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What’s New in COP/ROP22

COP22 guidance emphasizes themes of Completing the Mission (95/95/95), Building Enduring
capabilities, and Building Lasting Collaborations. COP22 shifts language from “client-centered”

to “person-centered.”

Equity has been added to Accountability, Transparency, and Impact as a guiding pillar for
PEPFAR and a key theme for COP22. Persistent inequalities experienced by children, key

populations, and adolescent girls and young women are prioritized.

Language. In this document, PEPFAR has begun to modify language to move from ‘client-
centered’ toward a ‘person-centered’ or ‘people-centered’ orientation. This change is in
alignment with the UNAIDS Global AIDS Strategy and with operating principles noted in Section
1.3, and it emphasizes recognition that individuals served by PEPFAR-supported partners are
not only clients with HIV as a single condition to be addressed in visits related to diagnosis and
treatment: they are people who make their own decisions and deserve to have their rights and
preferences respected with differentiated services adapted to their life course and social

context.

Minimum Program Requirements are updated to demonstrate progress in equity, stigma,
discrimination, and human rights, to add KP-led and women-led organizations among local
partners, and to include infection prevention and control activities with quality assurance and

continuous quality improvement functions and increase flexibility for targeted assessments.

Quality Assurance standards supported by SIMS will be updated to better translate Minimum
Program Requirements into site standards and increase flexibility for targeted assessments.
(Section 3).

Testing guidance is updated, highlighting the need for a strategic mix of testing modalities that
adapts as countries approach treatment saturation and takes into account positivity rate, cost,
number of positives, and epidemiologic impact. Safe, ethical index testing should be offered to
all who are eligible, including newly diagnosed PLHIV. Case finding for undiagnosed children

living with HIV is a high priority requiring specific planning and investment.

Sustainability Guidance is updated as more countries are at or near 95/95/95 benchmarks,
underscoring PEPFAR’s need to move toward a vision for sustained epidemic control. Sensible

adaptations moving toward sustainability will be incorporated into COP22 planning.
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Technical Considerations have been updated, and highlights of “What’'s New” are included at

the beginning of each section. Selected highlights included here.

e Approach to CD4 testing revised to allow identification and improve management of
advanced HIV disease (6.4.2.1)

¢ Intensified TB case finding among PLHIV: 2021 WHO updated guidelines (6.4.3)

e Updated cervical cancer screening and treatment guidelines and algorithm (6.4.4)

e Key Populations Approach and Strategy consolidated and updated. (6.5)

e New Gender Equality section (Section 6.6.2) and added guidance on clinical enquiry for
Gender Based Violence and Violence Against Children (6.6.2.1)

e Behavioral health content reorganized into two sections: Mental lliness and Psychosocial
Support (6.6.5.1, 6.6.5.2)

COP Planning Steps (Section 7) is updated with analytic recommendations and examples for

programs that are approaching epidemic control.
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EXECUTIVE SUMMARY

PEPFAR Country/Regional Operational Planning for FY2023 (COP/ROP22) planning
represents a momentous and pivotal twentieth year for PEPFAR implementation. As PEPFAR
teams have worked with country governments and other stakeholders to scale HIV services,
nearly 20 million people living with HIV are now sustained on lifesaving, continuous antiretroviral
treatment, and 94% of those tested are virally suppressed. Globally, over 20 PEPFAR-
supported countries are at, or approaching, UNAIDS targets that represent conditions of
epidemic control of HIV, where the number of new cases falls below the declining number of
deaths among people living with HIV. We recognize this great accomplishment has been made
possible by the generosity and commitment of the people of the United States, Congress, as
well as the passion, dedication, and partnership of many organizations and individuals around

the world.

PEPFAR’s unprecedented achievement has progressed in spite of the devastating impact of
COVID-19 across the world. PEPFAR teams, partners, and health systems have substantially
helped country governments respond to this new pandemic, while adapting PEPFAR
interventions in important ways to sustain and advance HIV prevention, care, and treatment
efforts in the context of COVID-19.

COP22 guidance for program implementation in FY2023 highlights themes proposed for the
PEPFAR Strategy for 2021-2025, which is under development, moving PEPFAR countries
toward sustained epidemic control of HIV by supporting equitable health services and solutions,
building enduring national health systems and capabilities, and establishing lasting

collaborations.

Key areas for focus as stakeholders approach planning for COP22 guidance for implementation
in FY2023 include the following:

e PEPFAR must focus on equity across the PEPFAR enterprise and use an equity lens to
ensure services are tailored for those who have not yet fully experienced the benefits of

HIV epidemic control, including key populations,* children, adolescent girls and young

1 Key populations are defined here and elsewhere in COP guidance as: LGBTQI+ populations, men who have sex
with men, transgender people, sex workers, people who inject drugs, and people in prisons and other enclosed
settings.
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women, and other priority populations. Specific resources, program design and
leadership by members of impacted communities, and accountability to the people being
served are key elements of planning.

e PEPFAR teams will plan for sensible adaptations and changes in program design as
PEPFAR transitions from broad and rapid scaling to sustaining effective, efficient
prevention and treatment services.

e Plans should ensure that PEPFAR’s actions are supporting enduring public health
systems and capabilities. That is, people and systems that serve the PEPFAR mission,
but are trained and designed to be resilient public health assets for a long-term public
health response to HIV, which can be adapted for responses to other public health
threats and emergencies.

e PEPFAR programs will actively connect and seek to align efforts of funders, country
governments, communities, and other stakeholders to advance a unified strong and
effective multi-sector national vision to support HIV prevention, care, and treatment

efforts.

Much work remains in completing PEPFAR’s mission. More than ever before, COP22
represents an opportunity to reinforce the gains and progress to date, redouble efforts to ensure
equity, and lay groundwork for long-term, sustained control of the HIV epidemic and a world
without AIDS.

Notes on Language

In this document, PEPFAR has begun to modify language to move from ‘client-centered’ toward
‘person-centered’ or ‘people-centered’ orientation. This change is in alignment with the Global
AIDS Strategy and operating principles noted in Section 1.3, and it emphasizes recognition that
individuals served by PEPFAR-supported partners are not only clients whose preferences about
services matter: They are people who make their own decisions and deserve to have

differentiated services adapted to their context, where their rights and preferences respected.

PEPFAR believes that using more inclusive language can be a powerful way of ensuring that
people are respected, and services are inclusive and welcoming. We also acknowledge that
PEPFAR works with many stakeholders and using fully inclusive language in COP guidance
and throughout PEPFAR will require some time as stakeholders achieve consensus and move
together. In the meantime, PEPFAR partners are expected to plan and implement services that
are fully inclusive and welcoming for all people PEPFAR serves, at all sites, and in all

communities.
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1.0 PEPFAR MANDATE AND PRINCIPLES

1.1 Background

The United States Government (USG) launched the President’s Emergency Plan for AIDS
Relief (PEPFAR) in response to the global AIDS crisis in 2003. Congress passed, with strong
bipartisan support, the United States Leadership Against HIV/AIDS, Tuberculosis, and Malaria
Act of 2003 (US Leadership Act), which became law just 4 months after President George W.
Bush issued a call to action in the State of the Union Address that year. In the 19 years since its
inception, PEPFAR has invested more than $100 billion in the global AIDS response, the largest
public health effort against a single disease by any country in history, saving more than 20
million lives, preventing millions of HIV infections, and accelerating progress toward controlling

the global epidemic.

1.2 Mandate and Authorities

The PEPFAR Extension Act of 2018 extends PEPFAR provisions in the Leadership Act through
2023. The Office of the U.S. Global AIDS Coordinator and Health Diplomacy (S/GAC) is housed
within the U.S. State Department under the Secretary of State and provides oversight of
PEPFAR. The U.S. Global AIDS Coordinator is a presidentially appointed position with advice
and consent of the Senate and holds the rank of Ambassador-at-Large. The U.S. Global AIDS
Coordinator position leads S/IGAC and oversees the entire PEPFAR program, including the
implementation in the field by U.S. government implementing agencies as further overseen by
the U.S. Chiefs of Mission.

The U.S Global AIDS Coordinator leads all U.S. Government (USG) international efforts to
combat HIV and AIDS. In this capacity, the U.S Global AIDS Coordinator transfers and allocates
funds to relevant executive branch agencies for the purposes of combatting HIV/AIDS globally
and provides grants to or enters into contracts with non-governmental organizations (NGOS) to
carry out such work. The Global AIDS Coordinator provides oversight and coordination of all
resources and international activities of the USG to combat the HIV/AIDS pandemic, including
all programs, projects, and activities of the USG relating to the HIV/AIDS pandemic under the
U.S. Leadership Act. Specific duties include:
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e Ensuring program and policy coordination among relevant executive branch agencies
e Ensuring alignment of program activities with agency expertise and for program success
e Coordinating interagency efforts related to HIV/AIDS program implementation

e Resolving policy, program, and funding disputes among the relevant executive branch

agencies
¢ Avoiding duplication of effort

e Directly approving all activities of the United States (including funding) related to
combatting HIV/AIDS in the countries in which the United States is implementing

HIV/AIDS programs as part of its foreign assistance program

e Establishing due diligence criteria for all recipients of funds appropriated for HIV/AIDS
assistance pursuant to the authorization under the U.S. Leadership Act and all activities

necessary to assess the measurable outcomes of USG HIV/AIDS activities.

Many of these duties are administered through the annual Country Operational
Planning/Regional Operational Planning (COP/ROP) process. The COP/ROP is developed as

part of an annual assessment, planning, budgeting, and monitoring cycle led by S/GAC.

1.3 Principles

During the process of drafting the PEPFAR Strategy for 2021-2025, which is under
development, and in harmony with the emphasis of the UNAIDS Global AIDS Strategy, it
became clear that Equity should be added to Accountability, Transparency, and Impact as a
guiding pillar in PEPFAR’s approach to HIV Epidemic Control. In addition, a variety of
discussions and listening sessions with PEPFAR team members and stakeholders led to the
development of ten Core Operating Principles and Values listed below, which describe how we

aspire to conduct our work as a PEPFAR enterprise.
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Figure 1.3.1 PEPFAR’s 4 Guiding Pillars
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PEPFAR Core Operating Principles and Values

1. Local Ownership: Support an HIV response that is owned and led by partner governments,

communities, local partners, and people impacted by HIV.

2. Person-Centered: Ensure that HIV and other health services are delivered with people at the
center, recognizing and responding to what is important to people receiving PEPFAR-supported

services and affirming of their human rights.

3. Evidence-Based: Drive expansion of HIV prevention and treatment interventions that are
firmly grounded in the latest scientific and programmatic evidence base, to ensure optimal

health outcomes.

4. Data-Driven: Ensure program and policy decisions are driven by the most robust, granular,
and transparent data available to reach those with the greatest need and at highest risk, with
the capacity to rapidly adapt to optimally meet the needs of clients and respond to emerging

threats.

5. Diversity, Equity, Inclusion, and Accessibility (DEIA): Uphold, promote, and advance
DEIA principles and practices across all PEPFAR programs, business practices, and workforce.
Support zero tolerance for exploitation or discrimination based on sexual orientation, race,

religion, disability, age, or gender.

COP/ROP22 Guidance for All PEPFAR-Supported Countries Page 14 of 780



6. Gender-Responsive: Work to ensure PEPFAR programs support gender equity and
equality, and are gender-affirming, including by preventing and combating discrimination on the

basis of gender identity or sexual orientation.

7. Collaboration and Partnership: Strengthen cooperation, coordination, and shared
responsibility with partner country governments, civil society (including faith-based, key
populations-led, women-led, and other community organizations), the private sector, multilateral

institutions, and people living with HIV.

8. Agility and Adaptability: Maintain agility and adaptability in the face of emerging threats,

changing conditions, and new opportunities.

9. Resilience: Foster the resilience of countries, communities, partners, and individuals to

confront and overcome adversity and sustain long-term impact.

10. Linkage and Integration: Where beneficial and appropriate, link to and integrate HIV
services with other related U.S. government health investments and development priorities to
support progress toward achieving UN Sustainable Development Goal (SDG) 3 while also

advancing other interdependent SDGs.

1.4 Roles of S/IGAC Staff

PEPFAR Chairs. To execute S/IGAC’s authorities, each PEPFAR Chair serves as the most
senior S/IGAC representative for an assigned Operating Unit (OU). Each Chair facilitates high-
level programmatic strategy for that OU and guides technical, financial, and operational matters,
in accordance with all applicable law, regulations and policy guidance, on behalf of SIGAC, with
the overall goal of achieving sustained epidemic control. Responsibilities include overall
strategic direction of the PEPFAR program and business processes for assigned OUs, directing
and monitoring PEPFAR-funded activities with the field interagency team and headquarters
Country Accountability and Support Team (CAST). Chairs also convene and guide staff
engaged in that OU, such as the PEPFAR Program Manager, S/IGAC Intra-office Liaisons and
Implementation Subject Matter Experts (ISMEs), plus establish and maintain productive working
relationships with key USG and non-USG stakeholders engaged in the PEPFAR program. See

Section 5.8 for information on the CAST model.

PEPFAR Program Managers (PPM). To support the execution of S/IGAC’s mandate, each
PEPFAR Program Manager serves as the day-to-day point-of-contact for an assigned OU. The

PPM works alongside the Chair on the programmatic strategy for that OU, including work on

COP/ROP22 Guidance for All PEPFAR-Supported Countries Page 15 of 780



technical, financial, and operational matters, in accordance with all applicable law, regulations
and policy guidance, on behalf of S/IGAC, with the overall goal of achieving epidemic control.
PPMs are responsible for coordinating and facilitating collaboration among Field and HQ staff
involved in the ongoing implementation and management of PEPFAR activities in the assigned
OUs; supporting the PEPFAR Chair to establish and maintain productive working relationships
among stakeholders; and managing, coordinating, and facilitating the implementation of the

PEPFAR program and PEPFAR business processes for their assigned OUs.

S/GAC Liaisons. To facilitate program review and planning processes, S/IGAC has assigned
Liaisons from the S/IGAC Program Efficiency Team (PET), Data Use for Impact Team (DUIT),
and Management and Budget Unit (M&B) to each OU. Liaisons work with the Chair and PPM,
providing analytic and data visualization assistance, reviewing, and summarizing COP/ROP
tools, databases, and budgets to facilitate completion of key business processes and support
decision-making. Liaisons also work with OU field teams to help address questions and
troubleshoot with SI and finance colleagues during COP, POART, OPU and end of year

reporting activities, particularly providing technical assistance and expertise on COP/ROP tools.

1.5 Roles of PEPFAR Country Coordination Offices

PEPFAR Coordinators. Each PEPFAR OU has an in-country PEPFAR Coordinator or
designated Point of Contact for coordination, and some larger programs also have a Deputy
Coordinator. The PEPFAR Coordinator reports to the Deputy Chief of Mission (DCM) or U.S.
Chief of Mission (COM) who has primary country-level oversight of the PEPFAR program for
that specific country. The PEPFAR Coordinator also may supervise other PEPFAR Coordination
Office staff. PEPFAR programs are planned in country and thus the U.S. Ambassadors in
country are the lead of that respective country’s plan. The PEPFAR Coordinator is a liaison
among Embassy sections, including in country USG implementing agency staff. The role also
communicates directly with the PEPFAR Program Manager and PEPFAR Chair at S/IGAC and
facilitates interagency planning, reporting, and other external engagement to help ensure
optimal complementarity of PEPFAR-funded interventions with other programs in country, such
as those of the Global Fund to Fight AIDS, Tuberculosis and Malaria (Global Fund).
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2.0 PEPFAR STRATEGY AND PRIORITIES

2.1 Global Update

2.1.1 Progress Towards Epidemic Control

HIV treatment and prevention services have had a dramatic impact on new infections and all-
cause mortality among people living with HIV. Many PEPFAR-supported countries are at a point
now where the number of people needing HIV treatment services is not increasing year after
year, HIV prevalence is decreasing, and incidence and mortality have been cut in half over the
last 10 years. These are important markers of progress for the HIV pandemic — reducing death
and illness and reducing its long-term financial impact. In countries that have reached HIV
epidemic control, it was accomplished without a vaccine, through implementation of prioritized
programs to reach the UNAIDS 2025 Global Targets of 95-95-95. Implementation of effective
programs in an equitable manner has been pivotal in this effort to control HIV, to save lives, and

to have a stabilizing impact on financial and health systems.

Over the course of several devastating surges, the global COVID-19 pandemic has tested the
resilience and durability of the PEPFAR program. Communities have continuously adapted in
response to COVID-19 over the past 22 months. With partner country governments, PEPFAR
programs have adapted, using granular data to proactively respond to COVID-19 and to ensure
HIV prevention and treatment services are available in an accessible and safe manner.
Understanding potential changes in HIV incidence and demographic shifts, particularly in the
under 35-year-old population, is a priority for PEPFAR to mitigate the impacts of COVID-19 on
HIV disease burden.

The Population-based HIV Impact Assessment (PHIA) surveys continue to measure critical
epidemiologic and program outcomes at subnational levels, providing data on progress by
population and geography as well as information on gaps in routine health information data. The
Lesotho and Zimbabwe PHIA surveys, completed in 2020 prior to COVID-19 surges, showed
the impact of focused implementation of treatment and prevention services over the past 5
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years. Data from the second round of PHIA surveys in Botswana, Uganda, Malawi, and Zambia
later this year will provide a more comprehensive understanding about successes and

remaining gaps in each of these countries.

Zimbabwe, Lesotho, Namibia, Eswatini and Rwanda have reached over 73% community viral
suppression for all adults (Figure 2.1.1.1), reflecting achievement of the UNAIDS 2020 90-90-90
viral suppression target. Zimbabwe and Lesotho have shown that population and geographic
focus can also achieve this milestone by age/sex bands (Figure 2.1.1.3 — Figure 2.1.1.5). In
order to continue to maintain epidemic control, the 15- to 24-year-old population must be a
focus for 95-95-95 (Figure 2.1.1.3). Reliable, timely, disaggregated routine health data from
laboratories, clinical facilities, and pharmacies are critical for day-to-day patient and program
management. As treatment and prevention programs have effectively scaled, the data systems
have also been scaling and should be institutionalized as enduring capabilities in partner
countries.

Figure 2.1.1.1: Progress towards 95/95/95 across select countries in Southern, East and West
Africa
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Figure 2.1.1.2: Projected progress towards 95/95/95 across select countries in Southern, East
and West Africa
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Figure 2.1.1.3: Progress towards 95/95/95 among 15- to 24-year-olds across select countries in
Southern, East and West Africa®
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Figure 2.1.1.4: Progress towards 95/95/95 among adult men across select countries in
Southern, East and West Africa
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Figure 2.1.1.5: Progress towards 95/95/95 among adult women across select countries in

Southern, East and West Africa
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PEPFAR defines national HIV epidemic control as the point at which the total number of new
HIV infections falls below the total number of deaths from all causes among individuals with
HIV? (the classic Ro to Riapproach to infectious diseases), with both new infections and deaths
among people living with HIV low and declining. Country graphs starting at 2.1.1.24 show time
trends which allow us to categorize countries’ epidemic trajectory and clinical cascade. Low HIV

incidence alone may not be sufficient for sustained epidemiologic impact: for example, countries

3 PEPFAR Strategy for Accelerating Epidemic Control, 2017-2020.
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that have demographic shifts such as a ‘youth bulge’ may experience increasing numbers of

HIV infections without major increases in incidence.

Figure 2.1.1.6 shows the relationship of trends for all-cause mortality among people living with
HIV (PLHIV) and new HIV infections in Zimbabwe, a country that in 2004 had 18% HIV
prevalence, nearly 100,000 new infections annually and devastating HIV-related mortality.
Through treatment and prevention services Zimbabwe now has fewer than 25,000 new
infections annually. HIV prevalence is now 13%, and people living with HIV are benefiting from
treatment and thriving.

Figure 2.1.1.6: New infections vs total deaths among PLHIV in Zimbabwe
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Figure 2.1.1.7: Change in New Infections by Region 2010 — 2020
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Globally, since 2010 there has been a 34% reduction in new infections (Fig. 2.1.1.7). The
largest declines in new infections are in East and Southern African (ESA) countries with
declines of 43%, while new infections in Eastern Europe and Central Asia increased in the same
time period. People in South Africa and Mozambigue experienced nearly half of the 670,000
new infections in the ESA region, followed by Zambia, Tanzania, and Uganda. New infections in
West and Central Africa declined by 37%, in the Caribbean by 28%, and in Asia by 21%.
Reaching 95/95/95 in these countries is essential to control the global HIV pandemic.

Despite the youth bulge in ESA, dramatic decreases in new infections among young people are
also occurring. Countries achieving epidemic control have also demonstrated dramatic declines
of over 50% in new infections among adolescent girls and young women, and in Zimbabwe the
decline for adolescent girls and young women was 65% (Figure 2.1.1.8 - Figure 2.1.1.11).
Despite this remarkable impact, great disparities still exist between 15- to 25-year-old males and
females, where new infections among young males are half those of young females. Males in
Zimbabwe had a 75% decrease in new infections over the 10-year time period (Figure 2.1.1.10).
This pattern is seen across all countries in East and Southern Africa. Further driving down
incidence among adolescent girls and young women is a critical challenge, particularly with the
growing population of adolescent girls and young women resulting from the youth bulge. New
infections in countries not at epidemic control are sustained at high levels and similar to 2010
(Figure 2.1.1.9 and Figure 2.1.1.11).

Figure 2.1.1.8: New Infections among Females 15- to 24-years-old in countries at Epidemic
Control*
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Figure 2.1.1.9: New Infections among Females among 15 to 24 years old in countries not at

Epidemic Control®
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Figure 2.1.1.10: New Infections among Males 15 to 24 years old in countries at Epidemic

Control®
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Figure 2.1.1.11: New Infections among Males 15 to 24 years old in countries not at Epidemic

Control”
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Results from the 2020 Zimbabwe PHIA demonstrate that an equity-driven approach, using
granular data to identify gaps and continually make real-time program changes, can lead to
effective and sustainable progress towards epidemic control. Zimbabwe demonstrates nearly
optimal ART coverage reflected in their national numbers, with 96% of men and 98% of women
who know their status on ART in 2020, compared to 88% and 89% coverage, respectively, in
the 2016 PHIA. To reach these high levels of coverage, Zimbabwe evolved their broad case
finding program to concentrate on closing gaps in particular regions and among particular
population groups, including key populations and children. Zimbabwe also shifted their focus
from new treatment initiation to maintenance of people living with HIV on continuous treatment
with high levels of viral suppression. By triangulating site-level data and SIMS-based monitoring,
Zimbabwe adjusted and improved sites for better client care. Impressively, Zimbabwe was able
to impact the epidemic trajectory for young adults, reducing the annual HIV incidence among
25-34-year-olds from 0.81 (PHIA 2016) to 0.5 (PHIA 2020), with improvements in the clinical
cascade for 15-24-year-olds, moving from 87% (PHIA 2016) to 95% (PHIA 2020) of young
adults who know their status on ART and increasing from 43% to 58% in population VLS.

7 1bid.
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This definition of epidemic control does not suggest near-term elimination or eradication of HIV,
as may be possible with other infectious diseases, but rather suggests a decline of persons with
HIV in a population, achieved through the reduction of new HIV infections when mortality among
people living with HIV is steady or declining, consistent with natural aging. This can be observed
through a comparison of the general population pyramid and the HIV population pyramid. In
Zimbabwe, the general population shows a higher proportion of the population among younger
age groups while the HIV population pyramid shows HIV infections primarily among older age
groups (Fig 2.1.1.12).

Figure 2.1.1.12: Zimbabwe general population pyramid and HIV population pyramid
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As shown in the Population and HIV Epidemiologic pyramid, the growing number of people over
50 on ART is remarkable. This trend is also seen across all PEPFAR-supported programs: Over
20% of the PEPFAR HIV treatment population is above 50 years old. In line with UNAIDS,
PEPFAR has expanded its MER indicator age groups to effectively monitor progress and serve
people as they age with HIV.

Overall, total new infections are drastically lower in countries at epidemic control, and the
majority of new infections in these countries are among people under 35 years of age (Figure
2.1.1.13). Strategies that reach young people to achieve 95/95/95 in all age/sex strata are
critical to maintain control. In addition, prevention programs must be appropriately focused and
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targeted to prevent an increase in new infections in these groups. PEPFAR recognizes that
there is a lack of epidemiologic information on key populations: size estimates, prevalence,
incidence, burden, and understanding risk behaviors are vital parameters which are needed to
provide equitable services. HIV prevention and treatment cascades for KP have been
established by PEPFAR, but they only reflect beneficiaries. Denominators for KP and members
of key populations living with HIV have not been as available as they are for general population.
Addressing this vast information gap is a priority for PEPFAR. As a starting point, understanding
the risk profile of new infections, including the proportion of new infections among key

populations, can help inform programming decisions.

Figure 2.1.1.13: Distribution of new infections by age/population and country
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Of the 5.7 million people living with HIV not on ART in PEPFAR-supported countries, 75% of the
need is in South Africa, Mozambique, Nigeria, Zambia, and Tanzania (Figure 2.1.1.14). As ART
coverage increases, the ratio of new infections to people not on treatment gets closer to 30%
(Figure 2.1.1.15). Effective strategies to mitigate increasing infections and scaling the

surveillance strategies to control an infectious disease is vital at this stage.
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Figure 2.1.1.14: Distribution of PLHIV not on ART by age/population and country
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Figure 2.1.1.15: Ratio of new infections to people not on ART by country
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Focusing on pediatric infections, we see similar declines in new infections by region (Figure

2.1.1.16). Fewer babies are now born with HIV due to effectively scaled PMTCT programs, and
the population of children living with HIV is aging (Figure 2.1.1.17). However, the clinical

cascade for children demonstrates lower performance than the cascade for adults. The second
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95 is low in South Africa, Mozambique, Zambia and many West African countries and viral load
suppression is substantially lower than it is in the adult populations across most countries
(Figure 2.1.1.16). Updating service delivery models to make ART services convenient for
children and their parents and ensuring transition to optimal regimens are of paramount
importance. Thirteen countries account for 75% of the Global HIV Treatment gap for children
totaling 780,000 children in need worldwide (Figure 2.1.1.18).

Figure 2.1.1.16 Trends in New HIV Infections Among Children by Region
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Figure 2.1.1.17: Age Distribution of Pediatric Infections®
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8 Ibid.
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Figure 2.1.1.18: Estimated Pediatric Clinical Cascade®
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Figure 2.1.1.19: Countries Account for 75% of the Global HIV Treatment Gap CLHIV Not on
Treatment Globally
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PEPFAR’s impact has also resulted in a decrease in the number of children losing parents due
to AIDS (Fig 2.1.1.20). This is evident in decrease in the number of AIDS-related orphans and

° Ibid.
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also in their age distribution (2.1.1.20): over half of orphans are aged 12 to 17, followed by 6 to
11 years old. OVC programs continue to evolve to meet the needs of older orphans and
vulnerable children with supportive and relevant services. Focusing support and prevention
services through programs like DREAMS mitigates HIV risk. Estimated orphanhood remains
high in countries that have not achieved 95/95/95 (Figure 2.1.1.21).

Figure 2.1.1.20: Trends in Orphanhood in Countries at Epidemic Control©
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Figure 2.1.1.21: Trends in Orphanhood in Countries not at Epidemic Control**
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Figure 2.1.1.22: Age Distribution of Orphans and Vulnerable Children*?
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Figure 2.1.1.23: Sub-Saharan Africa Country Example of Epidemiologic Trends and Program

Response
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When the remaining undiagnosed individuals represent less than 20% of total people living with
HIV, we know from the PHIA (Figure 2.1.1.3) that asymptomatic, younger individuals and those

2 1bid.
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with recent infections are more likely to be undiagnosed. In order to reach these individuals, HIV
case finding must be active, through safe and ethical index testing, targeted testing, and self-
testing. Fewer and fewer individuals should be diagnosed with symptoms in the facility years
after infection. Children living with HIV who may have been missed through PMTCT programs
should also be found through a robust and safe index testing program. In countries with 70%-
80% ART coverage, effective, safe, and ethical index testing is critical to epidemic control

maintenance and should be offered to every person newly diagnosed with HIV.

