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1. STRATEGIC FOUNDATIONS

VISION

To Be a World-Renowned Public Health Institute.

MISSION

To Fight HIV/AIDS and Emerging Public Health Challenges
Through Innovative Research, Education, and Capacity
Building That Impacts Policy and Practice.

CORE VALUES

BENEFICENCE

All activities done at BHP shall be of relevance and benefit
to those affected by HIV /AIDS and/or other public health
challenges. The knowledge generated through ourresearch
shall be availed to advise public health policy and shall be
shared with the general public and scientific community for
the benefit of mankind. We shall be guided by the principle
of “Do Not Harm” in our Research and related activities.

+ INNOVATION

BHP staff is committed to finding solutions to the evolving
HIV /AIDS pandemic and other public health challenges.
We shall endeavor to be continuously innovative and
resourceful in our quest to understand and address public
health challenges.

COLLABORATION

BHP recognizes that the fight against HIV /AIDS and other
public health challenges will not be won by one individual or
one institution. We commit and emphasize the importance
of teamwork and collaborative research in our activities.

+  EXCELLENCE

To achieve our vision of being a “world renowned public
health institute” we at BHP commit to quality driven
research and training programmes and processes. We
will be second to none in our drive to attain quality in our
research and training.

- BOTHO

An encompassing Setswana word that means amongst
other, integrity, respect, honesty, and compassion. We
are committed to adhering to moral and ethical principles
treating all our customers, including research participants,
with respect, dignity and compassion. All information about
studies will be handled with utmost confidentiality.
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2. BHP AT A GLANCE

Botswana Harvard AIDS Institute Partnership (BHP) is a Not-for-
Profit, limited liability organization, established through a partnership
between the Government of Botswana, represented by the Ministry
E— of Health and Wellness (MoHW), and Harvard University (HU),
represented by the Harvard T.H. Chan School of Public Health (HSPH).
It was established in 1996 and registered as a limited liability company
in 2009.

m Knowledge generation and dissemination, advocacy, health policy
transformation and systems strengthening through research,
education and capacity building.

Registered Office: Botswana Harvard HIV Reference Laboratory
Plot 1836 (Princess Marina Hospital premises)
North Ring Road, Gaborone, Botswana

Private Bag BO320, Gaborone, Botswana
Tel: (+267) 3902671

Fax: (+267) 3901284

Web: www.bhp.org.bw

Company Auditors: Price Waterhouse Coopers
Company Secretaries: DPS Consulting

Company Attorneys: Armstrong’s Attorneys, Notaries & Conveyancers
Main Bankers: Standard Chartered Bank & Stanbic Bank
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3. GOVERNANCE
A. BOARD OF MEMBERS

Prof. Michelle Williams Prof. Sarah Fortune Prof. Mark Elliott Prof. Michael Hughes

Angelopoulos Professor in Chair of the Department of Mark Schwartz Professor Professor of Biostatistics,
Public Health and International éﬁ?::eﬂoﬂgrsgsdquacg%:? of Chinese and Inner Asian Director, Center for
Development, Dean Harvard Schoof of Public Heélth History, and Vice Provost for Biostatistics in AIDS Research
T.H. Chan School of Public International Affairs, Harvard Harvard TH Chan School of
Health. University Public Health.

Dr Madisa Mine Prof. Sheila Tlou

Consultant Virologist Ministry Co-Chair of the Global HIV
of Health & Wellness (MOHW) Prevention, Former Minister of
Health and Wellness Botswana.

B. BOARD OF DIRECTORS

¥ P

Chair: Prof. Roger Shapiro Ms Katie Hope Christopher Hughes

Dr. Joseph Makhema

Associated Professor, Chief Financial & Administrative Head of Group Business Chief Executive Officer BHP
Department of Immunology and Officer, Harvard T.H. Chan Transformation for the Letshego

Group of Companies and the
Founding Director of LEAD
Consultancy.

Infectious Diseases, Harvard T.H. School of Public Health.
Chan School of Public Health.

Y/ S

Mr Modise Modise Dr Shahin Lockman Ms. Ria Madison

Economist & Former Associate Professor in the Chief Operations Officer
Permanent Secretary of Department of Immunology and BHP - Ex Officio Member,
Development, Office of Infectious Diseases, Department non-voting Director

the President of Immunology and Infectious

Diseases at HSPH.




C. EXECUTIVE MANAGEMENT

Joseph Moeketsi Makhema
MB.ChB, FRCP (UK)

Dr. Makhema is a Practicing
Internal Medicine Physician
and is the CEO of the
Botswana Harvard AIDS
Institute Partnership (BHP),
He Provides strategic
leadership, manages and
supervises all initiatives of
the BHP. He oversees grant
funded research and training
awards from a number of
different funders. He is the
Co- PI of the BHP/HSPH
Clinical Trials Unit, providing
oversight and clinical
mentorship for all CTU trials.
He is Site PI for HPTN and the
COVID-19 Prevention Trials
Network and other COVID-19
related research projects.

He advises on the selection
of the BHP clinical research
portfolio. He has published
and been involved in over 100
publications. He is interested
in community HIV prevention
initiatives, translational policy
issues, and health systems
strengthening.

Mompati Oganne Mmalane
MD, FRCS-Ed, MSc - Ortho

Dr Mmalane obtained his MD
Degree from the University
of Tuebingen then trained
in surgery and became a
Fellow of the Royal College
of Surgeons of Edinburgh.
He also holds an M.Sc.
degree in Orthopaedics
from the University College
London. He has worked for
22 years in the public health
sector before joining BHP as
Co- Director in 2009. He is
a co-investigator in several
BHP studies. He has co-
authored over 40 papers.
Dr Mmalane’s strength is in
partnerships creation and
management, community
engagement, systems
thinking, and strategic
management and leads
BHP’s strategic planning
activities. His main interest
is in community- based
research.

Ria Madison

Ms Ria Madison is Chief
Operations Officer of

BHP, providing overall
oversight for Administration,
Finance, Grants, Human
Resources, IT and DMC.
She is responsible for the
oversight of all donor/
grant funds, compliance

of spending per donor
requirements and meeting
statutory and compliance
audits. She also oversees
the implementation and
development of operating
policies and strategic
planning for Administration.
Ms. Madison has been with
BHP since its inception.
She studied Accounts and
Business Studies, Grants
Management and Human
Resource Management.
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D. SENIOR MANAGEMENT
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Sikhulile Moyo
MSc, MPH, PhD

N

g
-p

Cornelius Gaetsaloe
BCom, AHMP

© e 0000000000000 00000 o0

Gaerolwe R. Masheto
MD, PGDip FamMed

Dr.Moyo is BHP’s Laboratory Director and a Research associate with HSPH.
He is a former Harvard T.H Chan School of Public Health McGoldrick Fellow
Biostatistics, and has completed2 Post-Doctoral Fellowships supported
by NIH Fogarty International Center (Global Health Fellow, Harvard
HBNU) and Wellcome Trust funded DELTAS SANTHE program (Post-Doc
Scientific Fellowship, BHP). His interests include characterization of early
HIV-1 Infection, estimating HIV incidence, evolutionary bioinformatics,
phylogenetics and molecular epidemiology. He has made a number of
significant recent advances in the analysis of HIV recency of infection by
incorporating HIV diversity refine cross-sectional incidence estimation and
over 140 peer reviewed publications. He has worked on various projects
including: evaluation of point-of-care viral load and CD4 devices, early
infant treatment, community-based prevention studies, Hepatitis, CMV and
HPV genotyping, HIV-1 drug resistance. In 2016, Sikhulile was nominated
co- vice Chair of the ACTG/IMPAACT Laboratory Technologist Committee.
He participates in various international and local HIV technical working
groups. Dr Moyo is a member of the Botswana’s Presidential COVID-19
Task Force Team as a co-Chief Scientist. He is an Investigator & Site-
Principal Investigator for some NIH funded projects and is a supervisor/
mentor for many fellows/researchers at BHP.

© © 0 0 0 0 0000000000000 0000000 0000000000000 0000000000000 0000 0O

Mr.Cornelius Gaetsaloeis Director of Finance and Grants. Heisresponsible
for BHP’s strategic financial management; grant administration and
sustainability planning, the implementation of BHP policies and
procedures through the administrative stewardship of BHP’s portfolio
of grants and research projects. Cornelius is also responsible for risk
management and compliance and has more than 12 years’ experience
working in senior strategic positions in non-profit organizations.
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Dr. Gaerolwe Masheto started working at Botswana Harvard AIDS
Institute (BHP) Clinical Trial Unit (CTU) in 2011 as a Study Physician and
has worked with a team which has successfully conducted International
Maternal, Paediatric, Adolescents AIDS Clinical Trials (IMPAACT), AIDS
Clinical Trials (ACTG) and HIV Prevention Trials Network (HPTN) clinical
trials. Currently Dr. Masheto is the CTU Coordinator, IMPAACT Network
Project Leader/Principal Investigator (Pl) and Molepolole Clinical
Research Site Leader. Dr. Masheto is also a Co-Investigator for ACTG
and HPTN studies. Dr Masheto graduated from Ross University School
of Medicine in 2007 and from Stellenbosch University in 2012 with Post
Graduate Diploma in Family Medicine. He is enrolled to Masters (MSc)
in Clinical Epidemiology at the London University’s London School of
Hygiene and Tropical Medicine. Dr. Masheto’s interests are in Public
health, Infectious Disease Epidemiology and Management with a focus
on design, modelling, implementation, monitoring and evaluation of
HIV/AIDS and TB prevention, care/support, treatment programs, and
PMTCT interventions. He is also interested in research for HIV Cure and
he is a fellow for International AIDS Society (IAS) 2018 Academy-for-
Cure Research.



. Dr Omoz-Oarhe is ACTG principal investigator and Gaborone clinical
' JJJ research site leader. He has worked with BHP Clinical Trials Unit (CTU) for
many years now where he has served in various capacities and gained a
wealth of research experience. He has been at the forefront in the conduct
and oversight of numerous NIAID sponsored protocols covering a wide
variety of public health issues including Tuberculosis and women'’s health.
He has also served in various ACTG committees and is currently a serving
member of the ACTG Performance Evaluation Committee (PEC).
Ayotunde Omoz-Oarhe

MBBS, MPH
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Mr. Coulson Thabo Kgathi is a Software Engineering & Data Management

JJ) Centre Manager at Botswana Harvard Partnership. His team builds data
collection systems and laboratory systems for the research lab. He holds a
BSc Computer Science and is currently doing his MSc in Computer Science.

He has been part of the team that developed robust systems that collect
data across the country in multiple communities with limited connectivity,
with a system designed for functioning offline and capable of transmitting
data when there is low bandwidth. This system enforces research protocols

Coulson Kgathi to ensure quality data, data security and easy data sharing.
BSc
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Mrs. Dineo Tumagole is the Finance and Grants Manager at the BHP. Her
) roleis to ensure effective management of BHP’s funds through monitoring
of Grant Budgets and compliance with sponsor regulations. She keeps
tab of the internal control environment to ensure smooth Statutory
and Yellow Book Audits. Dineo is a self-driven individual whose over 10
years of experience in the financial accounting and grants management

: _ ‘%‘5 environment has enabled her to build a robust Finance, Grants and
LR et Procurement Team and drive change. She has been working for the
Dineo Tumagole partnership since July 2012.
BAcc
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Mr.Thuso Mokane is a Bachelor of Science in Computer Science graduate

JJ from the University of Botswana who is passionate about Linux. He began his
~ 2 career in IT in 2012 as an Associate Software Engineer at DCDM Consulting
& i ) and joined BHP in 2014 as a Systems Administrator, where he gained a lot
=<l * of experience working on IT Systems based on open-source technologies.
- Throughout his career, he has gathered certifications in Linux System
ﬂ.{ Administration, and is internationally recognised as an ISC2 System Security
P~ Certified Practitioner. Thuso Mokane is now the IT Infrastructure & Security
Thuso Mokane Manager and utilises his skills in both systems administration and cyber
BSc security to ensure the availability of information systems and security of data.
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Beauty Mphonyana Malumbela is a Human Resources Specialist with
JJJ demonstrated experience in the whole HR value chain, with emphasis in
Cultural Transformation, Organizational Development and Performance
Improvement. Ms. Malumbela holds a Bachelors of Science Degree,
Diploma in Human Resource Management, and Master’s in Business
Administration. She has HR experience across multiple industries; Private,
Governmental and NGOs. Ms Malumbela has broadened her knowledge
in delivering powerful Human Capital Strategic Solutions for the Business,
and understanding in the HR business partnering model.

Beauty Malumbela
Dip. HRM, BSc, MBA
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Terence Mohammed
BSc
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Nyaladzi Comfort
Maphorisa
BSc
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Tshepho Theodorah
Frank
BPharm
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T R
Tumalano Sekoto
RN, MPH
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Mr Terence Mohammed is the Laboratory Operations Manager at
Botswana Harvard AIDS Institute Partnership (BHP). His primary role is
to oversee technical operations of the clinical laboratory; including the
clinical trials processing labs and testing labs, logistics of operations,
maintenance of the laboratory accreditation and DAIDS GLCP status,
implementation of the quality management plan, compliance to
regulatory and sponsor requirements. Terence is a Biomedical Scientist
by training and has been at BHP since Dec 2007, rising through the
ranks and receiving multiple research/training fellowships.

© © 0 0 0 0 0 00000000000 000000000000 0000000 0000000000000 000000 00 o

Mr Nyaladzi Comfort Maphorisa is a medical laboratory scientific officer
registered with the Botswana Health Professions Council. He is a product
of Curtin University of Technology in Perth, Australia. He possesses
twelve years’ work experience in the medical laboratory field for which six
years were in managerial position. He is currently the Clinical Laboratory
Manager at Botswana Harvard HIV Reference Laboratory (BHHRL). The
Clinical Laboratory Manager (CLM) under delegated authority laboratory
director is responsible for the technical and delegated administrative
functions of the clinical laboratory day-to-day operations, including
facilitating the conduct of BHP clinical research studies, maintenance
of equipment, infrastructure and collaborative activities that involve
laboratory operations. The CLMis required to ensure adherence to defined
quality standards, regulatory and sponsor requirements, including timely,
consistent, proficient and competent laboratory outputs.
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Tshepho Theodorah Frank completed her pharmacy degree at the
University of West Indies, Trinidad and Tobago. She completed an
internship through the Botswana Government pharmacy internship
program, which involves rotation in different pharmacy disciplines. She
joined BHP in August 2010 as a Pharmacist of Record for Clinical Trials
Unit. She was promoted to Pharmacy Coordinator and Pharmacist of
Record for multiple protocols and multiple sites in April 2013.

© © 0 0 0 0 0 00000000000 000000000000 0000000 0000000000000 000000 00 o

Tumalano Sekoto is a Registered Nurse, Midwife and a Family Nurse
Practitioner all obtained from the then National Institutes of Health
between 1989 and 1996. She holds BA (Psychological Counselling) and
BA (Honors) Psychology from University of South Africa (UNISA) and
Postgraduate Diploma in Health Research Ethics from University of
Stellenbosch and a Masters Degree in Public Health from UNISA. She
joined BHP in 2000 as a Research Nurse based at the Mochudi Mashi
Site. She was the first Study Coordinator for IMPAACT Network in 2007.
She is urrently the BHP Regulatory Coordinator responsible for all issues
of Ethical Conduct of research and Human Subjects Protection. She is
passionate about Research Ethics.



Tshenolo Ntsipe
BSc, MPH

Tshenolo Ntsipe is the Laboratory Quality Assurance Manager at BHP and her
role is to implement the quality management systems, GCLP/GCP requirements
and maintenance of laboratory accreditation. She has a BSc Biomedical Sciences
degree from the University of KwaZulu Natal (UKZN), South Africa and completed
Master’s in Public Health at the University of Limpopo (UL), South Africa (Medunsa
Campus). She is a National Quality Management Systems mentor, a Certified
Auditor for the Stepwise Laboratory Quality Improvement Process Towards
Accreditation (SLIPTA) and a Trainer of Trainers for Strengthening Laboratory
Management Towards Accreditation (SLMTA). Ntsipe started working for BHP in
June 2005 as Laboratory Master Trainer. She has held various positions including
Deputy Head, Viral Load Department and Section Head, DNA PCR section.
Ntsipe also worked as Quality Officer. She has also worked at the Ministry of
Health and Wellness as Medical Laboratory Scientist.

E. PRINCIPAL INVESTIGATORS

Roger L. Shapiro
MD, MPH

JJ J)

Prof. Roger Shapirois an Associate Professor of Immunology and Infectious
Diseases at the Harvard TH Chan School of Public Health in Boston, and an
Infectious Disease physician at the Beth Israel Deaconess Medical Center
in Boston. He has been working with the Botswana-Harvard Partnership
since 1999 on studies to prevent mother-to- child HIV transmission
(PMTCT) and to improve pregnancy outcomes and childhood survival.
In Botswana, he has led randomized clinical trials to evaluate optimal
antiretroviral strategies for PMTCT at delivery and during breastfeeding;
a randomized trial to study the efficacy of prophylactic cotrimoxazole
among HIV exposed uninfected infants; nationwide surveillance studies
to evaluate the mechanisms by which antiretrovirals impact adverse birth
outcomes; an ongoing clinical trial of early antiretroviral treatment to
improve clinical outcomes in HIV-infected infants; and an ongoing study
of broadly neutralizing antibodies for HIV treatment in children.

© © © © 0 0 0 00000000 0000000000000 000000000000 0000000000000 000000000 00000000 00000000000

Shahin Lockman
MD, MPH

Dr.Lockman s an infectious disease- and internal medicine trained clinician
and has conducted collaborative epidemiologic, implementation science,
and clinical trials investigation related to HIV-1 in Botswana since 1996.
Much of her research has focused on preventing vertical transmission of
HIV, optimizing the treatment of pregnant and postpartum women living
with HIV, and the health and neurodevelopment of children who are born
to mothers living with HIV. She established and serves as co-Pl (with Dr.
Makhema) of the Botswana Clinical Trials Unit the Botswana Harvard
AIDS Institute Partnership, which conducts adult (ACTG), pediatric and
perinatal (IMPAACT) treatment, HIV prevention (HPTN), and COVID-19
(CoVPN) network trials, and she has led two multi-country ACTG and
IMPAACT trials. Dr. Lockman was also co-Pl of the Botswana Combination
Prevention Project. She now spends most of her time on mentoring early-
career investigators from Botswana and the region (and from the US)
on a range of clinical research projects related to HIV and more recently
COVID-19.

