriction measures.

Old Zimbabwe - Spilhaus 771-17966-9 23FEB2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-70315-0 23FEB2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-88231-2 18FEB2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-57485-2 15FEB2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-42424-1 14FEB2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lockdown restriction measures

Old Zimbabwe - Spilhaus 771-62404-8 14FEB2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lockdown restriction measures

Old Zimbabwe - Spilhaus 771-66041-4 11FEB2021 Other COVID-19 Additional counselling done by phone due to COVID-19  Not applicable
lock down restriction measures

Old Zimbabwe - Spilhaus 771-92364-5 11FEB2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-66089-0 05FEB2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-82646-2 29JAN2021 Other COVID-19Additional counselling in person visit done by phone call  Not applicable

due to COVID-19 lock down restriction measures

T'History categories updated on a weekly schedule:
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Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)



MTN 034 - Reversing the Epidemic in Africa with Choices in HIV Prevention (REACH)

Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History? Site Participant ID Date Deviation Description of Deviation Steps Taken to Address

Old Zimbabwe - Spilhaus 771-17966-9 26JAN2021 Other COVID-19 Additional counselling in person visit due to covid-19 lock Not applicable
down restriction measures

Old Zimbabwe - Spilhaus 771-35129-5 26JAN2021 Other COVID-19 additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-57485-2 26JAN2021 Other COVID-19 Additional counselling visit in person visit done via phone Not applicable
call due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-70315-0 26JAN2021 Other COVID-19 Additional counselling in person visit done by phone due Not applicable
to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-11903-0 20JAN2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-12674-9 19JAN2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-77892-7 19JAN2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-88231-2 19JAN2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-74274-8 18JAN2021 Other COVID-19 additional counselling in person visit done by phone call not applicable
due to covid-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-90619-1 18JAN2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures.

Old Zimbabwe - Spilhaus 771-30364-5 14JAN2021 Other Additional counselling in person visit done by phone due to Not applicable
COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-38729-6 14JAN2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVId-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-62404-8 14JAN2021 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-70315-0 04JAN2021 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-49818-4  23DEC2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-77892-7  21DEC2020 Other COVID=19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-38729-6 19DEC2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-62404-8 15DEC2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-66041-4  15DEC2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable

due to COVID-19 lock down restriction measures

T'History categories updated on a weekly schedule:

New = New record
Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)



MTN 034 - Reversing the Epidemic in Africa with Choices in HIV Prevention (REACH)

Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History? Site Participant ID Date Deviation Description of Deviation Steps Taken to Address

Old Zimbabwe - Spilhaus 771-30364-5 14DEC2020 Other COVID-19 additional counselling in person visit done bt phone call  Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-90619-1  08DEC2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-57485-2  03DEC2020 Other COVID-19 additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-70315-0 03DEC2020 Other COVID-19 additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-17966-9  02DEC2020 Other COVID-19 additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-11903-0  25NOV2020 Other COVID-19 Additional counselling in person visit done by phone due Not applicable
to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-49818-4  25NOV2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-88231-2  25NOV2020 Other COVID-19 Additional counselling visits in person done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-16562-3  24NOV2020 Other COVID-19 Participant was contacted by phone for her additional Not applicable
counselling visit instead of in person visit

Old Zimbabwe - Spilhaus 771-77892-7  24NOV2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-65340-9  23NOV2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-92364-5  23NOV2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-54168-3 18NOV2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-66041-4  16NOV2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-62404-8 13NOV2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-30364-5 10NOV2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down measures

Old Zimbabwe - Spilhaus 771-42424-1 10NOV2020 Other COVID-19 additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-51666-8 10NOV2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-57485-2  05NOV2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable

due to COVID-19 lock down restriction measures

T'History categories updated on a weekly schedule:

New = New record
Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)



MTN 034 - Reversing the Epidemic in Africa with Choices in HIV Prevention (REACH)

Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History? Site Participant ID Date Deviation Description of Deviation Steps Taken to Address

Old Zimbabwe - Spilhaus 771-70315-0 04NOV2020 Other COVID-19 Additional counselling visit done by phone call due to Not Applicable
COVID-19 restriction measures