As countries reach 95/95/95 goals and achieve epidemic control, they must adapt their plans
and design their activities and policies to sustain epidemic control for the long term. Epidemic
control maintenance will require disease-specific surveillance, the capability to detect and
investigate outbreaks using relevant tools, including recency infection surveillance, treatment
literacy of patients, and continued excellence in ART services to achieve continuous
treatment, durable viral load suppression, and rapid return to treatment of those whose

treatment is interrupted.

Analysis of site level inputs to maintain epidemic control is pivotal to ensure investments are
aligned where the need is the greatest. The first round of human resources for health (HRH)
data will allow us to examine the types of health care workers and other technical capacity

needed to (1) effectively sustain clients on lifelong ART (clinical and community) (2) provide
prevention services (3) manage and maintain reliable data and surveillance, lab, and supply

systems.

Over the past six years, general population approaches have evolved to targeted
implementation strategies by age/sex and will need to continuously be refined based on new
infections. Understanding the proportion of (1) key populations in each of these age groups, (2)
targeting those adolescent girls and young women at higher risk with DREAMS services, (3)
defining needs for PrEP and scaling services to deliver PrEP in highest risk populations, (4)
zeroing in on VMMC gaps, (5) closing the pediatric gaps with effective and well-tolerated
regimens (6) applying innovative case-finding approaches to rapidly identify people with new
and undiagnosed long-term infections and (7) ensuring people on ART who do not have
sustained viral load reductions are identified early for ART optimization. Detailed data analysis
examples described in Section 7 support planning that aligns resources to maintain epidemic

control and addresses remaining gaps, key focus areas for COP22.

With COVID-19, country programs must work with partner governments to adapt these

programs to ensure continuity and maintain critical supplies while complying with government
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directives or policies for social distancing. Thus, emphasis is placed throughout this guidance on
optimizing program and systems investments to support, achieve, and sustain epidemic control,

even under the extraordinary circumstances of a parallel pandemic.

Country charts presented in Figures 2.1.1.24 through 2.1.1.28 are organized by progress
towards HIV epidemic control and 95/95/95. Understanding and addressing the remaining gaps
and barriers to achieve both of these program goals in light of COVID-19 are priorities for
COP22.

Figure 2.1.1.24: Countries that are at Epidemic Control and 73% community viral load

suppression
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140000
000  Clincal Cascade -91/54/34
100000
80000
60000
40000
20000

(1]

199015921994 1996 1998 2000 2002 2004 2006 2008 20102012 2014 20162018 2020
|- New HIV infections Male+Female

| . Total deaths to HIV Population Male+Female

Rwanda
25000
.  Clnical Cascade - 53/98/%6
15000
10000
5000
0

1590 1592 1994 1956 1998 2000 2002 2004 2006 2008 20102012 2014 2016 2018 2020

w— - New HIV infections Male+Female

o | - Total deaths to HIV Population Male+Female

25000

20000

15000

10000

5000

0

Namibia

19901997 1994 1996 1998 20002002 2004 2006 2008 20102012 20142016 2018 2020

|- News HIV infections Male+Female

s |- Total deaths to HIV Population Male+Female

COP/ROP22 Guidance for All PEPFAR-Supported Countries Page 34 of 780



Figure 2.1.1.25 Countries that are at epidemic control but not at 73% community viral load
suppression
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Figure 2.1.1.26 Countries near epidemic control and near 73% community viral load

suppression
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Figure 2.1.1.27: Countries with declines in new infections and mortality but not at epidemic

control or 73% community viral load suppression
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Figure 2.1.1.28: Countries with increasing new infections or mortality
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2.1.2 Program Updates

COVID-19 continued to test the resilience of the country systems that PEPFAR built to provide
HIV prevention and treatment services including surveillance, laboratory, human resources, and
supply chain. PEPFAR teams have worked with partner country governments and other
stakeholders to scale HIV services for nearly 20 million people living with HIV who are sustained
on lifesaving, continuous ART and 94% of those tested are virally suppressed. PEPFAR
demonstrated that epidemic control is achievable through focusing and prioritizing the most

impactful programs, now the priority is to ensure the systems can operate in a routine manner to
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maintain this level of epidemiologic success and address the remaining population gaps.
PEPFAR has prioritized programs to reach the 1% and 2" 95 and now must tighten focus of that
work on the populations that remain off treatment and turn its broader attention to the 3™ 95 and
ensuring program requirements to sustain epidemic control are fully implemented and
institutionalized. These achievements were realized through the use of granular population and
geographic data — countries must utilize individual level data to close the remaining population

level gaps.

Since March 2020, PEPFAR has provided weekly COVID-19 adaptation technical guidance to
country programs considering epidemiologic data, methods of HIV service delivery, site safety
including considerations for health care workers and beneficiaries. Country teams have followed
COVID-19 epidemiology along with HIV data to ensure that relevant practices are adapted to
maintain HIV services and help respond to COVID-19. Figure 2.1.2.1 demonstrates the detailed
monitoring by PEPFAR Mozambique for effective and safe program implementation. All
PEPFAR-supported countries have made similar adaptations. These adaptations have led to

maintaining nearly 19M people on ART (Figure 2.1.2.2).

Figure 2.1.2.1: HIV Program Adaptations due to COVID-19
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Despite the COVID-19 pandemic, in FY21, HIV services around the globe have not only been
protected, but they have accelerated. PEPFAR has supported at least 20 countries to achieve
epidemic control of HIV or reach the 90-90-90 HIV treatment targets. HIV treatment services
were provided to 18.96 million men, women, and children (compared with 17.2 million last year).
PEPFAR reached 2.9 million adolescent girls and young women with comprehensive HIV

prevention services (compared with 1.6 million last year). PEPFAR supported 1.0 million people
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to newly enroll on antiretroviral pre-exposure prophylaxis (PrEP) to prevent HIV infection
(compared with 312,000 million last year).
Figure 2.1.2.2: Trends in COVID-19 Cases (Select Countries) and Total HIV Treatment Services
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Over the past 12 months through COVID-19, patient-centered services have continued to
expand, multi-month dispensing is a critical policy and activity to make ARVs accessible in a
convenient and safe manner. Prior to COVID-19, governments were cautious on adapting their
service delivery models and health care systems to allow for this type of access but now realize
that this is a necessity for continuity of life-long HIV services. Effective management of
commodities is essential to maintain MMD options for clients, some countries are reverting in

access (Figure 2.1.2.3).
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Figure 2.1.2.3: MMD Implementation Changes 2020 to 2021%3
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Despite the overall increase in the number of people on ART globally, there continues to be
losses of patients from treatment this year as in the last 3 years. All PEPFAR programs
continued to bring new patients into treatment even with COVID-19 challenges, but many
country programs had fewer patients on treatment at the end of the year than expected,
implying treatment interruption of many short- or long-term patients. This is the challenge that

PEPFAR must continue to address to maintain epidemic control.

One critical component to sustain epidemic control is to ensure all patients are tested for viral
load annually and results are available for effective clinical management (i.e., suppressed viral
load). Viral load testing coverage is as low as 50% in some high disease burden countries
(Figure 2.1.2.4). Even though the PHIA results demonstrate over 72% community viral load
suppression, the routine clinical and laboratory systems are not testing all HIV patients or
making these data available in the patient record — this must be addressed in COP22. Of those
who are tested, adults over 30 years have the highest suppression; of concern are younger
populations, calling for specific strategies for pediatric populations and 15- to 30-year-olds
(Figure 2.1.2.5). While continually improving services for younger populations, PEPFAR
continues to adapt particularly as the overall treatment population ages — and addresses unique

needs to maintain these populations on ART (Figure 2.1.2.6). In 2018, PEPFAR announced it

13 Source: PEPFAR Panorama, Treatment: Global Dossier, MMD Chapter, Multi-month Dispensing Trends Page
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would provide TB Preventive Therapy for all ART clients to reduce morbidity, since then 2.8

million people on ARTs have completed TPT (Figure 2.1.2.7), completion rates vary by country.

Figure 2.1.2.4: Viral Load Testing Coverage by Country*
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Figure 2.1.2.6: Treatment Current by Age Group at FY21Q41¢
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Figure 2.1.2.7: TPT Completion Rates for ART Clients
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PEPFAR continues to optimize HIV testing strategies to combat the today’s HIV epidemic. To
maximize effectiveness of testing efforts requires a strategic mix of testing modalities, including
safe and ethical index testing offered to all newly identified people living with HIV and social

network testing as important methods to control infectious disease and asymptomatic

16 Source: DATIM
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transmission, as well as link people at risk to prevention services, including PrEP. Testing
strategy should take into account an assessment of the positivity rate (percent of tests that are
positive, sometimes called yield), the cost per infection detected, the productivity (number of
infections detected), and the epidemiologic impact (proportion of people identified who have a
recent or asymptomatic infection). Figures 2.1.2.9 and Figure 2.1.2.10 show the modalities
where HIV positive males and females were identified in FY21. Countries at epidemic control
and 90/90/90, must continuously use data on where new infections are coming from to refine
active case finding to prevent rising infections (Figure 2.1.1.13). Testing methods should be
continuously realigned with the changing epidemiology and new infection data. Yield by
modality should inform testing effectiveness for epidemiologic impact. Over the 12 months
ending in September 2021, approximately 2.5 million HIV positive individuals were identified,

resulting in about 2.4 million new people on treatment and 1.6 million net new overall.

Understanding the proportion of the 2.5 million people that are retesting for reengagement in
treatment is pivotal at this stage in the epidemic. Adjusting treatment programs to minimize loss

and reduce barriers for reengagement will help clients stay on life-long ART.

Figure 2.1.2.8: Proportion of HIV positive results by Modality for Males, FY21 Q1 — Q4
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Figure 2.1.2.9: Proportion of HIV positive results by Modality for Females, FY21 Q1 — Q4
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HIV Testing of pregnant women and ART coverage is high across most PEPFAR-supported
countries, closing the EID gap in the countries remains a priority. Figure 2.1.2.11 highlights the
countries where there is low EID coverage and ART coverage. These gaps persist primarily in

countries that have not reached epidemic control or 95/95/95.

17 Source: PEPFAR Panorama, Clinical Cascade: Global Dossier, HTS: Modalities Chapter, Testing & Yield by Modality
Page
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Figure 2.1.2.11: PMTCT ART Coverage by Proxy EID 2-Month Coverage by Select Countries,
FY21 Q1-Q4®
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As noted in Figure 2.1.1.14, the number of children living with HIV has decreased over the past
10 years; as such, programs and targets have been adjusted accordingly (Figure 2.1.2.12). The
change in the MER indicator age bands in FY19 provided the specificity needed to address
remaining gaps for the 15 and 2"¢ 90. Addressing the issues in VLS for children may be related
to service delivery models or using NVP based regimens (Figure 2.1.2.13). Enduring service
delivery models for HIV-positive children and their parents are still evolving. Maintaining HIV-
positive children on ART as they become teenagers and young adults is complex as they are
also going through adolescence. Identifying the gaps in programs for children requires detailed

pediatric cohort analysis.

18 Source: PEPFAR Panorama, PMTCT-HEI: Global Dossier, HIV-Exposed Infant (HEI) Chapter, Transmission Risk
Bubble Graph Page
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Figure 2.1.2.12: Number of children (<15) newly diagnosed in PEPFAR programs by age band*®

161,949

f<l W19 E1-4yo 59yo W10-14yo

130,555 135,621 136,277

122,267

90 203 86,672

20,620

Figure 2.1.2.13 — Trends in Viral Suppression and coverage for children <15 years old*
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13 Source: DATIM
20 Source: PEPFAR Panorama, Viral Load: Global Dossier, All Populations Chapter, VLC & VLS — Bar Chart Page
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Key Population programs for prevention and treatment services continue to scale despite

COVID-19 pandemic. PrEP services are scaling for all key populations; however, without

specific denominators we don’'t know the exact need for PrEP and treatment services. The

clinical cascade including linkage and viral suppression is improving across the program.

Figure 2.1.2.14: Trends in PrEP Scale Up Among Key Populations??
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Figure 2.1.2.15: Clinical Cascade among Key Populations, FY21 Q1-Q4??

140K

NEW Resut

HIS_TST_POSRest | TX_NEWRest | TX_NET

People in prsons and olher enclosed seftings

Key Population

Key Population

m TG

m PWID

W People in prisons and other..
W MSM

W Few

Metrics
B HTS_TST_POS Resutt
B TX_NEW Result
B TX_NET_NEW Resut

e

21 Source: PEPFAR Panorama, Prevention: Global Dossier, Chapter 2: PrEP Chapter, KP New on PrEP Page
22 Source: PEPFAR Panorama, Treatment: Global Dossier, Treatment & KP Chapter, Treatment Cascade by KP Page
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Figure 2.1.2.16: Trends in ART Scale Up Among FSW and PWID?3

Figure 2.1.2.17: Trends in ART Scale Up Among MSM and Transgender People?*

23 Source: PEPFAR Panorama, Treatment: Global Dossier, Treatment & KP Chapter, TX_NEW/TX_CURR Trends by
KP Page (TX_CURR)

24 Source: PEPFAR Panorama, Treatment: Global Dossier, Treatment & KP Chapter, TX_NEW/TX_CURR Trends by
KP Page (TX_CURR)
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Figure 2.1.2.18: Trends in Pre-exposure prophylaxis (PrEP_NEW) Scale Up Among Key
Populations?®
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Cumulatively, PEPFAR has supported over 28 million voluntary medical male circumcisions
(VMMC) in Eastern and Southern Africa to help protect men and boys from HIV infection (Fig
2.1.2.19). COVID-19 restrictions on gatherings in most of the PEPFAR-supported countries over
the past 12 months caused a pause in VMMCs (2.1.2.20), but they are rebounding. Using data
through FY21, PEPFAR will assess the setbacks on the VMMC program due to COVID-19.
PEPFAR is working with UNAIDS to generate coverage estimates for VMMC by age at the

subnational level to facilitate program planning.

2> Source: PEPFAR Panorama, Prevention: Global Dossier, Chapter 2: PrEP Chapter, Trends by KP Page
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Figure 2.1.2.19: Cumulative VMMCs by OU FY07 — FY21
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Figure 2.1.2.20: VMMC Planned FY21 Targets and Results by OU
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The DREAMS program continued to be impacted by COVID-19 with partial lockdowns and
restrictions on in-person gathering. DREAMS continued to adapt programming to meet local
gathering requirements which often resulted in delivering remote or virtual prevention. We do

not know the impact of virtual prevention services and continue to assess delivery methods. In
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FY20, PEPFAR observed continuing declines in new diagnoses among adolescent girls and
young women (Figure 2.1.2.21) through the middle of FY20 before lockdowns. Encouraging
PrEP results in FY21 included doubling the number of adolescent girls and young women newly
accessing PrEP (PrEP_NEW) - a critical prevention service for this vulnerable population
(Figure 2.1.2.22).

Figure 2.1.2.21: Declines in New Diagnoses Among AGYW
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Figure 2.1.2.22: Trends in PrEP Scale Up Among Females across all OUs?®

100%

0%

TrendsFine Age
2018 PREP

W Uninown Age
| 50+

W 4049

| JELEL]

w 304
52
w1524

2 5] g & 2
# & & & B

2019 02 2019 04 2020 G2 2020 04 2021 Q1 2021 Q2 2021 Q3 2021 04

26 Source: PEPFAR Panorama, Prevention: Global Dossier, Chapter 2: PrEP Chapter, AGYW on PrEP Page
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Establishing triangulation of routine data from surveillance, program, laboratory, pharmacy, and

recency surveillance provide essential real-time guidance for changing program direction, which

survey data can only provide periodically. The Zambia recency surveillance system (Figure

2.1.2.23) found that in 2020, 1 in 12 newly diagnosed individuals acquired HIV within the last

year and 15- to 24-year-old individuals and women had a higher prevalence of recent infection.

These data were collected through program implementation where HIV testing is occurring and

not a probabilistic-sampling frame. Recency surveillance provides information about new and

chronic infection patterns (cutting edge of the epidemic), insights on where recent infections

may be diagnosed, and demographic patterns — including age, sex, and geography. These data

can also help identify where there are gaps in the clinical cascade from diagnosis to viral

suppression, population, and geography. Recency data are even more needed in light of

COVID-19 to identify pattens in recent infections.

Figure 2.1.2.23: Characteristics of persons enrolled in Zambia recent infection surveillance

program, 20202’

Table 1. Characteristics of persons enrolled in
Zambia recent infection surveillance program, 2020

Sex
Male
Female
Age group
15-24
25-34
35-44
45+
Province
Lusaka
Copperbelt
Testing modality
Index
PMTCT
VCT
PITC
VMMC
Other
Total

Clients with
confirmed
long-term

infections (%

748 (94.4)
1,025 (89.3)

299 (84.5)
737 (91.4)
517 (94.0)
220 (95.7)

1,065 (90.0)
708 (93.5)

175 (94.1)
506 (92.0)
641 (91.7)
192 (90.6)

6 (85.7)
253 (88.5)
1,773 (91.4)

Clients with
confirmed
recent
infections (%

44 (5.6)
123 (10.7)

55 (15.5)
69 (8.6)
33 (6.0)
10 (4.3)

118 (10.0)
49 (6.5)

11 (5.9)
44 (8.0)
58 (8.3)
20 (9.4)
1(14.3)
33 (11.5)

167 (8.6)

27 https://theprogramme.ias2021.org/PAGMaterial/PPT/1666 4330/IAS 2021 recency poster.pdf
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2.2 COP22 Vision and Implementation Themes

COP22 guidance for program implementation in FY2023 includes themes from the draft
PEPFAR Strategy for 2021-2025, which is under development. The vision is for sustained
epidemic control of HIV by supporting equitable health services and solutions, enduring national

health systems and capabilities, and lasting collaborations.

Ongoing assessment of PEPFAR’s progress recognizes the remarkable progress across many
PEPFAR-supported countries toward 95-95-95 targets for HIV epidemic control, as well as the
paramount importance of recognizing inequalities that are posing barriers to success and
advancing equitable services and solutions. This requires an overarching ‘equity lens’ with
consistent efforts to target and adjust PEPFAR activities in order to reach 95/95/95 benchmarks
of epidemic control, not only in aggregate OU-wide measures, but particularly for populations
that are disproportionately impacted by new infections and/or not reaching benchmarks for
epidemic control. Evolving goals of the PEPFAR Strategy have been used to develop
Implementation Themes for COP/ROP22, listed below:

Goal 1 is to Accomplish the Mission —that is, to achieve and sustain epidemic control
using Evidence-based, Equitable, Person-Centered HIV Prevention and Treatment
Services. As countries approach and attain the 95-95-95 goals, it is important to adapt the
program from one focused on rapid scaling of ART coverage and other services to one that
consistently and effectively supports continuity of treatment and person-centered services for all
people living with HIV. This takes a public health approach to identify and specifically support
populations falling short of the benchmarks or populations where new transmission is occurring
by utilizing public health systems aligned with national or subnational public health entities for
case surveillance and recency. Person-centered care recognizes that the cohort of persons
living with HIV is aging and require attention to improving quality and breadth of care to lower
mortality of those in treatment. COP22 plans will continue to mark OUs reaching epidemic
control of HIV, focus increasing attention on populations experiencing gaps, and support

needed adaptations of the program as it moves from scaling to sustaining HIV impact.

Goal 2 is to Build Enduring Capabilities — Resilient and Capacitated Country Health
Systems, Communities, Enabling Environments, and Local Partners. As PEPFAR
succeeds in supporting countries to attain the UNAIDS 95-95-95 goals, it has been building and
strengthening systems and infrastructure for health services, including laboratories, specimen

transportation networks, health workforce, supply chain infrastructure and systems, health
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records and national data systems. In many cases these systems have been a lifesaving
infrastructure for support of COVID-19 public health response from testing to vaccination. In
large part, these systems were designed to become a long-term asset of the partner country
health care and public health system. In some cases, they needed strengthening and adaptation
to support COVID-19 in addition to HIV. COP22 plans will address how health systems built and
supported by PEPFAR are sustained and rooted as capabilities owned, integrated, and
delivered in the country. Country teams will review and address barriers to local responsibility
for the HIV response. Recognizing the important role of community-led efforts as critical to
sustain HIV impact, COP22 will also address support for community systems and capabilities
and creating enabling environments to address discriminatory policies, gender-based violence,

and other inequities that stand in the way of progress and human rights.

Goal 3 is to Build Lasting Collaborations: Strengthen Cooperation and Coordination for
Greater Impact, Burden Sharing, and Sustainability. PEPFAR was brought into existence as
an emergency plan to respond to the global HIV/AIDS crisis. As more and more countries
achieve epidemic control of HIV and with time and support are able to sustain it, we must
broaden the base of support, to catalyze and support aligned national programs where country
government, PEPFAR, Global Fund, other multilateral partners, and civil society play to their
strengths in support of a unified, nationally-aligned program. COP22 plans will provide evidence
of movement toward cooperation, coordination, and accountability across U.S. government,
donors, country government leaders, community leaders representing HIV-impacted

populations, and multilateral institutions in the design and leadership of HIV services.

2.2.1 Focusing on Equity

Health Equity can be defined as the absence of unfair and avoidable or remediable differences
in health among population groups defined socially, economically, demographically, or
geographically.?®¢ While equality extends the same services to everyone, equity tailors services

and advances policies to achieve optimal outcomes for all.

Equity Lens or Inequalities Lens can be described as an approach that prioritizes actions that
reduce inequalities and advance equity, including actions to address the underlying social

determinants of inequality.

28 \World Health Organization. (2021). Social Determinants of Health. https://www.who.int/health-topics/social-
determinants-of-health

COP/ROP22 Guidance for All PEPFAR-Supported Countries Page 55 of 780


https://www.who.int/health-topics/social-determinants-of-health
https://www.who.int/health-topics/social-determinants-of-health

Like other pandemics and health problems, HIV thrives on the margins. Poverty, lack of access
to services, discrimination, and marginalization create conditions where protection from HIV
acquisition is not present, where diagnosis is delayed, and where people face substantial

barriers to services and uninterrupted treatment.

Some definitions of health equity emphasize the ways in which health outcomes are grounded
and intertwined in social, economic, and political advantage or disadvantage. Disadvantage and
inequities advance when human rights are denied, and effectively addressing inequities requires
focused and sustained efforts to protect and advance human rights. The COVID-19 pandemic
has demonstrated the vulnerability of poor and marginalized people around the world, as the
impact of SARS-CoV-2 was most pronounced on people who were disenfranchised,
marginalized, and financially vulnerable. HIV demonstrates a similar disproportionate impact on

disenfranchised, stigmatized, and marginalized populations.

The UNAIDS 2021-2026 Global AIDS Strategy?°® recognizes that inequalities are central to the
global delays and gaps in accomplishing the goals of HIV Epidemic Control, and that addressing
inequalities will be essential to success. Prominent inequalities impacting global and PEPFAR
progress can be found among children, adolescent girls and young women, and key
populations.®® For each of these population categories, substantial focused attention and
investment has been made in provision of HIV services, yet it has not been of sufficient scale
and impact to achieve intended outcomes. A substantial gap in identification of children living
with HIV has led to over 800,000 children living with HIV not on treatment, a gap which persists
even as unacceptable HIV-related mortality among children <5 years of age continues. In sub-
Saharan Africa, adolescent girls and young women experience 25% of new HIV infections, while
representing only 10% of the population. Worldwide in 2020, 65% of all new infections occurred

among key populations and their sex partners, reflecting unrealized opportunities for prevention.

PEPFAR has championed a data-driven approach and accountability for results. This requires
that as OUs approach and even attain epidemic control as determined by national aggregate
measures, PEPFAR country teams and national programs must take deliberate and specific
action to identify and address gaps in coverage for testing, treatment, and viral load suppression

among populations that are not meeting those benchmarks.

29 UNAIDS (2021) Global AIDS Strategy 2021-2026 — End Inequalities. End AIDS. www.unaids.org/en/Global-AIDS-
Strategy-2021-2026

30 UNAIDS (2021) 2021 UNAIDS Global AIDS Update — Confronting inequalities — Lessons for pandemic responses
from 40 years of AIDS . www.unaids.org/en/resources/documents/2021/2021-global-aids-update
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An equity lens for sustaining epidemic control of HIV for the long term must also recognize that
public resources are inherently constrained and that those limited funds must support the most
vulnerable and disadvantaged. From a sustainability perspective that wants to ensure equity, we
have to explicitly ensure that donor and public spending are targeted where the needs are the

greatest.

It is imperative that USG teams as well as implementing partners are cognizant of populations
that are not achieving 95/95/95 objectives of HIV epidemic control, and also equipped to actively
address barriers faced by these populations. Equity does not only mean equal access to the
same services as others. It means that services are tailored to the unique needs of populations
facing unique risk of new HIV infection, delayed diagnosis, or treatment that does not
successfully achieve durable viral suppression. In many cases, including that of key and priority
populations, this requires that impacted communities are engaged in the design, leadership,

implementation, and monitoring of services.

Pediatric outcomes have lagged significantly below adult outcomes in most PEPFAR
partner countries. COP resources must be allocated with an equity approach to close gaps in
pediatric HIV care. PEPFAR programs should set goals, objectives, and targets for eliminating
vertical transmission and ending pediatric AIDS. Accountability for reaching these goals and
targets will be addressed in budgeting and expenditure analysis, HRH planning, program
management, and monitoring and evaluation. Programs with significant gaps will conduct
dedicated, regular review and monitoring of pediatric and PMTCT programs in quarterly focused
meetings or calls. Impacted families should be included in program design, and community-led
monitoring should address child and family-centered care. Pediatric partners should work
closely with OVC partners to ensure that case management and socio-economic support are

provided to mothers of infants and children at greatest risk of poor outcomes.

In PEPFAR partner countries, the gender gap remains a critical inequality for new
infections and other HIV-related outcomes. Gender inequality can impact individuals of all
gender identities and expressions. To close gaps for Gender Equity, PEPFAR programs will
expand evidence-based, gender-transformative programming across the HIV clinical cascade
and HIV prevention outside of DREAMS PSNUSs. Programs will engage men and boys as allies
and stakeholders in preventing violence and changing harmful gender norms. To address
gender-based violence (GBV), programs will identify and respond to GBV (case identification,
first-line support, clinical care) and link survivors to evidence-based HIV prevention, including

PrEP, or provide active linkage to HIV treatment services. A new section addressing gender
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equality has been added COP/ROP22 Guidance (Section 6.6.2). Programs should integrate
sexual and reproductive health services (e.g., family planning, STI testing and treatment) into
HIV prevention, care and treatment, and MCH clinical services and ensure service platforms are
adolescent- and youth-friendly and are gender-affirming. The Minimum Program Requirement

on local partners is updated to include women-led partners.

Members of key populations face risks of HIV acquisition many times higher than the
general population. To close gaps for key populations, PEPFAR programs will continue to
focus on what has worked well, including scaling of PrEP services and KP-specific differentiated
service delivery across the cascade. With COP/ROP22 guidance, updated Minimum Program
Requirements will advance funding to KP-led organizations and raise expectations for progress
in an enabling policy environment to address structural barriers for key populations. PEPFAR
will continue to promote regular key populations size estimation exercises as part of PEPFAR'’s
planning cycle in all countries, and plan for a sustainable approach to address gaps in size
estimates and bio-behavioral data collection. PEPFAR will also expand community-led

monitoring specific to key populations.

PEPFAR will need to apply an equity lens as it strategically approaches sustainability strategy
as well, as key and priority populations facing gaps in coverage continue to require tailored,
community-led services and programs. In some cases, services for key and priority populations
might be slower to engender political will and public commitment, so USG support and
alignment with multilateral and private sector donors and sponsors may need to be sustained as
partner countries assume increasing responsibility for leading and supporting other elements of

an aligned National HIV strategy.

In keeping with its principles, PEPFAR’s approach to equity must be grounded in data. Program
services are most readily tailored and measured by PEPFAR teams, and they must be
designed, implemented, and monitored with an equity lens. However, beyond programs are
policies and systems that, intentionally or not, create inadequate outcomes for key and priority
populations and children, and pose major barriers to progress, including laws that criminalize or
marginalize members of key populations or criminalize HIV, and a lack of political will to provide
equitable services to at-risk communities. Engagement and advocacy with Ministries of Health,
as well as other government sectors, and civil society are necessary. In some cases, CSOs that
represent affected populations may be helpful allies and may also need support to build
advocacy capacity; in some cases, strategic alignment with human rights priorities of the U.S.