11
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Kathleen M. Powis
MD, MPH, MBA

Bruce Chabner
MD

Jennifer Jao
MD, MPH

%;-.,;,‘. ' k

Scott Dryden-Peterson
MD, MSc (epi)

JJ J)

Dr. Kate Powis is board certified in both Internal Medicine and Pediatrics
and has held a medical license to practice medicine in Botswana since
2008. In addition, Dr. Powis is an Associate Professor at Harvard Medical
School. Her primary research is focused on HIV and maternal-child health,
with a particular focus on understanding short- and longer-term health
and developmental outcomes of children with exposure to HIV and
antiretroviral drugs in utero who remain HIV- uninfected. She currently
is the Principal Investigator of three NIH funded studies being conducted
at BHP and provides mentoring to BHP clinicians who are early career
researchers.
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For the past 48 years Prof. Chabner has devoted himself to a career in
cancerresearchanddrugdevelopment. He directedthe Drug Development
Program and the clinical trials efforts of the National Cancer Institute, as
Director of the Division of Cancer Treatment, for 14 years (1981-1995),
and have designed, participated in, and reported clinical and laboratory
studies of new agents, including maytansine, folate analogues, paclitaxel,
fludarabine, and yondelis. He moved to Harvard Medical School and the
Massachusetts General Hospital many years ago, where he was Chief
of the Division of Hematology/Oncology from 1995-2006 and Clinical
Director of the MGH Cancer Center from 1995-2010.
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Dr. Jennifer Jao is an Associate Professor at the Northwestern University
Feinberg School of Medicine in the Departments of Pediatric and Adult
Infectious Diseases whose research focus is HIV maternal child health.
She obtained her BA in French Literature at Tulane University and MD
at the Medical College of Georgia. She went on to complete a combined
Internal Medicine/Pediatrics residency at Rush University Medical Center
in Chicago and her Infectious Disease Fellowship along with her MPH
degree at the Icahn School of Medicine at Mount Sinai. Dr. Jao has led NIH-
funded cohorts of pregnant women with HIV and their children both in the
U.S. and Africa, and as a translational researcher, her research portfolio
targets the long-term metabolic effects of in utero exposure to HIV and
antiretroviral medications. She is a member of the U.S. Panel on the
Treatment of HIV-Infected Pregnant Women and Prevention of Perinatal
Transmission Guidelines Panel, Co-Chair of the International Maternal
Pediatric Adolescent AIDS Clinical Trials IMPAACT) network P1115 protocol
“Very Early Intensive Treatment of HIV-Infected Infants to Achieve HIV
Remission” and Co-Chair of the Nutrition, Growth, and Metabolic Working
Group in the Pediatric HIV/AIDS Cohort Study (PHACS).
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Dr. Dryden-Peterson’s research centers on epidemiology and therapeutic
approaches for cancers arising in the context of HIV. He directs one
of the largest prospective cohorts of HIV-associated cancers at BHP.
Ongoing projects include evaluation the impact of HIV and ART on the
cancer burden in sub-Saharan Africa, development of new diagnostics
and diagnostic approaches to cancer in LMICs, treatment outcomes of
HIV-associated cancers in Botswana, and strategies to improve access to
timely oncology care in resource constrained settings. He is co-founder
of Botswana Oncology Global Outreach (BOTSOGO).



Vladimir Novitsky
MD, PhD

Mosepele Mosepele
MD, MSc

Dr. Vladimir Novitsky, MD, PhD, is a Principal Research Scientist in the
Department of Immunology and Infectious Diseases at the Harvard
T.H. Chan School of Public Health. Dr. Novitsky has made a number of
significant contributions to the virological and immunological study of
HIV-1 infection. The main focus of Dr. Novitsky’s research is molecular
analysis of the HIV-1 subtype C epidemic, genotypic and phenotypic
characterization of the HIV-1subtype C genome, and potential associations
between virological and immunological parameters in early and acute
HIV-1 subtype C infection. He contributed significantly to the design,
planning, capacity building, and supervision of the Botswana-Harvard
AIDS Institute Laboratory in Botswana.

© © 0 0 000000 0000000000000 0000000000000 0000000 00000000000 000000 O

Dr. Laura Bogart, PhD, Senior Behavioral Scientist at RAND Corporation, is
a social psychologist with expertise in behavioral factors in HIV prevention
and treatment. In collaboration with BHP, she previously conducted a study
to examine individual and social network-level factors associated with viral
suppression among people living with HIV and their treatment partners,
and she is now conducting a study to develop and pilot test a clinic-based
intervention to improve the effectiveness of treatment partnersin Botswana.
In Uganda, she is conducting a community based PrEP intervention among
fisher folk, as well as research to develop a program for people living with
HIV to promote HIV prevention in their social networks. Her U.S. work
includes interventions to reduce HIV-related health inequities.
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Professor Mosepele Mosepele is a Research Associate with BHP since
2014. As an Infectious Disease Consultant and Clinical Epidemiologist,
his research focuses on HIV-associated complications such as
cardiovascular disease and immune dysregulation. Professor Mosepele
is the Botswana site Principal Investigator on several protocols funded
by partners in Europe and the US, including the AMBITION-cm trial
(High Dose AMBISOME on a Fluconazole and Flucytosine Backbone
for Cryptococcal Meningitis Induction Therapy in sub-Saharan Africa:
A Randomised Controlled Non-Inferiority Trial), the REPRIEVE trial
(Randomized Controlled Trial of Prevention of Vascular Events in HIV)
at BHP and also acts as Co- Pl on a pilot study focusing on social
network-level factors associated with viral suppression among HIV-
infected patients at a Gaborone HIV Clinic, also at BHP. He was
awarded a prestigious NIH implementation science grant in 2020, to
integrate cardiovascular care cascade within existing HIV services in
Botswana (InterCARE), a collaborative trial with stakeholders in the US,
UK, Botswana and other countries in the SSA region. He is a committed
educator with faculty position at the University of Botswana (UB)
where he lectures medical students and mentors several early career
researchers, both at UB and the BHP. Professor Mosepele has been
working as the Deputy Coordinator for the Botswana Presidential
COVID-19 Taskforce since March 2020

13
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Neo M. Tapela
MD, MPH

Jason A. Efstathiou
MD, DPhil

Joseph Jarvis
MBBS, BSc, MSc, MRCP,
PhD, DTMH

MD

Dr. Tapela is an internal medicine physician, epidemiologist and healthcare
innovator who is currently Chief Scientific Officer and VP (Outcomes
Research) at the international non-profit, ICHOM. She has been a research
associate at BHP since 2015. Her research specializes in understanding the
determinants and patient-centered outcomes of chronic non-communicable
diseases (NCDs), and designing innovative equity-driven interventions
addressing these conditions in resource-limited settings. Dr Tapela has
over a decade’s experience leading research in the sub-Saharan African
region, including co-leading the Potlako+ study: a cluster-randomized trial
evaluating a multicomponent intervention for early diagnosis of cancer.
Her research and consultancy work are informed by experience in health
policy, NCD strategic planning and program evaluation (she is former
Head of Botswana’s National NCDs Program). Dr Tapela holds an MD and
MPH from Harvard University; she is Associate Physician at Brigham and
Women’s Hospital (Division of Global Health Equity) and Visiting Fellow at
the University of Oxford (Nuffield Department of Population Health).
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Dr. Jason Efstathiou serves as Associate Professor of Radiation Oncology at
Harvard Medical School and the Massachusetts General Hospital (MGH) and
holds an Associate Researcher position with BHP. He is the Director of the
Genitourinary Division in Radiation Oncology and Clinical Co-Director of The
Claire and John Bertucci Center for Genitourinary Cancers Multidisciplinary
Clinic at MGH. He holds a B.S. from Yale University, M.D. from HMS, Ph.D. from
University of Oxford, and completed his residency training in the Harvard
Radiation Oncology Program. Dr. Efstathiou’s clinical practice focuses on
treatment of patients with prostate, bladder, testicular and other urologic
cancers, as well as proton beam and brachytherapy. He co-founded and co-
directs BOTSOGO (Botswana Oncology Global Outreach).
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Professor Joe Jarvis is a Professor at the London School of Hygiene and
Tropical Medicine, and Research Associate at the Botswana Harvard AIDS
Institute Partnership, based between the UK and Gaborone, Botswana. His
main research interests are advanced HIV disease, opportunistic infections, in
particular cryptococcal meningitis, and strategies to rapidly and safely initiate
ART in individuals with low CD4 counts. Prof Jarvis is the Chief Investigator for
the Ambition Study, a multi-centre phase 3 trial investigating novel treatments for
HIV-associated cryptococcal meningitis, and lead CDC and NIHR funded projects
aimed at improving the management of HIV-associated opportunistic infections.
He has served as Research Director for the CDC Implementation Protocol of the
Botswana Combination Prevention Project (BCPP), a member of the external
review group for the WHO Guidelines for Managing Advanced HIV Disease
and Rapid Initiation of Antiretroviral Therapy, and a guidelines development
group member for WHO guidelines on preventing, diagnosing, and managing
cryptococcal disease in HIV infected adults, adolescents and children.
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Dr. Ava Avalos, a research associate with BHP, is an HIV/TB specialist physician
who has been living and working in Botswana for the past 18 years. She has
extensive clinical, research, policy, and programmatic experience, serving as
a clinical advisor to the Department of HIV/AIDS Prevention and Care in the
Botswana Ministry of Health and Wellness, since 2006. Her area of clinical
research and technical expertise focus on ART treatment failure, HIV drug
resistance, programmatic implementation and health economics. She is a
member of the HIV & TB Clinical Care Guidelines Committee, the University
of Botswana IRB, and serves as vice-chair on the board of the International
Treatment Preparedness Coalition (ITPC).
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MD, MPH, FACP

Chelsea Morroni
MBChB, DFSRH, MPH, PhD
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Rebecca Zash
MD

Lisa Butler
MA, MPH, PhD

Dr. Sara Schwanke Khilji is an Associate Professor of Medicine at Oregon
Health & Science University (OHSU). She currently serves as the Internal
Medicine Site Director for the Botswana Harvard Partnership’s Clinical
Capacity Building Program in Kweneng District. In this role, she supports
clinical stewardship, health professional education, quality improvement, and
related research initiatives at Scottish Livingstone Hospital and the surrounding
district. Dr. Schwanke Khilji completed her MD and MPH at Mount Sinai School
of Medicine, followed by residency in Internal Medicine and Primary Care
at Massachusetts General Hospital and an Overseas Research Fellowship in
Thailand with the London School of Hygiene & Tropical Medicine (LSHTM). She
is actively involved in medical, inter-professional, and public health education in
Botswana and at OHSU, while continuing to serve as a distance learning tutor
for LSHTM. Her research interests include women’s health, health policy, and
non-communicable diseases (NCDs).

Dr. Chelsea Morroni a research associate at the Botswana-Harvard AIDS
Institutewhere she directs the Botswana Sexual and Reproductive Health
Research Initiative (BSRHI). She is an epidemiologist and medical doctor with
over 20 years of experience in Southern Africa. She has an undergraduate
degree from Harvard, an MPH and medical degree fromtheUniversity of Cape
Town, and a PhD from Columbia University. She has lived with her family in
Botswana for 8years. Here, she conducts mixed-methods research and
provides clinical care relating to women’s and girl’s sexual and reproductive
health (SRH), particularly prevention of unintended pregnancy and HIV/STlIs.
Chelsea is a Chancellor’s Fellow and a Reader in GlobalSRHat the University of
Edinburgh Centre for Reproductive Health, an honorary Professor ofWomen'’s
Health at University of Cape Town, and Co-Director of the UK Faculty of Sexual
and Reproductive Healthcare Clinical Effectiveness Unit.
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As an assistant professor at Harvard medical school, Dr. Rebecca Zash is an
infectious diseases physician and performs research focused on the impact
of HIV and antiretroviral medications on pregnancy, and holds a research
associate position with BHP. Dr. Zash went to medical school at the University
of North Carolina, and completed internal medicine residency and infectious
disease fellowship at Beth Israel Deaconess Medical Center in Boston, USA.
She has been working with BHP since 2013 and currently serves as Pl for one
study to understand why HIV-infected women on ART have an increased risk
of adverse birth outcomes and one study to evaluate cardiometabolic adverse
effects of ART in post-partum women and their infants. She also helps to
lead a large birth outcomes surveillance study, Tsepamo, which examines the
comparative safety of antiretroviral treatments in pregnancy.

Dr. Lisa Butler is a research associate with BHP. She is a behavioral scientist and
epidemiologist with methodologic expertise in the development and evaluation
of community-based interventions to improve health and mental health
outcomes for vulnerable and low-literacy populations in sub-Saharan Africa
(sSA), particularly in high HIV prevalence settings. Her interventional research
often incorporates the use of media (e.g., video, photography, radio, comics)
and mobile technology. In collaboration with BHP, she is the Pl of Monona ke
Isago (Youth are the Future), a multi-component intervention designed to raise
awareness and reduce stigma related to perinatal depression, and to identify
and provide support to adolescents with symptoms of depression during
pregnancy or in the early postpartum period.
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Rosemary Musonda
PhD

- A

Simani Gaseitsiwe
BSc, PhD

Tendani Gaolathe
BS, MD

Rebecca Luckett
MD, MPH

Dr. Musonda is a BHP Research Associate and former Laboratory Director.
She is also a Research Associate at the Harvard T.H. Chan School of Public
Health. Her main interests are in understanding the molecular structure of
HIV, its pathogenesis, and the nature of host immunity to the virus. She is
involved with capacity building and training young investigators in Africa.
Dr. Musonda holds several grants dedicated to postgraduate training of
African scientists in southern Africa.
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Dr. Simani Gaseitsiwe is with Botswana Harvard AIDS Institute Partnership
(BHP) as well as with the Harvard T. H. Chan School of Public Health. He
is the Botswana Principal Investigator for the H3ABioNet and SANTHE
grants. His research focuses on HIV-1subtype C drug resistance, Hepatitis
B Virus and TB molecular epidemiology in Botswana and more recently
he is also involved in SARS-CoV-2 molecular epidemiology studies. Simani
is responsible for overall supervision of basic science research laboratory,
and for guidance and mentorship of research fellows, scientists, and
students. He has over 90 publications in peer-reviewed journals.
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Dr. Tendani Gaolathe graduated from St Georges U. School of Medicine
in Grenada in 1996 and residency in Internal Medicine from Seton Hall
University. Dr Gaolathe as a clinician has managed public health programs
and conducted observational and clinical trials related to the HIV/AIDS
epidemic in Botswana since 2001. She joined BHP in 2005 as Director for
the Master Trainer Program, BHP’s flagship training program that has been
instrumental in securing success of the Botswana’s Antiretroviral program
clinic rollout, task shifting, laboratory decentralization, and national
Monitoring and Evaluation efforts. She was also the Project Director for
BCPP. She is currently a lecturer at the University of Botswana within
the Faculty of Medicine and she is the Assistant Program Director of the
Department of Internal Medicine.
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Rebecca Luckett is an Obstetrician Gynecologist at Beth Israel Deaconess
Medical Center in Boston and at Princess Marina Hospital in Botswana. She
is an Associate Professor in Obstetrics and Gynecology at Harvard Medical
School and the Assistant Programme Director of OBGYN at the University
of Botswana. She completed her Medical Degree and Masters in Public
Health at Mount Sinai School of Medicine before pursuing her residency at
the Brigham and Women’s and Massachusetts General Hospitals integrated
program, where she also served as Administrative Chief Resident. Dr.
Luckett’s research focuses on the intersection of cervical cancer, human
papillomavirus and human immunodeficiency virus. An active educator,
Dr. Luckett facilitated the development the first OBGYN residency training
program at the University of Botswana and participates in resident and
undergraduate medical education.
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MBChB, MSc

Ponego Ponatshego
MD, DTMH
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PhD
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Dr Emily Shava is a Clinician who is also a Research Associate at the
Botswana Harvard AIDS Institute Partnership and at Harvard T. H. Chan
School of Public Health. She holds an MBChB from the University of
Zimbabwe College of Health Sciences and an MSc from London School
of Hygiene and Tropical Medicine. She was previously a Co-Investigator
and Study Physician for HIV Prevention Trials Network within the Clinical
Trials Unit at BHP from 2009-2019. She is interested in HIV prevention
amongst high risk populations and is currently conducting a study to pilot
HIV self- testing in female sex workers in Gaborone (lkitse Study).
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Dr. Ponego Ponatshego is the Study Physician/Coordinator for IMPAACT
studies in the Botswana Harvard AIDS Institue Partnerships’s Clinical
Trials Unit (CTU). He is the lead doctor for the InterCARE trial (Integrating
Hypertension and Cardiovascular Disease Care into Existing HIV Services
Package in Botswana). Dr Ponatshego holds a medical degree from Rostov
State University, Russia; Diploma in HIV Management from Colleges of
Medicine of South Africa; a Professional Diploma in Tropical Medicine and
Hygiene from the London School of Hygiene and Tropical Medicine and a
postgraduate Diploma in Public Health from University of South Africa. He
is also an AIDS Clinical Trials (ACTG) Fellow currently conducting clinical
research termed Albuminuria and Frailty association in HIV Infection.
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Dr. Motswedi Anderson is a Wellcome International Training Fellow /BHP
Research Associate. She has been with Botswana Harvard AIDS Institute
Partnership since 2006. Her research interests are in viral hepatitis (B,
C, D and E) and human immunodeficiency virus. She completed her
PhD in Biological Sciences in 2018 and her project was ‘Prevalence and
molecular characterization of hepatitis B virus infection in Botswana’. She
did Bsc in Biomedical Sciences with University of KwaZulu Natal, Durban,
South Africa in 2005. She currently holds a Wellcome International
Training Fellowship and an EDCTP-AREF training Fellowship. Her current
project is ‘Occult Hepatitis B Virus Infections in HIV-1- Infected Individuals
in Botswana: Incidence, Kinetics and Mechanisms’. She aspires to be a
renowned researcher and to play a key role in viral hepatitis elimination.
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Dr. Lucy Mupfumi is an infectious disease scientist with interests in the
epidemiology of HIV and tuberculosis (TB) co-infection in HIV-prevalent
settings in sub-Saharan Africa. Over the past 6 years, Lucy’s work has
revolved around HIV-associated TB and point of care diagnostics. She
has over 18 publications describing the impact of Xpert MTB/RIF on
patient outcomes, incident TB in ART programs, biomarkers for HIV and
TB treatment response, and point of care diagnostics for HIV. Lucy is
currently a Fogarty Global Health Fellow and is modelling the trajectory
of the TB epidemic in Botswana with expanded ART.