Old Zimbabwe - Spilhaus 771-46869-7  03NOV2020 Other COVID-19 Additional counselling visit done by phone call due to Not applicable
COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-59920-4  02NOV2020 Other COVID-19 additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-60980-3  02NOV2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 restriction measures

Old Zimbabwe - Spilhaus 771-71497-8  02NOV2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-12674-9  280CT2020 Other COVID-19 Additional counselling visit done by phone call due to Not applicable
COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-55873-5  280CT2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-77892-7  280CT2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-82646-2  280CT2020 Other COVID-19 Additional counselling in person visit done by phone call N/A
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-83993-1  280CT2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-90619-1  210CT2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-38729-6  200CT2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-54168-3  200CT2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-61040-4  200CT2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-62404-8 150CT2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-24729-9 140CT2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-42424-1 140CT2020 Other COVID-19 additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-70315-0 140CT2020 Other COVID-19 additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-51666-8 130CT2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable

due to COVID-19 lock down measures

T'History categories updated on a weekly schedule:

New = New record
Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)



MTN 034 - Reversing the Epidemic in Africa with Choices in HIV Prevention (REACH)

Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History? Site Participant ID Date Deviation Description of Deviation Steps Taken to Address

Old Zimbabwe - Spilhaus 771-66041-4  130CT2020 Other COVID-19 Addirional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-66089-0 130CT2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-71497-8 120CT2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-49922-5  060CT2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 restriction measures

Old Zimbabwe - Spilhaus 771-17966-9  040CT2020 Other COVId-19 Additional counselling in person visit done by phone call  Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-35129-5  040CT2020 Other COVID-19 additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-49818-4  040CT2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-16562-3 28SEP2020 Other COVID-19 Participant was contacted by phone for her additional Not Applicable
counselling visit instead of in person visit

Old Zimbabwe - Spilhaus 771-54168-3 28SEP2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-55873-5 28SEP2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-57527-6 28SEP2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-74274-8 28SEP2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-88231-2 28SEP2020 Other COVID-19 Addditional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-92364-5 28SEP2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-11903-0 23SEP2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-99423-1 23SEP2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-38729-6 22SEP2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-66041-4 21SEP2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-99376-3 15SEP2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable

due to COVID-19 lock down restriction measures

T'History categories updated on a weekly schedule:

New = New record
Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)



MTN 034 - Reversing the Epidemic in Africa with Choices in HIV Prevention (REACH)

Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History?! Site Participant ID Date Deviation Description of Deviation Steps Taken to Address

Old Zimbabwe - Spilhaus 771-20894-8 14SEP2020 Other COVID-19 additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-24729-9 14SEP2020 Other COVID-19 additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-30364-5 14SEP2020 Other Additional counselling visit done by phone call due to COVID-19 Not applicable
lock down restriction measures

Old Zimbabwe - Spilhaus 771-42424-1 14SEP2020 Other COVID-19 additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-51666-8 14SEP2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-70315-0 14SEP2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-84643-3 14SEP2020 Other COVID-19 additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-17966-9 08SEP2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-16562-3 02SEP2020 Other COVID-19 Participant was contacted by phone for her additional Not applicable
counselling visit instead of in person visit

Old Zimbabwe - Spilhaus 771-77892-7 02SEP2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lockdown restriction measures

Old Zimbabwe - Spilhaus 771-12674-9 01SEP2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-74274-8 01SEP2020 Other Covid-19 additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-82646-2 01SEP2020 Other COVID-19 Additional counselling in person visit done by phone call N/A
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-38729-6  26AUG2020 Other COVID-19 Additional counselling in person visit done by phone cal  Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-66041-4  26AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-20894-8 18AUG2020 Other COVID-19 additional counselling visit done by phone call due to Not applicable
COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-24729-9 18AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction

Old Zimbabwe - Spilhaus 771-84643-3 18AUG2020 Other COVID-19 additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-17966-9 17AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable

due to COVID-19 lock down restriction measures

T'History categories updated on a weekly schedule:

New = New record
Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)
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Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History?! Site Participant ID Date Deviation Description of Deviation Steps Taken to Address

Old Zimbabwe - Spilhaus 771-51666-8 17AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-71497-8 17AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 loc down restriction measures

Old Zimbabwe - Spilhaus 771-49195-5 14AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down measures