Embassy or partner government will help advance more equitable policies and systems.
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2.2.2 Stigma, Discrimination, Violence, and Human Rights

New in COP22, PEPFAR has introduced a new Minimum Program Requirement: Evidence of
progress toward advancement of equity, reduction of stigma and discrimination, and promotion
of human rights to improve HIV prevention and treatment outcomes for key populations,

adolescent girls and young women, and other vulnerable groups (see Section 2.6).

HIV-related stigma, discrimination, and violence, reduce access to, and use of, essential health
services, and undermine efforts toward effective responses to HIV/AIDS. In contrast,
inclusiveness, equal treatment and respect for all, along with evidence-based policies and
practices that reflect those principles, all facilitate uptake of essential health services and bolster
effective responses to HIV/AIDS. The UNAIDS 10-10-10 targets require focus on removal of
societal, including legal barriers (specifically stigma, discrimination, punitive policy
environments, and violence) that limit access to or utilization of HIV services.>! PEPFAR is
committed to joining other institutions (multilateral, global and local) to end stigma,
discrimination, and violence and to foster an enabling environment that will increase access to,
and uptake of, HIV prevention, treatment, and care services for all people living with and
affected by HIV/AIDS; especially adolescents, young people, persons with disabilities, women,
and key populations (e.g., men who have sex with men, transgender people, sex workers,

people who inject drugs, and people in prisons and other closed settings).

Notably, President Biden issued the Memorandum on Advancing the Human Rights of Lesbian,
Gay, Bisexual, Transgender, Queer, and Intersex Persons Around the World, which includes
directives to U.S. government agencies to ensure that United States diplomacy and foreign
assistance promote and protect the human rights of LGBTQI+ persons. Specifically, this
directive includes strengthening existing efforts to combat the criminalization by foreign
governments of LGBTQI+ status or conduct and expanding ongoing efforts by agencies
involved in foreign assistance, to promote respect for the human rights of LGBTQI+ persons

and advance nondiscrimination.3?

Below are a list of actions, considerations, and requirements that, taken together, are all part of

a framework to promote human rights and eliminate HIV-related stigma, discrimination, and

31 https://www.unaids.org/sites/default/files/2025-AlDS-Targets en.pdf
32 https://www.whitehouse.gov/briefing-room/presidential-actions/2021/02/04/memorandum-advancing-the-
human-rights-of-lesbian-gay-bisexual-transgender-queer-and-intersex-persons-around-the-world/
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violence by creating an enabling environment that amplifies the successful implementation of

HIV prevention, care, and treatment services.

Stigma, Discrimination, and Violence

Stigma can be described as a dynamic process of devaluation that significantly discredits an
individual in the eyes of others, such as when certain attributes are seized upon within particular
cultures or settings and defined as discreditable or unworthy. When stigma is acted upon, the
result is discrimination. Discrimination can refer to any form of arbitrary distinction, exclusion or
restriction affecting a person, usually (but not only) because of an inherent personal
characteristic or perceived membership of, or an association with, a particular group.® At times,
this discrimination can lead to violence—behavior involving physical force intended to hurt,

damage, or kill someone or something.3*

To control the epidemic, it is imperative that OUs identify and understand the often-complex
dynamics driving HIV-related stigma, discrimination, and violence, and implement innovative,
evidence-based, community-led approaches to address the specific types of stigma
(experienced, perceived, anticipated, internalized, compound or layered, or intersectional and
secondary) at all points in the HIV service-delivery cascade. Findings from a programmatic
assessment of PEPFAR implementing partners found that the majority of surveyed IPs saw
stigma and discrimination as a barrier to accessing HIV services at primary healthcare facilities,
and that significant portions of all cadres of health facility staff had witnessed stigmatizing
behavior.®® The same assessment found that implementers reported gaps in the availability of
written and posted policies regarding patient rights, related enforcement procedures, formal
systems for patient advocacy, and robust processes for recording and responding to patient
complaints,® despite these being indicators of quality for PEPFAR’s Site Improvement through
Monitoring System (SIMS).*’

33 UNAIDS . UNAIDS Terminology Guidelines (2015).

https://www.unaids.org/sites/default/files/media asset/2015 terminology guidelines en.pdf

34 https://www.un.org/sites/un2.un.org/files/udhr.pdf

35 Rodriguez, E.M., Wells, C. (2019, July 23). Interventions and Best Practices to Eliminate Stigma and
Discrimination in PEPFAR Programs: Results from a Programmatic Assessment [Conference presentation]. 10th IAS
Conference on HIV Science, Mexico City, Mexico. http://programme.ias2019.org/Programme/Session/51

36 |CAP Global Health. (2020). Eliminating HIV-related Stigma and Discrimination: Global Lessons from PEPFAR-
supported Programs. https://icap.columbia.edu/tools resources/eliminating-hiv-related-stigma-and-
discrimination-global-lessons-from-pepfar-supported-programs/

37 https://www.state.gov/wp-content/uploads/2021/03/MASTER SIMS-4.1-Site-Tool- 8March2021.pdf
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Additionally, there is a need to address the structural- and policy-level barriers that perpetuate
discrimination as it relates to HIV. Stigma, discrimination, and violence are frequently targeted at
people living with HIV and TB, and key and other vulnerable populations, including young
people and women. Yet the impact reaches beyond these populations. Other key stakeholders,
including health providers, supportive community members, human rights defenders, and
supportive religious and political leaders, can also suffer from the effects of these systemic and

structural barriers.

Any post-violence care provided by PEPFAR implementing partners should take into account
WHO guidelines and sensitivity training to reduce violence-survivor stigma among healthcare
workers. More information on PEPFAR’s approach to gender equality and GBV can be found in
the Gender Based Violence and Violence Against Children section of the Technical
Considerations (Section 6.6.2 and 6.6.2.1).

PLHIV Stigma Index 2.0

The PLHIV Stigma Index 2.0 is a tool to measure stigma and discrimination among people living
with HIV and to chart progress in reducing occurrences.® Since the 2008 launch of the PLHIV
Stigma Index, shifts in the HIV epidemic, growth in the evidence base on how stigma affects
different populations, and changes in the global response to HIV have highlighted the need to
update the Index. The PLHIV Stigma Index 2.0 provides field teams adapted questions
distinguishing experiences by gender identity, population, and individuals born with HIV. It
examines varied experiences of sex workers, men who have sex with men, lesbians,
transgender individuals, and people who inject drugs. It provides an expanded healthcare
section with an emphasis on the HIV care continuum. The PLHIV Stigma Index 2.0 utilizes a
standardized methodology incorporating existing validated scales to measure internal stigma
and mental health with an additional scale to measure resilience of people living with HIV. This
revised U.S. government-compliant version supports baseline data collection about experiences
of stigma and discrimination of people living with HIV and will be helpful for evaluating the
impact of interventions on reducing stigma and should be used to inform future HIV program

planning.

PEPFAR teams are required to either support partner country PLHIV network-led
implementation of the revised PLHIV Stigma Index 2.0 or complement Global Fund or another

donor financing implementation of the PLHIV Stigma Index 2.0. OUs in which a PLHIV Stigma

38 https://www.stigmaindex.org/about-the-stigma-index/the-people-living-with-hiv-stigma-index-2-0/
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Index has not been conducted within the last three years are required to commit funding to its

implementation in COP22.

The PLHIV Stigma Index 2.0 must be carried out in collaboration with the “PLHIV Stigma Index
International Partnership,” composed of GNP+, ICW and UNAIDS, and must adhere to the

following principles:

1. Leadership of PLHIV networks involved in all phases of implementation

2. 2020 standardized methodology

3. Sampling frame inclusive of all subpopulations, with specific attention to ensure the
inclusion of populations that often encounter barriers to their access to health, including
women, young people, people who use drugs, sex workers, gay men and other men who
have sex with men, and transgender people.
Quality assurance and reliability of data using the official review process
Data security and sharing that follows ethical standards and appropriate written
agreements

6. Dissemination of analyses, reports and presentations that include authors from networks

of people living with HIV and according to the parameters of the national network

At the country level, coordination should include routine meetings with all in-country
stakeholders, including PLHIV networks, key populations groups, and civil society organizations,
to discuss project goals prior to implementation, assess implementation progress, and discuss

findings.

Implementation of the PLHIV Stigma Index 2.0 is required every three years; and during interim
years, focus should be on concerted action to address findings. Completion of the PLHIV
Stigma Index 2.0 should be accompanied by a response/action plan that is discussed and
agreed upon by all stakeholders. The response/action plan should directly address findings and
clearly outline necessary responses and action steps, with an emphasis on community
leadership. This response/action plan should be completed within a reasonable timeframe that
allows enough time for proper redress of highlighted issues in advance of the next iteration of
the PLHIV Stigma Index 2.0 in the OU. In many contexts, COVID-19 has interrupted
implementation of the PLHIV Stigma Index 2.0; nonetheless, implementation of the revised
PLHIV Stigma Index 2.0 remains a PEPFAR priority. All PEPFAR OUs must ensure
implementation of the PLHIV Stigma Index 2.0 (whether through PEPFAR or other funds), within

the required three-year timeframe, taking care to be attentive to local COVID-19 conditions.
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Human Rights

PEPFAR’s human rights guiding principles include respecting, protecting, and fulfilling human
rights, thus affirming the dignity of people living with and vulnerable to HIV, and supporting an
enabling environment that promotes access to information and services. Affected populations
have the right to be heard in all matters affecting them, in addition to rights and freedoms to

appropriate information, thought, and expression.

UNAIDS and others have identified specific laws, policies, and practices®® that discourage
equitable, accessible services, especially for populations that are particularly vulnerable and

being left behind in the global response:

e Criminalization of HIV non-disclosure, exposure, and transmission

e Laws that fuel harmful gender norms

e Criminalization of key populations, and other practices that leave key populations
vulnerable to unethical treatment, discrimination, and human rights violations (e.g.,
forced anal exams)

e Age of consent laws for service access

Analyses have shown that countries where key populations are criminalized see lower levels of
HIV status knowledge and HIV viral suppression; conversely, countries with laws advancing
non-discrimination, human rights institutions, and gender-based violence response saw

significantly better knowledge of HIV status and viral suppression rates.*°

Approaches to better address policies, laws, human rights might include:

1. supporting civil society organizations to reform national policies
2. supporting partner governments to reform and implement policies
3. monitoring policies and their implementation, with partners (e.g., SID, National

Commitments and Policies Instrument).

In addition, UNAIDS*! has previously identified seven key program areas to reduce stigma and

discrimination and increase access to justice in national HIV responses:

e Stigma and discrimination reduction

39 https://www.unaids.org/sites/default/files/media_asset/2020 global-aids-report en.pdf

40 Kavanagh, M. M., Agbla, S. C., Joy, M., Aneja, K., Pillinger, M., Case, A., Erondu, N. A., Erkkola, T., & Graeden, E.
(2021). Law, criminalisation and HIV in the world: have countries that criminalise achieved more or less successful
pandemic response? BMJ Global Health, 6(8), €006315. https://doi.org/10.1136/bmjgh-2021-006315

41 https://www.unaids.org/sites/default/files/media asset/Key Human Rights Programmes en May2012 0.pd f
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e Training for health care providers on human rights and medical ethics

e Sensitization of lawmakers and law enforcement agents

e Reducing discrimination against women in the context of HIV

e Legal literacy

e Legal services

e Monitoring and reforming relevant laws, regulations, and policies
WHO has also identified a series of critical enablers and recommended policies or practices to
define a comprehensive HIV response for key populations.*? See also technical considerations

for key populations (Section 6.5).
COP/ROP Requirements

Recognizing the important role of community-led efforts as critical to sustain epidemic control,
COP22 will also address support for enabling environments to address discriminatory policies,
gender-based violence, and other inequities that stand in the way of progress and human rights
that impact HIV services.

The below are requirements for PEPFAR countries to support a sustainable, non-discriminating,
enabling environment. OUs should detail how they will meet these requirements during COP22
strategic planning meetings and ensure they are coordinating with existing efforts of other
partners and stakeholders such as the Global Fund and UNAIDS. Specific activities and

budgets must be delineated in COP22 submissions.

0. Develop a plan, timeline, and resource allocations to measure, document, and mitigate

HIV-related stigma, discrimination, and violence. This plan should:
a. reflect regular CSO engagement and review of CLM findings.

b. demonstrate coordination with relevant existing working groups, including
PEPFAR interagency, other U.S. Mission sections, U.S. Department of State
Bureaus, and community representatives, including key populations. This is
particularly important in countries where the Chief of Mission has identified
concerns about human rights violations and abuses and about on-going
repression of key and priority population communities and CSOs as these relate
to service provision for HIV. Plans should demonstrate, in light of the Presidential

Memorandum referenced above (to strengthen existing efforts to combat the

42 WHO. (2016, July 1). Consolidated guidelines on HIV prevention, diagnosis, treatment and care for key
populations. World Health Organization. https://www.who.int/publications/i/item/9789241511124
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criminalization by foreign governments of LGBTQI+ status or conduct abroad, to
promote respect for the human rights of LGBTQI+ persons and advance

nondiscrimination), close coordination with Human Rights Officers at post

c. demonstrate coordination with related initiatives in-country supported by other
donor, multilateral organizations, and partners (see further below on
assessments). Overall, PEPFAR teams should work collaboratively with other
partners to ensure coordinated, concerted action at the country level to fund and
implement recommended, comprehensive programmatic strategies to address
stigma and discrimination at scale and promote partner government leadership;
ensure technical support and assistance is provided (both to government and
civil society) at country level for development of funding applications, national

plans and their implementation and monitoring; identify key gaps and priorities

d. consider activities to promote undetectable = untransmissible (U=U) messages,
trainings for healthcare providers, violence response mechanisms, and other

interventions.

e. be captured in the FAST, Table 6, and other applicable COP tools. Additionally,
teams should ensure coordination with the UNAIDS Global Partnership for Action
to Eliminate all forms of HIV Related Stigma and Discrimination and the Global

Fund’s Breaking Down Barriers Initiative, where applicable.*

1. Include a section on non-discrimination in the design and administration of programs in all
PEPFAR trainings, including but not limited to, trainings held for implementing partners

and other direct service providers receiving PEPFAR funds.

2. Reinforce that all PEPFAR-funded implementing partners have zero-tolerance policies in
place that protect participants from all forms of abuse, unethical behavior, and
misconduct (i.e., sexual, physical, emotional, and financial abuse, discrimination,
coercion, exploitation, and neglect), to be assessed during contract negotiations, in
accordance with local and U.S. laws, regulations and policies. (See also Section 4.0

Agency Partner Performance and Management Guidance).

3. Work with IPs to maintain a posted “Patients’ Bill of Rights” (translated into local

languages for all to understand) in all common areas within all facilities and community

43 See also: https://www.unaids.org/sites/default/files/media asset/global-partnership-hiv-stigma-
discrimination en.pdf and https://www.theglobalfund.org/media/1213/crg breakingdownbarriers ga en.pdf
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sites. Note, this requirement and associated redress mechanisms is a SIMS
standard/CEE.

4. Designate an in-country, interagency point-of-contact (POC) whose responsibility will be
the coordination of human rights-centered programming—actively liaising and
coordinating efforts with local human rights leaders and champions, rights-focused CSOs,
government, and other development partners (e.g., UNAIDS, GFATM, other diplomatic
missions, Department of State or other USG human rights funding, USAID DRG/DDI

mission colleagues, among others).

5. Maintain an in-country, interagency point-of-contact (POC) whose responsibility will be
the oversight of the PEPFAR USG staff Gender and Sexual Diversity (GSD) Training and
ensure that a system is in place to track PEPFAR USG staff compliance with this training
requirement at the OU level. At the headquarters level, each PEPFAR implementing
agency must also identify a POC to carry out the same functions. In 2018, the GSD
training was updated to be more inclusive of GSD issues among all key populations.
Each new PEPFAR USG staff member, both field and headquarters, must complete the
online version of the GSD training within two months of their hire date. The training is
available for all PEPFAR USG staff and IPs at PEPFAR Virtual Academy, and also at
USAID University (for USAID staff). Alternatively, trainers via implementing agencies and
other partners such as HP+ are available to conduct face-to-face trainings. However,
resources to facilitate and host GSD in-person trainings must be covered by the OU and
in consultation with agency HQ staff. For IPs, especially those IPs serving KPs, it is highly
recommended that similar GSD trainings are offered, strengthening commitments to

reduce barriers for people accessing services.

6. In addition, once a year, the GSD POC is required to convene a panel(s) to discuss
PEPFAR’s engagement around GSD, inclusive of lesbian, gay, bisexual, transgender,
and intersex (LGBTI) individuals; key populations; people with mental health concerns;
and adolescent girls and young women. Teams should consult HQ for additional
guidance and resources. Teams should aim to support panels that are as diverse and
inclusive as possible. Ensure that legal environmental assessments (LEAS), or similar
assessments, are conducted every three years and data are gathered to develop
effective strategies to optimize patient care, improve program monitoring, and strengthen
access to and quality of services provided while engaging other relevant embassy

staff/sections in these analyses. LEAs identify barriers to accessing prevention,
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treatment, care, and support services, and inform action to address these barriers, with a
focus on access to justice and the reduction of stigma, discrimination, and violence. OU
teams may use the UNDP Legal Environment Assessment Tool as a guide, or other
methodologies as appropriate. Other methodologies include HP+ Policy Assessment and
Action Planning (PSAP) process, UNAIDS National Commitments and Policies
Instrument, CDC AIDS Law Briefs, and Global Fund assessments of human rights-related
barriers to HIV services (see below). UNAIDS Fast Track Guidance on Human Rights

may also serve as a useful tool.*

PEPFAR OUs should ensure that LEAs are coordinated with and not duplicative of other
initiatives, such as the Global Fund Breaking Down Barriers Initiative, and efforts of other
embassy staff/sections, such as the Political and Economic sections. The Global Fund
will continue scaling up of programs to reduce human rights-related barriers to HIV
services in 20 countries, including the following PEPFAR OUs: Benin, Botswana,
Cameroon, Democratic Republic of Congo (province level), Cote d’lvoire, Ghana,
Honduras, Indonesia (selected cities), Jamaica, Kenya, Kyrgyzstan, Nepal, Mozambique,
Philippines, Senegal, Sierra Leone, South Africa, Uganda, and Ukraine. In these
countries, the Global Fund has supported research teams to conduct detailed baseline
and mid-term assessments of human rights-related barriers that should be shared with
PEPFAR field teams, when available. These assessments, as completed, are available
publicly and serve as the basis for national plans for a comprehensive response to

human rights-related barriers.*®

If an LEA, Global Fund Breaking Down Barriers assessment and plan, or similar activity
has recently been conducted, OU teams should support or participate in processes to
review findings, identify gaps, chart strategic priorities, determine next steps, and monitor
progress. In countries where policy, legislative or other framewaorks further entrench
inequalities and marginalization, it is important to support dialogue between national and
local governments, members of populations impacted by the epidemic, and other key

stakeholders, while seeking to ensure safety and confidentiality as appropriate.

44 https://www.unaids.org/sites/default/files/media asset/JC2895 Fast-
Track%20and%20human%20rights Print.pdf
45 https://www.theglobalfund.org/en/funding-model/throughout-the-cycle/community-rights-gender/
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A country-by-country overview of various HIV related laws and policies is now available online
from UNAIDS.“® In addition, the HIV Policy Lab*’ systematically gathers and monitors laws and
policies around the world, inclusive of some human rights-related laws and policies. OUs should
review their country’s LGBTQI Report Card*® to assess its attainment of core human rights
protections for LGBTQI individuals and to inform the COP requirements outlined in this section.
Further information about addressing stigma, discrimination, violence, and human rights specific

to key populations can be found in Section 6.5.

2.2.3 Attaining Epidemic Control: Approaching 95/95/95

To approach achievement of national 95/95/95 goals for HIV diagnosis, care, and treatment, is a
remarkable public health accomplishment, but not an occasion to lessen commitment to
persons living with HIV and to effective programming. A number of adaptations and changes
should be anticipated and planned and programmed for, in consultation with stakeholders.
Stakeholders should begin discussing and anticipating adaptations of the program well in
advance of achieving the 95/95/95 benchmarks, so that adaptation to a program reaching

treatment saturation may be tailored to the country context. A few examples are included here.

1. Aggregate achievement of these goals may not be experienced in all areas and for all
populations. Careful assessment of accomplishment among districts, demographic
disaggregated age and sex strata, and key and priority populations must be done to
identify groups needing tailored services for testing, prevention, and treatment. Any
populations that have not met 95/95/95 benchmarks, including children, adolescent girls
and young women, and key and priority populations, should have specific, targeted, and
budgeted plans.

2. Testing strategies should be assessed, adjusted, and tailored to ensure safe, effective,
and ethical testing of those at high risk, as well as populations where people are at
particular risk from delayed diagnosis (e.g., children of people living with HIV). Testing
strategy should be assessed for its success in finding new cases, in connecting high risk
individuals to prevention services, and potentially as a path to reengagement in

treatment for persons living with HIV with a prior positive test.

46 http://lawsandpolicies.unaids.org/
47 https://www.hivpolicylab.org/
48 http://globalequality.org/reports/international-publications-on-lgbt-human-rights/267
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3. Treatment programs should be designed to optimize long-term, continuous treatment,
and address re-engagement of clients who have experienced treatment interruption as
well as those who are newly diagnosed. Functions of partners may evolve or specialize
based on need and capability. For example, partners who are successful at efficiently
and effectively sustaining a stable cohort of patients on continuous treatment might not
be the same partners who excel at case finding and engaging populations where new
cases are occurring.

4. Government public health authorities aligned with HIV prevention, care and treatment
efforts may build capacity to conduct public health surveillance for new infections,
investigate and target case finding resources for outbreaks of recent infections, and to
track individual treatment outcomes.

5. HIV prevention programs, including PrEP and other biomedical interventions, will need
to be scaled and optimized, especially for adolescent girls and young women and key

and priority populations where the rate of new infections remains substantial.

Additional adaptations of PEPFAR programs to treatment saturation may be developed as
stakeholders carefully assess the current state of the HIV epidemic and consider the trajectory

of HIV prevention, care, and treatment toward sustained epidemic control.

2.2.4 Sustaining Epidemic Control: Building Blocks of Sustainability

PEPFAR-supported countries are reaching epidemic control, the first step in fulfilling the vision
to combat HIV. Now PEPFAR must turn to the next, critical task: sustaining HIV impact.
Sustaining HIV epidemic control will require joint efforts between PEPFAR, partner
governments, civil society, private sector partners, and other stakeholders such as the Global
Fund and other donors operating in each country. While PEPFAR will remain a priority of the
U.S. Government, it will not remain in the forefront of delivering HIV services worldwide forever.
PEPFAR expects countries to assume greater leadership and functional responsibility for their
national HIV responses, including shaping and integrating service delivery, building technical
capacity, and increasing levels of financial responsibility. Over time, PEPFAR’s role will
transform from a direct funder of services, into an accountability partner, supporting
governments and communities to sustain services to all citizens. PEPFAR will focus on its role
as a catalyst, broker, advocate, and investor in emerging innovations in HIV/AIDS control, while

being available to support countries if there are unexpected setbacks as well.
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Sustaining epidemic control within this context requires that countries have the functional and
financial capacity to maintain key programs at scale. This includes effective and efficient
services, systems, and input required to equitably control the HIV and AIDS epidemic, while
providing adequate financing. In the face of reductions of financial, managerial, and technical
assistance from external donors. sustained epidemic control of HIV is achieved when partner

governments and communities and other local actors:

e Program Characteristics
o Can maintain the total number of new HIV infections below the total number of
deaths from all causes among people with HIV (RO < 1)
o Viral load suppression of 85% for all ages, genders, and population groups
o Have a robust public health capacity to monitor and track HIV outbreaks as well
as other existing and emerging health threats
o Have an environment that fights stigma and discrimination, and promotes human
rights and equity in the HIV response
e Management Characteristics
o Ensure an enabling/nimble policy is in place to support sustained HIV outcomes
o Possess sufficient technical and human capacity to manage and maintain the
scale of key programs, services, systems, and resources stewarded by local
institutions, communities, and other local actors
o Possess technical and human capacity to introduce and adapt effective and
efficient models and programs
o Invest sufficient domestic financial resources that are used efficiently and
effectively to sustain essential HIV services and meet emerging needs.
o Possess management and monitoring capacities to deliver quality assured HIV

services and commodities

Ensuring sustainability is at the forefront of planning. COVID-19 has affected countries’
economic growth and strained health systems, diverting resources and attention to urgently
addressing the repercussions from repeated COVID-19 waves. The projected long-term
negative impacts of COVID-19 on PEPFAR-supported countries may make discussing
sustainability seem unrealistic, and something that should be delayed until the world has
recovered. However, sustainability planning is an opportunity to strengthen the systems that will

sustain HIV service delivery, as well as underpin disease surveillance and rapid response
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efforts. Building capacity and selectively transferring responsibility will strengthen governments’
responses to COVID-19, and future health threats.

Figure 2.2.4.1
Chart 1 Chart2
Ballooning debt (1970-2019) Growth and debt (2010-19) . _
During the past decade, total debt in emerging market and developing economies Accompanied by higher debt in emerging market and developing economies, growth
rose to a historic peak. has repeatedly disappointed.
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Sources: International Monetary Fund; Kose and others (2020); and World Bank.

Note: Aggregates are calculated using current US dollar GDP weight and are shown as a
three-year moving average. Dashed lines show debt, excluding China. The vertical lines
represent the beginning of debt waves in 1970, 1990, 2002, and 2010.

Sources: International Monetary Fund; Kose and others (2020); and World Bank.
Note: Total debt (in percent of GDP) and real GDP growth (weighted by GDP at 2010
prices and exchange rates) in emerging market and developing economies.

Preparing for a strong, resilient transformation takes time, and seizing the opportunity, now, to
begin the work will allow PEPFAR-supported countries to leverage PEPFAR’s resources
towards greater strengthening of their health system for sustained epidemic control. Beginning
transformation in the midst of COVID-19 may seem daunting but will allow countries to rapidly
identify and address what is required for resilient health systems. The following are guiding
guestions to support the initial stages of transition planning:

1. Are there misalignments or gaps between investments in program areas required for a
sustainable response sustainability and related outcomes?

2. Are there areas that would be relatively easy and straightforward to transition to the
host-partner country government and/or local partners to take on greater responsibility?

3. How will countries teams begin engaging with the partner government during COP22
implementation to ensure sustainability of core elements of the HIV response?
Does the country have a history of supporting transitioned programs?
Are certain communities receiving HIV services criminalized and do they face
persecution/ a lack of service in a transition?

PEPFAR can support this transformation by recognizing that such efforts will be buffeted by

repeated COVID-19 waves, constricted by economic landscapes, and future unknown threats.
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Above all, now is the time for countries to plan, transform, and establish capacity for a
sustainable and resilient system that can sustain epidemic control despite constantly changing

circumstances.

Sustainable epidemic control places sustainability at the same level of priority as
epidemic control. PEPFAR’s singular focus on 95-95-95 has been transformational in reaching
epidemic control. The smaller disease burden present once epidemic control is reached makes
sustainability more attainable—making epidemic control a precondition for sustainability.
However, epidemic control is not a requirement for program transformation— countries can, and

should, embark on transformation while still striving to reach and maintain 95-95-95.

Under PEPFAR’s new strategy currently under development, PEPFAR-supported countries
must make an intentional shift to balance both attaining 95-95-95 and building capacity to
sustain epidemic control of HIV. Concurrently supporting both goals require a new look at
planning models, investment priorities, and ways in which success and outcomes are
measured. At times there will be an inherent tension, as transformation is expected to be
complex and sometimes be messy and may have a temporary negative impact on the 95s.
Recognizing this tension allows intentional decision-making with long-term goal of durable
sustained epidemic control at the forefront. In order to sustain them for the long-term, partner
country governments may want or need to structure their HIV programs differently than how
PEPFAR currently structures the programs. For many countries, incorporating HIV into primary
service delivery will be the most realistic method for maintaining services. Recognizing and
accepting this likelihood allows PEPFAR programs to start planning for how to minimize the

risks of that transformation to the quality of services delivered.