.
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Dr Ajibola is a trained physician with a Master’s in Public Health and over
JJJ 10 years experience in clinical research at Botswana Harvard AIDS Institute
Partnership (BHP). His research focuses on maternal-child health. He is Co-
Investigator and Study Coordinator/ Physician for the Early Infant Treatment
Study (EIT) and the follow-up Tatelo study entitled “A Clinical Trial to Evaluate
the Impact of Broadly Neutralizing Antibodies (bNAbs) VRCOILS and 10- 1074
on Maintenance of HIV Viral Suppression in a Cohort of Early-Treated Children
in Botswana”. While working on these projects, he has developed several sub-
studies including one that investigated the prevalence of antiretroviral drug
Gbolahan Ajibola resistance mutations among HIV- infected women following cessation of triple
MD, MPH ARV prophylaxis used for preventing mother- to-child HIV transmission in
Botswana and this presented him with his first opportunity to function as a
Principal Investigator. Building logically on his prior work, and expertise, he was
awarded an early-stage investigator grant by the EDCTP for his proposal to
evaluate the risk of HIV acquisition among infants born preterm to women living
with HIV and to quantify haematological toxicities of antiretroviral prophylaxis
in preterm infants compared to infants born full-term. Dr Ajibola has served
as a study physician routinely performing clinical evaluations on mothers and
infants enrolled in both observational and interventional clinical trials and has
authored and co-authored several publications.
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Dr Seatla’s primary research interests are in the development and implementation
JJ of low-cost HIV drug resistance (HIVDR) testing assays and monitoring for
2 HIVDR mutations amongst people living with HIV in low and middle-income
countries (LMICs). As a Medical Doctor since 2011, he has been caring for HIV-1
infected individuals in clinics in Botswana, including patients with extensive drug
resistance mutations. He has worked on ACTG, IMPAACT and HPTN network
trials for over 5 years. Dr Seatla has developed one of the largest sequence
datasets of HIV-1 subtype C infected individuals experiencing virological failure
y whilst on dolutegravir-based treatment. He has also developed a new low cost
Kaelo Seatla assay that tests for resistance to dolutegravir at about a quarter of the cost of a
MD, MPH, PhD commercial/licensed HIVDR assay. Dr Seatla has a PhD in Health Sciences from
the University of Botswana where he also serves as Clinical Skills Tutor in the

Faculty of Medicine.
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Dr Youssouf is an alumnus of Imperial College London (MSc Human Molecular

JJ Genetics 2008; PhD Statistical Genetics 2012), where she started her career in
2 clinical research, overseeing breast cancer drug trials. She moved to the London
School of Hygiene and Tropical Medicine in 2015 where she managed several
trials including the CRASH trials (use of tranexamic acid in patients with TBI)

and the AMBITION-cm trial which prompted her relocation to Botswana in
2017. Since the completion of the AMBITION-cm trial, Nabila joined Professor
Mosepele’s research group as its Research Program Manager where she holds

A AN a hybrid role, 1. Performing administrative, financial and regulatory duties,
Nabila Youssouf mainly on the InterCARE trial (integration of CVD care within existing HIV
PhD services) and the WHO Solidarity PLUS trial (RCT of additional treatments for

COVID-19 in hospitalised patients who are all receiving the local SoC), and 2.
Leading research projects as principal investigator and developing proposals.
Her interests include public engagement; implementation science methodology
and COVID-19 related impact on healthcare systems and clinical research. She
was recently awarded an early-stage investigator grant through the NIH/NHLBI
to investigate the effects of the pandemic on 6 implementation science research
projects in sub-Saharan Africa. Nabila was elected to the United Kingdom Trial
Managers Network (UKTMN) Executive Board in September 2021 to lead its
professional development strategy and trial management competency groups.
Nabila is an active educator with teaching positions on the distance learning
Infectious Diseases program and the newly established course on Pandemic
Preparedness Response & Research, both at the London School of Hygiene and
Tropical Medicine.

18



2021 ANNUAL REPORT 2021 ANNUAL REPORT 2021 ANNUAL REPORT 2021 ANNUAL REPORT 2021 ANNUAL REPORT 2021 ANNUAL REPORT 2021 ANNUAL REPORT 2021

ORGANISATIONAL STRUCTURE

4,

swpa| Apnig

_

$I040UIPI00)
/siopauq Apnig

s104nbysanu|
[odnuLg

SI0
921053y UoWNY

J1abounyy
$90In059Y UDWINY

woay ||

J1aboupyy
SWalsAS ||

woa|
Rl EN

|

JoBouny
JWaweas

B

19 s



Botswana Harvard AIDS Institute Partnership /

5. ACRONYMS

ACEI - Angiotensin Converting Enzyme Inhibitors

ACTG - AIDS Clinical Trials Group

AIDS - Acquired Immuno-Deficiency Syndrome

AORTIC - African Organization of Research and Training in Cancer Ambition Meningitis Network

ART - Antiretroviral Therapy

BCPP - Botswana Combination Prevention Project

BHHRL - Botswana Harvard HIV Reference Laboratory

BHP - Botswana Harvard AIDS Institute Partnership

BDIMC - Beth Israel Deaconess Medical Center

BIUST - Botswana International University of Science & Technology

bNAbs - Broadly Neutralizing HIV-1 Antibodies

BOTSOGO - Botswana Oncology Global Outreach

CAB - Community Advisory Board

CAB-LA - Cabotegravir Long Acting

CDC - Centers for Disease Control and Prevention (Botswana-USA)

CE - Community Engagement

CEM - Contrast Enhanced Micro-holography

CFAR - Centers for AIDS Research

CHB - Chronic Hepatitis B

CODA - Contraceptives & Dolutegravir-based ART

CROI - Conference on Retroviruses and Opportunistic Infections

CTU - Clinical Trials Unit

DAIS - Division of AIDS

DHMT - District Health Management Team

DLM - Delamanid

DTG - Dolutegravir

EDC - Electronic Data Capture

RDCTP - European and Developing Countries Clinical Trials Partnership

EFV - Efavirenz

EIT - Early Infant Treatment

GCP - Good Clinical Practice

HAART - Highly Active Anti-Retroviral Treatment

HAI - Harvard AIDS Initiative

HBV - Hepatitis B Virus

HEU - HIV Exposed uninfected

HIV - Human Immunodeficiency Virus

HIV/AIDS - Human Immunodeficiency Virus/ Acquired Immuno-Deficiency Syndrome HIV
Prevention Trials

HPV - Human Papilloma Virus

HSPH - Harvard TH Chan School of Public Health

HTC - HIV Testing and Counselling.

HPTN - HIV Prevention Trials Networks
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HU CFAR - Harvard University Center for AIDS Research

HU - Harvard University

HUU - HIV Unexposed Uninfected

IMPAACT - International Maternal, Pediatrics, and Adolescents AIDS Clinical Trials

IRB - Institutional Review Board

LMICs - Low and Middle Income Countries

MBA - Master of Business Administration

MBBS - Bachelor of Medicine, Bachelor of Surgery

MD - Doctor of Medicine

MOHW - Ministry of Health and Wellness

MPH - Master of Public Health

MRCP - Membership of the Royal Colleges of Physicians of the United Kingdom Magnetic
Resonance Imaging

MSc - Master of Science

NAHPA - National AIDS and Health Promotion Agency

NCI - National Cancer Institute

NHL - National Health Laboratory

NIH - National Institutes of Health

NTDs - Neural Tube Defects

PBMCs - Peripheral Blood Mononuclear Cells

PRC - Polymerase Chain Reaction

PhD - Doctor of Philosophy

Pl - Principal Investigator

PK - Pharmacokinetic

PMTCT - Prevention of Mother to Child Transmission

PrEP - Pre-Exposure Prophylaxis

RCR - Responsible Conduct of Research

REPRIEVE - Randomized Trial to Prevent Vascular Events

SANTHE - Sub-Saharan Network for TB/HIV Research Excellence

SLH - Scottish Livingstone Hospital

SMS - Short Media Message

TB - Tuberculosis

TDF/FTC - Tenofovir Disoproxil Fumarate/Emtricitabine

TESA - Trials of Excellence in Southern Africa
uB - University of Botswana

USA - United States of America

UsD - United States Dollar

WHO - World Health Organisation
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6. FOREWORD BY BOARD CHAIRMAN

tis my pleasure to present to you, on behalf

of the Board of Directors, the Botswana

Harvard AIDS Institute Partnership (BHP)'s

performance report for the year ending
June 2021. | am deeply grateful to the BHP
staff who diligently executed their duties and
fostered the BHP mandate amid disruptions to
institutional operations caused by the COVID-19
pandemic.

Indeed this pandemic unveiled the tenacity and
ignited a renewed sense of resilience and purpose
among our employees, together with the support
of our partners and collaborators, to fight HIV/AIDS
and COVID-19 as an emerging public health challenge
through innovative research, education and capacity
building that impacts policy and practice.

It is also through the collaborative efforts of our
partnerships that we continue to succeed in our
mandate of addressing local and global public
health challenges. While our work spans a wide
public health area, | want to draw your attention to
BHP’s contribution to the fight against the COVID-19
pandemic which s the current global health crisis. BHP
mobilized resources and engaged in partnerships
allowing the initiation and participation in an array
of SARS-CoV-2/COVID-19 research including
clinical, immunological, vaccinology, genomic and
epi-surveillance. This in addition to augmenting
Governments SARS-CoV-2 testing and building
laboratory capabilities for decentralized testing in
collaboration with the National Health Laboratory. All
these initiatives contributed to effective preventative
strategies and management of the SARS-CoV-2/
COVID-19 pandemic in Botswana

We pride ourselves with having played this important
role in Botswana’s COVID-19 response and the
genomic surveillance of SARS-CoV-2 in the country.
Important in this endeavour has been genomic
surveillance of SARS-CoV-2 to track proportion of
variants of concern in circulation in the country as
well as to identify any associations of viral variants
with disease severity and with HIV infection. As of
June 30, 2021, BHP had completed 254 SARS CoV-2
whole genome sequences and 141 were deposited in
GISAID.
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With the arrival of COVID-19 vaccines in
Botswana, BHP Management led by the
Deputy CEO spearheaded staff vaccination
campaign for staff members to take their
life saving shot. By end of the reporting
period, more than half of BHP employees
including consultants have been vaccinated
against SARS-CoV-2 which is proportionatly
far higher than the national average for this
period..

| commend our scientists and staff for
their tireless, commitment and dedication
during this crisis and for continuing to set
and achieve high standards in their work.
BHP remains rooted on becoming a world-
renowned public health institute whose
main objective is to impact and influence
national, regional, and global health policy
and practice.

With sincere gratitude,

Prof. Roger Shapiro
BHP Board Chairman



7. CHIEF EXECUTIVE OFFICER’S REMARKS

he past year continued to witness steady

progress despite the unprecedented

global health crisis. Because of the

disruptionstonormal business operations
caused by COVID-19 restrictions, we developed
and instituted new strategies that enabled us
to continue our mandate. These resulted in the
continued attainment of significant BHP strategic
objectives.

While we experienced a steep decline in the number of
abstracts presented to different local and International
Conferences, 16 down from 35 from the previous
period, we have however increased the number of
publications in international scientific journals. In
this reporting period, BHP published 91 manuscripts,
exceeding last year tally of 80 publications.

The number of active Principal Investigator (Pl) initiated
research projects increased from 16 to 24. Network
Clinical Trials increased from 9 to 11, which include
CoVPN 5001 from the newly established COVID-19
Prevention Network which was formulated for quick
response to COVID-19 pandemic. Even though
unwelcome and disruptive, COVID-19 challenges called
for forces of change that have enhanced our research
enterprise and ways of business operations. COVID-19
studies at BHP saw an increase from one study in the
previous year to four studies this year.

Apart from conducting research, BHP also has a unique
role to play in shaping public policy and advocacy. BHP
staff continue to make invaluable contribution in this
respect by taking part in different Ministry of Health
and Wellness committees, IRBs and network trials’
committees to give expert advice on different health
matters thereby contributing to translating research
into policy. The number of committees and technical/
refernce groups in which BHP staff serve increased
from 15 in the previous year to 22 this year.

Our achievements rely on efficient stewardship of the
limited resources that has been entrusted to us by
research funders and donors. Oncemore, this year,
BHP’s Annual Financial and Generally Acceptable
Government Auditing Standards audits (GAGAS) audit
remained unqualified, which reflect BHP’s effective
financial resources management and compliance to
best practices in finance and grants management.
In this cycle BHP has a portfolio of over 60 grants,
while grant revenue increased by $1. 3M in 2021, an
increase of 16% from 2020. Grant applications during
the period totaled thirty (30), an increase of 53% from
the previous year. There was a significant increase in
the number of funding applications for medium sized

DR JOSEPH MAKHEMA
BHP CHIEF EXECUTIVE OFFICER

grants, (nineteen (19) medium grants applied
for compared to seven (7) in the previous
period) which reflects the investment in,
and the development of BHP’s local early
investigators.

We continue to strive to make BHP self-
sufficient and self-sustaining by nurturing
and maintaining a pipeline of early career
investigators and trainees who can
independently apply for research grants
and are ever ready to take up various roles
and positions in the organization. Plans are
underway to develop a robust fund-raising
strategy that will help augment BHP finances
to enable the execution of transformative
changes that will propel and protect our
institution’s reputation as the leading
research institute in the field of public health
in country and globally well into the future.

| extend my profound gratitude to the
BHP Board of Directors for their relentless
support and wise counsel and commend
BHP investigators, Research Associates,
Scientists, Staff and Collaborators who
continue to serve with great self application
to ensure that we produce quality research
outputs that save lives.

Dr. Joseph Makhema
BHP Chief Executive Officer
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he Botswana Harvard AIDS Institute Partnership (BHP) is presenting

its 2020-2021 annual report. The reporting period is from July 1,

2020 to June 30, 2021. This has been a period characterized by

the still on-going SARS-CoV-2 spread and the resultant COVID-19
pandemic. The effect of this pandemic has led to severe disruptions in
health systems, economic activities, academic and research activities.
Governments and organizations the world over, including BHP, has had to
come up with strategies geared towards surviving these disruptions. The
organization has proven its resilience once more, emerging with growth
across majority of its 5 strategic themes, which are: Research Excellence,
Capacity Building & Training, Operational Excellence, Policy & Advocacy,
and Sustainability.



BHP’s performance results for this reporting
period have, despite all the challenges brought
about by the COVID-19 pandemic, once again
shown that the institute is making considerable
strides in growing its research profile. In this
reporting period, BHP published 91 manuscripts
in peer-reviewed journals, an increase of 13.75%
fromthe previousyear’spublicationsachievement
of 80 manuscripts. However, our performance
with regards to presentations at national and
international conferences was unsatisfactory,
having presented only 16 compared to last year’s
34 abstracts presentations. This was mainly
due to travel restrictions to conferences as well
as restrictions on gatherings, both locally and
internationally.

Exceptional performance was recorded in the
area of Capacity building and Training, thanks
to excellent mentoring in proposal writing,
manuscript writing, and research supervision by
our dedicated principal investigators (Pls) and
laboratory leadership. This year BHP had a total
of 73 research projects (an increase from 60 last
year), 13 of which were new projects. There were
30 funding applications that were submitted and
16 of them were awarded. This is a remarkable
success rate of 53%.

BHP, in collaboration with institutes of
higher learning regionally and further afield,
continues to supervise and mentor up-coming
scientists at post-graduate level all the way
to PhD degrees. A total of 15 scientists had
enrolled into different degree programs at
several universities, conducted their research
projects at BHP under the supervision and
mentorship of BHP’s scientists. Of these 2
graduated with MPhil/MSc, and 2 graduated
with PhD. Our laboratory where many of these
research projects are conducted, maintained
its accreditation to ISO 15189 through the
Southern African Development Community
Accreditation Service (SADCAS). This
represents international recognition of quality
and competency in all aspects of our medical
laboratory services. The lab successfully added
SARS-COV-2 to the accreditation scope and
has also received certification from the African
Society for Laboratory Medicine (ASLM) for
COVID testing under the COVID-19 Laboratory
Testing Certification Program (CoLTeP).

Despite the negative economic impact
experienced world over, BHP registered funding
growth of USD1.3m which is a 16% growth from
the 2019/2020 period. This remarkable growth is
mainly attributable to theincreasein grant funding
applications, 15 as prime and 15 as subcontracts,
experienced in the year. Effort is being made to
supplement the grants funding revenue stream
with third stream income through a subsidiary
investment vehicle retailing in pharmaceuticals,
and donor/philanthropy targeted resource
mobilization, which is spearheaded by the
Board of Directors. BHP once more achieved
unqualified audits both the Annual Financial and
the Generally Acceptable Government Auditing
Standards (GAGAS) audits.

The performance of any organization is driven
by its employees above all. BHP had a human
capital compliment of 240 (70% being females),
a growth of 27 employees from the previous
period. Staff separation due to resignation or
being discharged stood at 6%. The HR strategy
strives to improve human capital by enhancing
the productivity of the workforce and fostering
a well-engaged staff. A number of trainings were
offered to different cadres of employee with
financial literacy being a favourite among staff.
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9.

INTRODUCTION

HP is a not-for-profit, health research and capacity building
organizationin existence since 1996. Its missionis to fight HIV/AIDS
and other emerging public health challenges through research,
education, capacity building that impacts policy and practice.

BHP has continued to deliver on its mandate as seen by the wide range of projects it
works on. The organizations research portfolio includes clinical trials (both network trials
and Principal Investigators initiated trials), implementation science studies, and laboratory-
based studies.

In the area of education and capacity building, BHP, being a partnership between the
Government of Botswana and Harvard University, and through its collaborative nature, has
a wealth of scientists locally and internationally from Harvard affiliated institutions and other
US and European institutions, who provide mentoring and training of upcoming scientists
in research and publications. Furthermore, BHP collaborates with local and regional
universities who are able to offer degree qualifications for mentored and supervised MSc/
MPhil and PhD candidates.

BHP plays a noticeable role in the area of systems strengthening with several BHP scientists
providing technical expertise in some of the Ministry of Health and Wellness’s committees
and technical working groups.
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RESEARCH EXCELLENCE

he year 2020/2021 has been a uniquely challenging one due to

the continuing SARS-CoV-2 pandemic. This notwithstanding, BHP

continued to excel on the delivery of its mandate of both clinical

(network and Pl initiated) and laboratory research. More research
grants were applied for and awarded, the number of on-going research
projects grew from 60 in the past reporting period to 73 by the end of
Financial Year 2021. The number of publications grew from 80 in 2020 to 91
in 2021.

CLINICAL RESEARCH PROJECTS

BHP Clinical Trials Unit (CTU) Gaborone Site
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NETWORK CLINICAL TRIALS

BHP conducts network studies under the HIV/
AIDS Clinical Trials Unit (CTU which remains the
anchor for BHP research. The CTU conducts
network studies in collaboration with the AIDS
Clinical Trials Group (ACTG), HIV Prevention
Trials Network (HPTN)/ HIV Vaccine Trials
Network (HVTN), International Maternal Pediatric
Adolescent AIDS Clinical Trials (IMPAACT)
Network and the newly established Covid-19
Prevention Network (CoVPN).

CTU PI: Dr Shahin Lockman MD, MPH

The Botswana Clinical Trials Unit comprises of
three clinical trials networks, namely the HPTN/
HVTN, IMPAACT, and ACTG These networks
are aimed at conducting quality clinical research
investigating the prevention and treatment of
HIV/AIDS and associated infections through the
use of therapeutics, vaccines and integrated
strategies in the general population (adults,
children, pregnant women etc).

The following are the 10 active studies under CTU:
HPTN 084, HVTN 703/HPTN 081, REPREIVE,
PHOENIx, A5375, IMPAACT 2010, IMPAACT
2008, IMPAACT 2005, P1093 and P1026s.

A. HPTN/HVTN STUDIES

The HIV Prevention Trials Network /HIV Vaccine
Trials Network (HPTN/HVTN) is a worldwide
collaborative clinical trials network that develops
and tests the safety and efficacy of interventions
designed to prevent the transmission of HIV.