Old Zimbabwe - Spilhaus 771-49922-5 14AUG2020 Other COVID-19 Additional counselling in person visit done phone call due Not applicable
to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-54168-3 14AUG2020 Other COVID-19. Additional counseling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-60980-3 14AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 restriction measures

Old Zimbabwe - Spilhaus 771-35129-5 13AUG2020 Other COVID-19 additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down measures

Old Zimbabwe - Spilhaus 771-49818-4  13AUG2020 Other COVID-19 Additional counselling visit done by phone cal due to Not applicable
COVID-19 restriction measures

Old Zimbabwe - Spilhaus 771-41809-8  05AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-57527-6  05AUG2020 Other COVID-19 additional counselling in person visit done by phone call N/A

Old Zimbabwe - Spilhaus 771-74274-8  05AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-90619-1  05AUG2020 Other COVID-19 Additional counselling in person done by phone call due  Not applicable
to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-27705-3  04AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-38729-6  04AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-55873-5  04AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-57485-2  04AUG2020 Other Covid-19 Additional counselling in person visit done by phone call Not applicable
due to covid 19 lock down restrictions

Old Zimbabwe - Spilhaus 771-64635-0 04AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-83993-1  04AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-71542-7  03AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable

due to COVID-19 lock down restriction measures

T'History categories updated on a weekly schedule:

New = New record
Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)
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Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History? Site Participant ID Date Deviation Description of Deviation Steps Taken to Address

Old Zimbabwe - Spilhaus 771-77892-7  03AUG2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lockdown restriction measures

Old Zimbabwe - Spilhaus 771-85745-0 01AUG2020 Other COVID-19 additional counselling in person visit done by phone due Not applicable
to COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-84643-3 24JUL2020 Other COVID-19 additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restrictions measures

Old Zimbabwe - Spilhaus 771-99423-1 24JUL2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-14910-6 23JUL2020 Other COVID-19 additional counselling visit done by phone call due to Not Applicable
COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-20894-8 17JUL2020 Other COVID-19 additional counselling in person visit done by phone call Not applicable
due to covid-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-24729-9 17JUL2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-30364-5 17JUL2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-51066-9 17JUL2020 Other COVID-19 additional counselling in person visit done by phone call N/A

Old Zimbabwe - Spilhaus 771-74875-8 17JUL2020 Other COVID-19. Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures.

Old Zimbabwe - Spilhaus 771-16562-3 16JUL2020 Other COVID-19 Participant was contacted by phone for her additional Not applicable
counselling visit instead of in person visit

Old Zimbabwe - Spilhaus 771-17966-9 16JUL2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-35129-5 16JUL2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-49818-4 16JUL2020 Other COVID-19 additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-49922-5 16JUL2020 Other COVID-19 Additional counselling in person visit done by phone Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-51666-8 16JUL2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-57485-2 16JUL2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-66526-7 16JUL2020 Other COVID-19. Additional counselling visit done by phone call due to Not applicable
COVID-19 lock down restriction measures.

Old Zimbabwe - Spilhaus 771-99376-3 16JUL2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable

due to COVID-19 lock down restriction measures

T'History categories updated on a weekly schedule:

New = New record
Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)
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Deviation Type of
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Old Zimbabwe - Spilhaus 771-27705-3 02JUL2020 Other COVID-19 Additional counseling in person visit done by phone call  Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-66041-4 01JUL2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down measures

Old Zimbabwe - Spilhaus 771-24729-9 30JUN2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures.

Old Zimbabwe - Spilhaus 771-71480-8 30JUN2020 Other COVID-19. Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures.

Old Zimbabwe - Spilhaus 771-20894-8 26JUN2020 Other COVID-19 additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-49195-5 25JUN2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-64635-0 25JUN2020 Other COVID-19 Additional counseling in person visit done by phone call  Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-74875-8 25JUN2020 Other COVID-19. additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures.