Sustainability efforts should focus on financial and functional responsibility.
Sustaining epidemic control requires myriad responsibilities of the partner country. These
responsibilities can be broken into two broad categories: Functional and Financial. Functional
responsibility consists of an enabling environment, locally-led HIV services and systems, and
domestic resources, while financial responsibility consists of adequate resource mobilization,
budgeting and financial monitoring, resource alignment, and understanding and managing

cost. See above.

Principles of transformation. Inherent in long-term sustainability planning is the
unpredictability of how transformation will occur. It is impossible to predict the myriad factors,

including PEPFAR’s future funding levels, political will, global events such as COVID-19, and
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local disturbances such as natural disasters or unrest, that will impact the timing and

composition of PEPFAR’s transformation.

However, even in an environment of uncertainty, PEPFAR programs can and should follow

several guiding principles to build trust and shared responsibility between all stakeholders.

¢ Inclusion: Cast a broad net to identify and include stakeholders in all discussions on the
transformation process, from inception through execution.

o Equity: Ensure that as transformation occurs equity remains a key goal to ensuring
health services to all citizens.

e Transparency: Be honest with what we know and don’t know. Share data. Share
changes as they occur. Make sure all stakeholders are clear on timing and reasoning.

o Predictability: Strive to introduce predictability wherever possible. Agree upon
timelines. Use program outcomes and impact as benchmarks for transformation.

e Flexibility: Stay agile in case of sudden changes in context, program, or funding.
Transformation never goes as planned; agility is central to success.

e Commitment: Commit to the outcome. Actively identify threats and prospects.
Sequence actions to address risks and take advantage of opportunities. Acknowledge

failure as part of the process and commit to trying again.

Figure 2.2.4.2 Strategic Planning for PEPFAR Investments

Sustainable Epidemic Control:
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Transformation requires durable partnership. Every PEPFAR OU is responsible for managing its

relationships accordingly.

All plans must be tailored to local context, and thoughtfully sequenced. Each PEPFAR-
supported OU has a unique context and is in a slightly different position to epidemic control.

PEPFAR'’s sustainability planning, therefore, cannot be prescriptive and static.

Rather than focusing on a prescribed order, PEPFAR programs should focus on the attributes
required for transformation. These attributes include investing in co-creating transformation
plans, building functional and financial capacity, harmonizing funding sources, finding
efficiencies, and making sure data systems are institutionalized into routinized government
business processes. Focusing on defined attributes allows PEPFAR programs to have a shared
transformation framework and language, while customizing plans, timelines, and sequencing to

each OU’s unique circumstances.

PEPFAR has a host of resources and tools already in use to inform sustainability planning, as
shown in Figure 2.2.4.3. These tools, while each useful on its own, are most powerful when
intentionally used in concert to contextualize and holistically plan for sustainability. For detailed
information on how to leverage these tools to begin planning for sustainability, as well as more

information on the attributes of transformation, see Section 6.6.9.

Figure 2.2.4.3: Achieving HIV epidemic control and ensuring a sustainable response
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2.3 Goal 1. Accomplish the Mission — Achieve Sustained
Epidemic Control of HIV through Evidence-based, Equitable,

People-Centered HIV Prevention and Treatment Services

2.3.1 HIV Testing Services: Reaching & Maintaining Epidemic Control

PEPFAR has made great strides in HIV testing and supporting partner countries to achieve the
first 95, with FY21 Q4 results exceeding program case finding targets for many OUs. Across
PEPFAR-supported countries, there are 5.7 million people living with HIV and who are not on
ART; 75% of this unmet need is in Tanzania, Zambia, Nigeria, Mozambique, and South Africa.
While a number of countries have achieved the first 90 benchmark, notable gaps persist among
demographic and geographic subpopulations (Figure 2.3.1.1), viral suppression among all
people living with HIV is less than 80% (Figure 2.1.1.1), HIV incidence and new infections
continue, and some individuals cycle in and out of treatment for different reasons. Although
many sub-Saharan African countries report that > 80% of people living with HIV know their HIV
status (Figure 2.3.1.2),%° these achievements are not evenly distributed across all
subpopulations, ages, and sexes (Figures 2.3.1.1 and 2.3.1.4). Gaps in the testing of infants
and children exposed to HIV have left more than 40% of children living with HIV undiagnosed;
many were not tested for HIV during early infancy, presenting significant challenges with
pediatric HIV case finding.*® Additionally, in many PEPFAR partner countries, a greater
proportion of adult males living with HIV remain undiagnosed (Figure 2.3.1.5). Section 2.1

reviews epidemiologic Figures 2.1.1.24 —2.1.1.28.

49Giguere, K., Eaton, J. W., Marsh, K., Johnson, L. F., Johnson, C. C., Ehui, E., Jahn, A., Wanyeki, I., Mbofana, F.,
Bakiono, F., Mahy, M., & Maheu-Giroux, M. (2021). Trends in knowledge of HIV status and efficiency of HIV testing
services in sub-Saharan Africa, 2000-20: a modelling study using survey and HIV testing programme data. The
lancet. HIV, 8(5), e284—e293. https://doi.org/10.1016/52352-3018(20)30315-5

50 UNAIDS. (2021). 2021 UNAIDS Global AIDS Update — Confronting inequalities — Lessons for pandemic
responses from 40 years of AIDS. https://www.unaids.org/sites/default/files/media_asset/2021-global-aids-

update en.pdf
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Figure 2.3.1.1 Countries Reaching the HIV Treatment Cascade Targets, 2020°!
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51 UNAIDS. (2021). 2021 UNAIDS Global AIDS Update — Confronting inequalities — Lessons for pandemic responses
from 40 years of AIDS. https://www.unaids.org/sites/default/files/media_asset/2021-global-aids-update en.pdf
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Figure 2.3.1.2 Achievement of 90-90-90 Cascade among PHIA Countries®?
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Figure 3: National estimates of knowledge of HIV status in sub-Saharan Africa, 2020
Bars show the proportion of people living with HIV who know their HIV status, with 95% credible intervals represented with vertical lines. The horizontal dashed line
represents a threshold of 90% knowledge of status.

52 |CAP. Population-Based HIV Impact Assessment. PHIA Project. https://phia-data.icap.columbia.edu/

53 Giguére, K., Eaton, J. W., Marsh, K., Johnson, L. F., Johnson, C. C., Ehui, E., Jahn, A., Wanyeki, |., Mbofana, F.,
Bakiono, F., Mahy, M., & Maheu-Giroux, M. (2021). Trends in knowledge of HIV status and efficiency of HIV testing
services in sub-Saharan Africa, 2000-20: a modelling study using survey and HIV testing programme data. The
lancet. HIV, 8(5), e284—e293. https://doi.org/10.1016/52352-3018(20)30315-5
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Figure 2.3.1.5 Achievement of the 1%t 95 and 2" 95 Targets by Sex®®

100

o
=

]
(=]

-
(=]

)]
o

%]
[=]

™
o

w
[=]

e
o

[
[=]

$ 5 % 58 % 5 % £ ¥ E 8 E E E R E }? OE?RE?oOEO?R OE :R oE O} o%
< < < < < < < < < < < < < <
g8 ¢ 2 ¢ g8 |8 | @ |8 |8 | 28 |2 o 28 |8 | 28 |8 |8 ¢
g 0 B © g 0 g O g2 O p O 2 O p O 2 O @ O @ O ¥ O @ O 7 ©
[ a a a [ a a a a =} a a a a
Lesotho | Zimbabwe | Namibia Rwanda Eswatini Ethiopia Kenya Malawi Zambia Uganda | Cameroon | Tanzania Nigeria Cote
Ages 15+  Ages 15+ Ages 15-64 Ages 15-64 Ages 15+ Ages 15-64 Ages 15-64 Ages 15-64 Ages 15-59 Ages 15-64 | Ages 15-64 Ages 15-64 | Ages 15-64 d'lvoire
(2020) (2020) (2017) (2019) (2016) (2018) (2018) (2016) (2016) (2017) (2018) (2017) (2018) Ages 15-64

(2018)

EMale ®Female

HIV testing services represent an essential pathway to identifying two important subgroups of
individuals: 1) Persons living with HIV in need of initial linkage or re-engagement to treatment,
and 2) individuals who are HIV negative, yet at high-risk, and therefore will benefit from
evidence-based prevention interventions. It remains imperative to apply a person-centered
approach with every person who receives HIV testing services. Individuals should receive
positive, consistent counseling on the benefits of timely HIV testing, treatment, and prevention
services.

Programs need to strategically implement case finding approaches and modalities to maximize
case detection, and these strategies should be tailored to the target population(s) that must be
reached to close ART gaps. In almost all countries, gaps in case-finding for men,
children/adolescents, and marginalized populations are disproportionately high (Figure 2.3.1.4).
Effort should be given to developing innovative and efficient ways to close these gaps and
include strategic partnerships with communities and subpopulations PEPFAR serves. (See
Section 6.3.1.9 for additional guidance on community engagement.)

55 |CAP. (2016-2021). Population-Based HIV Impact Assessment. PHIA Project. https://phia-data.icap.columbia.edu/
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As part of the 2021 Political Declaration on AIDS,%® one of the targets for 2025 established by
the UN General Assembly is access to and use of comprehensive packages of HIV prevention
services by 95% of people at risk of HIV infection. PEPFAR recognizes the importance of HIV
testing as a minimum standard of all evidence-based prevention strategies, and HIV testing is a
critical marker for monitoring the impact of prevention services. (See Section 6.3.5 for additional

considerations on HIV testing for prevention services.)

For countries at HIV epidemic control, case-finding must progress to reach, test, and identify
undiagnosed individuals living with HIV more effectively including new infections. HIV epidemic
control is not static and while partner countries, SNUs and sub populations may reach epidemic
control or 95-95-95 benchmarks, it will not be easy to maintain this state. Thus, it is essential
that a combination of facility- and community-based HIV testing approaches are implemented to
meet the evolving prevention and treatment needs of a country to achieve and maintain HIV
epidemic control across geographic units and subpopulations. To account for the changing HIV
epidemic, Table 2.3.1.1 highlights the anticipated evolution of HIV testing modalities as

countries approach and achieve equitable epidemic control across all subpopulations.

Table 2.3.1.1 Anticipated evolution of HIV testing modalities as countries approach and achieve

equitable epidemic control across subpopulation groups (including age and sex bands) (on next

page)

56 UNAIDS. (2021, June 9). Political Declaration on HIV and AIDS: Ending Inequalities and Getting on Track to End
AIDS by 2030. https://www.unaids.org/en/resources/documents/2021/2021 political-declaration-on-hiv-and-aids
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HIV Testing Modality

Before Equitable Epidemic
Control

Approaching Equitable
Epidemic Control

After Achieving Equitable
Epidemic Control

HTS for Case Finding

Offering safe and ethical
index testing to all people
living with HIV (prioritizing
individuals newly diagnosed
and previously diagnosed
individuals without viral
suppression)

High priority; standard of
care

High priority; standard of
care

High priority; standard of
care

Social Network Strategy (for
KP and other networks)

High priority

High priority

Medium priority

HIV Self-Testing

Medium priority; targeted
use

address gaps

High priority; targeted use to

Prioritize subpopulations
where there are new
infections and those who
would not seek facility-
based HTS

Targeted PITC for
subpopulations or SNUs that
have reached 95/95/95;
Broad PITC for
subpopulations or

SNUs that have not yet
achieved 95/59/95.

TB Clinics High priority; standard of High priority; standard of High priority; standard of
care. care. care.

STI High priority; standard of High priority; standard of High priority; standard of
care care care

PITC High priority for broad PITC Dependent on context: High priority for targeted

PITC

Targeted Community
Testing

High priority

High priority

Medium priority; highly
targeted to populations with
high incidence only

and integrated with other
health services to improve
cost-effectiveness

HTS for Prevention Services

and Prevention Monitoring

HTS in ANC and
PNC settings for PMTCT

High priority; standard of
care

High priority; standard of
care

High priority; standard of
care

HTS for PrEP

High priority; standard of
care

High priority; standard of
care

High priority; standard of
care

HTS for VMMC

Low priority; recommend,
but not required

Low
priority; recommend, but
not required

Low
priority; recommend, but
not required

HIV Self-Testing

Low priority

Low priority

Medium priority

Survei

llance

Case-
based Surveillance/Sentinel
event monitoring

Establish surveillance system

Start implementing
surveillance

Implement fully functional
surveillance system
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2.3.2 Person-Centered Prevention

As PEPFAR countries approach the 95-95-95 goals, the reduction in community viral load will
have a strong prevention effect since people living with HIV with undetectable viral load cannot
sexually transmit HIV. As all teams use an equity lens to tailor well-coordinated, effective
services for populations at substantial risk of HIV acquisition, they must sustain an effective and
accessible prevention program. Those most vulnerable to acquiring HIV are often the ones who
face the greatest barriers to accessing the services that they need to protect themselves. As
public health surveillance and HIV testing programs identify HIV-seronegative people, prompt
engagement with prevention services including PrEP, and where appropriate, VMMC services for
men are vital opportunities. No one should be reached without a full evaluation of prevention and
treatment needs; thus, all reached individuals need to be offered HIV testing as a component of

prevention and treatment services.

Like treatment programs, prevention programs must maximize their ability to provide continuous,
person-centered service starting with seamlessly integrating evidence-based, efficient services
as a vital part of an integrated HIV response. Prevention programs are well positioned to take
lessons from differentiated service delivery for treatment programs. To ensure effective and
durable service delivery, community resources, systems, and partnerships should be mobilized
across testing, treatment, and prevention. Prevention activities must be well targeted and
evidence-based and should aim to address both structural and personal barriers that heighten
vulnerability to or increase the likelihood of HIV infection. This may include structural
interventions for key populations and others for whom stigma, discrimination, or legal
marginalization pose barriers to engagement as well as interventions designed to make
prevention products themselves such as PrEP, condoms, and lubricants simpler for people to
access, and centering them on people’s needs and lives. For 10-14-year-olds, there is an
increased focus on evidence-based primary prevention of sexual violence and preventing early
sexual debut (e.g., preventing any form of coercive/forced/non-consensual sex). Evidence-based
prevention messages must be included in school curricula other platforms that have been shown
to reach this age group and should reach older community members and leaders with critical
programming to shift community norms around violence and gender. This primary prevention
includes evidence-based programming to prevent sexual violence, to prevent HIV, and to help
communities (including communities of faith) and the families of youth with support and
education which should also be integrated with orphans and vulnerable children (OVC)

programs. Trauma-informed services and first-line support (e.g., LIVES) should be provided to
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survivors of sexual violence, with a focus on the treatment of trauma symptoms, including how to

access emergency ARVs, contraception and counseling (See Section 6.6.2.1 Gender-Based

Violence and Violence Against Children). More discussion of specific prevention interventions is

described in Technical Considerations Section 6.2 Primary Prevention.

PEPFAR supports the WHO guidelines on the use of PrEP as part of a package of
comprehensive prevention services that includes risk reduction education and counseling,
condom promotion, VMMC, and structural interventions to reduce vulnerability to HIV infection.
New ARV-based prevention products such as PrEP rings, long-acting injectable ARVs, long-
acting oral PrEP, implants, and more are entering the marketplace and teams should consider
developing multi-year plans which anticipate new product introduction, building off oral PrEP
experience. Plans should be person-centered. A person-centered approach to the incorporation
and delivery of prevention services will expand access and empower people to make informed
choices among the expanding array of HIV prevention options. Those who prefer an alternative
to daily oral PrEP or for whom ED-PrEP is not indicated or are unable to adhere to daily dosing,
may soon have new options and formulations to consider as part of a package of comprehensive

prevention services.

As OUs approach epidemic control, prevention programming remains critical, however, the
population groups in need of prevention services may change over time. For example, as
community viral load suppression increases, there may be a greater focus on enhancing
strategies to identify vulnerable populations that remain at increased risk for HIV acquisition and
tailoring prevention programs to meet population specific needs. To achieve this end, PEPFAR
programs should routinely review in-country individual level data at the most granular
disaggregated level available. HTS, CBS, and recent infection surveillance data can be utilized to
monitor epidemiological shifts and identify areas of ongoing transmission, which may include
specific population groups or geographies, that may signal a need for adapting or retargeting
prevention programming. To ensure continued impact, it will be important to maintain data
systems enabling granular data analysis for program targeting and to determine a sustainable
testing strategy in partnership with the right mix of targeted prevention interventions, one that will
optimize budget, align with peoples’ and communities’ needs, and maintain epidemic control

status.
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2.3.3 Person-Centered Continuous ART

All PEPFAR programs, regardless of current ARV coverage levels, must implement strategies to
support continuous and uninterrupted person-centered ART. The strategies are expected to be
available in each site providing HIV testing, care, treatment, and prevention services ensuring

that all clients that start ARVs, have a continuous access to optimized regimens.

PEPFAR programs must work with local health system and community stakeholders, to design
and implement services that remove barriers to continuous care, especially those that drive out
stigma and discrimination, increase equity, and maximize provider responsiveness to put clients
at the center of care. Services that are person-centered recognize the agency of clients—their
right to make their own choices. Providers strive to enter a partnership with the person living with
HIV that honors their needs, preferences, and motivations along with their family and/or
significant others. In PEPFAR, services should also emphasize privacy, dignity, and voluntary
participation. The vision for successful continuous ART is life-long, person-centered service,
where the health system and affiliated organizations in the community demonstrate respect for
clients’ convenience and choices and make it as easy as possible for clients to remain on
uninterrupted ART across the lifespan and across changing life circumstances. Key supporting
elements of PEPFAR implementation—up-to-date policies, partner management, data-driven
decisions, and quality management—must consistently focus on clients and align to support a
client-centered approach in every PEPFAR-supported site, for every client. In addition, an equity
lens must be applied to tailor services for vulnerable populations including adolescent girls and

young women, key and priority populations, and children and families.

As OUs approach treatment saturation, the primary focus of treatment must be sustained
equitable service to keep all clients on continuous treatment and welcoming back any clients that

may have disengaged in treatment in the past.

2.3.4 PEPFAR Adaptations to COVID-19

Since March 2020, PEPFAR has been issuing weekly technical guidance to protect HIV services
and respond to COVID-19. PEPFAR has focused on four key priority areas as country teams,
headquarters experts and leaders, and partner governments have responded to the global
pandemic of COVID-19. These represent principles of PEPFAR’s COVID-19 response extending
into COP22.
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1. Ensuring continuity of HIV treatment and prevention services. In practice this means
separating drug delivery from clinical care, substantially increasing the use of multi-month
dispensing of ART, including PrEP, and making delivery of medication convenient and
decentralized. Adaptions to deliver prevention services safely and/or virtually and to
supply chain procedures have been made so that interruptions are minimized.

2. Leveraging the country health systems and infrastructure supported by PEPFAR to
strengthen country COVID-19 response. PEPFAR has been proactively leveraging its
platform to support HIV while also addressing COVID-19 screening, diagnostics, infection
prevention and control, and vaccine readiness and administration in the best interest of
HIV clients, beneficiaries, and communities in which they live.

3. The safety of PEPFAR-supported clients and health care workers is of critical
importance. PEPFAR has bolstered the guidance for infection protection and control in
clinics, purchased PPE, advanced use of effective safety policies, practices, and
procedures. Reducing client contact with health facilities where appropriate, advancing
use of electronic communication where possible reduces the burden on health facilities
and allows for improved client interactions.

4. Extending flexibility to the PEPFAR country teams within the PEPFAR’s mandates
and authorities to the extent possible to take into account COVID-19-related needs, in the

context of seeking to achieve the best possible HIV outcomes.

In support of country teams’ success in adapting PEPFAR as country health systems respond to
the rapidly changing COVID-19 context, S/IGAC has led an interagency team of experts who
together have regularly updated technical guidance on adaptations, reflecting both technical
expertise of USG and international experts, and aiming to be responsive to country context and
pressing concerns. The PEPFAR technical guidance on adaptations to COVID-19 can be found

at this link: https://www.state.gov/pepfar/coronavirus/.

2.3.5 Maintaining Health and Reducing Mortality Among People Living
with HIV by Addressing Comorbidities

Treatment of HIV through continuous, person-centered services supported by PEPFAR has
made it possible for millions of people to enjoy not only a greater lifespan, but also more years in
good health without serious illness. Mortality among people living with HIV is an independent
measure of program quality, perhaps the ultimate measure, and lowering mortality will require

successful programmatic implementation across the HIV prevention and treatment cascade.
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Individuals at highest risk for mortality include older individuals, children (particularly those under

5), and people with advanced disease.

Across PEPFAR, one in five persons living with HIV on ART is now over the age of 50, a
proportion that will continue to grow over time. Older individuals may develop age-associated
comorbidities that can affect life expectancy. The COVID-19 pandemic has highlighted the
importance of chronic diseases and comorbidities as health program and policy decisions and
adaptations are made. Providing client-centered services requires PEPFAR-supported
providers to be cognizant of important non-HIV health conditions impacting their clients and,

wherever possible, to address them.

Children. A treatment gap has persisted for children across the cascade and ensuring
adequate testing and treatment for this population is of paramount importance. Of particular
concern is reported mortality in children for whom diagnosis is delayed. Children under 5
years of age who have been identified as HIV-positive and initiated on treatment have the
highest death rate among all age groups in PEPFAR. Programs must put particular emphasis
on improving the three 95s across the pediatric cascade, including improving EID

coverage/linkage and rapid adoption of pediatric DTG.

Tuberculosis and Advanced Disease. Individuals with advanced disease have a significant
mortality, and early identification, linkage, and ART treatment initiation are critical to reducing
mortality (see Section 6.4.2). TB is the leading cause of death among all people living with HIV;
therefore, regular TB screening, rapid TB diagnosis, rapid treatment initiation, and TPT are
critical for reducing mortality (see Section 6.4.3). A package of interventions has been identified
that reduces mortality in individuals with advanced disease, and PEPFAR supports

implementation of this package (see Section 6.4.2).

Cervical Cancer. Cervical cancer is the number one cause of cancer mortality for women in
African countries served by PEPFAR, and HIV infection magnifies the risk six-fold. For this
reason, the Go Further partnership launched precancerous lesion screening and treatment
services in selected high-risk PEFPAR countries. All countries utilizing PEPFAR resources for
cervical cancer services are expected to adhere to the specific guidance (see Section 6.4.4) and

report on the indicators developed during FY18.

Sexually Transmitted Infections (STI). Provision of STI management and treatment remains
one of PEPFAR’s SIMS service delivery standards, affirming the importance of such

interventions as part of the HIV-related package of quality services. As for all services, a systems
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approach with coordination of resources from different sources and alignment with country

government policies and funder mandates is necessary to provide optimal service.

Other Comorbidities. PEPFAR cannot provide comprehensive health care as a vertical
integrated program for people living with HIV. However, as OUs attain equitable epidemic control
and plan for long-term, continuous HIV treatment services, country teams are encouraged to
leverage PEPFAR systems, to build connections within country health care systems, and to
strengthen partnerships among funders and donors to expand access for detection and treatment

of comorbidities.

OUs may consider addressing additional comorbidities (for example, viral hepatitis,
noncommunicable disease, mental illness) in a way that is prioritized based on their impact on
HIV treatment and the health of the clients. Addressing additional comorbidities using funds from
the COP envelope should only be proposed if it is built on a solid PEPFAR HIV service delivery
platform and can be done without adverse impact on HIV services; it is discouraged if epidemic
control has not been achieved equitably across regions and populations in an OU (Goal 1). It
should also be designed with Goals 2 and 3 in mind—for example, leveraging enduring lab,
supply chain, HRH, and information systems, as well as securing partnership and alignment with
national health programs, other U.S. government health and development programs, and donors

wherever possible.

More specifically, within PEPFAR OUs, districts (SNUs) that have demonstrated equitable
achievement of the 95/95/95 goals may offer, as part of operational plan strategy, funding for
more comprehensive services for people living with HIV, such as diagnosis and treatment of
hepatitis B and C, diabetes mellitus (DM) or hypertension (HTN). The bar for additional services
is high to ensure additional work is built onto a reliable, secure, and enduring system of service
delivery. Both HTN and DM diagnosis and support will require the same attention to quality and
continuity of treatment that is needed to achieve HIV epidemic control targets. Diagnostic testing
and treatment for these conditions must be affordable enough to feasibly bring to scale among
people living with HIV within the OU. Country teams should work directly with their supply chain
activity managers and USAID for forecasting and procuring test kits and pricing information. If
these additional services are funded in the COP as PEPFAR programming, they must be offered
equitably and without discrimination, and user fees must not be charged. Programs should refer

to the updated WHO recommendations on hepatitis B and C testing.
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2.4 Goal 2: Build Enduring Capabilities

2.4.1 Public Health Capabilities to Sustain Epidemic Control

PEPFAR’s work with partner countries to achieve 95/95/95 targets and achieve control of the
HIV epidemic reflects major successes of both clinical health care and public health, as well as
synergies that occur when health care and public health are aligned to achieve population health

goals.

As PEPFAR country teams work with stakeholders and partners to attain equitable epidemic
control, sustain people living with HIV on lifelong person-centered care and treatment, and help
align a variety of systems and partners in a united national effort, it is important to consider public
health capabilities that are needed to support a sustained HIV prevention and treatment program
that is resilient and capable of supporting a coherent public health response for HIV, and also
flexible and resilient enough to address additional health threats. In general, the Ministry of
Health and subnational public health entities should be positioned as central players in
assessment, policy development, and assurance and implementation. However, to be effective in
protecting and promoting the health of populations, it is important to envision and align a larger
Public Health System where other parts of government, community organizations, public and
private clinical providers, and a variety of other actors join governmental public health entities to

lead, shape, and support public health efforts in a multi-sector, multifaceted, sustained effort.

Critical public health capabilities that must be addressed for long-term HIV epidemic control

include the following.®’

1. Ensuring Availability of Critical Strategic Epidemiologic Information. For HIV, this includes

governmental functions related to disease surveillance, health information systems, investigation,

and response, and epidemiologic assessment including assessment of inequalities and trends.

2. Strengthening Key Public Health Institutions and Infrastructure. This represents the

institutional infrastructure and political authorization to do effective assessment, policy

development, and assurance activities. It includes the capacity and authorization to engage

57 Bloland, P., Simone, P., Burkholder, B., Slutsker, L., & De Cock, K. M. (2012). The role of public health institutions
in global health system strengthening efforts: the US CDC's perspective. PLoS medicine, 9(4), e1001199.
https://doi.org/10.1371/journal.pmed.1001199
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stakeholders and partners fully and meaningfully in assessment, planning and policy

development, and implementation and program monitoring.

3. Establishing Strong Public Health Laboratory Networks. For HIV this means optimized lab

network, as well as specimen referral networks, supporting information systems designed to
support timely production of results, disease surveillance and program monitoring. As
demonstrated in the COVID-19 pandemic, an effective laboratory network must be designed with
resilience to respond to public health threats and emergencies as well as sustained, aligned

countrywide efforts as for HIV.

4. Building a Skilled and Capable Workforce. Public health entities often have a dual function

that includes ensuring the technical and leadership workforce for public health is in place and
equipped and ensuring a sufficient skilled and representative workforce is serving across the

health sector.

5. Implementing Data Driven Public Health Programs. The capacity to lead, coordinate, and

manage public health programs with quality and fidelity, whether run by the ministry, a partner
government agency, or delegated, is a key public health capability. Programs must be proactive

responding to the data to keep control of an infectious disease.

6. Supporting Critical Operational/Applied Research. While research efforts can seem like a

lower priority during public health program implementation, the ability to conduct applied
research ethically and efficiently under real-world implementation conditions can be vital for

shaping programs as they evolve.

As PEPFAR teams and partner countries approach and attain epidemic control, prioritizing and

aligning work to build sustainable public health capabilities will be critical for long term success.