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

Truvada
Tablet

Cabotegravir
Injection
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i)

This is a five-year PrEP study being conducted
inwomen at 20 sites, in8 countries, across Sub-
Saharan Africa (Uganda, Botswana, South
Africa, Zimbabwe, Kenya, Malawi, eSwatini).
The study seeks to evaluate the safety and
efficacy of injectable cabotegravir and oral
TDF/FTC for pre-exposure prophylaxis in
HIV-uninfected women. Gaborone Clinical
Research Site (CRS) enrolled a total 91
participants into the study. In November
2020, the Data Safety Monitoring Board
(DSMB) recommended that participants
be unblinded following preliminary results
that showed both CAB-LA and oral Truvada
are effective in preventing HIV acquisition
with CAB-LA showing superiority over oral
Truvada. Participants follow up is ongoing.

HVTN 703/HPTN 081 (AMP Study):

A phase 2b study to evaluate the
efficacy of VRCO1 broadly neutralizing
monoclonal antibody in reducing
acquisition of HIV-1 infection in women
in Sub- Saharan Africa.

The study started in 2016 and enrolled a
total of 1924 participants globally and 150
participants in Botswana. Participant follow-up
was completed on 04 Feb 2021 at Gaborone
CRS and the final study visit was completed
for all participants globally on 03 March 2021.
The protocol is preparing for full closure.

Preliminary results showed that passive
immunization with VRCO1 protected against
acquisition of HIV-1, but only against viruses
that were highly sensitive to the antibody.
However, even for these sensitive viruses, the
protection was not absolute.

“The disappointing result of these logistically
complex and impressively conducted trials was
that neither trial showed significant VRCO1-
mediated protection overall. However, when
viruses were stratified according to prespecified
criteriainto sensitive, intermediate, and resistant
categories, a different picture emerged from
the pooled data. The frequency of transmission
of VRCO1 sensitive viruses, defined as those
with an 80% inhibitory concentration of less
than 1ug per milliliter, was 0.20 per 100 person-
years among participants receiving VRCO1,
significantly lower than the 0.86 per 100
person-years in the placebo group. Thus, for



sensitive viruses, which represented only 30%
of isolates, the protective efficacy of the single
monoclonal antibody was 75%. In contrast,
for viruses in the intermediate and resistant
categories, there was no significant effect”
(Walker, 2021).

The finding also indicated that participants
were able to take VRCO1 with little or no
discomfort. When participants had side
effects, they were usually mild to moderate
and they lasted a few hours to a few days after
the IV infusion. Participants had headaches,
tiredness, feeling wunwell, body aches,
nausea, fever, chills, and pain or tenderness
where they got the infusion. Less than 1% of
participants had symptoms that were severe
enough to interfere with their normal daily
activities. 3.5% of participants had a reaction
like itching, a rash, or shortness of breath
during or immediately after the infusion.
These immediate reactions to the infusion did
not last long and the participants who had
them recovered without ongoing problems.

“The results from the AMP trials will be
instrumental in the development of future
trials testing combinations of the highly potent
long acting bnAbs, under clinical development
” (Myron Cohen, AMP Protocol Chair).

iii) HYTN8O5/HPTNO93: Antiretroviral
analytical treatment interruption (ATI)
to assess immunologic and virologic
responses in participants who initiated
ART in early HIV infection after having
received VRCO1 or placebo in HVTN
703/HPTN 081

Thisis an exploratory study of participants living
with HIV undergoing an analytical treatment
interruption after early initiation of antiretroviral
therapy (ART) following HIV acquisition in
the HVTN 703/HPTN 081 study, where they
received VRCO1 or placebo infusions. One
participant has been enrolled to date on 09
June 2021. Majority of the seroconversion
participants, which for the Botswana site
totalled 6, are not eligible to enrol in the study
due to timing of HIV diagnosis and the last
infusion received whilst in the parent study
(HVTN 703/HPTN 081). A total of 4 participants
of the 61 expected have been enrolled globally.
Follow-up visits are on-going.

B. ACTG STUDIES

The mission of the ACTG is to cure HIV infection
and reduce the burden of disease due to
HIV infection and its complications, including
tuberculosis and viral hepatitis. The ACTG
supports the largest Network of expert clinical
and translational investigators and therapeutic
clinical trials units in the world, including sites in
resource-limited countries. These investigators
and units serve as the major resource for HIV/
AIDS research, treatment, care, and training/
education in their communities.

i) REPRIEVE (A5332): A randomized
trial to prevent vascular events (such
as stroke and heart attack) in people
living with HIV.

REPRIEVE, which has been on going in
Botswana since 2017, seeks to investigate if
the use of a cholesterol lowering medicine
(Pitavastatin) may reduce the risk of heart
attack or stroke inHIV infected individuals. The
study which has enrolled 7560 participants
globally and 281 in Botswana, is currently in
participant follow up phase and is expected
to close in March 2023.

ii) PHOENIx (A5300B): Protecting
Households on Exposure to Newly
Diagnosed Index Multidrug Resistant
TB patients.

This study seeks to assess the efficacy
and safety of Delamanid (a novel anti-TB
drug) compared with Isoniazid (standard of
care) for protection of high-risk Household
Contacts (HHCs) against acquiring TB. The
study aims to enrol 5160 participants globally
over 3 years (MDR-TB index cases and their
household contacts).

Since the study opened in 2019, Botswana has
enrolled 11 participants out of its target of 300.
Accrual has been challenged by a temporary
pause in enrolment of households with children
<18 years of age from Nov 2020 to April
2021. This was as a result of the occurrence
neuropsychiatric adverse events in some
children enrolled at other participating sites
which led to a temporary pause in enrolments
to allow for analysis of all Pharmacokinetic
data and review of delamanid dosing options.

29



Botswana Harvard AIDS Institute Partnership /

iii) A5B375: An Open-Label, Phase Il

Pharmacokinetic Study to Evaluate
Double-Dose Levonorgestrel
Emergency Contraception in
Combination with Efavirenz-Based
Antiretroviral Therapy or Rifampicin-
Containing Anti-Tuberculosis Therapy.

In high HIV and TB prevalence settings,
providing effective contraception and
understanding potentially important
drug-drug-interactions (DDlIs) between
antimicrobials and contraceptives in
populations of women living with either HIV
or TB are of paramount importance. The
study seeks to evaluate if a double dose of
Levonorgestrel Emergency Contraception
(LNG EC) can overcome known drug-drug
interactions (DDIs) with efavirenz (EFV)-based
antiretroviral therapy (ART) or rifampicin
(RIF)-containing TB therapy. The safety of
double-dose LNG EC versus standard-dose
will also be compared.

The study opened in May 2019 with a target
global sample size of 116 participants. The
Botswana site was activated in October 2020
and enrolled a total of 2 participants before
the study closed to accrual in November
2020 with 122 participants enrolled across
all sites. The site experienced some delays
in opening as it was not able to import the
study provided product and had to obtain
permission to use a locally sourced alternative
instead which resulted in low number of
participants enrolled.

C. IMPAACT STUDIES

The IMPAACT Network is a global collaboration

of

investigators, institutions, community

representatives and other partners organized for
the purpose of evaluating interventions to treat
and prevent HIV infection and its consequences
in infants, children, adolescents and pregnant/
postpartum women through the conduct of high
quality clinical trials.

i)
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IMPAACT 2019 - This is a Phase I/

Il Study of the Pharmacokinetics,
Safety, and Tolerability of Abacavir/
Dolutegravir/Lamivudine Dispersible
and Immediate Release Tablets in HIV-

i)

1-Infected Children Less than 12 Years
of Age

The study is designed to compare the
pharmacokinetic exposure of dolutegravir, as
contained in the pediatric formulation Abacavir/
Dolutegravir/Lamivudine to exposures shown
to be efficacious in adults. The study will
also evaluate the safety and tolerability of
this pediatric formulation over 48 weeks of
treatment.

The study aimed to enroll up to 75 participants
to achieve at least five dose-evaluable
participants in each of 5 weight bands. Since
opening, a total of 57 participants have been
enrolled globally across the different weight
bands. Thirteen (13) of these participants
were enrolled in Botswana out of the targeted
15. The study drug dosages for weight bands
14 kg to less than 20 kg, 20 kg to less than
25 kg, and above 25 kg have since been
confirmed as adequate for these weight
bands. The study is currently in the follow-up
phase and the Botswana site has maintained
an excellent retention rate of 100%.

P1093 - Phase I/Il, Multi-Centre,
Open-Label Pharmacokinetic, Safety,
Tolerability and Antiviral Activity

of Dolutegravir, a Novel Integrase
Inhibitor, in Combination Regimens in
HIV-1 Infected Infants, Children and
Adolescents.

Globally the study enrolled 181 of the 300
envisioned participants. The study has since
closed to accrual in February 2020. Botswana
enrolled 5 out of its target of 18 participants
and follow up is on going.

iii) IMPAACT 2005 - Phase I/1l Open-

label, Single-Arm Study to Evaluate
Pharmacokinetics (PK), Safety, and
Tolerability of Delamanid (DLM) in
Combination with Optimized Multidrug
Background Regimen (OBR) for
Multidrug Resistance-Tuberculosis
(MDR-TB) in HIV-infected and HIV-
uninfected Children with MDR-TB.

The study is designed to characterize the
pharmacokinetics of DLM and to evaluate



safety and tolerability of DLM over 24 weeks
of study treatment. A total of 48 participants
are to be enrolled globally, 10 in Botswana.
To date 4 participants have been enrolled
globally. No participants have been enrolled in
Botswana to date. It has proven challenging
to identify participants for this study due to
low pediatric MDR-TB numbers in the country.

iv) IMPAACT 2017 - Phase I/ll Study of the
Safety, Acceptability, Tolerability, and
Pharmacokinetics of Oral and Long-
Acting Injectable Cabotegravir and
Long-Acting Injectable Rilpivirine in
Virologically Suppressed HIV-Infected
Children and Adolescents.

D. COVPN STUDIES

Pl: Dr Joseph Moeketsi Makhema-
MB.ChB, FRCP

i) CoVPN 5001: A prospective study of
acute immune responses to SARS-
CoV-2 infection

The study seeks to generate standardized
datasetscharacterizingthequality,magnitude,and
kinetics of humoral immune responses to SARS-
CoV-2infection in asymptomatic participants and
symptomatic participants (both hospitalized and
non-hospitalized). It also included characterizing

The study seeks to confirm the dose and
evaluate the safety, tolerability, acceptability,
and PK of oral CAB, long-acting injectable
CAB (CAB LA), and long-acting injectable RPV
(RPV LA) among virologically suppressed
HIVH1infected children and adolescents aged
12 to <18 years.

The study envisions to enroll a total of 155
participants globally, 25 in Botswana and is
expected to run for approximately 7 years.
A total of 41 participants have been enrolled
to date. Botswana has recently received
IRB approvals and is yet to enroll into the
study.

the innate and cellular immune responses to
SARS-CoV-2 infection during infection with
SARS-CoV-2 in asymptomatic and acutely
symptomatic participants (both hospitalized and
non-hospitalized). The Gaborone site enrolled
the assigned 20 participants of the 806 globally
enrolled from 54 sites across different continents.
The first participant enrolled at site was on 17
February 2021. Recruitment sites included the
different isolation centres in Greater Gaborone
including Sir Ketumile Masire Teaching Hospital.
The site achieved 100% retention of participants.
The study is awaiting final results.

BHP Stakeholder Engagement Meeting to introduce CoVPN 5001 Study
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PRINCIPAL INVESTIGATOR INITIATED RESEARCH PROJECTS

i) Birth Outcomes Surveillance Study
(Tsepamo Study)

Pl: Professor Roger L. Shapiro, MD,
MPH

Tsepamo study is an observational surveillance
of birth outcomes in maternity wards of 16
public hospitals scattered throughout Botswana.
The primary objectives of the study include;
comparing birth outcomes (stillbirth, preterm
delivery, small for gestational age (SGA),
congenital abnormalities and in-hospital neonatal
deaths) among HIV-infected women and HIV-
uninfected women, and initially, to determine
whether there is increased neural tube defects
among children born to women on TDF/FTC/EFV
(Atripla). However, Dolutegravir was rolled out in
mid-2016, allowing for its inclusion in comparative
analyses. Data is extracted prospectively from
obstetric records delivering mothers and where
indicated, there is capturing of anonymous

@ BOBONONG, Botswana (1)
© FRANCISTOWN, Botswana (1)
@ GABORONE, Botswana (1)
@ GHANZI, Botswana (1)
@ GOODHOPE, Botswana (1)
GUMARE, Botswana (1)
@ KANYE, Botswana (1)
@ LETLHAKANE, Botswana (1)
9 LOBATSE, Botswana (1) am i h i a
@ MAHALAPYE, Botswana (1) o
@ MAUN, Botswana (1) flinchoss
9 MOCHUDI, Botswana (1)
MOLEPOLOLE, Botswana (1)
@ PALAPYE, Botswana (1)
@ RAMOTSWA, Botswana (1)
@ SELIBE PHIKWE, Botswana (1)
@ SEROWE, Botswana (1)
&) TUTUME, Botswana (1)

Births collected from July 2020 to June 2021
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photos of infants with congenital abnormalities.
To date, 206 102 records have been captured
out of a target of 250 000.

Geographical Distribution of the
Tsepamo Sites

The map below shows all the 18 study sites that
the study was in in the previous reporting period.
However, due to the low birth rate at two sites,
namely Bobonong and Goodhope, the number
of sites captured in this reporting period is 16,
representing about 70% of all annual deliveries
in the county.

A total of 36 416 deliveries were abstracted in this
reporting period and data analysis is ongoing.
Two scientists presented at international
conferences, 2 abstracts were accepted at
international conferences, and 2 manuscripts
were published. A further 2 manuscripts from
junior local authors have been submitted and are
pending publication.
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BIRTHS COLLECTED IN JULY 2020 - JUNE 2021
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ii) The AMBIsome Therapy Induction
OptimisatioN (AMBITION-cm)

International PI: Professor Joseph

Jarvis, MBBS, BSc, MSc, MRCP, PhD,
DTMH

AMBITION-cm

/‘-i\.F,‘FHr'srrrnz" heray

O

1y Induction Optimizatiol

The AMBIsome Therapy Induction OptimisatioN
(AMBITION-cm) trial investigated whether a
single high dose of liposomal amphotericin-B
(L-AmB, Ambisome) paired with two oral
antifungals, fluconazole and flucytosine, was as
effective as 7-day amphotericin-B based therapy
in reducing deaths.

The trial recruited individuals from hospitals in
five countries in Southern and Eastern Africa
(Botswana, Zimbabwe, South Africa, Malawi,
Uganda). Botswana site at Princess Marina
Hospital contributed 85 study participants of
the global enroliment of 844 adult patients with
a first episode of HIV-associated cryptococcal
meningitis. No participants were lost to follow up.

Study Findings

Trial results were announced at the 11th
International AIDS Society (IAS) Conference on
HIV Science on Wednesday 21, July 2021. The
trial found that a single, high-dose of liposomal
amphotericin B was as good as (“non-inferior”)

ART started unknown

53 294

No ART
timing

to the current WHO recommended standard of
care for HIV-associated cryptococcal meningitis
was much easier to administer, requiring just one
intravenous infusion compared to 7 days with
standard therapy. The liposomal amphotericin
B regimen was also associated with significantly
fewer drug related side effects such as anaemia,
electrolyte abnormalities and intravenous line site
infections. This regimen offers a practical, easier-
to-administer and better-tolerated treatment for
HIV-associated cryptococcal meningitis in Africa
with the potential to reduce the length and cost
of hospital admissions.

In line with the BHP’s mandate of capacity
building, two early career researchers, with
assistance from their mentors, received some
awards from different funders.

e Nabila Youssouf was awarded a public
engagement grant from the London School
of Hygiene and Tropical Medicine to produce
a biographical theatre play retracing an
AMBITION-cm trial participant’s battle against
cryptococcal meningitis (CM). The play,
performed by a local dance group, will tackle
HIV stigma, challenge enduring local beliefs
that lumbar punctures kill with scientific
facts, illustrate how cryptococcal fungus is
handled in the lab, the working mechanisms
of the medications used to treat the fungus
and exemplify the potential recovery if
medical attention is quickly sought, as was
the case for our patient advocate. The play
will be recorded by students in Media and
Creative Arts at a local university, once
COVID-19 protocol allow, to be screened
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at various health-related events in schools,
communities and stakeholder meetings
around Botswana and the Southern African
region.

iii) Early Infant Treatment Study: A
Clinical Trial of HIV Positive Infants
in Botswana

Pl: Professor Roger L. Shapiro, MD,
MPH

Early Infant Treatment Study (EIT) is a single
arm non-randomized clinical trial of early
Antiretroviral Therapy (ART) in antepartum and
peripartum infected children. In this study, HIV-
exposed infants are tested at birth and, if HIV
positive, they are offered antiretroviral therapy
within 72 hours of birth.

The study seeks to determine whether very early
ART initiation in HIV-infected infants limits the

e Charles Muthoga received a fellowship to
attend the IAS 2021 virtual conference. Charles
also completed an advanced coursein ‘Decision
modeling for health economic evaluation’ at
the York Centre for Health Economics

seeding of viral reservoirs and maintains immune
responses. The rationale for doing this study
follows published literature that clearly shows
that early infant HIV diagnosis and early initiation
of antiretroviral therapy (ART) are critical in
the global fight against HIV in children, as high
mortality and rapid disease progression occur
in untreated HIV-infected infants. The study is
currently in extended follow-up phase until 2024.

The study findings have shown that a pediatric
HIV treatment strategy starting NVP, ZDV, and
3TC in the first week of life and then transitioning
to LPV-r, ZDV, and 3TC resulted in lower
viral reservoir (Fig 2). The study findings also
showed that negative serostatus and qualitative
DNA were useful markers of sustained viral
suppression from 24-84 weeks.

® EIT B CONTROLS ©L.OD
1 g
T ]
T
104, |
£
°
Q »n 10%
- O
& & %o
ﬁ o 102
2%
o =
g E 107+ a5
n o
A
y O
— 1095
dJ e
Q
10 ; ; ; : : : . :
0 4 8M2 24 48/60 72 84/96 93
Time on Treatment (weeks)
AP-101 ® AP-102 ® AP-103 = AP-104 @ AP-105
@ AP-106 © AP-107 ® AP-109 @ AP-110 @ PP-201

Figure 2

34



iv) A Clinical Trial to Evaluate the
Impact of Broadly Neutralizing
Antibodies VRCOILS and 10-1074 on
Maintenance of HIV Suppression in
a Cohort of Early-Treated Children
in Botswana (Dual bNAb Treatment
in Children)/ Tatelo Study

Pl: Professor Roger Shapiro, MD, MPH

The Tatelo Study is an interventional clinical trial
of dual treatment with two broadly neutralizing
monoclonal antibodies (bNAbs), VRCOILS and
10-1074, in HIV-1 infected virally suppressed
children. Non-Antiretroviral Therapy (ART) viral
suppression strategies are a priority for children
because of several factors including adherence
issues with long-term ART use and accumulated
toxicities to ART over time. Early-treated HIV+
children may be the ideal candidates for use
of broadly neutralizing monoclonal antibodies
(bNAbs) as an alternative to antiretroviral
treatment (ART) because of their low HIV viral
reservoir at enrolment and after 84 weeks of
ART. The study enrolled HIV-infected children
who were enrolled in the Early Infant Treatment
(EIT) Study.

v) Tshilo Dikotla Study: Metabolic
Outcomes of Children HIV/ARV-
Exposed Uninfected in Botswana.