Old Zimbabwe - Spilhaus 771-14910-6 24JUN2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-51066-9 24JUN2020 Other COVID-19 Additional counselling in person visit done by phone call N/A

Old Zimbabwe - Spilhaus 771-66089-0 24JUN2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-28854-2 23JUN2020 Other COVID-19. Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-70315-0 23JUN2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-17966-9 19JUN2020 Other COVID-19 Additional counselling in person visit done bu phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-49818-4 19JUN2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-49922-5 19JUN2020 Other COVID-19 Additional counselling in person visit done by phone due Not applicable
to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-54168-3 19JUN2020 Other Covid-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-57485-2 17JUN2020 Other COVID-19 Additional counselling visit done by phone call due to Not applicable
COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-60980-3 17JUN2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable

due to CoVID-19 restriction measures

T'History categories updated on a weekly schedule:

New = New record
Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)



MTN 034 - Reversing the Epidemic in Africa with Choices in HIV Prevention (REACH)

Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History? Site Participant ID Date Deviation Description of Deviation Steps Taken to Address

Old Zimbabwe - Spilhaus 771-16562-3 16JUN2020 Other COVID-19 Participant was contacted by phone for her additional Not Applicable
counselling visit instead of in person visit

Old Zimbabwe - Spilhaus 771-51666-8 16JUN2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restrictions.

Old Zimbabwe - Spilhaus 771-71542-7 16JUN2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-83993-1 16JUN2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-96853-6 16JUN2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-58751-4 15JUN2020 Other COVID-19. Additional counselling visit done by phone call due to Not applicable
COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-92364-5 15JUN2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-65340-9 12JUN2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-55873-5 10JUN2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 restriction measures

Old Zimbabwe - Spilhaus 771-77892-7 09JUN2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-27705-3 08JUN2020 Other COVID-19 additional counseling in person visit done by phone call  Not applicable
due to COVID-19 lock down restriction measures.

Old Zimbabwe - Spilhaus 771-61040-4  30MAY2020 Other CVID_19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-11903-0 26MAY2020 Other COVID-19 additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-38729-6  26MAY2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 Lock down restriction measures

Old Zimbabwe - Spilhaus 771-64635-0 26MAY2020 Other COVID-19 additional counselling in person visit done by phone call Not applicable
as due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-70315-0 26MAY2020 Other COVID-19 additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down measures.

Old Zimbabwe - Spilhaus 771-90619-1  26MAY2020 Other COVID-19 Additional counselling in person visit done by phone due Not applicable
to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-92364-5 26MAY2020 Other FBC not done within visit window. Local lab had a delay in receiving Per clinician's discretion participant has been

controls due to COVID lockdown.

asked to come to clinic for FBC testing for safety
monitoring but unfortunately participant is
unable to come to the clinic

T'History categories updated on a weekly schedule:

New = New record

Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)



MTN 034 - Reversing the Epidemic in Africa with Choices in HIV Prevention (REACH)

Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History? Site Participant ID Date Deviation Description of Deviation Steps Taken to Address

Old Zimbabwe - Spilhaus 771-71542-7  22MAY2020 Other COVID-19 Additional counselling in person done by phone call due  Not Applicable
to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-16562-3 18MAY2020 Other COVID-19 Participant was contacted by phone for her additional Not Applicable
counselling visit instead of in person visit

Old Zimbabwe - Spilhaus 771-17966-9 18MAY2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-41094-2 18MAY2020 Other COVID-19 Additional counselling visit in person visit done by phone Not applicable
call due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-49922-5 18MAY2020 Other COVID-19 Additional counselling in person visit done by phone due Not applicable
to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-54168-3 18MAY2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-71497-8 18MAY2020 Other COVID-19 Additional counseling in person visit done by phone call  Not applicable
due to COVID-19 lock own restriction measures

Old Zimbabwe - Spilhaus 771-83993-1 18MAY2020 Other COVID19 Additional counselling in person visit done by phone call  Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-85745-0 18MAY2020 Other COVID-19 additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-11903-0 13MAY2020 Other Covid-19 Additional counselling in person visit done by phone call Not applicable
due to covid 19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-27705-3 13MAY2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-38729-6 13MAY2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-49818-4  13MAY2020 Other COVID-19 Additional counselling in person done by phone due to Not applicable
COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-55873-5 13MAY2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 restriction measures

Old Zimbabwe - Spilhaus 771-57485-2 13MAY2020 Other COVID-19 additional counselling visit done by phone call due to Not applicable
COVID-19 restiction measures

Old Zimbabwe - Spilhaus 771-58751-4  13MAY2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction

Old Zimbabwe - Spilhaus 771-60980-3 13MAY2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 restriction measures

Old Zimbabwe - Spilhaus 771-66041-4  13MAY2020 Other COVID-19 Additional counselling visit in person visit done by phone Not applicable
call due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-71480-8 13MAY2020 Other COVID-19. Additional counselling in person visit done by phone call Not Applicable

due to COVID-19 lock down restriction measures.