2.4.2 Surveillance and Information Systems

Durable, interoperable surveillance and health information systems with release of timely data
are an important aspect of PEPFAR’s strategic goals. PEPFAR seeks to build the enduring core
capabilities of partner governments and communities to lead, manage, and monitor the HIV
response in an effective, equitable, and enduring manner. Well-planned and developed
surveillance and health information systems are a vital part of this goal. Such systems form the
critical central nervous system of an effective public health response. For countries at or near
epidemic control, patient-level information systems are critical in this phase of the epidemic to
ensure there is appropriate action at the patient level so that providers can be alerted when

patients have treatment interruption and/or are virally unsuppressed. Timely implementation of
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well-tolerated ARV regimens and convenient and supportive HIV services (short wait times,
convenient multi-month drug dispensing) are all essential for patient and community viral
suppression, and reliable patient-level information is critical so that providers can deliver person-
center care. This includes but is not limited to electronic medical record systems that enable
patient monitoring to ensure continued engagement in treatment, allowing clinicians to track
patients, including transfers, and accurately capture patient data to improve ART continuity and

facilitate appointment scheduling and reminders (e.g., by bulk SMS).

These patient level data should be interoperable and integrated in such a way that they provide
actionable overviews of the HIV epidemic at the site, community, national and sub-national levels,
while ensuring data confidentiality and security. Dashboards that summarize and review the
geography and population groups of recent infections, hotspots and clusters of transmission, and
aggregate drivers of interruptions in treatment or lack of viral suppression, based on the patient
level data systems, can help partner governments in concert with local communities focus
interventions and resources where they are most urgently needed. The patient level data should
be incorporated into case surveillance systems, to understand the current dynamics of the HIV
epidemic, which populations and people are most at risk, so that interventions can be targeted
with assistance of the relevant community organizations. These case surveillance systems should
be supplemented with regular survey and surveillance activities, such as household surveys and
bio-behavioral surveys that include recency and viral suppression, as needed. All these systems
need to respect and protect the confidentiality and privacy of the people’s data they contain.
Ideally, the communities of people living with HIV and those most at risk, should also have their
own durable, actionable data systems that help them collate and analyze their community-led
monitoring feedback. This can help these communities engage in the HIV response, including
directing and advocating resources where they are most needed. More specific programmatic

direction is in Section 6.6.8.

2.4.3 Sustaining Epidemic Control: Leadership Capacity and
Functional Systems

For an effective transformation of the program, PEPFAR teams will need to continue focusing on
how systems work both formally and informally, working in concert with partner governments and
communities. Understanding a diverse set of country context variables, like institutional culture,
constitutional tradition, or civil service structures, will be necessary to consider in developing a

sustainable response. There are many informal practices that will shape a functional system and
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will simply not be understood from focusing on boxes on an organizational chart. Teams will
have to adapt activities, better define the problem, allow for a gap between theory and behavior
and promote effective leadership to make systems work together in the most optimal way.
Developing leaders who understand and effectively work within structures and traditions will be
an important focus for sustainability. Formal control structures will never take the place of self-

controls based on well-functioning systems.
How does the PEPFAR Program build a Functional System?

PEPFAR must start with a framework of an ideal system to sustain epidemic control that must be

adapted to realities on the ground. These realities include:

e Variable control regimes

e A gap between rules and behavior

¢ Risk management regimes that balance programmatic and fiduciary risk-variable
decision-making structures and traditions

e Civil service merit systems

e Varied legal and constitutional systems

e Unstable funding sources

When confronted with a range of on the ground realities, teams should appreciate that
transformation is not a short term, linear project. It will take time, require effective staging of

reforms, flexibility, and the ability to adapt to setbacks and unforeseen events.
Proper Problem Diagnosis

The most important basis for all change is engaging in proper and continuous problem diagnosis.
The suite of sustainability tools is constructed to look at the response holistically and provide a
high-level roadmap to proper problem diagnosis. The SID considers the range of structures,
policies and enabling conditions for a sustained response. It charts progress over time, but it also
points to the ability to have a functional system without an ideal structure. Table 6 can be used
alongside other information and data to improve understanding where barriers and current
PEPFAR programming do and do not align. The responsibility matrix helps provide a high-level
road map to local responsibility and emphasizes a phased and gradual approach from areas
where PEPFAR has had primary responsibility. It will enable teams to consider safety nets and
other supports as the transformation of PEPFAR having primary responsibility to local entities

having primary responsibility for the response. In the end, there is no substitute from continuous
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assessment of the functionality of the system and a willingness to understand that real problems

may be masked by superficial problems.
Successful Reform Strategies

Successful reforms will be calibrated to the specific risks and dynamics of national systems.

Within the contextual risks, teams should:

e Focus on desired cultural shifts (organizational cultures principally)
e Mobilize all levels of behavior, formal and informal
e Have persistent and committed leadership

o Program transformation needs to be owned by many actors,

o Needs daily monitoring and attention

Reforms fail because one size does not fit all and there are no best practices, rather there are
best available practices. Reforms fail because they are focused on process, not behavior.
Reforms fail because they are instrumentalists (we need a functioning lab system) as opposed to
outcome oriented (95% of patients of ART should be virally suppressed). Reforms fail because
there is always a gap between rules and behavior, between policy/process and practice.
Reforms fail because donors want more than what political, economic, and social systems can
handle. In short, for each necessary activity, PEPFAR will need to describe an ideal but insist on

a minimum level of outcome.

Changing Rules and Structures does not Necessarily Change Behavior, Leadership

Matters

The lynchpin to success is a laser focus on leadership, people who can not only manage a
process but ensure the informal systems, internal culture, and behaviors of actors within the

system change and that program direction and adaptation respond to evolving challenges.

2.4.4 People-Centered Supply Chain Modernization

To support people-centered ART, Case Finding, and Prevention Services, PEPFAR-supported
countries must drive toward more people-centered supply chains to achieve HIV epidemic

control and maximize product availability, quality, and affordability as well as convenience for
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the individual.>® Beginning with ARV optimization, expansion of Multi-Month Dispensing (MMD),>®
person-appropriate use of Decentralized Drug Distribution,®® and innovative re-supply
solutions, countries must show they have a strategy for a supply chain that meets the evolving

and future programmatic needs.

Each country’s supply chain strategy and operations must demonstrably:
e Strengthen the collection, management, and use of supply chain-related data for
enhanced process improvement, transparency, and accountability of commaodity ordering,

distribution, and final mile delivery.

e Work towards reliable and consistent data systems (paper to digital) that enable
evidence-based decision-making at all levels of the health system, appropriate to the
contexts of each country program and across technical areas (prevention, treatment, and

lab (see Section 6.6.1.2 Laboratory Global Purchasing and Service Level Agreements for

more guidance on lab data).

¢ Introduce and scale differentiated service delivery options for eligible patients, including
increasing decentralized drug distribution access points, to better meet patient

preferences, improve treatment adherence, and enhance viral load suppression.

e Enhance supply chain sustainability and reduce operational dependencies on PEPFAR
supply chain partners by working with commodity vendors to increase private sector

management of commodity delivery and distribution activities.

1. Ensure quantifications are based on data and all stakeholders are included in the
exercise. ARVs quantified are on the PEPFAR Tiered ARV List (ideally Tier one) to
guarantee treatment optimization (see section on ARV optimization and Section 7.2.6

Commodities Planning for details but contact HQ with any questions) .

58 Coulter, A., & Oldham, J. (2016). Person-centred care: what is it and how do we get there? Future Hospital
Journal, 3(2), 114-116. https://doi.org/10.7861/futurehosp.3-2-114

%9 Hoffman, R. M., Moyo, C., Balakasi, K. T., Siwale, Z., Hubbard, J., Bardon, A., Fox, M. P., Kakwesa, G., Kalua, T,
Nyasa-Haambokoma, M., Dovel, K., Campbell, P. M., Tseng, C. H., Pisa, P. T., Cele, R., Gupta, S., Benade, M., Long, L.,
Xulu, T., ... Rosen, S. (2021). Multimonth dispensing of up to 6 months of antiretroviral therapy in Malawi and
Zambia (INTERVAL): a cluster-randomised, non-blinded, non-inferiority trial. The Lancet Global Health, 9(5), €628—
€638. https://doi.org/10.1016/s2214-109x(21)00039-5

60 Barnabas, R. V., Szpiro, A. A., van Rooyen, H., Asiimwe, S., Pillay, D., Ware, N. C., Schaafsma, T. T., Krows, M. L.,
van Heerden, A., Joseph, P., Shahmanesh, M., Wyatt, M. A., Sausi, K., Turyamureeba, B., Sithole, N., Morrison, S.,
Shapiro, A. E., Roberts, D. A.,, Thomas, K. K., . .. Celum, C. (2020). Community-based antiretroviral therapy versus
standard clinic-based services for HIV in South Africa and Uganda (DO ART): a randomised trial. The Lancet Global
Health, 8(10), e1305—-e1315. https://doi.org/10.1016/s2214-109%(20)30313-2
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e Plan for and regular implementation of safe collection and environmentally sound
disposal of pharmaceutical and other waste in accordance with best practices (see also

Sections 6.6.1.5 Biosafety and Waste Management and 6.7.3 Waste Management).!

e Make progress towards reducing long-term dependence on donor funding and refocus
technical assistance to support increasing responsibility for oversight of the public

health supply chain as the principal stewards for commodity availability and security.

e Accelerate utilization of private sector capabilities and infrastructure where appropriate,
including outsourcing elements of the supply chain®? to maximize efficiency and
effectiveness. Focus on segments such as warehousing and distribution is expected as
private sector markets for these services continue to grow. Enhanced performance and
increased visibility to the point of care are supply chain priorities that also provide
opportunities to engage the private sector (for example, performance-based outsourcing

and exploring vendor managed inventory, beyond lab) .

e Proactively monitor and mitigate procurement and supply chain related risk through
routine performance data analysis using standardized metrics.®®

e Support third party monitoring (TPM) for assessment and oversight of local partners and
supply chain programs to mitigate and manage: performance, commodity leakage,
warehousing, distribution, fair pricing, and open procurement processes, in an effort
to increase transparency as well as continuous process improvement while avoiding

conflict of interest.

e Provide multilateral coordination, to monitor shipments from all sources, while sharing

data to promote transparency and avoid over- or understock situations.

e Collaborate with donors and other stakeholders to receive the most competitive prices for
commodities and required logistics. This collaboration would benefit from including
market-shaping initiatives, intended to drive prices down, ensuring that existing resources

can satisfy more of the existing needs.

e Proactively share knowledge and data between supply chain and clinical implementing

partners through appropriate channels related to in-country availability of commodities,

61 World Health Organization, Chartier, Y., & World Health Organization. (2014). Safe Management of Wastes from
Health-care Activities. World Health Organization.

62 GHSC-PSM. (2014, May 1). Technical Report: Logistics Outsourcing and Control Management in Public Health.
Ghsupplychain.Org. https://www.ghsupplychain.org/sites/default/files/2019-07/LogiOutsContMana.pdf

631.5.C.G. (2021, January 1). Harmonization of Key performance indicators. Https://Isghealth.Org/Key-Performance-
Indicators/. https://isghealth.org/key-performance-indicators/

COP/ROP22 Guidance for All PEPFAR-Supported Countries Page 94 of 780


https://www.ghsupplychain.org/sites/default/files/2019-07/LogiOutsContMana.pdf
https://isghealth.org/Key-Performance-Indicators/
https://isghealth.org/Key-Performance-Indicators/
https://isghealth.org/key-performance-indicators/

upcoming shipments, requests for stock distributions, and recommendations made by

technical working groups to shift provider prescribing patterns to mitigate stock-out risks.

PEPFAR supported countries should be prepared to present their supply chain strategy,
including procurement, through commodity availability at facility level, for modernization during
the virtual COP Planning meeting for COP22. The brief and discussion should include each of

the salient points addressed above and the timeline for implementation.

For more information on the above please see references and these sites:
2020 ARV Summit materials

EpiC DDD Resource Library

PSM DDD Resource

The Interagency Supply Chain Group website

The Logistics Handbook

The Procurement and Supply Management Toolbox

The National Supply Chain Assessment

The Outsourcing Toolkit

The Framework on Distribution Outsourcing in Government-Run Distribution Systems

2.4.5 Using PEPFAR Capabilities to Address COVID-19
and Other Health Threats

The COVID-19 pandemic required PEPFAR programs to safely sustain effective HIV treatment
and prevention services in the face of substantial health system disruption and risk caused by
COVID-19. At the same time, the systems and program infrastructure built and strengthened by
PEPFAR has been an invaluable asset to countries for HIV, but also in COVID-19 response from
testing to vaccine administration. PEPFAR teams should consider health systems that, while
focused for HIV service delivery, could have dual or broader multi-purpose that respond to HIV
but could also be appropriately leveraged for additional health threats. While PEPFAR’s design,
funding, and authorization are specifically for HIV, the systems and capabilities created for HIV
use should be resilient and adaptable such that they can readily support additional use. As an
example, PEPFAR laboratories and data systems were designed, built, and resourced for use
within PEPFAR’s HIV mission, but came quickly into use for COVID-19 diagnostics and
surveillance. While PEPFAR funding for purposes beyond HIV is limited, additional donor funds
(Global Fund) and U.S. government efforts including American Rescue Plan Act of 2021 (ARPA)

have been used to strengthen existing systems and add functionality, rather than build new
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vertical systems/platforms for exclusive COVID-19 use in parallel with PEPFAR systems and

platforms.

Specific, timely guidance about leveraging PEPFAR infrastructure and staff for COVID-19 and
other disease responses is shared as needed by S/IGAC.

2.4.6 Sustaining Delivery of HIV Services by Local Partners

To sustain epidemic control, it is critical that the full range of HIV prevention and treatment
services are owned and operated by local institutions, governments, and community-based and
community-led organizations, including faith-based organizations, key populations-

led organizations, women-led organizations, veteran led, those led by and serving youth and
adolescent girls and young women, and people living with HIV (including children and
adolescents). The intent of transitioning to local partners is to increase the delivery of direct HIV
services, along with non-direct services provided at the site, and establish sufficient capacity,
capability, and durability of these local partners to ensure successful, long-term, local partner
engagement and impact. For effectiveness and sustainability, PEPFAR promotes organizations

that can effectively and sustainably reflect the communities that they serve.

This transition is a priority for all OUs and Regional Programs. In 2018, PEPFAR set a goal that
by the end of FY19, 40% of new funding going to partners, by agency, must be local, and by the
end of FY20, 70%. From a funding perspective, the FY19 benchmark was achieved globally, with
47% of all PEPFAR funding going to local partners in FY19. Significant progress has been made
toward the FY20 goal as well, with the overall number of partners that are local surpassing 70%
in FY20. However, currently, at the start of FY22, the 70% benchmark has still not been achieved
for the total amount of funding that is going to local partners. COP20 and COP21 (FY21 and
FY22) both have 54% of funding going to local partners, up from 52% in COP19/FY20. Additional
progress may still be revealed within COP20 and COP21 as to be determined (TBD) partners are

identified and awarded if these awards go to local partners.

In COP22, each OU must continue to advance towards this goal of 70% of funding going to local
partners, keeping in mind the context of the local partner mix and types of public and private
partners available to provide essential services. In OUs that have not met the 70% target,
capacity-building and mentorship efforts for local partners should be prioritized in COP22
planning, with funding set aside to support this work, and with specific, measurable, and time-
bound benchmarks identified for the lifetime of the capacity-building efforts, culminating in the

transition to local partner implementation. COP22 continues the emphasis of increased
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engagement of local partners, including government agencies at national and local levels; peer-
led groups; community organizations, including faith-based organizations and KP, youth and
women-led organizations; and private sector entities. The transition to local partners builds
capacity for national and regional responses to HIV and TB and is critical to sustaining core

programs over time.

In spite of the overall progress in the local partner transition being stalled between COP20 and
COP21, certain program areas and activities within the PEPFAR program have seen progress in
the local partner transition during this time. Most notably, prevention programming, which lagged
behind Care and Treatment considerably in transitioning to local partners, saw 53% of funding
going to local partners in FY22, up from 46% in FY21. This change was driven by both USAID
and CDC transitioning to local partners during this period, especially in the following countries:
Ethiopia, Kenya, Mozambique, Tanzania, Uganda, and Zambia, among others. It is important to
understand that FY22 results shown in this analysis represent the FY22 partners that were
known at the start of FY22, when the analysis was completed. Partners not yet identified at this
time or not yet formally awarded and named in PEPFAR systems were excluded from this
analysis. This may include a significant number of partners who are local. Complete and final

results for FY22 will not be available until all partners have been identified.

The following graphs show details of transition progress, expressed as the proportion of total
funding going to local and international partners in the FY21 and FY22 (COP20 and COP21)
cycles. The source of this data was the COP budgets as entered in the FAST (or OPU
workbooks) and uploaded in FACTS Info. These graphs show all agencies combined, then also
show the progress of HHS/CDC and USAID separately. The following parameters are used in

this local partner funding analysis:

e Placeholder mechanisms (also known as TBD mechanisms) whose local or international
designation is unknown because the partner has not yet been identified and named in
PEPFAR systems are excluded

¢ United States Government Management and Operations costs are excluded

e Major commaodities procurement mechanisms are excluded (GHSC RTK and PSM
mechanisms)

e Peace Corps is removed since Peace Corps does not make awards to prime partners
that are external to Peace Corps

e Centrally managed mechanisms are included

e Total funding (new plus applied pipeline) amounts are used

COP/ROP22 Guidance for All PEPFAR-Supported Countries Page 97 of 780



Funding amounts are by year of implementation, not year of planning

The local partner proportions shown in the graphs below may include regional partners who are

not indigenous to the OU, but instead are based in the region. Please reference the definition of

local partner used by PEPFAR below. Data in the below graphs is current as of January 7, 2022.

Figure 2.4.6.1 FY 21-22 Total Funding by Local and International Partner Charts

FY 21 Local vs International Budget- All Agencies
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FY 21 Local vs International Budget-HHS/CDC
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Figure 2.4.6.2 FY 21-22 Total Funding for Service Delivery by Local and International Partner

Charts
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FY 21 Service Delivery Local vs International Budget-USAID

FY 22 Service Delivery Local vs International Budget-USAID
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Figure 2.4.6.3 FY 21-22 Total Funding for Care & Treatment Service Delivery by Local and

International Partner Charts

FY 21 Care & Treatment Service Delivery Local vs
International Budget- All Agencies

FY 22 Care & Treatment Service Delivery Local vs
International Budget-All Agencies
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FY 21 Care & Treatment Service Delivery Local vs
International Budget-HHS/CDC

TOTAL

FY 22 Care & Treatment Service Delivery Local vs

International Budget-HHS/CDC
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Figure 2.4.6.4 FY 21-22 Total Funding for Prevention Service Delivery by Local and International

Partner Charts
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FY 21 Prevention Service Delivery Local vs International FY 22 Prevention Service Delivery Local vs International

Budget-USAID Budget-USAID
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Under the challenging time of COVID-19, local partners have been critical — demonstrating their
capacity to ensure that clients receive the services they need, exemplified by their results

maintaining clients on continuous treatment in FY20 compared to international partners in Figure

2.4.6.5. The retention (continuity of treatment) proxy (annual calculation, in yellow) may be

affected by some partners not continuing into FY20 or only starting in FY20.
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Figure 2.4.6.5: Local and International Partner Results in Maintaining Clients on Continuous
Treatment by OU in FY21
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1. Definition of a Local Partner: Under PEPFAR, a “local partner” may be an individual, a sole

proprietorship, or an entity. However, to be considered a local partner, the applicant must submit

supporting documentation demonstrating their organization meets at least one of the three

criteria listed below at the time of application. In the below definition, a region is defined as one

of the 2020 State Department/ ForeignAssistance.gov Sub Regional groupings (e.g., Southern

Africa, Central Africa, Central America, etc.), which are shown in the table below.

COP/ROP22 Guidance for All PEPFAR-Supported Countries

Page 104 of 780



Individual

An individual must be a citizen or lawfully admitted permanent resident of and have his/her
principal place of business in the country or region served by the PEPFAR program with
which the individual is or may become involved, and a sole proprietorship must be owned by
such an individual

or

Entity other than a sole proprietorship (such as, a corporation or not-for-profit) must meet all

three areas of eligibility:

must be incorporated or legally organized under the laws of, and have its
either | principal place of business in the country served by the PEPFAR program with

which the entity is involved;

or must exist in the region where the entity’s funded PEPFAR programs are

implemented

sither must be at 75% beneficially owned at the time of application by individuals |

who are citizens or lawfully admitted permanent residents of that same country

at least 75% of the entity’s staff (senior, mid-level, support) at the time of
or application must be citizens or lawfully admitted permanent residents of that

same country

where an entity has a Board of Directors, at least 51% of the members of the
3 Board must also be citizens or lawfully admitted permanent residents of such

country

or

Government Ministries and Parastatals

Partner government ministries (e.g., Ministry of Health), sub-units of government ministries,
and parastatal organizations in the country served by the PEPFAR program are considered
local partners. A parastatal organization may be fully or partially government-owned or
government-funded organization. Such enterprises may function through a board of
directors, similar to private corporations.
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Figure 2.4.6.6: Sub Regional groupings
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2.5 Goal 3: Building Lasting Partnerships by Strengthening

Coordination and Cooperation

To achieve sustained control of the HIV/AIDS epidemic, it is essential that PEPFAR teams

actively and routinely coordinate and communicate with stakeholders including partner country

governments, multilateral organizations, other bilateral donors, the private sector, and civil

society, including KP-led, community-led, women-led, and faith-based organizations, among

others.
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Goal 3 of the draft PEPFAR 2021-2025 Strategy under development highlights the opportunity
and the imperative to both continue the vital work of coordinating and communicating in a way
that heightens impact and accountability, and also to build lasting strategic partnerships that
strengthen the available services and add resilience to OU efforts to institutionalize the work

needed to sustain HIV epidemic control.

For COP22, teams are expected to actively engage stakeholders in all aspects of strategic
planning. To this end, each PEPFAR OU team is required to conduct a country-centered
strategic planning consultation with local stakeholders by the end of January 2022/early
February 2022. The retreat will be used to introduce and discuss all COP22 tools, guidance,
results, and targets, as well as the proposed trajectory and strategy for COP22. Following
COP22 submission, teams are expected to plan for continued engagement with external
stakeholders through routine sharing of data on at least a quarterly basis from the PEPFAR
Oversight and Accountability Response Team (POART). As communication and coordination
advance to alignment and partnership, participation by stakeholders in POART calls is

encouraged.

2.5.1 Partner Country Governments

PEPFAR is committed to continually strengthening its partnership with country governments to
ensure alignment between PEPFAR support and national priorities and investments.
Collaborative planning between PEPFAR and partner-country governments is critical to ensuring
that prioritized interventions are scaled, geographic priorities are shared, and that all available
resources for HIV/AIDS in the country are utilized optimally. Every year, PEPFAR country
teams—in close collaboration with partner countries and the Global Fund—ensure that dollars
strategically align to address gaps and solutions for impact while maximizing transparency,
efficiency, quality assurance, and accountability of resources. OU teams must regularly consult
and communicate with the Ministry of Health (at various levels), the National AIDS Control
Authority (or its equivalent), the Ministry of Finance, other relevant ministries (e.g., Defense,
Education), and relevant government leaders, e.g., Office of the President and/or Prime Minister.

This engagement is critical to ensure that PEPFAR’s role in the national response is clear.

One of the COP Minimum Program Requirements (MPR) is to increase domestic resources
expended. Undertaking greater financial responsibility for the HIV response is a core component
of PEPFAR’s Sustainability Framework (below). Increasing the domestic financial responsibility

to sustain HIV epidemic control takes time to achieve. Part of this can be met through the co-
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financing requirements under the Global Fund grants, which need strong transparent and
accountability measures. Outside of the co-financing requirements, mission teams can also
contribute to achieving the MPR by providing evidence-based advocacy and communication on
increasing domestic expenditures in the HIV response with various country government entities.
This is the best way to enhance political will and increase government financial commitment to
HIV where and when possible. In the time of COVID-19, where economies have contracted and
government debt ballooned, it is also important to emphasize efficiency in resource use while
also ensuring that budget commitments and allocations are not redirected away from supporting
the HIV response. This means looking into base spending and identifying activities that may not

be necessary or should be right sized while maintaining core services on the ground.
Figure 2.5.1.1 Accelerating impact towards sustained HIV epidemic control through shared
responsibility

Accelerating Impact Towards Sustained HIV Epidemic Control Through Shared Responsibility
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Partner country governments may also serve as key PEPFAR implementing partners through
government-to-government (G2G) agreements. This direct funding of the partner-country
government can provide opportunities to improve coordination of PEPFAR programs with the
national response, and it can also strengthen technical, management, and financial systems in
the long term for sustained epidemic control. It can also pose unique challenges and risks that
must be taken into account in the COP planning process. USAID’s G2G Risk Management and

Implementation Guide provides a good starting point when identifying and addressing

vulnerabilities and threats that teams should consult. Agencies should also consult any other

relevant agency guidance.
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2.5.2 Multilateral and Private Sector Partner Engagement

Multilateral Partners

Multilateral partners, including the Global Fund to Fight AIDS, Tuberculosis, and Malaria,
UNAIDS, WHO, the United Nations Children’s Fund (UNICEF), the World Bank, and others, play
a critical role in supporting our mutual goal of HIV epidemic control. Often, they have core
competencies that differ from PEPFAR and other donors and can play a significant role in
influencing partner government policy and program decisions, addressing implementation
challenges, and coordinating and aligning efforts across the partners. OU teams must proactively

engage multilateral stakeholders from the earliest phase of COP planning.

The U.S. government contributes up to one-third of all Global Fund dollars for AIDS, TB and
malaria activities. PEPFAR teams must seek to ensure PEPFAR, partner country, and Global
Fund resources strategically align to maximize impact. In October 2019, the Global Fund held
its 6™ Replenishment conference, meeting its $14 billion pledge goal and launching a new
funding cycle covering the 2020-2022 period, which aligns with implementation in 2021-2023.
This new cycle coincided with the COP20 season. The overlap in COP20 and Global Fund
planning provided an opportunity for countries to consider all resources at one time and plan
holistically using shared epidemiologic data, program results, outlays, and planning levels.
Portfolio optimization—the process by which more Global Fund funding can be added by the
Global Fund to an existing Global Fund grant, which has an intervention registered in the Unmet
Quality Demand (UQD) register—offers an opportunity to recipient countries to access
additional Global Fund resources to further support the national response. PEPFAR continues
to collaborate with the Global Fund and others to better align resources, avoid duplication, drive
efficiency, and improve the cost data and resource estimations of HIV treatment and prevention
programming. The multiyear Resource Alignment collaboration provides harmonized financial
data to better understand HIV investments across PEPFAR, the Global Fund, and partner
country government; enhances strategic collaboration and coordination during program cycle
planning; and advances efforts around domestic responsibility and resource mobilization to
ultimately ensure financial and programmatic sustainability of HIV programs. PEPFAR is also
actively engaged in Global Fund Board- and Committee-level dialogues on the development of
the Global Fund’s 2023-2028 strategy.

In addition to the amounts appropriated by the U.S. Congress, under the Global Health
Programs account, under regular annual appropriations acts for U.S. contributions to the Global
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Fund, the U.S. Congress has made available $3,500,000,000 in Economic Support Funds under
the American Rescue Plan Act of 2021 (ARPA) for a U.S. contribution to the Global Fund for
COVID-19 related programming. The U.S. government intends, subject to the completion of
applicable congressional notification procedures, to provide this additional contribution in
support of the Global Funds’ COVID-19 Response Mechanism (C19RM). The Global Fund
Board created the C19RM in April 2020 to finance interventions in countries receiving Global
Fund investments to mitigate the effects of COVID-19 through 1) control and containment
interventions such as personal protective equipment, diagnostics, and treatment; 2) COVID-19
risk mitigation measures for HIV, TB, and malaria programs; and 3) expanding the
reinforcement of key aspects of national health systems. Countries may request C19RM funds
through March 31, 2022, and deploy funds through December 31, 2023. PEPFAR OUs should
continue to work through the Country Coordinating Mechanism (CCM) to ensure that activities
proposed for C19RM funding are clearly defined, communicated, and complementary to those
supported by funding from PEPFAR and other sources, i.e., donor or domestic funds. PEPFAR
OUs should also work with CCMs to ensure that proposed activities are responsive to and
reflective of communities’ input and priorities.