PI: Dr Jennifer Jao, MD, MPH.

Tshilo Dikotla study is a prospective observational
study which enrolled pregnant women living
with HIV (WLHIV) and HIV-uninfected (HIV-U)
pregnant women, together with their infants. The
study evaluates the metabolic effects of in utero
and neonatal exposure to HIV medications in the
first three years of life in HIV-exposed uninfected
(HEU) children in Botswana.

The study is also investigating whether a specific
signature of metabolites is predictive of adverse
metabolic health such as insulin resistance or
mitochondrial dysfunction using innovative

Primary Objectives:

e To determine the safety, pharmacokinetics,
dosing and antiviral efficacy of up to 24
weeks of maintenance VRCOILS and 10-
1074 immunotherapy in early-treated HIV-1
infected children in Botswana.

e To evaluate effects of treatment with
VRCOILS and 10-1074 on the size and cellular
composition of residual viral reservoirs.

e To investigate the influence of VRCOILS
and 10-1074 treatment on the magnitude
and quality of antiviral innate and adaptive
immune responses.

Out of a total of 38 children enrolled into EIT, 29
(76%) of them met eligibility criteria and were
successfully enrolled into Tatelo Study.

The study has maintained excellent
retention (100%) over 2 vyears. Safety and
Pharmacokinetics of Intravenous VRCOILS
and 10-1074 in Young Children show that the
two bNABs being studied were safe and well
tolerated among children with HIV receiving
ART. Further analysis aimed at responding to
the study objectives is ongoing.

metabolomics techniques. The results of this
study could impact current diabetes treatment
and prevention strategies in HEU children
and argue for further research to identify HIV
medication regimens with superior efficacy in
this group.

A total of 495 women were enrolled (Table 1).
From these women, 466 infants were registered
into the study after birth. The study has fully
accrued and follow-up is expected to be
completed by March 2022.
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Tshilo Dikotla Study Accrual & Retention

Women HIV-Uninfected
Living with HIV Women

Enrolled Women 332 163
Live Births 316 150

Randemized for Randomized for

Infant to Receive Infant to Receive NVP

AZT Prophylaxis Prophylaxis

(n =158) (n=158)

Maternal
Seroconversions 2
During Postpartum
Infant HIV Infections 0 1
Lost or Withdrawn
from Study ) " 3
Completed Protocol 100 110 113
Active on Study 3 33 2

Table 1. Tshilo Dikotla Study Accrual and Retention

Published preliminary findings from the study

cohort during this period include:

« Lower rates of gestational diabetes (GDM)
were found in pregnant women living with
HIV (WLHIV) on dolutegravir-based (DTG)
antiretroviral therapy (ART) compared with
pregnant WLHIV on efavirenz-based (EFV)
ART. Pregnant WLHIV were not at increased

vi) Karabo Study: Immune Correlates of
Tuberculosis and non-Tuberculosis
Infectious Morbidity in Southern
African HIV- Exposed, Uninfected

Infants

Pl: Dr Kathleen Powis, MD, MPH

The Karabo study, which has been running for
the past 2 years, is evaluating TB and non-TB
correlates of immunity in BCG-vaccinated infants
who are HIV-exposed and uninfected (HEU)
and HIV-unexposed and uninfected (HUU). The
study will quantify differences in rates of latent
tuberculosis infection (LTBI) through 18 months
of life between the BCG-vaccinated Karabo
enrolled infants who are HEU and those who are
HUU. Additionally, prevalence of the combined
outcome of infectious morbidity and mortality
will be calculated overall and by a child’s HIV
exposure status. Given the higher rates of
infectious morbidity and mortality experienced by
children who are HEU compared to children who
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risk for GDM compared with pregnant
women without HIV. [PMID: 34003565]

e No substantial association was found
between in utero HIV/antiretroviral exposure
and fetal biometry or between in utero DTG
versus EFV exposure and fetal biometry in
the study cohort. [PMID: 32910067

are HUU, further research is needed to identify the
mechanisms for this significant health disparity.

The bacille Calmette-Guérin (BCG) vaccine, given
at birth to infants in Botswana and South Africa
to protect against tuberculosis (TB) meningitis
and disseminated TB, has been noted to afford
protection against viral and other bacterial iliness
among otherwise healthy infants in the first year
of life. Whether this protection is similar in BCG-
vaccinated infants who are HEU has not been well
studied. Thus, Findings from the Karabo study may
inform TB vaccine development for all newborns,
regardless of HIV exposure status and could offer
the additional benefit of identifying interventions
to decrease the higher rate of infectious morbidity
and mortality experienced by infants who are HEU
compared to those who are HUU.

Karabo Study recruited mother/infant pairs
currently taking part in, Tshilo Dikotla (BHPO85)
study. Since the study opened for accrual on
3-Aug-19, 225 mothers were screened for
the Karabo study. Of the 225, 55(%) screened



out of the study and 168 mothers provided
informed consent for their participation and the
participation of their 168 children for a total of
336 participants. As of 9-Apr-21, all follow-up
visits have been completed with a 98% retention
rate (Figure 1).

vii) FLOURISH: Following Longitudinal
Outcomes to Understand, Report,
Intervene and Sustain Health for
Infants, Children, Adolescents who
are HIV Exposed Uninfected

Pl: Kathleen M. Powis MD, MPH,
MBA; Jennifer Jao, MD, MPH; Joseph
Makhema, MB.ChB, FRCP

Started in December 2020, the FLOURISH
study is evaluating short- and long-term health
and development outcomes of children and
adolescents with fetal exposure to HIV who
have remained HIV-uninfected. The study
is structured to identify possible biological,
social and structural mechanisms for identified
differences between children who are HIV-
exposed uninfected (HEU) and those born HIV-
unexposed uninfected (HUU). It also seeks to
explore differences in outcomes among children
who are HEU by the class of antiretroviral drug to
which the child was exposed in utero.

During this reporting period the international
collaborators held some meetings to discuss
preliminary results of the project and further
analysis is ongoing. Two study clinicians received
the IAS Educational Fund scholarship - 11th IAS
Conference on HIV Science (IAS 2021).

Study Aims

Establish a cohort of infants/children/
adolescents who are HEU from birth through
17 years of age and a comparison cohort
who are HUU.

Evaluate differences in rates of infectious
morbidity and all-cause mortality between
children who are HEU and HUU up to 5 years
of age.

Assess whether HIV/antiretroviral (ARV)
fetal exposure is associated with differences
in neurobehavioral functioning among school
aged (6-10 years) children who are HEU
compared to those who are HUU.

Assess for associations between HIV/
ARV fetal exposure and cardiometabolic
risk factors (central obesity, dyslipidemia,
elevated blood pressure, and insulin
resistance or impaired fasting glucose)
in adolescents > age 10 using age, sex,
and body mass index frequency matched
individuals who are HUU as a comparator.

Figure 1 displays recruitment and cohort assignment breakdown for FLOURISH participants.
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The study has leveraged on the BHP Maternal-
Child Database and Document Archival System
to identify mother-child/adolescent pairs and
retrieve prior participant locator data to contact
past study participants eligible for enroliment.

Study Recruitment and Retention

The first Caregiver-child dyad was consented on
30-Apr-21. As of 16-Feb-22, the FLOURISH study
has consented 1,329 participants into the study,
including 657 caregivers and 672 (accounting
for siblings and twins). Consented participants
breakdown is shown in Figure 2.

viii) Feasibility and Accuracy of
Nanosenor-based cancer diagnosis
at the point of care (Chedza Study)

Pl: Dr Scott Dryden-Peterson, MD, MSc

Chedza Study, which is in its second year of
implementation, is a prospective, observational,
implementation and  effectiveness  study
which aims to assess if Contrast Enhanced
Microholography (CEM) can be used for point-of-
care diagnosis of Lymphoma and Breast Cancer
in Botswana. The study goals include a) Assessing
if CEM can permit accurate, near to point of care
diagnosis of Lymphoma and Breast Cancer in
Botswana, b) develop comprehensive training
materials including training video, pamphlet, and
written protocol and, c) test the effectiveness of
training individuals of various education levels
with or without in-person training. Accrual has
been completed with a total of 270 participants
enrolled in the study since it opened in July 2019.
The study is currently conducting follow up of
participants and awaiting data analysis.

ix) Characterization of Anthracycline
induced Cardiotoxicity Using
Cardiac Magnetic Resonance
in Botswana: A Prospective
Observational study (Breast Cancer
MRI Study)

Pl: Dr Scott Dryden-Peterson, MD, MSc

The Breast Cancer Magnetic Resonance Imaging
(MRI) Study was opened in 2019 to evaluate the
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Figure 2: Consented Participants Recruitment Details
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effect of high-dose anthracyclines in patients
with or without HIV that are being treated for
breast cancer. Anthracyclines are cardio toxic
and therefore patients undergo MRI at baseline
prior to anthracycline-based chemotherapy and
at 12 months after chemotherapy to evaluate for
possible differences in cardiac changes following
treatment by HIV status. The Gaborone site has
enrolled a total of 25 participants from Gaborone
Private Hospital and Princess Marina Hospital (13
HIV infected and 12 HIV non-infected). Seven
(28%) participants have completed their MRI
scans, two participants died before their second
MRI scan while 16 participants have not had their
second MRI as a results of delays in supplies of
MRI electrodes due to COVID-19 restrictions.
There have been no results published as yet.

x) HIV and Malignancy in Botswana:
An observational Study of Medicine
Toxicity of Concurrent Treatment
and Clinical Outcomes (Thabatse
Study)

Pl: Dr Scott Dryden-Peterson, MD, MSc

Thabatseisaprospective cohort study that enrolls
biopsy-confirmed cancer cases who present for
specialized oncology care to evaluate the risk
factors for cancer and describe the response to
treatment for patients who are HIV positive and
not on Antiretroviral Therapy (ART) and those on
ART. Out of a target of 6500 participants, the
study has enrolled 5197 participants from four
Oncology Centres (Princess Marina Hopspital,
Nyangabwe Referral Hospital, Bokamoso
Hospital and Gaborone Private Hospital).
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The Thabatse team, in response to the xi) Potlako +: A multilevel intervention

emergence of SARS-CoV-2 in Botswana March
2020, decided to conduct weekly Covid-19-like
illness surveillance on the study participants
and their household members to assess for the
presence of COVID-19 symptoms, and provide
counseling and linkage to care for testing. To
date, total of 7107 calls have been made to 2207
participant households. Of these households,
232 (10.5%) reported active COVID-19-like
symptoms during at least one phone call and 319
(14.5%) households had a confirmed COVID-19
case during the follow-up period. This COVID-19-
like illness surveillance can be used to augment
understanding of regional epidemic intensity and
guide decisions.

to improve timely cancer detection
and treatment initiation in
Botswana.

Pl: Dr Scott Dryden-Peterson, MD, MSc
& Dr Neo M. Tapela, MD, MPH

Potlako + is a cluster randomized study that
evaluates the impact of a multicomponent
intervention in achieving earlier diagnosis and
treatment initiation of cancer in 20 communitiesin
Botswana. The study works with the community
leadership, (dikgosi, community associations,
clubs and Village Development Committees
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(VDCs), District Health Management Teams
(DHMT’s) and health facilities in the 20 study
communities to:

a) Support patients in navigating the health
system by providing transport support and
clinic appointment reminders

b) Support health system through better
coordinated and algorithm-based referrals,
bookings and follow up of pathology results
and

c) Produce patient based educational materials
and conduct campaigns to sensitize
communities about signs and symptoms of
targeted cancers.

' ..'f:
i 6 S

|

In November 2020, the project trained 179
health care workers; both nurses and doctors,
from facilities in study communities and their
immediate referral points on early cancer
diagnosis. The study aims to recruit 1500 cancer
suspects and 400 confirmed cancers. A total
of 169 cancer suspects have been enrolled
and recruitment is ongoing. The enrollment is
rather slow mainly due to travel and gathering
restrictions due to covid-19. Facility support
and community education activities have been
negatively impacted by these restrictions. There
is no data analysis at this stage.

P

p;ANCER EARLY

Nata Community Leadership at the BHP Cancer Awareness Campaign

xii) Human Papillomavirus (HPV)
Cervical cancer screening study

Pl: Dr Rebecca Luckett, MD, MPH
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The HPV cervical cancer screening study was
started in 2018 with the aim of improving cervical
cancer screening by evaluating cancer screening
algorithms using primary high-risk HPV testing
followed by acetic acid and colposcopy in women
living with HIV in Botswana. The study recruited
300 women from Princess Marina Hospital in
2018.

Findings from the initial cohort of 300 women
paved the way for expansion of the study to
include a larger cohort of 3000 women with or
without HIV in South East District, over a period
of 3 years (October 2019 - September 2022). The
expanded study will evaluate new technologies
for triaging women who are HPV positive and
identify an optimal screening strategy for all
women in Botswana. The new triage strategy
called automated visual evaluation is designed



to be used at the point-of-care and is easy to
use in low-resources settings as it requires little
infrastructure and may be a suitable alternative
to either colposcopy or visual inspection with
acetic acid.

xiii) The diagnosis and treatment
of Chlamydia Trachomatis and
Neisseria Gonorrhea in Woman
to prevent adverse neonatal
consequences (Maduo/STI Study).

PI: Dr Chelsea Moroni, MD, MPH, PhD

The STI study is a cohort study among antenatal
patients to determine the burden of gonorrhoea
and chlamydia among asymptomatic pregnant
womeninBotswana.Thestudyseekstoinvestigate
the impact of gonorrhoea and chlamydia testing
to prevent vertical transmission and associated
adverse neonatal health outcomes.

Most countries, including Botswana, utilize the
syndromic approachto classify symptomsinto STI
syndromes and provide standardized treatment.
Syndromic management lacks specificity and
sensitivity which can result in pregnant women
being unnecessarily exposed to antibiotics
and asymptomatic infections are often missed,
putting neonates at risk. This study could inform
policy changes to improve management of STls
during antenatal care and improve maternal and
neonatal outcomes.

xiv) Contraceptives and Dolutegravir-
based ART (CODA) Study

PI: Dr Chelsea Moroni, MD, MPH, PhD

The Contraceptives and Dolutegravir-based
ART (CODA) Study is a Phase IV, open label,
non-randomized, parallel-arm, pharmacokinetic
study, investigating whether drug-drug
interactions occur when the subdermal
contraceptive implant (levonorgestrel) or the
depot medroxyprogesterone acetate (DMPA)
injectable are concurrently used with dolutegravir
(DTG)-based ART.

Provision of contraception is complicated in high
HIV prevalence settings due to proven drug-

Recruitment into the expanded study began
in February 2021, due to delays caused by
COVID-19 pandemic. A total of 1007 women have
been enrolled into the study to date.

Research Assistant, Kehumile Ramontshonyana, using the
Gene Xpert Platform to test a specimen for Chlamydia
trachomatis and Neisseria gonorrhea.

Recruitment began in March 2021 and 98 out the
target of 500 participants have been enrolled.
Recruitment of more participants is ongoing.

drug interactions between some anti-retroviral
therapy (ART) agents and hormonal methods.
Dolutegravir (DTG) is highly effective in managing
HIV and is a WHO recommended first-line agent.
However, thus far, there is little data on the effect
of DTG on hormonal contraception. Rigorous
and complete evidence on the risk of drug-drug
interactions between hormonal contraceptives
and DTG is urgently needed to inform local
and international guidance. The CODA Study is
funded by ViiV Healthcare, and is preparing for
enrolment.
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COVID-19 testing

xv) COVID-19: An observational cohort of cases treated in Gaborone, Botswana

Pl: Professor Mosepele Mosepele, MD,
MSc

The COVID-19 Study is an observational cohort
study to describe the presentation, clinical
course and outcome of individuals who are
diagnosed and treated for COVID-19 in Gaborone,
Botswana. The study is recruiting consecutively
eligible participants for a three months period
and then conducting an interim analysis and
review thereafter. The BHP is collaborating with
the University of Botswana and the Sir Ketumile
Masire Teaching Hospital for study conduct.
Enrolment is ongoing.

The study’s objectives are:

e To describe the presentation, severity,
outcome and persistence of each case of
COVID-19 managed in Gaborone.

e To compare the difference between cases in
HIV-infected and HIV-uninfected individuals

e To determine if individuals with HIV infection
remain infectious for longer than those
without HIV infection

e To determine the impact of COVID-19 on HIV
infection

e To establish a bio-repository to conduct
future studies on host genetics and COVID-19.

xvi) Albuminuria Among Virally Suppressed HIV-infected Patients in Botswana:
Longitudinal Changes and Association with Inflammation and ACEI/ARB Use in a

Clinical Setting- Albuminuria Study
Pl: Professor Mosepele Mosepele, MD, MSc

This is an observational prospective study in
a high HIV prevalence clinical setting with the
following three main objectives;

1. Describe the prevalence and longitudinal
changes in albuminuria over a 12-month
period among treated HIV-infected adults
overall, and in relation to the use of ACEI/ARB

2. Describe the association between
albuminuria and inflammation among treated
HIV-infected adults overall and in relation to
the use of ACEI/ARB

3. Create a human bio-repository and HIV-CVD
outcomes clinical registry for the study of
long-term clinical outcomes of albuminuria.

The EDCTP-sponsored study commenced
enrolment in January 2020 and accrual was
completed in January 2021. A total of 1537
participants were enrolled. Data analysis is
ongoing.
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Urine Albumin testing

xvii) Mopati: A Pilot HIV Treatment Partner Intervention in Botswana

Pls: Professor Mosepele Mosepele, MD,
MSc & Laura Bogart PhD

Botswana has one of the highest HIV prevalence
in the world. As a result, low-cost, scalable
interventions are essential to support people
living with HIV to adhere to antiretroviral
treatment (ART) and remain in care. One such
intervention is the use of treatment partners,
which are recommended by HIV treatment
guidelines in at least 20 countries worldwide.
Specifically, national HIV policies of several
countries, including Botswana, recommend that
healthcare providers encourage patientsinitiating
ART to identify an individual who can provide
support, accompany patients to appointments,
and provide medication reminders.

Mopati Study is implementing a multi-level
intervention that guides healthcare providers and
patients about treatment partner selection and
trains treatment partners on provision of effective
support. It presents a unique opportunity to
examine ways to improve ART use in practice
and has relevance for both HIV- care as well as
healthcare for other conditions (e.g., diabetes,
tuberculosis) that require strict adherence.

Mopati Study is recruiting 160 treatment partner
pairs (80 intervention and 80 control). To date,
35 pairs have been enrolled (13 intervention
and 25 control). A total of 9 treatment partner
training sessions have been conducted for the
intervention group.

xviii) Acceptability and Feasibility of COVID-19 Screening and Testing Among
Workers and Businesses in Gaborone, Botswana

Pls: Dr Nabila Youssouf PhD; Laura Bogart
PhD and Mosepele Mosepele, MD, MSc

The general objective of the study is to explore
the acceptability and feasibility of COVID-19
testing among workers and businesses in
Gaborone, Botswana and to acquire feedback
about potential interventions to further respond
to this evolving crisis in the workplace. The study
aims to conduct qualitative work to explore

the knowledge, experiences and attitudes on
COVID-19 testing.