T'History categories updated on a weekly schedule:

New = New record
Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)



MTN 034 - Reversing the Epidemic in Africa with Choices in HIV Prevention (REACH)

Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History? Site Participant ID Date Deviation Description of Deviation Steps Taken to Address

Old Zimbabwe - Spilhaus 771-82646-2 13MAY2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-90619-1 13MAY2020 Other COVID-19 Participant contacted by phone for additional counselling Not applicable
in person visit due to COVId-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-92364-5 13MAY2020 Other COVID-19 Additional counselling in person visit done by phone call Not Applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-61040-4  11MAY2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-41809-8  08MAY2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-24729-9  06MAY2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures.

Old Zimbabwe - Spilhaus 771-30364-5 06MAY2020 Other Additional counselling in person visit done by phone due to Not applicable
COVID-19 lock down restrictions

Old Zimbabwe - Spilhaus 771-51066-9  06MAY2020 Other COVID-19 additional counselling in person visit done by phone call Not Applicable

Old Zimbabwe - Spilhaus 771-66089-0 06MAY2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-70315-0 06MAY2020 Other COVID-19 Additional counselling in person visit done by phone due Not Applicable
to COVID-19 lock down restrictions measures

Old Zimbabwe - Spilhaus 771-99423-1  06MAY2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable
due to COVID-19 lock down restriction measures

Old Zimbabwe - Spilhaus 771-16562-3 24APR2020 Other COVID-19 Participant was contacted by phone for her additional Not Applicable
counselling visit instead of in person visit

Old Zimbabwe - Spilhaus 771-49922-5 24APR2020 Other COVID-19 participant contacted by phone for additional counselling Not Applicable
visits instead of in person visit

Old Zimbabwe - Spilhaus 771-60980-3 24APR2020 Other COVID-19 participant was contacted by phone instead of coming for Not Applicable
in person visit for additional counselling visit

Old Zimbabwe - Spilhaus 771-71542-7 24APR2020 Other COVID-19 Participant contacted by phone instead of in person for  Not Applicable
additional counselling visit

Old Zimbabwe - Spilhaus 771-74875-8 24APR2020 Other COVID-19 Participant contacted by phone instead of in person Not applicable
additional counselling visit

Old Zimbabwe - Spilhaus 771-49195-5 21APR2020 Other COVID-19 Participant contacted by phone instead of in person for ~ Not Applicable
additional counselling visit

Old Zimbabwe - Spilhaus 771-59920-4 21APR2020 Other COVID-19 Participant was contacted by phone for additional Not Applicable
counselling visit instead of in person visit

Old Zimbabwe - Spilhaus 771-11903-0 20APR2020 Other COVID-19 Participant was contacted by phone for her additional Not Applicable
counselling visit instead of in person visit

Old Zimbabwe - Spilhaus 771-14910-6 20APR2020 Other COVID-19 Participant contacted by phone instead of in person visit Not applicable

T'History categories updated on a weekly schedule:

New = New record
Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)
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Data as of December 4, 2022

COVID 19-Related Protocol Deviations Listing

Deviation Type of
History? Site Participant ID Date Deviation Description of Deviation Steps Taken to Address

Old Zimbabwe - Spilhaus 771-20894-8 20APR2020 Other COVID-19 Additional counselling visit done via phone call instead of Not Applicable
in person visit

Old Zimbabwe - Spilhaus 771-24729-9 20APR2020 Other COVID-19 Participant contacted by phone instead of in person visit Not Applicable
for additional counselling visit

Old Zimbabwe - Spilhaus 771-27705-3 20APR2020 Other COVID-19 In person additional counselling visit done by phone Not Applicable

Old Zimbabwe - Spilhaus 771-28854-2 20APR2020 Other COVID-19 Participant contacted by phone for additional counselling Not Applicable
visit instead of in person visit