Figure 2.5.2.1 Trends in Total HIV Investments by Funder, 2018-2022
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Using the FY21 Q4 data analysis for HIV and TB/HIV co-infection, resource alignment data, the
availability of trend data across OUs, SID analysis, the Global Fund Principal Recipient data, and

commodities consumption and forecasting data, OU teams must support the government to
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convene relevant stakeholders to review the PEPFAR Country overall strategic direction for
COP22. In addition, teams can use this joint planning process as an opportunity to identify
emerging priorities that can be funded through grant savings and the Global Fund’s Portfolio
Optimization process. PEPFAR OU teams are also encouraged to be apprised of technical
assistance needs—in consultation with Global Fund and UNAIDS contacts—and convey these to

HQ to inform the allocation of Global Fund technical assistance resources as applicable.

Quality health services are essential to ensure that optimal health outcomes are met on a daily
and routine basis. Existing or emerging barriers to continuous ART coverage, such as high levels
of treatment interruption, high morbidity or mortality rates, or increased incidence of HIV
transmission between partners, need to be identified and resolved in real time. Additionally,
quality health services need to be person-centered, equitable, and efficient. Diligent and
sustained attention to quality is required to reach sustained epidemic control. This expectation for

COP22 should be the same as expectations for programs funded with Global Fund dollars.

The Joint United Nations Programme on HIV/AIDS (UNAIDS) is another critical partner of
PEPFAR. PEPFAR OU teams along with UNAIDS and its 11 UN agency co-sponsors must
collaborate early and throughout the COP process to solicit each other’s input and support.
UNAIDS, including its Secretariat at the global and country levels and co-sponsoring agencies, is
an effective partner in working with countries to advance the shared goal of achieving epidemic
control, reaching 95/95/95 by 2030. The Global AIDS Strategy 2021-2026 developed by UNAIDS
is focused on the intersecting inequalities that continue to drive the epidemic and provides a
framework to get the response back on track to reach its goals by 2025. The Global AIDS
Strategy received political endorsement at the highest level in the 2021 HIV AIDS Political
Declaration at the United Nations General Assembly High Level Meeting in June 2021. UNAIDS
and its 11 UN agency co-sponsors are instrumental in building support for global data,
PEPFAR's approaches and its alignment and harmonization with programs supported by partner-

country governments, the Global Fund, and others.

Within this coordination, data regarding the current epidemiology and response must reflect a
shared and consistent understanding of the total national response. The decision by UNAIDS
and WHO to adopt definitions on global indicators in line with those of PEPFAR help foster a
better understanding of national responses and bring the organizations in better programmatic
alignment. As is common practice, any differences in this understanding of the epidemic must be

resolved before COP finalization.
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Multilateral stakeholders must be invited to participate throughout the in-country COP
preparation process, including the COP22 Meetings. PEPFAR teams must work with multilateral
organizations to identify in-country representatives to participate in the COP22 Meeting.
PEPFAR OU teams must also engage multilateral partners at other stages in the PEPFAR
operating model, including before and after POART calls, during site visits, and when external
technical assistance visits occur, as are appropriate for country context given the overlay of the
COVID-19 pandemic constraints. Section 2.5.3 includes best practices to ensure engagement

with multilateral partners and civil society organizations is meaningful.
Private Sector Partners

No one government or entity can address the HIV epidemic alone. Success relies on building
meaningful and wide-ranging partnerships with the private sector at global and local levels.
Scalability and sustainability of programs is more likely to be achieved with support of and
collaboration with the private sector. In addition, partnerships with the private sector can offer
opportunities for pursuing innovative strategies that may later be replicated. Teams should build
partnerships with a diverse set of private sector stakeholders, including private for-profit
institutions, social enterprises, foundations, and private sector health delivery systems (for
example, private pharmacy chains, private provider networks and clinics, or private hospitals).
Offering HIV services in private sector health pharmacies, clinics and drug shops can benefit
PEPFAR programs in several ways. For example, private sector services can increase access
and uptake of HIV prevention and treatment services for people who live far from public clinics,
find hours inconvenient, or experience long wait times associated with accessing services in
public sites. Established models for offering HIV services through the private sector include
distribution of HIVST kits through pharmacies, provision of PrEP within private clinics, ARV pick-
ups at private clinics and pharmacies, and the full provision of ART services through private

providers.

Private Sector Engagement (PSE) strategies and Public Private Partnerships (PPPs) are
enablers that engage expertise, core competencies, skillsets, and/or encourage coordination of
resources investments (in-kind, cash, or other) to seek to achieve epidemic control. It is
important to note that private sector engagement may not necessarily result in a formal public
private partnership, but rather, is an engagement strategy that engages with the core business
and/or competencies of the private sector to seek to achieve a country’s and PEPFAR’s goals.
For example, PEPFAR may work closely with pharmaceutical or diagnostic manufacturers, in a

manner consistent with applicable law and regulation, to inform them on the challenges they may
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wish to consider when creating new products or technologies. PEPFAR Country Teams should
engage, consistent with applicable law and regulations, with private sector partners and potential
stakeholders early and often to identify opportunities for innovation and potential solutions to
programmatic needs, interests, and challenges. PEPFAR defines formal PPPs as collaborative
endeavors that coordinate technical expertise and contributions from the public sector with
expertise, skillsets, and contributions from the private sector (financial or in-kind) to achieve
epidemic control. It is essential to align PPPs with programmatic goals, challenges, or gaps and
work collaboratively with other technical areas to accelerate outcomes and results. PPPs can be
used to advance PEPFAR’s goals and programmatic approaches in a more efficient and
effective way. Partnerships can also be used to bridge the gap between innovation and scale. In
this model of partnership, a partner invests in a proof of concept to create a new evidence-base,

while PEPFAR supports the transition from innovation to sustainable, scaled implementation.

PSE and PPPs also can help PEPFAR programs and services adapt a people-centric approach.
As the needs of beneficiaries change, so should country programming, and PPPs can be utilized
to ensure people-centricity in program design. Using private sector expertise such as behavioral
science, user-centered design, or market segmentation, PPPs can help drive programming in a
way that maximizes impact for epidemic control. For example, in DREAMS and MenStar, user-
centered design work implemented by the private sector provided insights into how country

programming can be adopted to be more people-centric and effective in reaching targets.

When a potential PPP includes the State Department, then S/GAC must be consulted on all
such proposed PPPs to ensure appropriate State Department approval. For further

information on U.S. Department of State approval policies regarding PPPs, see 2 FAM 970.%4
USG implementing agencies also should consult internally to ensure their policies and
procedures on PPPs and PSE are being followed. Partnerships should also be in line with

national policies and regulations set by country governments.

The following are examples partnerships that support country programming to be more effective

and/or people-centric:

Global Partnerships:

MenStar Coalition

%4 https://fam.state.gov/FAM/02FAM/02FAMO0970.html
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The MenStar Coalition is a public-private partnership that includes PEPFAR (represented by the
U.S. Department of State), the Elton John AIDS Foundation, Unitaid, the Global Fund, the
Children’s Investment Fund Foundation, Johnson & Johnson, and Gilead Sciences. Its goal is to
reach an additional one million men with HIV treatment services and aims to reach over 95%
viral suppression among adult men. Specifically, each partner brings unique capabilities to
meaningfully engage. MenStar brings together the HIV service delivery capacities of the public
sector with the consumer-oriented marketing acumen of the private sector to optimize efforts in
reaching men. The Coalition takes a coordinated people-centered approach to identify underlying
barriers to men’s testing, linkage to HIV treatment, and achievement of viral suppression.
Powered by insights developed by the Coalition and the Bill & Melinda Gates Foundation, the
MenStar Coalition®® has developed and refined innovative demand creation and supply side
programs to improve healthcare for men at each stage of the HIV treatment cascade. Country
programs should use the insights referenced above to adapt/design their programs in a way that
directly address the barriers for men to access HIV services. To help in doing so, Operational
Guidance has been created which provides a step-by-step process on how to operationalize the
MenStar approach into country programs.®® Additional MenStar information and resources
including the strategy, core package of services, and country program examples, can be found

here and on SharePoint at MenStar on SharePoint.

DREAMS: Determined, Resilient, Empowered, AIDS-Free, Mentored, Safe

The DREAMS (Determined, Resilient, Empowered, AIDS-free, Mentored, and Safe) public-
private partnership includes: PEPFAR, the Bill & Melinda Gates Foundation, Girl Effect, Gilead
Sciences, Johnson & Johnson, and ViiV Healthcare. The ambitious DREAMS Partnership
focuses on the reduction of HIV incidence among adolescent girls and young women by
delivering a multi-sectoral, comprehensive package of evidence-based interventions. Technical

Guidance is provided in Section 6.2.2.2. Private sector partners contributed unique expertise to

strengthen and complement PEPFAR’s programming, including: a financial grant for the
procurement of PrEP for adolescent girls and young women; independent implementation

science research and impact evaluation studies to measure DREAMS results; market

65 https://www.menstarcoalition.org/being-client-centered-2/

66
https://pepfar.sharepoint.com/sites/MenStar/Shared%20Documents/Forms/Allltems.aspx?id=%2Fsites%2FMenSta
r%2FShared%20Documents%2FCountry%20Team%200perational%20Guidance%20and%20M%26E%2FMenStar%?2
0Operational%20Guidance%2Epdf&parent=%2Fsites%2FMenStar%2FShared%20Documents%2FCountry%20Team%
200perational%20Guidance%20and%20M%26E
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segmentation analytics and peer-to-peer programs to better understand girls’ needs; brand
creation, media, and communications expertise to reach girls; and capacity building for

community-based organizations.

Go Further: Ending AIDS and Cervical Cancer

Go Further is a public private partnership committed to creating a healthier future for women.
Partners include the George W. Bush Institute, UNAIDS, Merck, and Roche. The partnership
aims to reduce new cervical cancer cases by 95 percent among women living with HIV in 12
African countries (Botswana, Eswatini, Ethiopia, Kenya, Lesotho, Malawi, Mozambique, Namibia,
Tanzania, Uganda, Zambia, and Zimbabwe). To achieve the goals of Go Further, the partners
coordinate their support in these select countries to integrate and scale up cervical cancer
screening and precancerous lesion treatment services for all women on antiretroviral therapy

between the ages of 25 and 49. See Section 6.4.4 for technical considerations.

Collaborating to Save Children

As a follow-on to PEPFAR’s remarkable impact with the ACT Initiative, PEPFAR helps facilitate
and expedite the research, development, approval, introduction and uptake of optimal drugs and
formulations for infants, children, and adolescents. PEPFAR joined the Holy See and UNAIDS to
convene a series of High-Level Dialogues with leaders of major diagnostic and pharmaceutical
companies, multilateral organizations, governments, regulators, non-governmental including
faith-based organizations, and others who are directly engaged in providing services to children
living with and vulnerable to HIV. During these dialogues, key stakeholders agreed to specific
good faith commitments to focus, accelerate, and collaborate on the development, registration,
introduction, and roll-out of the most optimal HIV and TB pediatric formulations and diagnostics
for children living with HIV. Referenced in the 2021 WHO updated HIV guidelines®” and

summarized in Section 6.4.1.1, all countries should prioritize rapid policy adoption and

procurement of DTG starting at 3 kg and 4 weeks of age. PEPFAR will continue to leverage its

work with private sector partners to support pediatric programs at scale.

Partnering on People-Centered Supply Chain Modernization

PEPFAR will increasingly collaborate with the private sector on solutions to modernize the supply
chain. The private sector can play an important role in delivering a people-centered supply chain,

which brings our commodities to the beneficiary rather than our beneficiaries to the commodities.

87 https://www.who.int/publications/i/item /9789240031593
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Specifically, PEPFAR will draw upon the private sector’s insights on beneficiary preferences, and
their expertise for getting products to people as quickly, efficiently, and accurately as possible.
As countries shift from operating their own supply chains to outsourcing and managing supply
chains, the private sector will play a role in sourcing, warehousing, logistics, transporting, and
final mile delivery. PEPFAR may also adopt innovations from industry to deliver efficiently to

patients by using cutting-edge technology and the latest insights.

Differentiated service delivery is a people-centered approach to HIV care and treatment that
tailors services to different groups of people living with HIV. Programs may consider utilizing
decentralized service delivery models for ART distribution for stable patients through private
sector channels. This may include decentralized drug distribution such as alternative pick-up
points in communities; retail, community, or pop-up pharmacies; home delivery; and/or
automated systems such as lockers or Pharmacy Dispensing units (PDU). These models can
help reduce patient travel times and waiting times while decongesting public facilities and
reducing stigma. Country programs should ensure these approaches are in line with national

policies for ART distribution. See Section 6.1.2 for further detail.

In addition to partnerships with private sector partners, OUs may also consider partnerships with
private providers (GPs, clinics, pharmacies, labs, drug shops, etc.), which are essential to
expand access to services and improve people-centered care. The private sector is often the
preferred source of healthcare services, particularly for urban, higher income, and other key
population groups. Common partnership models with private providers include formal contracting
through government or donor funds or facilitating access to commodities, training, or other
technical support. For additional information see Section 2.4.4 People-Centered Supply Chain

Modernization.
Country Based Partnerships:

As OUs continue to implement partnerships and/or increase private sector engagement
opportunities, it is critical that in-country stakeholders are engaged as early as possible during
the COP process to help explore strategies, commitments, and the possibility of aligning with
PEPFAR priorities in an intentional way. OU teams should consider leveraging private sector
partnerships to help meet targets in a more efficient and effective way or to help fill gaps and
address challenges in programming. OU teams are encouraged to seek out partnerships with

local and national private sector entities.
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Accountability for PEPFAR’s participation in PPPs is essential and integrated within the
routinized processes for reporting of results for PEPFAR programs. Entering a non-binding
Memorandum of Understanding (MOU) is a critical tool in which all partners are expected to
outline in detail expected roles and procedures for addressing ongoing PPP activities throughout
the life cycle of the partnership. When an MOU involves the State Department (in addition to or
instead of another U.S. government implementing agency), then S/GAC and other State
Department offices have additional oversight responsibilities for the PPP. Therefore, SIGAC
must be consulted on all such proposed PPPs (including any proposed MOUS) to ensure
appropriate State Department approval. USG implementing agencies also should consult

internally to ensure their policies and procedures are being followed.

The PPP toolkit®® provides USG OU teams additional detail to help with private sector
engagement and PPP development during the COP.

2.5.3 Active Engagement with Community and Civil Society

The full participation of community stakeholders and civil society in every stage of PEPFAR
programming and planning, from advocacy to service delivery, is critical to the success and
sustainability of PEPFAR and the global effort to combat HIV.%° Civil society has been a leading
force in the response to HIV since the beginning of the epidemic, providing expertise and
relationships with local communities that non-indigenous organizations often struggle to achieve.
Civil society provides an understanding of the political and cultural environment, and should
inform the development of service delivery models, and actively participate in planning,
delivering, and monitoring such services. It is key to ensure that community and civil society
have a voice in finding solutions to combatting HIV commensurate with the burden of disease in
a district or province. Civil society organizations (CSOs) provide services that are crucial to
realizing impact on the epidemic, advocating on behalf of beneficiary populations, holding
governments accountable, promoting human rights to combat stigma and discrimination against
key populations, people living with HIV and other vulnerable groups, advancing inclusion for

persons with disabilities, identifying challenges to and gaps in health care delivery, supporting

68
https://pepfar.sharepoint.com/sites/PSE/Shared%20Documents/Forms/Allltems.aspx?id=%2Fsites%2FPSE%2FShare

d%20Documents%2FPPP%20Toolkit&p=true

69 UNAIDS & Stop AIDS Alliance. Communities Deliver: The Critical Role of Communities in Reaching Global Targets
to End the AIDS Epidemic. Geneva and Hove: 2017. Available from
http://www.unaids.org/en/resources/documents/2017/JC2725 communities deliver.
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data collection and innovation, providing independent views of programming and processes, and
promoting transparency. It is important that affected populations have a voice from the beginning
in helping design programs and throughout program implementation. PEPFAR-supported
programs should set an example that encourages partner governments to create a conducive
enabling environment for civil society engagement. Meaningful engagement with communities

and CSOs remains a requirement and a critical theme of the PEPFAR program for COP22.

As in years past, civil society organizations will be invited to participate in the COP22 strategic
planning meetings, as well as approval meetings, in a manner consistent with applicable laws

and regulations.

Additionally, PEPFAR expects all OUs to continue to collaborate with civil society organizations
in maintaining or establishing community-led monitoring activities, whereby service beneficiaries,
through local, independent civil society organizations, formally and routinely monitor the quality
and accessibility of treatment services and the patient-provider experience at the facility level.
Findings of community-led monitoring (CLM) should be regularly reviewed by USG teams, and
triangulated (where possible) with other PEPFAR data streams such as MER and SIMS, with the
aim of informing and monitoring facility-level service delivery changes with health system leaders
and facility staff that ultimately make services more accessible, palatable and of higher quality to

people (see Section 3.2.3 for more information and requirements).

Civil society organizations participating in the COP strategic planning meetings will be asked to
reflect on progress to date, including findings and recommendations from initial CLM activities,

as applicable, for their country during the meeting.
Whom to Engage?

The community stakeholders and CSOs engaged in the COP process must reflect the HIV
disease burden of the country and the full range of populations affected by HIV in the country,
including key, priority, and other vulnerable populations like youth, women and young girls, gay
men and other men who have sex with men, sex workers, transgender persons, prisoners and
other people in enclosed settings, and people who inject drugs. Establishing and/or maintaining
linkages with networks and coalitions is important to achieving broader civil society
representation. Vital to success is the inclusion of people living with HIV and key population-led,
competent, and trusted CSOs, as well as recognizing “Greater Involvement of People living with

HIV/AIDS” (GIPA) principles, a detailed plan for engaging individuals at the center of HIV
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epidemics, with particular emphasis made to the sociocultural and gatekeepers within the

community as they tend to directly influence stigma issues in communities.

Civil society organizations may include: traditional health practitioners, community elders, and
leaders; local and international non-governmental organizations; networks/coalitions; faith-based
groups; professional associations; activist and advocacy groups, including those representing
key and priority populations; organizations representing people living with HIV; human rights
groups; women'’s rights groups; men’s health groups, youth organizations; access to justice and
rule of law groups; groups representing other populations highly affected by the epidemic, such
as persons with disabilities and woman and girls; PEPFAR program beneficiaries or end users;
community associations; champions of data-driven decision-making; and not-for-profit

organizations at national, district, and local levels (e.qg., rotary, lions).

In addition to engaging implementing partners who are vital to the process, PEPFAR OU teams
are required to engage smaller, local, KP-led civil society organizations, youth-led or youth-
serving organizations, women-led organizations, and community groups to gather community
input and feedback. OU teams must seek the inclusion of a diverse range of CSOs in
consultations, considering that this process requires proactive outreach to ensure all affected
populations are represented. Additionally, PEPFAR teams must include organizations from
outside of the capital (e.g., by phone and internet) to ensure that a range of interests are
represented. Strong consideration must be given to continue hosting the quarterly POART
consultations remotely (e.g., by phone or webinar, as is outlined below) to allow maximum

participation.
Engagement during COP Meetings

In 2022, external partners will be invited to participate throughout the in-country COP preparation
process, during COP22 Meetings, and as COPs are being finalized. For CSO representation at
the COP22 Meetings, information will be forthcoming. In some countries, dynamics within civil
society might affect consensus building and unified representation. PEPFAR teams must
therefore engage with constituent civil society groups early and often to allow for internal civil
society processes prior to the COP22 Meetings and COP submission. S/IGAC will also once
again invite colleagues from global and regional network and advocacy organizations to
participate in the COP22 Planning Meetings, so that they may offer their expertise to the

processes and support the efforts of in-country CSO representatives.
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It is always good practice to consult with members of a community about issues related to
disclosure. For example, some individuals would rather their names not be published, or their

names included in electronic files, public lists of meeting attendees, etc.

As in the past, SIGAC will encourage these global and regional networks to engage with local
community and CSO leaders as appropriate prior to the COP22 planning meetings, to ensure

advocacy efforts are aligned with the needs of the local OU context.
Ensuring Continued Meaningful Engagement

For COP22, PEPFAR teams are expected to continue to expand their collaborations with local
civil society, including activists, advocacy groups, and service delivery organizations. PEPFAR
teams must continue to solicit input proactively from civil society regarding their goals, priorities,
targets, and budgets in drafting their COP as outlined below. Particular attention must be given
to including civil society and activist groups that are not funded directly by PEPFAR. Civil society
partners must be invited to share candid feedback to improve PEPFAR-supported programming
without fear of losing access to PEPFAR processes or resources. PEPFAR teams are also
encouraged to establish terms of reference for the engagement of civil society organizations, and

especially those that are also local implementing partners.

As national governments assume greater ownership of their HIV responses, the sustainability of
this ownership will rely heavily on civil society partners to adequately address the health needs of
their citizens. Meaningful engagement with PEPFAR can model this partnership and build the
capacity of local CSOs to meet this challenge, better preparing them to play a leadership role
now and in the future with partner-country governments. Meaningful engagement must be more
than simply sharing information with community groups and civil society organizations. Various
models of community engagement’® acknowledge a continuum of public or community
engagement where community has an increasing impact on decision making, ranging from
unidirectional information sharing on one end, to allocating full decision-making to communities
on the other. PEPFAR teams should work to ensure increasing degrees of community

participation in decision-making.

The table below highlights the major ways in which PEPFAR teams and stakeholders must work

collaboratively in COP22.

70 https://www.iap2.org/resource/resmgr/pillars/Spectrum 8.5x11 Print.pdf;
https://www.atsdr.cdc.gov/communityengagement/
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Figure 2.5.3.1: COP22 stakeholder engagement (subject to final considerations for virtual COP

meetings and final dates) (on next page)

PEPFAR Team Action

Stakeholder Action

Dates

Distribute crtical data and
COFP22 materials o
stakeholders:

» COF Guidance

= Planning Level Letter

« COP21 505 and
Approval Memo

» {4 resulis via
Spoilight

Analyze materials o prepare
for COP22 discussions at

Strategic Planning Retreat

Idertify areas of successful
performance that can be
leveraged going into COP22

Develop recommendations
on site-level or non-service
delivery activities that should
not continue

Global and regional T30
request information from

applicable OlUs

» COF Flanning Tool
templates released io
teams January 7,
2022

» COPF Guidance

released January 19,
2022

Invite local stakenolders to
Country Strategic Planning
Retreat

Review materials and
preparations with
stakeholders

Attend Country Strategic
Planning Retreat

Frovide with FEFFAR teams
with recommendations for
COP22 focus, based on
analysis of Q4 resulis and
other observation of program
performance, including initial
findings from community-led

monitoring activities

Country Strategic Planning
Retreat

» No later than the
week of February 7,
2022
MNote: depending on the OU,
this meeting may be virtual or

in=person

» 3ingle QUs at
Epidemic Control
have a pre-Retreat

Meeting January 27,
2022
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Arrange for stakeholder
pariicipation in COP22
meetings

Document stakeholder
feedback and PEFFAR

response

Share meeting matenals with

stakeholders

Use the Self-Service App fo
create DataPack flaipacks;
share with stakeholders prior
to initial and fimal tools
submission at minimum, and

more as needed.

Farticipate in S/GAC pre-
meeting webinar for
stakeholders

Actively paricipate in COF22
planning meetings

Provide feedback on
activities, targets, and
approaches

Include initial findings from

community-led monitoring

activities

» March 1-25, 2022

Share SDS with stakeholders

Review S05 and
communicate to PEFPFAR
coordination offices if it is not
aligned with COP22 meeling

agreements/sirategies

Global and regional CS0Os
request SOS from PEPFAR

Coondination offices

~ Jne week prior to final
submission to SMGAC:

» 305 is submitted to
SGAC at least seven
days before Approval
Meeting

Invite stakeholders 1o
COP/ROP22 In Couniry
Approval Meetings.

Share meeting materals with

stakeholders,

Actively participate in
COPROP22 approval
meetings to ensure
presented strategies and
approaches are aligned with
COPROPZ2 planning

meeting agreementis

April 25 - May 13, 2022

Invite and engage
stakeholders to meet prior to
each quariery PFOART call to

Farticipate in pre-POART
stakeholder meetings; offer

analysis and

COP22 POART schedule is
not yet defined; engure ithe

QU calendar of events is
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engage their feedback and recommendations to remove | updated well in advance of
recommendations for barriers and boitlenecks meetings so stakeholders are
program improvement aware of key dates well

ahead of ime

All PEPFAR OUs submitting COPs are required to create and share a country-specific calendar
of events that details when documents will be shared and when meetings will be conducted so

CSOs are able to plan and effectively support COP development and execution.

2.5.4 Enhancing Engagement with Faith-Based Organizations and
Faith Communities

PEPFAR’s success has been built in partnership with community, including faith-based
organizations (FBOs), and faith-based and traditional communities. In most countries in Southern
and Eastern Africa, 70-90% of the population regularly attend religious services and participate in
religious communities.”* These communities of faith are deeply embedded regionally, with
national structures, and often have unique institutional capacity and established, durable
relationships of trust. To address key gaps toward achieving HIV epidemic control and ensuring
justice for children, PEPFAR launched the Faith and Community Initiative (FCI) in 10 countries in
COP19. For COP22 and beyond, the original 10 FCI countries, countries investing core funding
in FCI activities, as well as other PEPFAR country teams are encouraged to invest core COP

funding for evidence-based FCI activities that accelerate reaching men and children (Section

6.6.4) and to prevent and respond to violence against children (Section 6.6.2.1). Utilizing the
expertise of PEPFAR programming and leveraging the extensive social capital of faith and other
communities will result in greater progress in reaching and sustaining the goal of HIV epidemic
control. PEPFAR requires all partners to oppose all stigma and discrimination based on race,
sex, gender, gender identity, sexual orientation, religion, ethnicity, or occupation; and to uphold

PEPFAR’s commitments to serve all people living with HIV or at risk of HIV.

At this juncture of the epidemic, when finding the healthy client to help him/her continue in care
is critical to epidemic control, PEPFAR must seek to expand its outreach to all partners who

can help in this endeavor, including FBO partners, faith-based health providers, faith

71 pew Research Center. (2016). Pew-Templeton: Global Religious Futures Project. Global Religious Futures
Project. http://www.globalreligiousfutures.org/
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communities, and traditional partners, with the aims of leveraging their influence and

compassion, for impact. This combination of community partners and structures can be

leveraged by FCI and other FBO partners to address barriers to screening; advance evidence-

based models for demand creation, including peer-led programs and use of digital platforms

such as short video clips; increase uptake of targeted testing; reduce stigma; and raise

awareness about increased mortality risks from non-adherence and interruptions in treatment

that are related to faith healing in congregations. PEPFAR aims to identify more people at risk,

with the aim of maintaining and extending the gains in the HIV response in the context of

COVID-19, by supporting the following goals:

Increasing communities, including faith communities’, awareness of evidence-based,

people-centered HIV prevention and treatment services.

Leveraging the unique access and trust of certain communities, including faith
communities, to sustain gains in HIV epidemic control by capitalizing on skills in case-
finding, indexing and contact tracing, testing, care, and psychosocial support for both HIV
and COVID-19.

Leveraging community structures, to integrate COVID-19 risk prevention communications

and vaccine demand creation for at-risk populations and people living with HIV.

Increasing literacy in HIV prevention, care, and treatment for community leaders,
including faith leaders by leveraging existing structures, including indigenous and inter-
faith digital (e.g., Mobile-based e-referral systems, SMS, or WhatsApp reminders) and

virtual platforms (e.g., Facebook, Instagram, etc.).

Direct engagement with the mothers within relevant communities, including communities
of faith, in early childhood or adolescent testing and treatment; and in providing direct

support to children and families.

Identifying and reaching men at increased risk for HIV and inviting them for HIV testing,
including self-testing, and ensuring those who test positive initiate and continue to receive

care and treatment.