100 workers from various industries around
Gaborone were asked questions on their
understanding of the virus, their knowledge
on transmission and prevention methods, their
opinions on the government measures and
responses to the virus and the impact of such
measures on their industries. The study also
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BHP staff geared up for Covid-19 testing.

explored their thoughts on what can be done to
improve the screening and testing approaches
that are currently in place.

The study started in September 2020 and
conducted 30 face-to-face interviews with
workers and two focus group interviews of
8 workers and 7 workers respectively. Data
collection has been completed and data analysis
is ongoing.

This project will help to understand the impact
of the pandemic on workplace dynamics and
provide insights on the contextual factors such
as underlying values, beliefs and assumptions, to
guide actions and future policies.

xix) Exploring the Acceptability and Feasibility of COVID19 Testing among Truck

Drivers in Botswana

Pls: Nabila Youssouf PhD; Laura Bogart
PhD and Mosepele Mosepele MD, MSc

Truck drivers have been regarded as the major
vector for COVID-19 transmission as border
testing in most countries has shown a high
number of cases among this population. Truck
drivers in Botswana show relatively high levels
of COVID-19 prevalence and grievances on
COVID-19 testing. The study was conducted in
partnership with health officials at the borders
to understand the acceptability of COVID-19
testing among truck drivers in Botswana. The

study used a qualitative data collection strategy,
using survey and interviews to explore COVID-19
testing knowledge, perceptions and attitudes
among truck drivers entering Botswana. Findings
from the study could help inform the response to
the COVID-19 testing approach and be scaled up
across other sectors of the population.

The study started in September 2020 and has
conducted 30 face-to-face interviews with truck
drivers and one focus group interview consisting
of 8 truck drivers. Data collection has been
completed and data analysis is ongoing.

Many Boarder Gates experienced long queues of trucks transporting essential supplies during lockdowns as truck drivers
were being tested for COVID-19 before entry.
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xx) Innovative HIV Testing Strategy for Middle-to-Upper Income Men in a

Resource-Limited Setting

Pls: Prof. Mosepele Mosepele MD, MSc,
Laura Bogart PhD

In Botswana, men over age 40 show relatively
high levels of HIV prevalence and risk behavior,
and low levels of HIV testing. Moreover, higher
income is associated with increased risk of being
HIV-positive in sub-Saharan Africa. It is essential
to develop differentiated, tailored approaches
for risk groups, such as men of relatively higher
socio-economic status (SES), that are untouched
by existing prevention and testing frameworks in
countries of high HIV prevalence.

The research utilizes a mixed methods approach
todevelop aninterventionthat de-stigmatizes and
encourages HIV testing among men of middle-
to-higher socio-economic status in Gaborone,
Botswana. It focuses on increasing HIV testing
among men of higher socio-economic status.

Study Objectives

1.  To initially conduct formative qualitative
work to explore the role of stigma on low
HIV testing uptake among 20 men via
face-to-face interviews, and then to obtain
feedback about potential interventions using
asynchronous online focus group discussion
among 40 men all with relatively high socio-
economic status (SES) in Botswana.

2. To develop and conduct a small pilot test
of a local, culturally appropriate HIV testing
strategy targeting 100 men in the higher-SES
in Botswana.

3. To build capacity for HIV stigma and related
behavioral research by conducting focused
workshops in Botswana.

The study started in January 2020 and has
enrolled 32 participants from local banks.

xxi) Integrating Hypertension and Cardiovascular Diseases Care into Existing HIV
Services Package in Botswana (InterCARE Study)

Pls: Prof. Mosepele Mosepele MD, MSC,
Tendani Gaolathe BS, MD, Kathleen Wirth
Hurwitz

People living with HIV (PLWHIV) are twice as
likely to develop cardiovascular (CVD) disease.
Almost 1 in 4 PLWHIV in Botswana have
hypertension (HTN), making it one of the leading
CVD risk factors in this population. In a recent
hypertension study nested within the Botswana
HIV Combination Prevention Project (BCPP, a
study of 30 matched-pair villages indicating
that a combination of HIV prevention measures
significantly reduces HIV incidence), only 46.0%
of PLWHIV were aware of their hypertension,
and 42.0% of those aware were on treatment—
with 44.0% of those on medication attaining
blood pressure control, resulting in only 19.0% of
all hypertensive PLWHIV having attained blood
pressure control.

The InterCARE study proposes the adaptation
and testing of strategies to effectively integrate
evidence-based interventions (EBI) into HIV care
to improve the hypertension cascade of care
(awareness, diagnosis, treatment, control) and

general cardiovascular disease (CVD) risk factor
knowledge, diagnosis and treatment using a late-
stage T4 implementation research hybrid type 2
study design.

The InterCARE study is divided into 2

stages:

1. The pilot is being implemented in 2
clinics to check whether the proposed
interventions are feasible and if they improve
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cardiovascular outcomes for participants.
The pilot started in March 2020 and is due to
end in December 2022.

2. A larger randomized trial where the
InterCARE protocol and procedures will be
rolled out to 10 clinics around Botswana from
January 2023 to end of 2025.

Achievements:

« AnImplementation Research Workshop was
held in March 2021 with Professor Lisa Ruth
Hirschhorn (NWU) delivering online training
to the InterCARE team and stakeholders
to ensure a common understanding of this
relatively new field.

e The InterCARE team has completed pre-
implementation surveys of patients, their
treatment partners and healthcare workers.
This work will feed into the next phase of the
pilot, as the interventions are being rolled
out.

e Ponego Ponatshego has been elected Chair
of the Capacity Building Committee.

« Nabila Youssouf has been elected Chair of
the Project Operations Committee and Vice-
Chair of the Risk Management Committee.

« Ernest Moseki has been elected Chair of the
Community Engagement Committee.

xxii) Prevalence and outcomes of the usage of lumbar puncture in patients who
presented with central nervous system symptoms at Princess Marina Hospital
during the period 01/01/2014 to 31/03/2021

Pls: Nabila Youssouf PhD, Mosepele
Mosepele MD, MSc, Sara Schwanke Khilji
MD, MPH, FACP

Diagnostic evaluation for Central nervous system
aetiologies should include a lumbar puncture in
order to verify the diagnosis. Meningitis, most
commonly cryptococcal meningitis, is a major
cause for mortality in Sub-Saharan Africa.
The survival rate for patients with meningitis
drastically increases with appropriate treatment.

This study is a retrospective review of all patients
who presented to princess Marina Hospital with

46

central nervous system aetiologies from January
2014 to March 2021. The objective of the study
is to determine the prevalence of the usage
of lumbar puncture and compare outcomes
in patients who present with neurological
symptoms of the patients who received a lumbar
puncture against those who did not.

The study started in June 2021 and is reviewing
all the records for patients admitted with central
nervous symptoms in Princess Marina Hospital
from January 2014 to March 2021. Data from 14
records have been reviewed and collected for
study data. Data collection is ongoing.

Spinal cord

Third lumbar
vertebra

= Sample of
& cerebrospinal
fluid

Fourth lumbar
vertebra

Cross Section
of the Spine



xxiii) Neurodevelopment In HEU Children Exposed In Utero To Dolutegravir or
Efavirenz and HIV-Unexposed Children (Motheo Study)

Pls: Shahin Lockman MD, MPH & Dr Adam
Cassidy

This is a longitudinal observational cohort study
that will, over a 1-2 year period, prospectively
enroll three new cohorts of children (aged 2
years at enrollment and followed till they are
5 years old) and their mothers in Botswana
and follow children’s neurodevelopmental and
social-emotional outcomes and mothers’ mental
health and sleep status in 560 mother-child pairs
consisting of :

e 200 HEU children previously exposed in
utero to EFV/TDF/XTC and their mothers
(XTC indicates either 3TC or FTC);

e 200 HEU children previously exposed in
utero to DTG/TDF/XTC and their mothers;

« 160 HUU children and their mothers.

The primary objectives of the study are:

1. To assess developmental outcomes
(neurodevelopment, psychosocial) at 2 years
of age in HEU children exposed in utero
to DTG/TDF/XTC (N=200); EFV/TDF/XTC
(N=200); and community controls without
HIV or ARV exposure (N=160), and compare
outcomes between groups.

2. To assess and compare developmental

outcomes in the same children at 5 years of
age. Further deterioration of 2-year deficits
would be expected at 5 years; and, evaluation
of children during the early childhood period
will allow us to more comprehensively
examine a range of cognitive and self-
regulatory capacities, including emerging
core executive function skills (i.e., inhibitory
control, working memory, and shifting/
flexibility) that are recognized as critical for
future achievement, independence, and
resilience.

3. To assess the presence/severity of
depressive symptoms, anxiety symptoms,
and sleep problems in the mothers of
participating children. Results of this aim
are relevant to millions of women on ART
globally, and are also important for analyses
of child outcomes, as maternal mental health
affects child development.

The study opened to accrual on the 12th March
2021 and by the end of June 2021 the study had
enrolled 14 mother-child pairs. There have been
significant delays in starting the study mainly due
to delays in HRDC approving the project. To add
on this, Covid-19 related study interruptions are
negatively impacting on the rate of recruitment
and enroliment.

xxiv) Optimizing Maternal & Child Health and Development (Monana Ke Isago Study)

PI: Lisa Butler, MA, MPH, PhD

Monana Ke lIsago Study is an intervention
development study. Its aim is to develop, and
pilot test a novel multi-component community-
based adolescent-friendly intervention for mental
health care designed with and for pregnant
adolescents and new mothers aged 15-19 years
old in Botswana. Participant enrollment started
on 11th November 2020 and was completed on
4th March 2021 with 34 participants enrolled.

This study, just like others, faced serious
challenges due to the Covid-19 gathering
restrictions. The study procedures centered on
group interviews and these had to be delayed

or cancelled on several occasions hence the low
enrollment achieved.
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xxv) Mitigating the COVID-19 effects on adolescent sexual and reproductive
health through self-testing: a mixed methods pilot study (ICHECKE!)

Pl: Lucy Mupfumi, PhD

Young people in sub-Saharan Africa face
considerable barriers to access to sexual and
reproductive health (SRH) services that have
been exacerbated by the COVID-19 pandemic,
resulting in reduced screening rates for HIV/
STIs and access to contraceptives since the
start of the pandemic. The ICHECKE! study
aims to mitigate against these barriers in the
short- medium term through the introduction
of a self-care model for SRH care among young
adults in Botswana. Specifically, the study will
pilot self-testing for HIV/Syphilis/HBsAg/HCV
enabling young people to conduct the test from
a single finger prick with results available within
10 minutes. The study will recruit 200 young
people aged 18-24 years. In-depth interviews
will be conducted with 20 young people and 5
healthcare providers to understand the current
barriers to SRH access and the acceptability of
self-testing for HIV and STIs by young people.
This proposed pilot is nested within a larger
planned trial on improving access and uptake of
SRH services among young people in Botswana.
The study is conducted in collaboration with the
Botswana Family Welfare Association (BOFWA),

RESEARCH SUPPORT

i) Clinical Laboratory

The Botswana Harvard HIV Reference Laboratory
(BHHRL) supports the clinical trials conducted by
the Botswana Harvard AIDS Institute Partnership
(BHP). There is a Clinical Trials Unit that provides
a vital interface between Clinical Trials and entire
BHHRL.In2020-2021,BHHRL continuedto provide
the needed coverage for all the clinical trials at
BHP. BHHRL continued to maintain its approved
status in conducting clinical trials supported
by the US National Institutes of Health. The
laboratory also maintained its accreditation to ISO
15189 through the Southern African Development
Community Accreditation Service (SADCAS).
This represents international recognition of
quality and competency in all aspects of our
medical laboratory services. The lab successfully
added SARS-COV-2 to the accreditation scope
and also received certification from the African
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London School of Hygiene & Tropical Medicine
(LSHTM) and Bielefeld University, Germany.
Enrolment started in July 2021 and it is ongoing.

The study’s objectives are:

To determine the effectiveness of a self-
testing approach to HIV and STls by young
people in Gaborone, Botswana.

To determine the barriers to SRH services
by young people in Gaborone, Botswana.

To determine the acceptability of self-testing
by young people In Gaborone, Botswana.

Laboratory Scientists at the COVID-19 lab section

Society for Laboratory Medicine (ASLM) for covid
testing under the COVID-19 Laboratory Testing
Certification Program (CoLTeP).

BHHRL has the competencies and capacity,
through the in-house expertise available, to do
numerous clinical tests and procedures. These
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Laboratory Scientists busy at the Lab

include: Processing and Accessioning, Inventory
and Archiving; Clinical Chemistry, Hematology,
CD4, Viral load, Diagnostic DNA PCR, HPV PCR,
Chlamydia and Gonorrhea, HIV Drug Resistance;
Serological Assays including fourth generation
HIV ELISA, Hepatitis B profiles, Hepatitis
C Antibody, Syphilis RPR and TPHA, HIV-1
confirmatory assays (Geenius), Incidence Assays
[Limiting Antigen, Avidity, Bio-rad Avidity and BED
capture enzyme immunoassay], QuantiFERON
TB Gold Plus assay, Cepheid Point of Care Viral
load, Gene Expert TB and SARS-CoV-2 testing.
Several research assays in-house or through
referral laboratories are available including TB
(AFB, Molecular, culture and Drug Sensitivity),
Cytology/Histology, and inflammatory cytokines.
The laboratory has registered all assays in
External Quality Assurance (EQA) programs and
the EQA performance has been satisfactory in
all tests during the past year. Specimen volumes
received in the laboratory were fairly stable
over the year. However, the nature and type
of visits were increasing in processing intensity
and complexity, for instance, the lab has seen
an increase in pharmacokinetics sampling and
PBMC isolation.

The BHHRL has been crucial in fight against
the SARS-CoV-2 pandemic which has been a
highlight achievement for the laboratory. The
lab added a number of new assays to its test
menu including the acquisition and validation
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of the automated serological assays for HIV,
Hepatitis, Syphilis and SARS-COV-2. The lab also
developed capacity to do SARS CoV-2 testing
for which on average of up to 800 tests are run
per shift. BHHRL has contributed approximately
30% of the 1.9 million tests so far conducted in
Botswana.

The HIV confirmatory testing was transitioned
from the western blot assay to Geenius assay,
that is differentiate between HIV-1 and HIV-2 as
well provide confirmatory testing for HIV.

Thelaboratory’s successin providing supportto
both clinical research projects and the national
programs does not come without challenges.
At the top of the list is the infrastructure of the
lab building itself. There is inadequate space for
the current workload. Additionally, the building
is over 20 years old and it is now showing
multiple structural defects that will need
major repairs. The same applies to equipment,
more especially the long-term sample storage
freezers. The SARS-CoV-2 pandemic has
resulted in delays in transportation of goods,
both locally and internationally, and this has
lead to frequent stock-outs of reagents and
other supplies.
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ii) Regulatory Office

Regulatory Office remains integral for the
conduct of research studies at BHP. The office
is mandated to support studies in continuous
quality assurance activities and monitor
compliance. This was fulfilled through Study
activations, ensuring that studies meet all the
regulatory requirements before start-up and
continuous internal monitoring activities.

In the current reporting year, there were about
73 studies, 48 (66%) of which are ongoing 20
new (27%) and 5 (7%) closed out with Institutional
Review Board (IRB) after satisfying requirements
for closure (figure 1).

BHP Studies

5,7%

20,27%

m New
® Ongoing
Closed

48, 66%
Figure 1: BHP Studies

During this reporting period, a total of 7 new
protocols under Clinical Trials Unit (CTU)
were approved; (IMPAACT 2017, IMPAACT
2026,IMPAACT 2028, A5375, A5401, A5356,
HVTN 805/HPTN 093, CoVPN 3008).

i) Community Engagement

Community Stakeholder Engagement ensures
transparency, respect and builds trust between
researchers and communities and other
stakeholders. During this reporting period
Community engagement has had to utilize
alternative engagement strategies such as online
meetings and/or larger venues to adhere to
social distancing requirements due to COVID-19
pandemic. Additional resources such as laptops
and monthly Internet allowance to members of
the Community Scientific Sub-Committee (CSS)
were provided by the ACTG to facilitate this.
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New CTU Protocols

mACTG
m HPTN

IMPAACT
CoVPN

# of Protocols

0 A
Network

Figure 2: New CTU Protocols

Non-Network COVID-19 Submissions

® New
Continuing

Closed

Figure 3: Non-Network COVID-19 submissions

Capacity Building

In terms of building capacity, with support from
TESA, one of the staff members was trained on
Basic Clinical Research Monitoring Course on the
24th-28th August 2020.

In response to the increasing use of social
media during the COVID-19 pandemic and the
vast amount of misinformation, Community
Engagement created a WhatsApp group called
Dialogue Around Covid-19, where COVID-19
was discussed with various stakeholders and
misinformation were addressed.

ANNUAL



In-Person Outreach Activities/Meetings

Town/Village Number of Meetings | Project

Gaborone 3 COVID-19 Surveillance
Jwaneng 4 COVID-19 Surveillance
Hukuntsi/Kang 3 COVID-19 Surveillance
Tsabong 4 COVID-19 Surveillance
Greater Palapye 2 COVID-19 Surveillance
Kasane 2 WHO COVID-19 Case Finding
Francistown 3 WHO COVID-19 Case Finding
Gaborone 1 CoVPN 3008

CAB Meetings 8 Various projects

Potlako + Communities | 20 Potlako + project

Committee Membership Manuscripts in development
There have been seven new appointments to different 1.
committees, which included the BHP Community 2.
Engagement coordinator and five members of the
BHP Community Advisory Board (CAB).

COVID-19 personal experience - Stigma
HPTNO84 Community Engagement in the
Midst of COVI-19 Pandemic

iv) Pharmacy

BHP Pharmacy department has two units
being the clinical trials pharmacy and the retail
pharmacy. Over the reporting period this units
have expanded their services. The clinical trials
pharmacy unit is a multiple protocol and multiple
site support unit.

The BHP clinical trials pharmacy unit has clinical
trial standard pharmacies set up in Gaborone,
Molepolole and Francistown. It serves multiple
protocols mostly from the CTU trials and also
from BHP investigator-initiated trials that have
investigational product. The unit serves close
to 500 study participants on a monthly basis
across the different studies. For this reporting
period the BHP pharmacy has grown to handle
regulatory and investigational products for BHP
collaboration studies with external partners like
WHO Solidarity trial where collaboration was
between BHP and World Health Organization
through the Sir Ketumile Masire Teaching
Hospital (SKMTH). Also, due the COVID-19
pandemic the department is working with a lot

BHP Pharmacy Coordinator, Tshepo Frank Klass checking
study product for IMPAACT 2008 protocol. The medication
is kept in temperature-monitored fridges.

of complex molecules as investigational products
that demand specialized processes and intense
storage condition requirements that has lead to
improvements in the pharmacies.

The BHP retail pharmacy unit, which is a BHP
subsidiary trading as Sesikalla Investments (Pty)
Ltd, has seen growth also in this reporting period.
Sales have progressively grown from month to
month due to the great working relationship of
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Sesikalla, the BHP Commercial Pharmacy

the pharmacy team and the clinic team located
at the site. The biggest challenge in the location
of the pharmacy that not allowing a lot of walk-in
patients. The staff is doing a lot to improve sales
despite the challenges.