Old Zimbabwe - Spilhaus 771-35129-5 20APR2020 Other COVID-19 in person additional counselling visit done by phone Not Applicable

Old Zimbabwe - Spilhaus 771-41094-2 20APR2020 Other COVID-19 Participant was contacted by phone instead of in person  Not Applicable
visit for additional counselling visit

Old Zimbabwe - Spilhaus 771-41809-8 20APR2020 Other COVID-19 Participant contacted by phone instead of in person Not Applicable
additional counselling visit

Old Zimbabwe - Spilhaus 771-46869-7 20APR2020 Other Covid-19 in person visit for additional counselling done by phone Not applicable

Old Zimbabwe - Spilhaus 771-49818-4 20APR2020 Other COVID-19 in person additional counselling visit done by phone Not Applicable

Old Zimbabwe - Spilhaus 771-51066-9 20APR2020 Other COVID-19 additional counselling visit done by phone call Not Applicable

Old Zimbabwe - Spilhaus 771-54168-3 20APR2020 Other COVID-19 Participant contacted by phone for additional counselling Not Applicable
visit instead of coming in person

Old Zimbabwe - Spilhaus 771-57527-6 20APR2020 Other COVID-19 additional counselling in person visit done by phone call N/A

Old Zimbabwe - Spilhaus 771-58751-4 20APR2020 Other COVID-19 Participant contacted by phone instead of in person for ~ Not applicable
additional counselling visit

Old Zimbabwe - Spilhaus 771-64635-0 20APR2020 Other COVID-19 Participant contacted by phone instead of in person visit Not Applicable
for additional counselling visit

Old Zimbabwe - Spilhaus 771-66089-0 20APR2020 Other COVID-19 in person additional counselling visit done by phone Not Applicable

Old Zimbabwe - Spilhaus 771-66526-7 20APR2020 Other COVID-19 Participant contacted by phone instead of in person visit Not Applicable
for additional counselling.

Old Zimbabwe - Spilhaus 771-71497-8 20APR2020 Other COVID-19 participant contacted by phone for additional counselling Not Applicable
visit instead of in person visit

Old Zimbabwe - Spilhaus 771-74274-8 20APR2020 Other COVID-19 In person additional counselling visit done by phone Not Applicable

Old Zimbabwe - Spilhaus 771-82646-2 20APR2020 Other COVID-19 participant contacted by phone instead of coming in Not Applicable
person for her additional counselling visit

Old Zimbabwe - Spilhaus 771-84643-3 20APR2020 Other COVID-19 In person additional counselling visit done by phone Not Applicable

Old Zimbabwe - Spilhaus 771-85745-0 20APR2020 Other COVID-19 Participant contacted by phone instead of in person for  Not Applicable
additional counselling visit

Old Zimbabwe - Spilhaus 771-90619-1 20APR2020 Other COVID-19 in person additional counselling visit done by phone Not Applicable

Old Zimbabwe - Spilhaus 771-92887-1 20APR2020 Other COVID-19 Participant contacted by phone for her additional Not Applicable

counselling visit instead of in person visit

T'History categories updated on a weekly schedule:

New = New record
Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)
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Old Zimbabwe - Spilhaus 771-96853-6 20APR2020 Other COVID-19 Participant contacted by phone for additional counselling Not Applicable

visit instead of in person
Old Zimbabwe - Spilhaus 771-99376-3 20APR2020 Other COVID-19 Participant was contacted by phone instead of attending Not Applicable

in person visit
Old Zimbabwe - Spilhaus 771-99423-1 20APR2020 Other COVID-19 in person additional visit done by phone Not Applicable
Old Zimbabwe - Spilhaus 771-66041-4 14JAN2020 Other COVID-19 Additional counselling in person visit done by phone call Not applicable

due to COVID-19 lock down restriction measures

T'History categories updated on a weekly schedule:
New = New record
Mod = Modified record

Old = Previously reported deviation which has not been updated

Source: SCHARP (Calins) - /trials/mtn/p034/analysis/atlas/9999 99/code/closed/protocol_deviation/l_ptcl_dev_site_covid19.sas, SAS Version 9.4 (05DEC2022,6:35)
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