Finding children and adolescents with HIV and ensuring those who test positive initiate
and continue in treatment, with particular attention to family index testing (including
appropriate use of HIVSTs for preschool and school-aged children and adolescents) and

to the challenges for adherence.
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e Expanding Faith and Community Initiative ‘best practices’ models that link highly targeted

HIVSTs/HTS to initiating treatment and continuing in care (Section 6.6.4).

e Expanding client base of neighborhood, including faith engaged, community sites to
increase convenient access to ARV pick-ups and MMD among index clients and

contacts.

e Educating people living with HIV about similarities between conditions that have
overlapping symptoms, such as TB and COVID-19, and ensuring that clients with

symptoms are identified and referred for diagnosis and treatment.

e Addressing stigma and discrimination for TB, COVID-19, and HIV by expanding
engagement of community leaders, including faith leaders, affected by COVID-19, HIV,
and TB.

e Increasing buy-in for and uptake of cervical cancer screening services among women

and educating men about the importance of screening and supporting partners.
e Addressing stigma among all survivors (male and female, all ages) of sexual violence

e Preventing and responding to sexual violence among children is a shared norm or value
among many community leaders, including faith leaders; this includes building on such
communities’ influence to change the culture around sexual violence so that they help
promote post-violence clinical care, a survivor-centered response, and a culture of

reporting (Section 6.6.2.1).

e Supporting DREAMS and OVC programming.

2.6 Minimum Program Requirements

All PEPFAR programs—bilateral and regional-were expected to have a set of minimum program
requirements (MPRs) and supporting policies in place by the beginning of COP20
implementation (October 2020; FY2021). Adherence to these policies and practices is essential
to the success of all PEPFAR programs at the national, subnational, and service-delivery levels
(e.q., facility, school, community). Evidence demonstrates that lack of any one of these
policies/practices significantly undermines progress toward reaching and sustaining epidemic

control and results in inefficient and ineffective programs.

For COP/ROP22, as noted in Section 2.2, a new MPR (#9) is introduced relating to equity,

reducing stigma and discrimination, and progress on human rights. In addition, updates to MPRs
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#11 and #13 should be noted, and please see Section 6.6.8. for important data and systems
confidentiality, privacy, and security guidance to inform MPR #16.

All PEPFAR programs are expected to meet all of the policy and program requirements below,
and the COP22 Planning Meetings will include a review of the status of each requirement,
including assessment of implementation using SIMS and MER. See Section 3.2.1 for details on
minimum site standards. To the extent that any requirement(s) have not been met by the time of
the COP22 Planning Meeting, the PEPFAR OU team will need to present a detailed description
of existing barriers and the remediation plans proposed that will allow them to meet the
requirement(s) prior to the beginning of FY2023. The list will be included in the Strategic
Direction Summary (SDS), as well.

Failure to meet any of these requirements by the beginning of FY2023 may affect the OU
budget. The minimum requirements for continued PEPFAR support are included in the table

in Figure 2.6.1 on the next two pages.
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Figure 2.6.1: COP22 Minimum Program Requirements — Services and
SystemS72,73,74,75,76,77,78,79,80,81

Care and Treatment
1. Adoption and implementation of Test and Start, with demonstrable access across all age, sex, and
risk groups, and with direct and immediate (=95%) linkage of clients from testing to uninterrupted
treatment across age, sex, and risk groups.™

2. Rapid optimization of ART by offering TLD to all PLHIV weighing =30 kg (including adolescents
and women of childbearing potential), transition to other DT G-based regimens for children who are
=4 weeks of age and weigh =3 kg, and removal of all NVP- and EFV-based ART regimens.”

3. Adoption and implementation of differentiated service delivery models for all clients with HIV,
including six-month multi-month dispensing (MMD), decentralized drug distribution (DDD), and
services designed to improve identification and ART coverage and continuity for different
demaographic and risk groups.™#

4. All eligible PLHIV, including children and adolescents, should complete TB preventive treatment
(TPT), and cotrimoxazole, where indicated, must be fully integrated into the HIV clinical care
package at no cost to the patient.”®

5. Completion of Diagnostic Network Optimization activities for VL/EID, TB, and other coinfections,
and ongoing monitoring to ensure reductions in morbidity and mortality across age, sex, and risk
groups, including 100% access to EID and annual viral load testing and results delivered to
caregiver within 4 weeks.

Case Finding
6. Scale-up of index testing and self-testing, ensuring consent procedures and confidentiality are
protected and assessment of intimate partner violence (IPV) is established. All children under age
19 with an HIV positive biological parent should be offered testing for HIV. ™

Prevention and OVC
7. Direct and immediate assessment for and offer of prevention services, including pre-exposure
prophylaxis (PrEP), to HIV-negative clients found through testing in populations at elevated risk of

72 Guideline on when to start antiretroviral therapy and on pre-exposure prophylaxis for HIV. Geneva: World Health
Organization, September 2015 https://apps.who.int/iris/bitstream/handle/10665/186275/9789241509565 eng.pdf
73 WHO policy brief, Considerations for introducing new antiretroviral drug formulations for children. Geneva:
World Health Organization, July 2020

74 Consolidated guidelines on the use of antiretroviral drugs for treating and preventing HIV infection. Geneva:
World Health Organization, 2016

7> Latent Tuberculosis infection: Updated and consolidated guidelines for programmatic management . Geneva:
World Health Organization, 2018

76 Guidelines on HIV self-testing and partner notification. Supplement to consolidated guidelines on HIV testing
services. Geneva: World Health Organization, 2016 https://www.who.int/hiv/pub/self-testing/hiv-self-testing-
guidelines/en/

77 Guideline on when to start antiretroviral therapy and on pre-exposure prophylaxis for HIV. Geneva: World Health
Organization; 2015 (http://www.who.int/hiv/pub/guidelines/earlyrelease-arv/en)

78 United Nations General Assembly: Political Declaration on HIV and AIDS: Ending Inequalities and

Getting on Track to End AIDS by 2030. 8 June 2021 https://undocs.org/A/RES/75/284

72 The practice of charging user fees at the point of service delivery for HIV/AIDS treatment and care. Geneva: World
Health Organization, December 2005

80 Technical Brief: Maintaining and improving Quality of Care within HIV Clinical Services. Geneva: WHO, July 2019

81 Consolidated guidelines on HIV prevention, testing, treatment, service delivery and monitoring:
recommendations for a public health approach. Geneva: World Health Organization; 2021.
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HIV acquisition (PBFW and AGYW in high HIV-burden areas, high-risk HIV-negative partners of
index cases, key populations and adult men engaged in high-risk sex practices) 7

Alignment of OVC packages of services and enrollment to provide comprehensive prevention and
treatment services to OVC ages 0-17, with particular focus on 1) actively facilitating testing for all
children at risk of HIV infection, 2) facilitating linkage to treatment and providing support and case
management for vulnerable children and adolescents living with HIV, 3) reducing risk for
adolescent girls in high HIV-burden areas and for 10-14 year-old girls and boys in regard to primary
prevention of sexual violence and HIV.

Policy & Public Health Systems Support

In support of the targets set forth in the Global AIDS strategy and the commitments expressed in
the 2021 political declaration,” OUs demonstrate evidence of progress toward advancement of
equity, reduction of stigma and discrimination, and promeotion of human rights to improve HIV
prevention and treatment outcomes for key populations, adolescent girls and young women, and
other vulnerable groups.

10.

Elimination of all formal and informal user fees in the public sector for access to all direct HIY
services and medications, and related services, such as ANC, TB, cervical cancer, PrEP, and
routine clinical services affecting access to HIV testing and treatment and prevention.™

11.

OUs assure program and site standards, including infection prevention & control interventions and
site safety standards, are met by integrating effective Quality Assurance (QA) and Continuous
Quality Improvement (CQI) practices into site and program management. QA/CQI is supported by
IP work plans, Agency agreements, and national policy &

12.

Evidence of treatment literacy and viral load literacy activities supported by Ministries of Health,
Mational AIDS Councils and other partner country leadership offices with the general population
and health care providers regarding U=U and other updated HIV messaging to reduce stigma and
encourage HIV treatment and prevention.®*

13.

Clear evidence of agency progress toward local partner direct funding, including increased funding
to key populations-led and women-led organizations in support of Global AIDS Strategy targets
related to community-, KP- and women-led responses

14.

Evidence of partner government assuming greater responsibility of the HIV response including
demonstrable evidence of year after year increased resources expended

15.

Monitoring and reporting of morbidity and mortality outcomes including infectious and non-
infectious morbidity.

1s.

Scale-up of case surveillance and unique identifiers for patients across all sites.
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3.0 QUALITY SERVICES

3.1 Quality Assurance and Quality Improvement within
PEPFAR

Quality, person-centered services are essential to ensure that optimal health outcomes are met
today and into the future. Quality management represents all systems and activities undertaken
by PEPFAR-supported teams, partner countries, and stakeholders to ensure excellence and
consistency. For COP22, all PEPFAR country programs must incorporate explicit quality
management practices, including Quality Assurance (QA), Quality Improvement (Ql), Continuous
Quality Improvement (CQI), and Community-Led Monitoring (CLM) activities, into service
delivery and partner management to attain or sustain epidemic control. The quality focus in
COP22 will be to verify that (where applicable) Minimum Program Requirements (MPR) are
being met at the site level and using key data, notably select SIMS and MER metrics, as tools for

guality management.

PEPFAR, like WHO, defines key principles and concepts related to quality, HIV and health care
should be:

e Effective: providing evidence-based health care services to those who need them.
e Safe: avoiding harm to people for whom the care is intended.
e Person-centered: providing care that responds to individual preferences, needs, and

values.
In order to realize the benefits of quality health care, health services are:
Timely: reducing waiting times and sometimes harmful delays for both those who receive and

those who give care.

Equitable: providing care that does not vary in quality on account of age, sex, gender, race,
ethnicity, geographical location, religion, socioeconomic status, disability, occupation,
linguistic or political affiliation.

Integrated: providing care that is coordinated across levels and providers.
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Efficient: maximizing the benefit of available resources and avoiding waste.®?

Quality assurance (QA) — an activity that measures performance against standards at a specific
point in time. The principal tool across PEPFAR that assesses whether sites meet PEPFAR’s

shared quality standards is via the Site Improvement through Monitoring System (SIMS).83

Quality improvement (QI) — an activity designed to continually improve performance as part of a
routine process, designed to test changes in program services, continually measure the effects
of these changes, and use data to address gaps to improve clinical performance and health
outcomes over time. PEPFAR endorses the use of evidence-based QI approaches®* and the use
of existing community-led monitoring data reflecting person-centered service needs. Acceptable

CQlI practices and principles, such as Plan-Do-Study-Act (PDSA) cycle models.

QA and QI are distinct but intersecting components as shown in Figure 3.1.1. QA assesses
minimum standards, and QI is an on-going process—typically referred to as Continuous Quality
Improvement (CQI). CQIl is best integrated into program management and implementation,
designed to engage site staff to identify barriers and facilitators of providing quality services, and
empowering them to take action to improve results. In addition, HIV testing and laboratory have
supplemental and more detailed quality management systems. Details on these QA and QI can
be seen in Sections 6.3.1.1 and 6.6.1.3.

82 Delivering quality health services: a global imperative for universal health coverage. Geneva: World Health
Organization, Organisation for Economic Co-operation and Development, and The World Bank. (2018).
https://www.worldbank.org/en/topic/universalhealthcoverage/publication/delivering-quality-health-services-a-
global-imperative-for-universal-health-coverage

8 PEPFAR, 2021. https://www.state.gov/pepfar-fy-21-sims-guidance-materials/

84 Hill, J.E., Stephani, AM., Sapple, P. et al. The effectiveness of continuous quality improvement for developing
professional practice and improving health care outcomes: a systematic review. Implementation Sci 15, 23 (2020).
https://doi.org/10.1186/s13012-020-0975-2
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Figure 3.1.1: Intersections between Quality Assurance and Quality Improvement as means to

achieve and sustain quality services

Quality Assurance: an activity Quality Improvement: an evidence-
that measures performance based activity designed to

against standards at a specific continually improve performance,
point in time. designed to test changes in

services, measure the effects of
PEPFAR Tools: these changes, and use data to
improve clinical performance and
health outcomes for clients.

PEPFAR Tools:

— Site Improvement Monitoring
Systems (SIMS)

— Laboratory Quality ~ Any that includes the PDSA
Management approach

— HIV Testing Quality Control — Community-led Monitoring (CLM)

As many countries have achieved or approach epidemic control, QA/QI investments should:

Triangulate data streams to assess standards against target achievement and
performance management. This includes use of SIMS, SID/MilSID, and MER as tools for

evaluating MPRs, as well as identifying quality issues and solutions. See Section 2.5.

Transition from PEPFAR QA/QI strategies used during scale up to reflect current
epidemic control status and efficiencies needed as programming shifts to ensuring local

capabilities and resilient systems.

Ensure efficient use of existing data sources (PHIA, MER, SID, SIMS, QI projects and
networks, lab accreditation, HIVRTCQI, supply chain, HRH, CLM) to attain epidemic

control, prior to implementing additional QA/QI data collection exercises.

Collaborate with Ministries of Health and development partners to catalyze and invigorate
the large number of HIV professionals, across cadres, that have received QA/QI training
and skills at sites and above sites as facilitated by agencies and PEPFAR-supported
implementing partners over the past years. Focus on use of existing expertise and
understanding within national and multi-lateral QA/QI forums to implement policies.
Utilize PEPFAR’s Sustainability Index and Dashboard (SID)/Military SID (MilSID)

findings to advance political and partners’ buy-in for on-going quality control and
assurance systems, especially lab, commodities security, and efficient human resource

investments. See Section 6.6.9 for details.
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e Transfer PEPFAR QA/QI approaches and adaptable tools, such as SIMS and Data
Quality Assessment (DQA), for use by development partners and Ministries of Health for

sustained quality assurance systems and global metrics.®

e Apply learning from PEPFAR supported QI projects, lab, and commodity systems, such
as HIVRTCQI, and specialized technical expertise into on-going national technical
assistance and within development partner investments. This included the evidence-
based examples using Extension for Community Health Outcomes (ECHO)®¢ and use of

Granular Site Management.

3.2 Attaining Quality Services

PEPFAR is continuously driving investments to deliver programs and services to achieve
epidemic control for all, build resilient systems, and respond to people’s HIV service needs. Core
to attaining epidemic control within PEPFAR are meeting minimum program requirements at the
site level using SIMS, alongside QI activities to respond to community-led monitoring results.
Together these results provide a pathway for precise above-site, site, and population-specific

investments for OUs near or working to achieve epidemic control.

To meet gaps identified through standardized assessments (MPRs, SIMS), it is recommended
that sites optimize the use of existing evidence, available resources, and capacities that apply
evidence-based quality improvement (QI) approaches. Evidence-based QI approaches most
often use a plan, do, study, act (PDSA) methodology that analyzes the issue and identifies a
plan, tests it by doing it, studies the results achieved over time, and then uses those results to

determine actions for continuous improvement.®’

85 Data quality assessment of national and partner HIV treatment and patient monitoring data and systems
implementation tool. Geneva: World Health Organization (2018).
https://apps.who.int/iris/bitstream/handle/10665/274287/WHO-CDS-HIV-18.43-eng.pdf?sequence=5&isAllowed=y
86 Aliyu, A., EI-Kamary, S., Brown, J., Agins, B., Ndembi, N., Aliyu, G., Jumare, J., Adelekan, B., Dakum, P., Abimiku, A.,
& Charurat, M. (2019). Performance and trend for quality of service in a large HIV/AIDS treatment program in
Nigeria. AIDS research and therapy, 16(1), 29. https://doi.org/10.1186/s12981-019-0242-2

87 Knudsen, S.V., Laursen, H.V.B., Johnsen, S.P. et al. Can quality improvement improve the quality of care? A
systematic review of reported effects and methodological rigor in plan-do-study-act projects. BMC Health Serv

Res 19, 683 (2019). https://doi.org/10.1186/s12913-019-4482-6
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3.2.1 Minimum Site Standards

All PEPFAR programs—bilateral and regional-were expected to have the following minimum
program requirements in place by the beginning of COP20 implementation (FY2021). Note that
MPRs represent a continuum from National policy to site-level implementation. Some MPRs are
most meaningfully addressed at the national or PEPFAR implementing agency level, and some
MPRs have clear correlates in terms of site-level QA and CQI. In FY2022, PEPFAR
recommends that OUs that have met MPRs confirm the quality of reported results at the site
level, using two key data sources, both SIMS and MER. The combination of SIMS and MER at
the site level will be referred to as minimum site standards (MSS). To ensure that OUs reporting
successful implementation of MPRs have evidence that program requirements have reached
PEPFAR supported sites, tracking both data sources verifies foundational elements are in place,
and can sustain quality results into the future. It should be noted that MSS will not demonstrate
achievement of MPRs, this is especially true in when MER indicators track events but do not

have a denominator or given PEPFAR coverage variability.

Below is a chart that defines how SIMS and MER data combined will be used in combination and

align to each MPR.

Figure 3.2.1.1
Minimum Program Requirement Minimum Site Standards
Quality: Using Results: Using
SIMS 4.2 CEEs MER 2.6
Care & Treatment
1. Adoption and implementation of Test and S 02 2,3,20 HTS TST,
Start, with demonstrable access across all S 03 10 HTS_TST_POS,
age, sex, and risk groups, and with direct and TX_NEW,
immediate (>95%) linkage of clients from PMTCT-EID
testing to uninterrupted treatment across age, PMTCT-HE|I POS
sex, and risk groups. PMTCT FO
PMTCT_STAT,
PMTCT_STAT_POS,
PMTCT_ART
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OVC_HIVSTAT

SC_CURR
Rapid optimization of ART by offering TLD to S 02 20 SC_ARVDISP
all PLHIV weighing >30 kg (including SC CURR
adolescents and women of childbearing -
potential), transition to other DTG-based
regimens for children who are >4 weeks of
age and weigh >3 kg, and removal of all NVP-
and EFV-based ART regimens.
Adoption and implementation of differentiated | S _02_6, 24 MMD: TX_CURR
service delivery models for all clients with HIV, S 03 13 SC CURR
including six-month multi-month dispensing 5_04_5 -
(MMD), decentralized drug distribution (DDD),
and services designed to improve 5_02_2,19
identification and ART coverage and continuity | S_03_9
for different demographic and risk groups. S 042
All eligible PLHIV, including children and S_02_10, 11, TB_PREV
adolescents, should complete TB preventive 27, 28
treatment (TPT), and cotrimoxazole, where S 317,18
indicated, must be fully integrated into the HIV 8:4:10, 11,18
clinical care package at no cost to the patient.
Completion of Diagnostic Network S 02 4,5,12, TX _PVLS
Optimization activities for VL/EID, TB, and 22,23,29 TX CURR
other coinfections, and ongoing monitoring to S 03,11, 12, PMTCT EID
ensure reductions in morbidity and mortality 19,
across age, sex, and risk groups, including S 04 3.4 12 PMTCT_HEI_POS
100% access to EID and annual viral load 1; — 777 | PMTCT_FO
testing and results delivered to caregiver TX_TB

within 4 weeks.

Testing and Case Finding
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Scale-up of index testing and self-testing, S 028 HTS_INDEX
ensuring consent procedures and S 03 15 HTS SELF
confidentiality are protected and assessment 8:04:08 -
of intimate partner violence (IPV) is
established. All children under age 19 with an S_07.8,9,10,
HIV positive biological parent should be 11
offered testing for HIV.
Prevention & OVC

Direct and immediate assessment for and S 019 PREP_NEW
offer of prevention services, including pre- S 037 PREP CT
exposure prophylaxis (PrEP), to HIV-negative 8:06:6 AGYV\/__PREV
clients found through testing in populations at
elevated risk of HIV acquisition (PBFW and S_07_new (new | KP_PREV
AGYW in high HIV-burden areas, high-risk to address PP_PREV
HIV-negative partners of index cases, key linkage -to
populations and adult men engaged in high- prevention
risk sex practices). services)
Alignment of OVC packages of services and S 06 _4,7,8 OVC_SERV
enrollment to provide comprehensive OVC HIVSTAT
prevention and treatment services to OVC AGY\?V_PREV
ages 0-17, with particular focus on 1) actively
facilitating testing for all children at risk of HIV HTS_TST
infection, 2) facilitating linkage to treatment HTS_TST_POS
and providing support and case management TX_NEW
for vulnerable children and adolescents living
with HIV, 3) reducing risk for adolescent girls
in high HIV-burden areas and for 10-14 year-
old girls and boys in regard to primary
prevention of sexual violence and HIV.

Systems and Policy
In support of the targets set forth in the Global | Most activity NA

AIDS strategy and the commitments

expressed in the 2021 political declaration,

and monitoring

at OU level (see
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OUs demonstrate evidence of progress toward

Section 2.2.2 for

advancement of equity, reduction of stigma assessment

and discrimination, and promotion of human options);

rights to improve HIV prevention and S 01 03 applies
treatment outcomes for key populations, at site level,
adolescent girls and young women, and other

vulnerable groups.

10. Elimination of all formal and informal user fees | S_01 _new (to NA
in the public sector for access to all direct HIV | be created for all
services and medications, and related sites)
services, such as ANC, TB, cervical cancer,

PreP, and routine clinical services affecting
access to HIV testing and treatment and
prevention.

11. OUs assure program and site standards, S 01 19,20 LAB_PTCQI
including infection prevention & control S 01 new
interventions and site safety standards, are (4_ne\7v CEEs on
met by integrating effective Quality Assurance IPC in set 1D)

(QA) and Continuous Quality Improvement
(CQI) practices into site and program
management. QA/CQI is supported by IP work
plans, Agency agreements, and national
policy.

12. Evidence of treatment literacy and viral load S 013 TX_PVLS
literacy activities supported by Ministries of S 01 new (to
Health, National AIDS Councils and other be created

partner country leadership offices with the
general population and health care providers
regarding U=U and other updated HIV
messaging to reduce stigma and encourage

HIV treatment and prevention.

around evidence
of Tx and VL

literacy)
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13. Clear evidence of agency progress toward Not applicable - | NA
local partner direct funding, including monitored at OU
increased funding to key populations-led and level
women-led organizations in support of Global
AIDS Strategy targets related to community-,

KP- and women-led responses

14. Evidence of partner government assuming Not applicable - | Partner country
greater responsibility of the HIV response monitored at OU | indicators
including demonstrable evidence of year after | level

year increased resources expended.

15. Monitoring and reporting of morbidity and Not applicable - | TX ML
mortality outcomes including infectious and monitored at OU
non-infectious morbidity. level
16. Scale-up of case surveillance and unique Not applicable - | EMR_SITE
identifiers for patients across all sites monitored at OU | 4TS RECENT
level

3.2.2 Quality Minimum Site Standards Using SIMS

The Site Improvement Through Monitoring System (SIMS) is a quality assurance method that
defines PEPFAR standards at the site level. SIMS is grounded in standards against which
performance can be assessed and area(s) for improvement identified. By design, SIMS
supports OUs to achieve epidemic control by checking for foundational components of resilient
services, such as implementation of national guidance, standard operating procedures, trained
and accountable staff, and consistent client care as documented in facility registers and patient

records.

SIMS standards cover all aspects of site service delivery, including prevention, HTS, treatment,
viral load suppression, supply chain management, and policies that advance HIV programming.
SIMS content, planning and implementation is streamlined, utilitarian and integrated into core
PEPFAR processes.

As such, SIMS assessment results can be used to strengthen alignment with global and national

standards and facilitate program improvement and performance as an integrated component of
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overall quality management and/or improvement strategies. This is achieved through prioritizing
site selection based on program needs, and program gaps as determined by the OU team;
tailoring site assessments based on country and programmatic context; and following up on low

guality services after remediation has occurred.

SIMS standards can also be used to assess whether elements of minimum program
requirements have been implemented at the site level. In addition, OUs can elect to assess
PEPFAR program standards for specific populations (children, adults, key populations, and
PBFW), and for supportive program investments depending on the portfolio.

Each year SIMS Prioritization Lists are developed by OUs with interagency coordination prior
to the start of the fiscal year and can be updated (if needed) on a quarterly basis. In FY2022,
DATIM will also be used to track the aggregate number of planned SIMS assessments
prospectively. This additional metric has been included to better understand the OU'’s intentions
for oversight and quality assurance across the program, as compared to the realities over the

year. This additional metric is not a target.

Given the flexibility in the use of SIMS and challenges through COVID-19, in FY2022 OUs were
recommended to strategically plan SIMS assessments for new partners, new sites, new program
areas in scale-up, alongside performance challenges. In the case where a USG staff cannot
travel to the site during the assessment, on-going use of the tools and metrics can be applied by
implementing partners and MoH staff. This ‘self-assessment’ is important for ensuring quality and
that improvements are targeted to achieve PEPFAR minimum requirements. See SIMS 4.2

Guidance for more details.

Using SIMS Data for Action

PEPFAR encourages the systematic use of SIMS data at various levels, from the site to national

QA/QI bodies, and across OUs at the agency and global level.

SIMS data collected according to PEPFAR policy is entered into DATIM is available for use
internally and externally. Internal systems from the OU, agency, and global level continue to
evolve to support standardized SIMS data use and interpretation. Within Panorama, two dossiers
utilize SIMS data to correlate findings related to MER and describe the service package; these
are the SIMS-MER dossier, and Patient Experience dossier. In addition, global and OU specific

de-identified SIMS Structured Datasets, are publicly available in Spotlight.®

88 Site Improvement through Monitoring System (SIMS): PEPFAR Panorama Spotlight
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SIMS is a complex data set, that is not usually representative, but offers many insights for action.
It is most useful when used collaboratively towards epidemic control and to enhance the service
experience for people benefiting from PEPFAR programs. For example, when iSMEs had
exhausted efforts to gain consensus to update an out-of-date policy for cervical cancer screening
and treatment, the SIMS team stepped in to help. The interagency team presented SIMS scores
for the relevant CEEs during a routine coordination meeting attended by PEPFAR, agencies,
Ministry leadership, and partners. Seeing the consistent red scores in all sites assessed,
prompted the discussion to acknowledge the clear gap at the national level and take action to

update the policy.

PEPFAR also encourages the use of SIMS data to consider how to achieve minimum standards
within and beyond the site. SIMS data trends should activate subject matter experts and TA
providers where gaps emerge, support the transfer and documentation of solutions from one site to
another where success has been achieved, or enlist the help of QI technical assistance where

persistent complex challenges occur. Here are a few examples of when this has occurred:

e SIMS CEEs related to index case testing of children of people living with HIV are frequently
red/yellow, so the PEPFAR interagency community responded by developing a
comprehensive tool to provide complete coverage for children and OVC case identification

regardless of testing positivity rate.®®

e Coordinating QI technical assistance, especially in border settings with higher rates of
interruption, and need novel approaches in multi-month dispensation of ARVs to meet

client’'s needs around employment schedules and COVID-19 travel regulations

3.2.2.1 SIMS 4.2 Update

In FY2022, a new SIMS 4.2 Implementation Guide and Site Tool will be available for use. This
update was preceded by a global SIMS data review, listening sessions with diverse
stakeholders, and then a strengths, weaknesses, opportunities, and threats (SWOT) analysis
with agency points of contacts. As result, the areas for change will enhance SIMS relevance and

usefulness in FY2022. Included in the update are:

e Some CEEs will be allowed to be collected remotely and submitted while maintaining the
safety and confidentiality of personal data

83 PEPFAR Solutions Pediatric COOP Tools www.pepfarsolutions.org
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e Anew type of SIMS assessment, which is concentrated on particular CEES, to meet the

current program oversight needs and challenges that may be more specific
¢ Reduced reporting of SIMS Above Site assessments into DATIM at the global level

e An updated list of required CEEs that aligns to MPRs, and including new CEEs on IPC,

site safety, treatment and viral load literacy, and user fees.

A key feature of the update includes review of the MPR and results of SIMS which track the
quality and results at the site level. Details on the SIMS 4.2 Update will be announced in early

2022 with stakeholders informed and supported to begin implementation by FY2022.

3.2.3 Community-Led Monitoring

New in COP/ROP22:

¢ OU Community-led Monitoring activities must include an explicit focus on key
populations or affected populations where relevant and where/if it does not already exist.
Key populations are defined here and elsewhere in COP guidance as: men who have sex
with men, transgender people, sex workers, people who inject drugs, and people in

prisons and other enclosed settings.