BHP Pharmacy department strives to maintain
high standards and comply with all applicable
regulatory requirements. It has positioned itself
as a customer of note to regulatory bodies
both internationally and locally. Organizations
like Botswana Medicines Regulatory
Authority (BoMRA) on their Clinical trials and
Pharmacovigilance, Law enforcement and,
Inspections and Licensing departments have
good working relations with both units of the

BHP pharmacy. Internationally, the Division of
AIDS (DAIDS) also has been having good working
relations with the BHP clinical trials pharmacy
department for almost 15 years.

During this reporting period the BHP clinical trials
pharmacy unit experienced a lot of remote work
like drug deliveries and remote monitoring. This
redefined some SOPs and regulations governing
pharmacy documents handling. The major plan
for the pharmacy is to integrate the work of the
two units so that the BHP clinical trials pharmacy
unit helps the BHP retail to generate profit while
the retail pharmacy assists the clinical trials unit
to procure all pharmacy related commodities in
a reasonable time and with a competitive price.

v) Software Engineering & Data Management Center

Data Analyst analyzing data collected for one of the studies
on the in-house built EDC systems.

The Software Engineering and Data Management
Center (SE & DMC) at BHP serves multiple
research projects, as well as providing software
solutions and support to BHP’s operations.
This is made possible by combination of the
efforts of well-trained software engineers and
data management staff, and by adoption of
comprehensive scalable data management
software system. The department has 7 Software
engineers (1Head of department, 1Senior Systems
Analyst/Developer, 1Systems Analyst/Developer
[, 2 Systems analyst/Developer I, 1 Data Manager
and an Assistant Systems Analyst/Developer
II) focusing primarily on system development,
post-entry quality assurance, monitoring and
reporting as well as data management.

The Department of Software Engineering and
Data Management has been able to develop and
implement a number of software solutions during
the reporting period. Some of the solutions
had to be tailor-made to the research project
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in question. For example, the development of
an electronic data capture (EDC) system that
is synchronized centrally in real or near real-
time for upcoming AZD 1222, Astra Zeneca
Vaccine Efficacy study which is a multi-site
study. Connectivity in some of the sites is poor
and the department will ensure that data can be
captured off-line and pushed to the central server
at the end of each day. The other introduction
was the development and implementation of
the short message service (SMS) module for
sending reminders to study participants. Also
new is the addition of an archiving functionally to
the EDC allowing for study data to be archived
electronically as the study is still running, thereby
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avoiding retrospective document archiving after
the end of the project, a process that has proven
to be both time consuming and costly.

The SE & DMC department continues to host
REDCAP and with this, a number of small
studies are being supported. Finally, in order to
support operations, the department developed
a ‘utility system’ with the goal of allowing office
automation of some of the processes within the
organization. These include management of time
sheets for employees, contract management,
and procurement, Grants management, and
departmental staff budget management are still
in development.

Utility Modules

FROCUREMENT

TIMESHEETS

A,

(RERERRMT " =

B Click here for user manuzl

B 2010202 BurswansHerred ADS i A Fesliainy, 0 81307048

Figure 1: Utility system landing page

One of the major challenges of the department
is loss of key staff who have requisite experience
in the specialized work that we do. This leads
to lots of time spent in training newly recruited
replacement staff, ultimately leading to loss of
man-hours in the actual programming work. It

vi) Information Technology (IT)

The IT department is responsible for hardware
support, managing BHP systems, network
management and computer support for end
users across the entire organization. The overall
goal is to provide a stable and secure computing
environment that’s aligned with industry best
practices. IT support is, more than ever, very
critical to BHP at these times of covid-19 pandemic

DOCUMENT TRACKING CONTRACT MANAGEMENT

has been the intension of the department to
setup a graduate trainee program in software
development so that newly graduated individuals
could get exposed to working in a research
environment.

where electronic communication is order of the
day. Unfortunately, hackers have identified this as
an opportunity for them to disrupt organizations’
information systems. The department has built a
data centre that runs on virtualized infrastructure
and it aims to keep up with emerging technologies
that are aligned with keeping the computing
environment of BHP secure.
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Information Technology (IT) Manager, Thuso Mokane monitoring the BHP infrastructure from the terminal.

In the reporting period 2020/2021, the IT
Department and the organization as a whole
had to quickly evolve and adapt with the new
recommended ways of working like remote work
due to the covid-19 pandemic. The main initiatives
implemented in response to this include:

1.

2.

Continuously Securing BHP Information

With the number of COVID-19 infections
on the rise, more people were required to
work from home. The challenge with more
people working offline is that there’'s a
cyber security risk, as people are accessing
the organization’s resources from different
environment beyond the IT department’s
reach. In response, the IT department has
deployed a vulnerability assessment scanner,
to continuously keep track of BHP’s security
posture and to mitigate risks identified. End-
user computers have been kept updated,
secured with anti-viruses, and remote
connections protected by VPN software.

Improved Support Systems

Social distancing has been the anthem during
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the 2020 -2021 year, and in response the IT
department has facilitated the use of online
conference system such as zoom, teams
and skype. End-user support is now almost
always done remotely using software such as
anydesk. This has enabled almost everyone

in the organization to perform their duties in
isolation yet having minimal impact on tasks
that require collaboration.

Upgrade of BHP Internet Infrastructure

With the need to work remotely and have
meetings over online meeting platforms, the
need for reliable fast internet connection
is more urgent than ever. The BHP IT has
facilitated the upgrade of internet bandwidth
as well as the underlying technologies. The
internet bandwidth was increased from
a centralized 40mbps radio connection,
to a total of 125mbps decentralized fibre
connection. This has seen the organization
be able to host multitudes of conference
calls, simultaneously with very little impact
on the call quality. Remote access to the
organizations resources has also been
seamless for all those working from home.



11. CAPACITY BUILDING AND TRAINING

1) RESEARCH LABORATORY

he BHP research laboratory is a vibrant group of research fellows

at various stages of training working on projects that are of public

health importance in Botswana, the region and globally. The group

works under the supervision of Dr Simani Gaseitsiwe, Dr Sikhukile
Moyo and Dr Rosemary Musonda. Dr Motswedi Anderson who recently
received a couple of grants, one from Wellcome Trust and another from
Africa Research Excellence Fund (AREF) as Principal investigator takes a
central role in pushing the viral hepatitis research agenda at BHP. The group
also boasts of international collaborators who assist in the supervision of
fellows working on areas where there is limited capacity at BHP. The fellows
are registered with various academic institutions including University of
Botswana (UB), Botswana International University of Science and Technology
(BIUST), Stellenbosch University, University of Cape Town, University of
Witwatersrand and University of Kwazulu Natal.

The main areas of research focus include: HIV drug resistance, HIV incidence and tools
to determine HIV incidence, Viral hepatitis, TB incidence and molecular epidemiology,
Noroviruses and Sapoviruses, and HPV molecular epidemiology. The fellows are supported
by various grants including, SANTHE, Fogarty, H3ABioNet and TESA Il

Active Capacity Building Grants
TESA Il

SANTHE

H3BIO

Welcome Trust

Fogarty D43

Fogarty HBNU

frocer W cors W o W o M voers l o]
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TESA I

The overall aim of TESAIlis to develop, strengthen
and expand clinical research capacities in the
southern African region through the consolidation
of the TESA nodes of excellence for conducting
clinical trials. The consortium focuses on
conducting high quality research on infectious
diseases with the most severe morbidity and
mortality in the region. TESAIl has identified
a framework of core capacity development
activities which will take place within the larger
context of the clinical trials in TB, HIV and
malaria to be managed by the network. TESAII
established three referral laboratories (TB, HIV
and Malaria) to serve as training platforms for
the less experienced members of the network.
BHP is recognized as a reference lab for HIV
and will offer training in HIV drug resistance and
other related techniques. Through the TESAII
grant, 3 staff members were supported for
postgraduate studies at University of Botswana

Genomic Surveillance of SARS-COV-2

BHP through the Botswana Harvard HIV
Reference Laboratory played an important
role in Botswana’s COVID-19 response and
the genomic surveillance of SARS-CoV-2 in
Botswana. BHP initiated genomic surveillance
of SARS-CoV-2 in support of the Ministry of
Health and Wellness (MOHW) and the Botswana
Presidential Taskforce on COVID-19’s efforts. As
of June 30, 2021 BHP had completed 254 SARS
CoV-2 whole genome sequences and 141 were
deposited in GISAID.

SARS CoV-2 Variants in Botswana
Months with > 20 sequences incuded | B, 1 with L45S2R & T4TEK included as Delta

1.00

Proportion of Sequences
=] =]
n ~
=] [43]
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and Stellenbosch University in South Africa
while others were supported to attend short-
term trainings such as Good Clinical Laboratory
Practice, Biostatistics, HIV drug resistance and
bioinformatics. TESAIl grant came to an end on
31st August 2020 and had a no cost extension
which ended on 28th February 2021.

Highlights of Projects in the Reporting Period

Genomic Surveillance of SARS-COV-2

Analysis of Drug Resistance in Low-level
viremia

B Compartmentalization of HIV

Pediatric Drug Resistance

Prevalence of Hepatitis B virus the population-
based household surveys

Drug Resistance among Highly Treatment

experience individuals
B HPV diversity

C -

Laboratory Scientists working on Genomic Sequencing of
the SARS-CoV-2

0.00
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2020 2021
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BHP was able to track proportion of variants of
concern in circulation in the country. By the end
of June 2021, the Beta variant (B.1.1.351 or 501Y.
V2 first detected in South Africa) was at 82% of
new genomes sequenced. As of 13 May 2021,
the BHP laboratory detected the first case of
B.1.617.2 (Delta) in Botswana, from a traveler from
India. This was part of cluster investigation with
immediate public health implications. The Delta
variant has spread rapidly and now accounts for
81% of our recent sequences. This highlighted
the need to increase capacity for local and global
health response and was crucial in applying for
subsequent funding.

BHP laboratory has generated over 2200 whole
genome Sequences of SARS-COV-2 and was the
first to sequence the Omicron variant of concern.
The Laboratory is now focused on increasing
sequencing throughput and build capacity for a
country pathogen genomics in Botswana. The
broad specific research and capacity building
aims to:

Aim 1: To identify circulating SARS-CoV-2 viral
lineages in Botswana (entry and spread) to
inform public health response. We aim to perform
ongoing genomic surveillance, understanding
penetration and geographical spread (spatio-

temporal spread using phylogenetics and
%
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Members of the Media Interviewing BHP Laboratory Director, Dr Sikhulile Moyo

phylogeography) in support of national
surveillance and outbreak investigations. We
will identify known variants of concern/interest.
We will investigate the extent of inter-and intra-
host viral evolution; we will track the diversity
and accumulation of mutations over time, and
space to track the spread of the pathogen and
support an enhanced understanding of potential
transmission routes and dynamics.

Aim 2: Toidentify any associations of viral variants
with disease severity and with HIV infection. We
hypothesize that individuals living with advanced
HIV (low CD4) have higher SARS-CoV-2 viral
diversity or will be more likely to select for novel
variants due to suboptimal immune pressure. We
will compare viral characteristics (diversity and
accumulation of mutations) between individuals
with HIV, fast disease progression or death and
appropriate controls.

Aim 3: To characterize SARS-CoV-2 mutations in
vaccinated people with breakthrough infections
and compare the mutations with those from
contemporaneous infections occurring in
unvaccinated people. We will investigate if new
infections from previously vaccinated individuals
are associated with mutations or genetically
distinct from baseline infections.
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Trainings
BHP through H3ABioNet grant hosted a
course on Next Generation Sequencing

Bioinformatics Training Course in collaboration
with the University of Cape Town & H3ABioNet
consortium. Next generation sequencing
(NGS) has become an essential tool in genetic
and genomic analysis. It is increasingly
important for experimental scientists to gain
the bioinformatics skills required to analyze
the large volumes of data produced by next
generation sequencers. This course intended to
equip participants with the essential informatics
skills required to begin analyzing NGS data
and apply some of the most commonly used
tools and resources for sequence data
analysis. The course covered the prominent
sequencing technologies, algorithmic theory,
and principles of bioinformatics, with a strong
focus on practical computational sessions
using sequence analysis techniques and tools
applicable to any species or genome size. A
variety of applications covered included post-
sequencing analysis — QC, alignment, assembly,
variant calling, RNA-Seqg and ChIP-Seq.

Research Fellows graduating over the
reporting period

PhDs:
Lucy Mupfumi -University of Botswana
Prisca Thami -University of Cape Town

MSc:
Wonderful Choga - University of Cape Town
Tuelo Mogashoa - University of Botswana

Ongoing graduate studies

PhDs:

Bonolo Phinius-University of Botswana
Nametso Kelentse -University of Botswana
Dorcas Maruapula -University of Botswana
Kesaobaka Molebatsi -University of Botswana

MSc/MPhils:

Baitshepi Mokaleng -University of Botswana
Doreen Ditshwanelo -BIUST

Ontlametse Bareng -University of Botswana
Nokuthula Ndlovu -BIUST

Monkgomotsi Maseng -University of Botswana
Patrick Mokgethi -University of Botswana

) THE BHP CLINICAL CAPACITY BUILDING INITIATIVE AT SCOTTISH

LIVINGSTONE HOSPITAL

aunched in 2011, the BHP
Clinical Capacity Building
Initiative is a collaboration
between the Botswana Harvard
AIDS Institute Partnership (BHP),
Beth Israel Deaconess Medical Center
(BIDMCQ), Boston, and Oregon Health
& Science University (OHSU), Portland.
The initiative was created to support
healthcare capacity building through
clinical stewardship, medical education,
quality improvement, and research in
Botswana. The initiative is supported by
three clinical faculty from BIDMC and
OHSU who work full-time in Botswana in
their respective programs in Obstetrics
& Gynaecology, Anaesthesia & Critical
Care, and Internal Medicine.
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In collaboration with local partners, the
program provides clinical training to University
of Botswana medical students, interns, and
residents as well as Ministry of Health medical
officers, nurses, and other healthcare staff.
The program also promotes systems/process
improvement through quality improvement and
research. In addition, the program regularly
provides opportunities for rotating U.S. residents
and fellows to participate in clinical, educational,
quality improvement, and research efforts. The
program began at Scottish Livingstone Hospital
and the Kweneng East district, where the Internal
Medicine program continues to focus. The
Obstetrics & Gynaecology and Anaesthesia &
Critical Care programs have since transitioned to
the University of Botswana to support residency
training programmes there.

During the COVID-19 pandemic, on-site clinical
faculty have focused on supporting local clinical
capacity through COVID-19 trainings; providing
direct clinical care for patients with COVID-19 at



Dr Sara Schwanke Khilji handing over BHP donation of Oxygen Concentrators and PPE at Scottish Livingstone Hospital in
Molepolole

Sir Ketumile Masire Teaching Hospital, Princess
Marina Hospital, and Scottish Livingstone
Hospital; and assisting with development of a
new program for management of post-acute

sequalae of COVID-19 in Kweneng District. All
three clinical programs are actively preparing to
welcome rotating US residents and fellows later
this academic year.

lll) BOTSWANA GLOBAL ONCOLOGY OUTREACH (BOTSOGO)

OTSOGO is a capacity-building initiative which continues to provide an
opportunity for Botswana based health practitioners to engage with US
based cancer experts using tele/video-conferencing technologies.

In observance of COVID-19 protocols, seven (7)
Virtual Tumor Board meetings were conducted
duringthereporting. The Tumor Boardis a medical
education forum where healthcare providers
and Cancer Experts at both public and private

hospitals, academic institutions in Botswana
and oncology centers in Boston participate in
bi-directional discussions of complicated cancer

cases to share knowledge.
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12. PUBLIC POLICY AND ADVOCACY
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HP has continued to raise awareness of HIV/AIDS and other
public health challenges through forums such as the Journal
Club, Tumor Board, Kgotla Meetings, Community Advisory Board

meetings, Community Stakeholder Engagement meetings and
national commemorative events. The Community Engagement Department
also visits local health facilities to give health talks and build important
working relationships with them in order to share information on different
studies and refer potential study participants to BHP.

Key research findings have been shared
with the public through media briefings and
press releases as well as media interviews.
BHP continues to produce high quality
research that gets accepted and published
in different reputable peer-reviewed
scientific journals. In this reporting period,
BHP published 91 manuscripts in different
peer-reviewed journals for wide spread of
the research findings. Publishing in research
in scientific journals is an important process
of propagating research findings, a means
upon which public policy is drawn. 16
abstracts have been presented at different
international conferences to provide BHP
with an opportunity to communicate its

research to a wide international audience,
get feedback on its work, and learn from
other presenters, thereby broadening its
professional network of experts in different
public health areas.

BHP has also presented a number of
research findings to the Ministry of Health
and Wellness as wells as introducing
different new studies to different
stakeholders to get feedback and build
rapport with public policy implementers on
how best to plan and execute the various
projects in order to yield positive results
that will impact on policy and practice. In
line with its core values, BHP is committed
to collaborative research and it emphasizes



on the importance of teamwork by collaborating with international based investigators and partners
as well as being active members of both international and several MOHW technical teams where they
give expert advice on different health challenges.

BHP staff together with CAB Members serves in 22 Committees and Teams. The number of committees
has increased from 15 in the last reporting period to 22 in the year ending June 2021. The committees
and teams in which BHP staff serves are the following:

NN

21

22.

Presidential Task Force on COVID-19.
Cryptococcal Group (CryptoMAG)
African Meningitis Trials Network (AMNET)

Scientific Advisory Board for the African Cohort Study (AFRICOS)- Henry M Jackson foundation

for US Military HIV Research Program/Water Reed Army Institute for Research
Board for Biomedical Research Training Institute, Zimbabwe,

University of Botswana IRB

HPTN Community Group Steering Committee - Executive Committee of the CWG
HPTNO75 Protocol Team

HPTN Ethics Working Group

. HIV/AIDS Network Coordination (HANC)

ACTG Performance Evaluation Committee

. TB/HIV Surveillance (NAHPA)

. Strategic Information Working Group, Estimates and Projections

. National Working Group on Laboratory Reference Ranges

. National HIV Treatment Guidelines Committee

. Scientific Working Group (SWG) - Division of AIDS at the National Institutes of Health
. Community Partners- HIV/AIDS Network Coordination (HANC)

HLB-S Community Engagement Subcommittee - Inter-CARE
IMPAACT CAB Leadership Group (ILG) - IMPAACT

.Community Scientific Subcommittee- ACTG

Global CAB- ACTG
Good Participatory Think Tank- HPTN/AVAC

13. OPERATIONAL EXCELLENCE
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13. OPERATIONAL EXCELLENCE

i) Human Resources

he delivery of excellent supportive professional HR services is
designed to positively impact organizations results. This includes
bringing HR’s knowledge of human capital trends to support
Strategy and to provide access to the skills required.

Diversity and Manpower Strength

Botswana Harvard Partnership is committed As at June 2021, the staff complement was
to an inclusive culture that respects and 240 of which 27 were new recruits. The
embraces the diversity of employees. The graph below indicates the number of staff
organization aims to attract, develop and per month for the period under review.
retain the most capable employees from all

cultures, and ethnicities.
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Fig 1: Staff Compliment trend per month
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Nationality Distribution

Botswana Harvard Partnership comprises of
diverse nationalities as per the table below.

Citizens 223
Non-Citizens 17

Below is the distribution of positions for Non-
Citizens within BHP.

Distributions of Positions for Non-Citizens

>

= ACTG Network Site Program Leader = Principal Investigator

= Laboratory Director Laboratory Scientists
m Study Nurse Coordinator & Fogarty Fellow = Study Physicians

Study Physician -Coordinator

Fig 2: Distribution of Positions for Non-Citizens

Gender Distribution

BHP aims to achieve gender diversity throughout
all cadres with a keen interest of promoting
women in Science and the Medical field. The
below graph indicates the distribution of gender
in the organition, as well as, women in senior
positions, as at June 2021.

Gender Distribution

= Males

® Females

Fig 3: Gender Distribution
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Staff Turnover

The previous HR report for 2020 recorded a
total of 51 separations, which were mostly due
to contract non renewals. For the period under
review, we have a slight decrease of 41terminated
employees. The chart below indicates separations
between professional and non-professional staff
for the period under review.

Turn Over
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Fig 5: Staff Turn Over

Wellness

In an effort to curb the spread of COVID-19,
Botswana Harvard Partnership has implemented
guidelines to facilitate effective management
of the pandemic. BHP provides employees with
disposable masks and PPE. BHP has also provided
temperature screening points and installed
automatic sanitizer dispensers in all buildings.

With the increased COVID-19 infections in the past
couple of months, the organisation introduced
Work from Home Guidelines and Virtual Office
Arrangements to curb the spread of the virus.

Human Resources Strategy

The Botswana Harvard Partnership Strategy has
5 Objectives with the Organizational Capacity
Objective as the main focus for Human Resources
Department, as outlined below.

63 4w



Botswana Harvard AIDS Institute Partnership / 2021 ANNUAL REPORT 2021 ANNUAL REPORT 2021 ANNUAL REPORT 2021 ANNUAL REPORT 2021 ANNUAL

STAKEHOLDER

CUSTOMER

+ Deliver quality research outcomes

FINANCE

+ Effective and efficient use of resources
+ Grow and diversity revenue

INTERNAL PROCESSES ]
»| BHP Brand and advocacy Efforts
: * Promote stakeholders relations

ORGANIZATIONAL CAPACITY
 Improve Hiiar Capits
* Improve Grants Manuscript Writing
* Enhance Infrastructural capacity and Intells
Capital

Fig 6: Proposed HR Strategy

The HR strategy proposes to Improve Human
Capital by enhancing the productivity of the
workforce and fostering a well-engaged staff by
implementing the following.

- Staff Engagement:
Roll out employee engagement surveys

- Develop Employee Value Proposition: A set of
Financial and non-financial benefits provided
by the organization to its employees in return
for the skills, capabilities and experience
they bring and contribution they make to the
organization.

- Compensation and Rewards: In reviewing the
remuneration structure, the following will be
implemented,;

o Determining the
philosophy

o Grade all jobs

o Conduct market research

o Develop pay ranges based on grades
and market research

organizations pay

- Performance Management: In an effort
to promote a productive workforce, the
HR Department will introduce an online
Performance Management System in the
month of January 2022.

IMPROVE HUMAN CAPITAL

- Engagement survey

- Employee value proportion

- Robust performance management system
linked to rewards system

- Cascade balance score card

Impjemented Human Resources
Projects

a. HR Monthly News Letter

In an effort to increase communication and
cultivate organisation culture, the Human
Resource Department introduced a monthly
internal newsletter called the “HR Monthly Catch
Up”. The platform will provide updates on new
employee engagements and any HR Projects.

b. Timesheets Automated System

The Human Resources Department together
with Data Management Centre introduced online
“Timesheet System” in June 2021. The initiative
was designed to reduce the use of paper,
improve process efficiency, save space and
enhance data management and security.

c. Gratuity Encashment

The Partnership provides a gratuity at the end
of contract to promote completion of contract.
However as at January 2021, staff members on
2-year contracts have the opportunity to encash
100% of the Gratuity accrued in the first year of
the contract, upon successful completion of the
first year, and 100% Gratuity for the second year
will be paid upon successful completion of the
second year.
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Training and Development

Manpower training remains a key strategic mandate for the institution. BHP houses 8 PhD students and
8 Masters students. Over the years, the institute has also hosted a number of undergraduate students,
visiting scholars and interns.

Though the COVID-19 may have disrupted training and conferences, compliance/Protocol specific
trainings are still mandatory. Below is record of all trainings that took during the period under review.

Course/Training Date Number of Employees
Attending/Study

PhD First Aid Training 5-6 November 2020 | 10

8, 50% 8, 50% GCLP Training 12 April 2021
MSc

Petty Cash Training | 12 April 2021

Biosafety Cabinet 30 June 2021
operation training

—_

__

Fig 1: BHP PhD and MSc Training

ii) Finance & Grants

The Finance and Grants department provides effective management of financial resources, as well as
the provision of grant management and compliance support to the organization. Currently BHP has a
portfolio of over 70 grants. Since 2014, which marked the inception of BHP’s first yellow book audit (an
audit of USG Federal Funding), the department has achieved unqualified statutory and yellow book
audits which is testament to the BHP’s commitment to upholding the highest standards of financial
management and grants administration.

Revenue

In FY2021, grant revenue increased by $1. 3M, an increase of 16% from FY2020. The linear graph below
indicates revenue recorded since 2018.

Revenue Portfolio
$12,000,000.00
$10,000,000.00 \/
$8,000,000.00
$6,000,000.00
$4,000,000.00

$2,000,000.00

$0.00
FY2018 FY2019 FY2020 FY2021
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Funding Applications

Grant applications during the period under
review totaled thirty (30), an increase of 53%
from FY2020. A significant increase in the
number of funding applications for medium sized
grants, nineteen (19) medium grants applied for
compared to seven (7) in the previous period)
reflects the investment in, and the development
of, BHP’s local early investigators.

. Number of Grants Applied for

18
16
14
12
10

FY2018 FY2019 FY2020 FY2021
B Small=<$100k  m Medium= $100k-500k  m Large=>500k

o N B O ©©

The table below classifies the number of
applications as Prime and Subcontracts. In
FY2021, 15 prime and 15 subcontracts were
applied for. The increase in Prime awards reflects
BHP’s enhanced ability to independently source
and attract funding.

Number of Applications

16

14

12

10

8

6

4

: I 1

o | ]

FY2018 FY2019 FY2020 FY2021
M Prime M Subcontracts

Of the 30 funding applications made, 16 were
successfully awarded reflecting a funding
application success rate of 53%, and highlighting
the increasing capabilities of BHP’s local
investigators.

Number of Grants Awarded

12

10

| ‘ ‘
, ml III || Il Il

FY2017 FY2018 FY2019 FY2020 FY2020

IS

N

B Small= <$100k B Medium= $100k-500k W Large=>500k

Revenue from new grants has been increasing
since FY2018, with FY2021 reflecting a sharp
increase to $3.4M from $1.3M in FY2020.

Revenue from New Grants

4,000,000
3,500,000
3,000,000
2,500,000
2,000,000
1,500,000
1,000,000

500,000

FY2018 FY2019 FY2020 FY2021

BHP also achieved Unqualified Audit for Financial
Year 2020. The audit for Financial Year 2021 is
ongoing.
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14. SUSTAINABILITY

HP is actively pursuing diversified revenue sources, to help sustain and
grow its critical missions of training, capacity building, and research. BHP
and affiliated supporters are embarking upon initiatives to raise additional
funds, including philanthropic, and continue to invest in supporting and

developing the careers, including grant applications, of early career investigators
from Africa.
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Past and current biological factors affecting malaria in the low transmission setting of Botswana:
A review. Bango ZA, Tawe L, Muthoga CW, Paganotti GM.Infect Genet Evol. 2020 Nov; 85:104458.
doi: 10.1016/j.meegid.2020.104458. Epub 2020 Jul 12. PMID: 32668367

African-led health research and capacity building- is it working? Kasprowicz VO, Chopera D,
Waddilove KD, Brockman MA, Gilmour J, Hunter E, Kilembe W, Karita E, Gaseitsiwe S, Sanders
EJ, Ndung’'u T.BMC Public Health. 2020 Jul 14;20(1):1104. doi: 10.1186/s12889-020-08875-3.
PMID: 32664891

Mother-to-Child HIV Transmission with InUtero Dolutegravir vs. Efavirenz in Botswana. Davey S,
Ajibola G, Maswabi K, Sakoi M, Bennett K, Hughes MD, Isaacson A, Diseko M, Zash R, Batlang O,
Moyo S, Lockman S, Lichterfeld M, Kuritzkes DR, Makhema J, Shapiro R.J Acquir Immune Defic
Syndr. 2020 Jul 1;84(3):235-241. doi: 10.1097/QAI.0000000000002338.PMID: 32195745

Placental Transfer of Respiratory Syncytial Virus Antibody Among HIV-Exposed, Uninfected
Infants. Patel SM, Jallow S, Boiditswe S, Madhi SA, Feemster KA, Steenhoff AP, Arscott-Mills T,
Muthoga C, Ajibola G, Shapiro R, Shah SS, Cunningham CK, Kelly MS. J Pediatric Infect Dis Soc.
2020 Jul 13;9(3):349-356. doi: 10.1093/jpids/piz056.PMID: 31549157

An Evaluation of Baseline Kidney Function in the REPRIEVE Trial of Pitavastatin in
Human Immunodeficiency Virus. Overton ET, Kantor A, Fitch KV, Muntner P, Supparatpinyo K,
Mosepele M, Mohapi L, Cardoso SW, Patil S, de Lacerda MVG, McComsey G, Aberg JA, Douglas
PS, Grinspoon SK, Ribaudo H, Wyatt CM.J Infect Dis. 2020 Jul 9;222(Suppl 1): S41-S51. doi: 10.1093/
infdis/jiaa222.PMID: 32645164

A pragmatic approach to managing antiretroviral therapy-experienced patients diagnosed with
HIV-associated cryptococcal meningitis: impact of antiretroviral therapy adherence and duration.
Alufandika M, Lawrence DS, Boyer-Chammard T, Kanyama C, Ndhlovu CE, Mosepele M, Tugume
L, Meya D, Boulware DR, Rhein J, Muzoora C, Youssouf N, Molloy SF, Schutz C, Lortholary O,
Meintjes G, Mwandumba HC, Harrison TS, Jarvis JN; and the AMBITION-cm Study Group.AIDS.
2020 Jul 15;34(9):1425-1428. doi: 10.1097/QAD.0000000000002556.PMID: 32590438

Acceptability of oral HIV self-testing among female sex workers in Gaborone, Botswana.Shava
E, Manyake K, Mdluli C, Maribe K, Monnapula N, Nkomo B, Mosepele M, Moyo S, Mmalane M,
Barnighausen T, Makhema J, Bogart LM, Lockman S.PLoS One. 2020 Jul 27;15(7): e0236052. doi:
10.1371/journal.pone.0236052. eCollection 2020.PMID: 32716966

Cryptococcal meningitis: a review of cryptococcal antigen screening programs in Africa. Greene
G, Lawrence DS, Jordan A, Chiller T, Jarvis JN.Expert Rev Anti Infect Ther. 2021 Feb;19(2):233-
244. doi: 10.1080/14787210.2020.1785871. Epub 2020 Jul 14. PMID: 32567406

Effects of Pregnancy and Isoniazid Preventive Therapy on M. tuberculosis Interferon Gamma
Response Assays in Women with HIV.Weinberg A, Aaron L, Montepiedra G, Sterling TR, Browning
R, Mmbaga B, Vhembo T, Naik S, Kabugho E, Masheto G, Pahwa S, Mathad JS, LaCourse SM,
McCarthy K, Bradford S, Theron G, Costello D, Zimmer B, Pierre MF, Gausi K, Denti P, Haas DW,
Gupta A; IMPAACT P1078 study team.Clin Infect Dis. 2020 Jul 28:ciaal1083. doi: 10.1093/cid/
ciaal083. Online ahead of print.PMID: 32720695
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10. In Silico Prediction of Human Leukocytes Antigen (HLA) Class Il Binding Hepatitis B Virus (HBV)
Peptides in Botswana.Choga WT, Anderson M, Zumbika E, Phinius BB, Mbangiwa T, Bhebhe LN,
Baruti K, Kimathi PO, Seatla KK, Musonda RM, Bell TG, Moyo S, Blackard JT, Gaseitsiwe S.Viruses.
2020 Jul 6;12(7):731. doi: 10.3390/v12070731.PMID: 32640609

1. Child HIV Exposure and CMV Seroprevalence in Botswana: No Associations With 24-Month
Growth and Neurodevelopment.Moraka NO, Moyo S, Smith C, Ibrahim M, Mayondi G, Leidner J,
Powis KM, Cassidy AR, Kammerer B, Ajibola G, Williams PL, Weinberg A, Musonda R, Shapiro R,
Gaseitsiwe S, Lockman S.Open Forum Infect Dis. 2020 Aug 22;7(10):0faa373. doi: 10.1093/0ofid/
ofaa373. eCollection 2020 Oct. PMID: 33072807

12. Difficult etonogestrel implant removals in South Africa: A review of 74 referred cases.Petro G,
Spence T, Patel M, Gertz AM, Morroni C.Contraception. 2020 Aug;102(2):129-132. doi: 10.1016/].
contraception.2020.04.013. Epub 2020 Apr 24. PMID: 32339484

13. Hepatitis B virus prevalence and vaccine antibody titers in children HIV exposed but uninfected
in Botswana. Baruti K, Lentz K, Anderson M, Ajibola G, Phinius BB, Choga WT, Mbangiwa T, Powis
KM, Sebunya T, Blackard JT, Lockman S, Moyo S, Shapiro R, Gaseitsiwe S.PLoS One. 2020 Aug
7:15(8): €0237252. doi: 10.1371/journal.pone.0237252. eCollection 2020.PMID: 32764801

14. Evaluation of a Novel Semiquantitative Cryptococcal Antigen Lateral Flow Assay in Patients with
Advanced HIV Disease. Jarvis JN, Tenforde MW, Lechiile K, Milton T, Boose A, Leeme TB, Tawe
L, Muthoga C, Rukasha |, Mulenga F, Rulaganyang |, Molefi M, Molloy SF, Ngidi J, Harrison TS,
Govender NP, Mine M.J Clin Microbiol. 2020 Aug 24;58(9): e00441-20. doi: 10.1128/JCM.00441-
20. Print 2020 Aug 24. PMID: 32461286

15. Rapid antiretroviral therapy initiation in the Botswana Combination Prevention Project: a quasi-
experimental before and after study.Lebelonyane R, Bachanas P, Block L, Ussery F, Abrams W,
Roland M, Theu J, Kapanda M, Matambo S, Lockman S, Gaolathe T, Makhema J, Moore J, Jarvis
JN.Lancet HIV. 2020 Aug;7(8): e545-e553. doi: 10.1016/52352-3018(20)30187-9. PMID: 32763218

16. Developing a trauma registry in a middle-income country - Botswana. Motsumi MJ, Mashalla Y,
Sebego M, Ho-Foster A, Motshome P, Mokokwe L, Mmalane M, Montshiwa T.Afr J Emerg Med.
2020;10(Suppl 1):529-S37. doi: 10.1016/].afjem.2020.06.011. Epub 2020 Aug 11. PMID: 33318899

17. Child HIV Exposure and CMV Seroprevalence in Botswana: No Associations With 24-Month
Growth and Neurodevelopment. Moraka NO, Moyo S, Smith C, Ibrahim M, Mayondi G, Leidner J,
Powis KM, Cassidy AR, Kammerer B, Ajibola G, Williams PL, Weinberg A, Musonda R, Shapiro R,
Gaseitsiwe S, Lockman S.Open Forum Infect Dis. 2020 Aug 22;7(10):0faa373.

18. Differences in human immunodeficiency virus-1C viral load and drug resistance mutation between
plasma and cerebrospinal fluid in patients with human immunodeficiency virus-associated
cryptococcal meningitis in Botswana. Kelentse N, Moyo S, Mogwele M, Lechiile K, Moraka NO,
Maruapula D, Seatla KK, Esele L, Molebatsi K, Leeme TB, Lawrence DS, Musonda R, Kasvosve
I, Harrison TS, Jarvis JN, Gaseitsiwe S.Medicine (Baltimore). 2020 Oct 9;99(41). e22606. doi:
10.1097/MD.0000000000022606.PMID: 33031315

19. Implementation of Universal HIV Testing and Treatment to Reduce HIV Incidence in Botswana: the
Ya Tsie Study.Lockman S, Holme MP, Makhema J, Bachanas P, Moore J, Wirth KE, Lebelonyane
R, Essex M.Curr HIV/AIDS Rep. 2020 Oct;17(5):478-486. doi: 10.1007/s11904-020-00523-0.
PMID: 32797382

20. Impact of cervicitis on performance of cervical cancer screening using HRHPV testing and
visual evaluation in women living with HIV in Botswana.Painter H, Erlinger A, Simon B, Morroni
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C, Ramogola-Masire D, Luckett R.Int J Gynaecol Obstet. 2020 Oct;151(1):144-146. doi: 10.1002/
ijg0.13235. Epub 2020 Jun 16. PMID: 32449207

Efficient estimation of human immunodeficiency virus incidence rate using a pooled cross-
sectional cohort study design.Molebatsi K, Gabaitiri L, Mokgatlhe L, Moyo S, Gaseitsiwe S, Wirth
KE, DeGruttola V, Tchetgen Tchetgen E.Stat Med. 2020 Oct 30;39(24):3255-3271. doi: 10.1002/
sim.8661. Epub 2020 Sep 1. PMID: 32875624

Spotlight on global health research. Lawrence DS, Gyapong M.Int Health. 2020 Nov 9;12(6):507-
508. doi: 10.1093/inthealth/ihaa082.PMID: 33165555

Genome-Wide Association Study Identifies Novel Colony Stimulating Factor 1 Locus Conferring
Susceptibility to Cryptococcosis in Human Immunodeficiency Virus-Infected South Africans.
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Weight gain during pregnancy among women initiating dolutegravir in Botswana. Caniglia EC,
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Increased Prevalence of Liver Fibrosis and HIV Viremia among Patients with HIV, HBV, and
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Nevirapine pharmacokinetics in HIV-infected persons receiving rifapentine and isoniazid for TB
prevention. A T Podany, J Leon-Cruz, J Hakim, K Supparatpinyo, A Omoz-Oarhe, D Langat, N
Mwelase, C Kanyama, A Gupta, C A Benson, R E Chaisson, S Swindells, C V Fletcher, the AIDS
Clinical Trials Group A5279 Team .Journal of Antimicrobial Chemotherapy, 30 November 2020.

BOTSOGO (Botswana Oncology Global Outreach) Tumor Boards: A Model for Global Oncology
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B. Chabner, J.A. Efstathiou. International Journal of Radiation Oncology, November 01, 2020.

Mapping of HIV-1C Transmission Networks Reveals Extensive Spread of Viral Lineages Across
Villages in Botswana Treatment-as-Prevention Trial. Novitsky V, Zahralban-Steele M, Moyo S,
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