Principles and best practices

PEPFAR recognizes the importance of engaging with communities in the development and
implementation of HIV programming. PEPFAR teams must involve community advocates,
groups, and civil society organizations in all aspects of COP development and presentation (see
Section 2.5.3). Beginning in COP20 and continuing in future COPs, OUs are required to fund the

development and implementation of community-led monitoring activities.

As PEPFAR continues to confront the challenges of assuring ART continuity in clients who may
not view themselves as sick, collaboration with communities and clients is urgent and critical.
This collaboration can help PEPFAR-supported programs and facilities ensure they are providing
guality services that clients want to utilize. Collaboration with community advocates, community
groups, civil society organizations, and clients can help PEPFAR-supported programs and health
institutions diagnose and pinpoint persistent problems, challenges, and barriers with service
uptake at the site and facility level to improve health outcomes. Most importantly this
collaboration can identify workable solutions that overcome these barriers and ensure clients

have access to these services.
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For example, in Uganda, data resulting from CLM has been used to inform improvement of
PEPFAR-supported programs. CLM conducted in FY21 revealed gaps in awareness of HIV
services by clients at PEPFAR-supported facilities. For example, 57% of clients surveyed
reported that they were not aware of the presence of a support club at the facility or within the
community. Knowledge of where to obtain PrEP and information on how to use PrEP were also
lacking among those surveyed. Only 33% of clients surveyed reported knowledge of where to
obtain PrEP if needed and only 29% reported that they were provided with information on how to
use PrEP. CLM illuminated these gaps in important components of HIV service delivery from the
client perspective that may otherwise have gone undiscovered or unquantified. As a result, the
PEPFAR Uganda team was able to take action aimed at closing these gaps. The “Bring Back to
Care” campaign was launched in Q4 of FY21 to address these gaps in the clinical cascade,
along with e-peer (online) support programming that ensures continuity of support, even if clients
are unable or unwilling to attend in-person support club meetings. Additionally, PEPFAR
partners, the Ministry of Health, and CSO’s are working together to develop effective PrEP
education, demand creation, and treatment literacy campaign materials. These efforts are
valuable to improve prevention interventions and reduce interruption in treatment, especially as

COVID-19 continues to impact care seeking and how HIV services are delivered.

Community-led monitoring (CLM) is a process initiated, led, and implemented by local
community-based organizations and other civil society groups, networks of key populations,
people living with HIV, and other affected groups or other community entities that gathers
guantitative and qualitative data about HIV services and develops and advocates for solutions to
the gaps identified during data collection. The focus is on getting input from recipients of HIV
services, especially key populations and underserved groups, in a routine and systematic
manner that will translate into action and change. CLM is central to PEPFAR’s person-centered
approach because it puts communities, their needs, and their voices at the center of the HIV

response.*®

Through the use of quantitative and qualitative indicators, CLM initiatives have monitored a wide
range of issues that are associated with accessible, equitable, effective, and quality HIV service
delivery. It is important that beneficiary populations are leading in the monitoring of services

designed for them.

%0 See also https://www.state.gov/community-led-monitoring/
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In COP22, all PEPFAR-supported programs are required to continue to fund and regularly report
on community-led monitoring activities in close collaboration with independent civil society
organizations and partner country governments. PEPFAR should encourage partnerships with
regional and global networks to assist local beneficiaries in implementing systematic and robust
monitoring activities with a focus on improvement of quality of care for everyone, particularly in
countries where communities feel it is unsafe to conduct monitoring activities. Community-led
monitoring is an evolving area for PEPFAR; best practices will continue to emerge as PEPFAR
studies existing community monitoring frameworks and implements its own. PEPFAR will
continue to engage local and global community groups in the planning, implementation, and

refinement of these community monitoring platforms.

Community-led monitoring activities, though funded by PEPFAR, should be driven by
independent and local community groups and civil society organizations. Civil society
organizations participating in the COP strategic planning meetings will be asked to reflect on
progress to date, including initial findings and recommendations of community-led monitoring

efforts in their OU to inform future direction for COP22.

New in COP22, OUs are required to ensure their CLM activities include an explicit focus on key
populations, where not already the case. This does not mean key populations are the only focus
of CLM activities, but rather must be included. There can be multiple ways of meeting this
requirement (e.g., ensuring KP-led organizations are among the funded monitoring
organizations, ensuring KP-specific modules in monitoring tools, among others). At a minimum,
there must be deliberate leadership of key population communities in the design of the approach.
Importantly, inclusion of a focus on key populations in CLM should not be limited to KP- specific
sites or programs (which CLM may wish to monitor as well). Rather key populations mostly
access health services through general population clinics, and these are frequently sites where
KP issues are least well understood and where KPs may experience the most discrimination and
stigmatization when trying to access health care services. It's important that the focus on key

populations in CLM gathers data on KP service delivery in these sites as a priority.

The following is a process map (Figure 3.2.3.1) illustrating the six steps that a CLM process is
advised to consider throughout the design and implementation phases. It is important to note
that each step should be allocated the time and resources necessary for their completion or

routinization.
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Figure 3.2.3.1: Community-Led Monitoring Process Map

Community-Led Monitoring Process Map
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The list below describes what CLM is not, and distinguishes CLM from other methods of
obtaining client feedback or input, and is partially inspired by the foundational work of the

International Treatment Preparedness Coalition:®!
Community-led Monitoring is NOT:

e simply adding some community-or client-focused indicators to already established
government monitoring systems. This approach does not permit community leadership in

design and implementation.

¢ the same as patient satisfaction surveys. Patient satisfaction surveys may be very useful
to improve the quality of services and the client’s experience of care, and there may be
some overlap with CLM, but they are distinct from CLM. Patient satisfaction surveys are
usually driven by healthcare providers, tend to focus on the effectiveness of services, and

may not focus on the elements prioritized by communities.

e asurvey or study conducted to understand what communities experience. This type of
assessment may be useful, but it is not community-led, nor is it routinized to drive change

and ensure accountability.

Core principles of PEPFAR CLM include:

91 https://itpcglobal.org/wp-content/uploads/2020/02/Community-Led-Monitoring-Brief full.pdf
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e The collective objective of CLM is to develop a shared understanding of the enablers and
barriers to quality HIV services in a manner that is community-driven and collaborative,

productive, respectful, and solutions-oriented.

e CLM should be utilized to advance equity and to support improvement in programs,
especially for populations who have not yet fully experienced the benefits of HIV epidemic

control.

e CLM must be conducted by independent and local civil society organizations. CLM
should be led by community organizations; it should not be led by government institutions
or multilateral bodies. PEPFAR IPs (including those that may be civil society
organizations themselves) currently working on service delivery at the site level generally
do not meet this requirement for CLM; this includes implementing partners who sub-
contract/sub-grant to local civil society organizations. This is to help ensure the objectivity
and independence of CLM is maintained. In developing or refining CLM activities, OUs
should consider the level of trust CSOs have among key communities and stakeholders.
However, in specific circumstances a PEPFAR IP or subgrantee who does site level
service delivery may be included as a CLM partner if that organization meets the other
requirements of a strong CLM partner, such as being community or KP-led and is not

conducting monitoring of their own sites.

e OUs should also consider and, where possible, support the capacity building needs of
implementing CSOs in health service monitoring, data collection and analysis, and
evidence-based advocacy. This should include leveraging support from other multilateral

organizations or others that are also supporting CLM efforts in-country.

e Whenever possible, CLM projects should be implemented by a central coordinated
structure. PEPFAR Ambassador Grants should be used as an option in all OUs where
these mechanisms are already available. Where this mechanism is unavailable or not
practical, OUs may consider other partners that meet the requirement and principles of
objectivity, independence, and maximizing direct funding to community organizations
OUs may propose funding for additional staff support to oversee this CLM portfolio if they
did not do so in prior COPs.

e PEPFAR teams must ensure a process that allows for community leadership of the
specific metrics, measures, or tools to be used for CLM, with consultation and input from
partner country governments and PEPFAR teams. Metrics or measures should be

tailored to a given context and address the needs and concerns of community members.
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e The scope and scale of community-led monitoring should be determined by community
members in each OU (in consultation with PEPFAR in-country staff) but should be based
on need. For example, focusing on a geographic area or limited number of sites, focusing
on access to treatment services among men within a specific community, etc. CLM has
emerged as a solution to challenges with ART continuity and preventing interruptions in
treatment; at a minimum, PEPFAR CLM should focus on these aspects of HIV service
delivery. However, communities may also prioritize other components of HIV services, in

addition to addressing ART continuity challenges.

e Monitoring data should be additive and not duplicate collection of routine data already
available to PEPFAR through MER. Additional monitoring data includes: information from
beneficiaries about their experience with the health facility, information about barriers and
enablers to access and sustained engagement in services, information related to quality
of services, information related to the quality of interactions between clients and health
workers (including ensuring stigma free and confidential service delivery) verification of
the implementation of national level policies (e.g., elimination of user fees) at the facility
level etc.

e CLM activities can utilize SIMS tools as desired or deemed useful, though there is no
expectation to use them and there is no expectation that data from community-led
monitoring activities will be reported to S/GAC through current PEPFAR reporting
mechanisms (such as SIMS, MER, or ER). SIMS tools may be utilized for specific and
select SIMS CEEs (or Standards) that assess patient-provider experience. SIMS tools
are publicly available.

e CLM mechanisms must be action oriented. That is, it is not enough to simply collect
patient reports or descriptions of experiences, (i.e., client satisfaction surveys) but there
must be an associated follow-up process with the health facility, that is community-led
(where safe) and that includes the involvement of USG staff, commitment to corrective

public health action, and community advocacy to improve service outcomes.

e CLM s aroutine, cyclical process. One-off assessments are not sufficient and must be

routinized to ensure follow up and continuous improvement.

e CLM should be developed and implemented in collaborative spirit with appropriate

service sites and should not be organized as a supervisory and/or punitive mechanism.

e Akey part of CLM is advocating for improvements in service delivery. Results from CLM

must be presented safely by community members to in-country PEPFAR teams on a
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quarterly basis (through a presentation or a report followed by a constructive discussion)
in an environment that will foster honest and genuine discussion of results, including of
negative outcomes. At a minimum, PEPFAR USG staff should share these findings with
IPs on a quarterly basis. Community members should not be tasked with sharing findings
with service delivery partners or partner governments, though they may do so where it is
safe. PEPFAR teams must be directly involved in necessary follow up actions and

oversight of IPs to strengthen the quality of service provision.

e PEPFAR teams must ensure they are triangulating CLM findings with other PEPFAR data
sources, including MER results and SIMS scores, and using these data to both foster site

level improvements and as part of their partner management approach (Section 4).

e Implementers of CLM are encouraged to coordinate and triangulate their activities with
other multilateral organizations engaged in CLM (e.g., The Global Fund) to facilitate

information sharing and ensure efficient use of resources

e The routinized process for collecting, analyzing, and sharing of CLM data should be
clearly established and articulated at the country level among all stakeholders. As part of
a commitment to transparency and accountability, community-led monitoring findings
should be made as accessible as possible for use by all stakeholders while ensuring
safety and confidentiality. Where possible and relevant, transparency may include
sharing data, best-practices, and monitoring tools with other country teams. PEPFAR’s
data governance guidance on public release of site level MER data is meant to prevent
deductive disclosure of client identity. Although CLM is a distinct data stream from MER,
the PEPFAR data governance guidance may serve as a useful framework for CLM as it
establishes general policy for data management, including access, roles and
responsibilities, data security, and other considerations such as deductive disclosure risk
mitigation. PEPFAR teams should ensure with community CLM implementers there are
clear processes that govern public release of CLM findings.

e CLM in COP22 should ultimately build upon CLM activities carried out in COP21; and the
same should be ensured for subsequent COPs. The intention should be to build a CLM
program that is sustainable and contributes continually and tangibly to program

improvement.
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3.3 Sustaining Quality at Epidemic Control

After demonstrating that quality services can be attained, PEPFAR will strategically transition
investments to sustain quality at the national level. Recommended activities described in this
section encourage continued engagement of the QI community trained through PEPFAR
investments, sustained quality in lab systems, and the use of QA tools to beyond PEPFAR policy,

including the adoption of some SIMS core essential elements (CEES) into national systems.

Central to the ability to transition to epidemic control investments is preparing stakeholders for
changing priorities, with more efficient and precise quality contributions for equity across sub-
populations and broadening the base of support for quality assurance at this stage of the
epidemic. Diplomatic efforts will be needed to supplement existing political good will and
advance shared interests of development partners and multi-lateral mechanisms. PEPFAR and
multilateral partners (Global Fund, WHO, and the private sector) have shared interests in on-
going quality assurance measures, especially those around commodity and lab systems,
adverse event monitoring, and ensuring data quality and accessibility.®> Throughout the
transition, it will be critical to drive collective support for locally driven community engagement
that can sustain successes for the long term. For instance, PEPFAR supported laboratories have
attained 4-star quality improvement ratings and achieved ISO 15189 accreditation. As programs

attain epidemic control, there is need for systems in place to sustain and maintain these gains.

3.3.1 A CQI Culture

A Continuous Quality Improvement (CQI) culture reflects a mindset that all HIV services should
improve over time for all clients. This culture thrives with dialogue, openness, and accountability.
To attain epidemic control, multiple quality improvement investments were made across
PEPFAR programming, these resulted in improved services delivered by thousands of qualified
resource people in facilities, at CSOs, and across agencies. Transitioning the skills and
knowledge rooted in meeting standards and delivering people-centered results should continue
to sustain epidemic control. During this time, the focus will shift to use CQI for evolving care
models that meet clients with what they need, when they need it. This requires local ownership of
CQIl at all levels, in line with national policy and frameworks, that integrates the CQI approach

into service delivery and routine measurement.

92 https://www.theglobalfund.org/en/sourcing-management/quality-assurance/
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For example, when reviewing CLM data in an OU where most clients are refilling ARVs on time
per their appointments, the findings showed that clients had many complaints about the quality of
the service, including long wait times. This is a case, the team should apply a CQI mindset to use
skills in root cause analysis, to brainstorm and select change ideas, and track performance to

meet the goal of an acceptable wait time.

3.3.2 Transitioning QA for Sustainability

PEPFAR has been discussing and preparing key leadership to transition HIV quality assurance
from an internal mechanism to broader support, in relation to the epidemic and its impact of the
nation. OUs should review Sustainability Index Dashboard (SID)/Military SID (MilSID) information
collected in 2019 and 2021 to identify critical QA investments and progress. These investments
may be defined by those that continue to need PEPFAR support, to activities that can be
supported with calculated collaboration using a Memorandum of Understanding (MOU), and
remaining QA investments that need political endorsement and advocacy across development
partners to supplement for success. Populations needing additional review for equitable quality
assurance investments include key and priority populations, children and adolescents living with

HIV, including OVC, and adolescent girls and young women at higher risk for HIV acquisition.

This section outlines ways to extend the use of existing PEPFAR QA tools and insights towards
sustainable and relevant systems. For example, in 2021 SIMS tools were reviewed to assess
their applicability in Universal Health Coverage (UHC) space, the findings identified that 40% of
SIMS 4.1 Site and Above-Site CEEs scored non-HIV standards, and indeed had utility in addition
to HIV. Non-HIV specific services included in SIMS are health systems, commodities and data

quality, integrated services, comorbidities, and combined prevention packages.

3.3.2.1 Supporting OUs to Transfer QA into National Systems

To achieve the MPR number 10, OUs assure program and site standards are met by integrating
effective Quality Assurance (QA) and Continuous Quality Improvement (CQI) practices, including
into national policy. These national policies are a road map for coordination and collaboration at

epidemic control that should be reflected into partner and PEPFAR supported sites.

As OUs transition to sustain epidemic control, OUs will need to include QA/QI as part of their
technical assistance support in more efficient ways for the current context. It should be noted that
programming is no longer scaling up complex new interventions but sustaining efficient

differentiated service delivery that meets client’s needs. Efforts that were previously intensive in
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person training on well understood concepts, may be realigned for more a virtual and on-going

orientation to keep CQI activities relevant for the sustained workforce.

Another critical area for sustaining QA/QI, is by identifying opportunities to embed necessary
QA/QI metrics and capabilities into existing national systems. This is a precise way of integration

that can produce long term data and results.
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4.0 PARTNER PERFORMANCE AND
MANAGEMENT

4.1 Principles and Expectations

Pursuant to the United States Leadership Against HIV/AIDS, Tuberculosis, and Malaria Act of

2003 (Leadership Act), “the Global AIDS Coordinator shall have primary responsibility for the

oversight and coordination of all resources and international activities of the United States

Government to combat the HIV/AIDS pandemic, including all programs, projects, and activities of

the United States Government relating to the HIV/AIDS pandemic under the United States

Leadership Against HIV/AIDS...Act’. It is critical to ensure programmatic performance of all U.S.

taxpayer dollars as PEPFAR continues implementation consistent with the Leadership Act.

PEPFAR is building upon previous efforts and the PEPFAR Strategy for Accelerating Epidemic

Control (2017-2020) with broad stakeholder input and experience implementing during the global
COVID-19 pandemic to inform the new PEPFAR Strategy: Vision 2025 (2021-2025) under

development.

Global policies align with WHO guidelines and policies for optimal programming and

communicated through State Department transmitted cables and COP guidance annually.

New policies are immediately communicated and part of that year’'s COP guidance. If

policies have fiscal implications, additional funding is linked to that policy adoption.

Administration policies are communicated in the same processes through cables and
annual COP guidance.

At the request of U.S. Ambassadors in country, PEPFAR limits policy requirements to the
annual COP processes to streamline adoption and implementation in country as part of
our COP streamlining process.

Since March 2020, supplementary PEPFAR Technical Guidance in the Context of the
COVID-19 Pandemic has been updated and disseminated routinely with responses to
guestions from OUs about using PEPFAR resources and adapting programs to
implement safely and mitigate negative impacts as the COVID-19 situation in countries

continues to evolve over time.
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PEPFAR is committed to seeking to protect participants from all forms of abuse, unethical
behavior, and misconduct (i.e., sexual, physical, emotional, and financial abuse, discrimination,
coercion, exploitation, and neglect) in PEPFAR-supported programming and has zero tolerance
for such actions or failures to address these actions proactively, safely and in a manner
respectful to the rights and needs of program participants. For details on prevention and

response to gender-based violence and violence against children see Section 6.6.2.1. For

prevention and response to unethical behavior, misconduct and coercion in Index Testing see

Section 6.3.1.5. For specific approaches to ensure key populations programs are voluntary,
confidential, non-judgmental, non-coercive, and non-discriminatory see Section 6.5.
Accountability must be enforced at the individual and institutional levels, and agencies must
ensure that safeguarding policies, procedures, codes of conduct, and monitoring tools are
actively used by agency personnel and IPs to protect all participants and respond appropriately

when incidents occur.

The PEPFAR team in country is responsible for seeking to ensure partners implement the COP
as planned and provide solutions to concerns raised during the COP planning process, as
appropriate. The USG implementing agencies are fully responsible for the implementation of the
PEPFAR funds allocated or transferred to them by S/GAC.

In order to effectively manage IP performance, all agencies implementing PEPFAR programming
should plan and propose budgets for achievable SNU targets and PEPFAR teams should
communicate that these targets are their expected achievements. Teams should submit targets
that are achievable and verifiable, and budgets will be adjusted by S/IGAC to match targets.
Agencies are expected to monitor the program achievements, including both target achievement
and trends in performance, in relation to financial data (including outlays and partner level
expenditures as available) to determine the significant areas of underperformance as described
below. A mechanism will be determined to be underperforming through a comprehensive review
of performance across all indicators and metrics assigned to the mechanism. What rises to the
level of underperformance for one mechanism may not for another. Underperformance may be
related to one single indicator, if the indicator is of critical strategic performance for the
mechanism, such as TX_NET NEW or TX_CURR for a partner implementing HIV treatment, or a
mechanism may only be determined to be underperforming if the mechanism has widespread
underachievement across many indicators or metrics. Identification of underperformance may be
made by the Chair and PPM with inputs from field and headquarters teams, as part of S/IGAC’s

oversight role. Preferably, agencies should also proactively identify any of their own mechanisms
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that they believe to be underperforming. Once underperformance has been determined, rapid
action on behalf of the agency is required in order to remediate the problem. As a consequence
of underperformance, agencies are expected to identify the barriers-internal and external- to
achievement that drove the underperformance, and to put in place specific management
interventions based on timing and level of underperformance. Any partner with EITHER (1) <15%
of target achievement at 3 months; or (2) less than 40% of target achievement at 6 months, must
have a complete review of performance data (including trends in performance) and expenditures
to date by program area, implement remediation, and conduct intensive follow-up. These
elements (i.e., review, remediation, and follow-up) should be incorporated into the existing IP
work plans. An additional quarter of consistently poor performance by the IP should also result in

implementation of a documented Performance Improvement Plan (PIP) or Corrective Action Plan

(CAP), in accordance with implementing agency policy. PIP indicators should reflect the core

issue. If the issue is linkage of people who test positive to treatment, the indicator measured
should be linkage (individuals in TX_NEW greater than 95% of HTS_TST_POS). If the issue is
continuity of treatment, it should be TX_NET_NEW over the quarter equal to 95% of TX_NEW.
With a third quarter of consistently poor performance by the IP, implementing agencies should
notify S/IGAC of the actions the agency is implementing to address partner non-performance,
including options for a shift to new partners. There may be exceptions during extraordinary
pandemic or disaster responses. When considering performance in the context of emergency-
related implementation pauses, agencies should continue to document how partners have
adapted programs and ensure they have managed budget pipelines within the parameters of

PEPFAR guidance to recover progress as swiftly as possible when safe to do so.

Table 4.1.1 Agency management of underperforming IPs

Performance Program Budget
threshold

Quarter 1 | <15% target reached | Review and intensive follow | Establish plan for

up spending
Quarter 2 | <40% target reached | Review and PIP/CAP Establish plan for
spending

Quarter 3 | <70% target reached | Consider options, including | Consider options,

option to remove IP or including options of
replace with a new IP reallocating funding to
new IP
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The performance thresholds apply to all indicators except treatment current and OVC_SERV. In
the HIV treatment program, most clients are continuing on treatment year after year and current
on treatment (TX_CURR) performance should be between 98% and 100% of the target. This can
be adjusted in country context where HIV treatment services are still scaling up and the
treatment new target is greater than 10% of treatment current. OVC programs are also similar in
that there are clients continuing services from the previous year; if the IP is less than 80% of their
target at Q2 performance review should be triggered. Similarly, DREAMS programs may carry

over some AGYW across fiscal years who are completing the DREAMS program.

Implementing Partners need to prepare actionable work plans that align with strategic direction,
budgets, interventions, above-site activities, and targets from COP22. CQI methodology should
be integrated into the work plans. The work plan budgets should be arrayed according to the
PEPFAR financial classification of interventions and cost categories. Moving beyond monitoring
to management for change requires an understanding of what is being implemented, how it is
being implemented, the scale of implementation, the quality of implementation, and the cost of
that implementation. It is incumbent upon PEPFAR headquarters and in-country agency
leadership and staff to ensure that financial indicators (as per annual ER and semi-annual
outlays reporting), quarterly results (MER and SIMS) and other relevant data, such as trends
from community-led monitoring, are provided to S/GAC and to the full interagency team with
integrity and in a timely and transparent manner in order to ensure robust analysis by all parties.

This is to ensure a shared understanding of partner performance across the PEPFAR program.
Core elements of effective partner management include:

e A structured framework for implementing partner management should be established for
each mechanism at the time of award and revisited annually at the time of work plan
approval and must be in line with the COP. USG Agency AOR/COR and activity
managers are responsible for designing and carrying out partner management plans to

ensure accountability for PEPFAR funds.

e Routine performance monitoring through USG/implementing partner review of OU-,
SNU-, and site-level program results (including data completeness and quality), with
frequency (weekly, monthly, or quarterly) determined by partner performance. This must
include PEPFAR’s main quarterly and annual data streams: MER, SIMS, and ER,
triangulated periodically with client and/or community feedback via CLM or other

processes.
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e Effective financial monitoring to ensure 1) planned resources and spending is aligned
with technical priorities as defined in the implementing partner work plan, as well as the
PEPFAR Budget & Projected Expenditure Template (which should align) at the site level
prior to signing approval vouchers and 2) current spending or projected spending does

not or will not exceed approved operational plan budget.

e Establishing a clear link between the COP22 budget, the COP21 budget and associated
work plans and the COP20/FY2021 expenditure reporting.

e Ensuring all funding projected to be outlaid during the 12 months of FY2023 must be
represented in the approved COP22 budget. This is unchanged from previous guidance,

please see Section 4.2 for more details.
Work plans must include:

e MER indicators to assess performance and demonstrate impact. For instance, for
treatment, this includes critical indicators across the clinical cascade (i.e., HTS_POS,
TX_NEW, TX_NET_NEW, TX_CURR—not just TX_NEW). Relationships between the
indicators must be clearly established in the work plans. In other words, new on treatment
should be 95% of those who test positive, as testing will have been focused to find new
clients, net new on treatment must be 95% of new clients to demonstrate retention of
clients on treatment. Interventions should be implemented to scale and with fidelity to
programmatically contribute to quarter over quarter net increases in the treatment
population (as measured through TX_CURR). Other MER indicators to understand any
program losses and measure the number of people returning to treatment must be used
(this includes TX_ML and TX_RTT). Ultimately, this means ensuring at least 95% VLS at
the site and SNU level.

e Measures to track expenditures in alignment with PEPFAR Financial Classifications
Reference Guide. This reporting should reflect actual expenditures based on partner
implementation and will be interpreted within the context of what partners were approved

to implement.

e Measures to ensure the quality of interventions (using SIMS at a minimum), especially

the delivery of patient-centered services.

Successful implementing partner management leads to the translation of findings into action by:
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e Improving the quality and delivery of services to ensure all beneficiaries/clients receive
client-centered services that promote continuous ART, engagement in lifelong treatment
and viral load suppression.

e Using findings to course correct implementation and mitigate challenges at the partner
and site level, including the impact of COVID-19.

e Monitoring performance against indicator targets and financial reporting against budget
for effective impact monitoring.

e Offering partners technical assistance in shifting resource allocations when needed.

e Making use of headquarters and other resources to share information, expertise, sample

SOPs and/or other tools that improve processes and enhance accountability.

4.1.1 Performance Monitoring

Quarterly results reviews, coinciding with results reporting in DATIM and the interagency POART
process, are required to allow for in-depth integrated analysis of partner performance and pre-
POART call engagement with implementing partners. Between quarterly reviews, program
performance results for priority technical areas should be reviewed regularly via reporting from
the implementing partner to the USG management team, including any analyses of barriers and
facilitators or root cause analysis to providing client-centered services—taking into account the
impact of COVID-19 surges during specific time periods. At a minimum, results reviews should
take place monthly. When partner performance is of concern, USG management teams should
increase frequency up to weekly results reviews and remediation actions, utilizing frequent
benchmarks to monitor progress (as per guidance above in Section 4.1). Implementing partners
should be encouraged to review program data weekly where appropriate to provide an early

warning system for performance trends.

More specifically, to monitor performance, financials, and remediation effectively and routinely,
the following programmatic and operational components should be included (in addition to the

principles described above in Section 4.1):

e Routine data completeness and quality review (including all PEPFAR data streams —
MER, SIMS, ER, Outlays and Obligations etc.).

e Performance review down to the site level by partner and sub-national unit (SNU)-type

with age/sex/priority population disaggregates.
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e Use and integration of a CQIl and QA methodology at the site level to address barriers,
identify and remediate bottlenecks and improve quality of services and the client

experience.

e Inclusion of findings from community-led monitoring of patient experience to understand
the enablers and barriers to continuity in treatment services at the site level (see
Section 3.2.3).

e Strategic review of progress through the cascade and linkages from a patient point of

view including in depth review of unmet need and coverage across cascade.

e Complete and updated site organization charts, including HRH investments (PEPFAR-

supported and otherwise).

e Site ranking by yield by volume, linkage, and treatment continuity; identification of positive
and negative deviants for further investigation/analysis and transfer of lessons learned,

where appropriate.

e Routine patient/client satisfaction data that is being used to improve service delivery and

patient experience.

e Semi-annual reporting of Agency outlays by implementing mechanism via FACTS Info, in

formats similar to the fiscal years 2017-2021 reporting.
e Reporting of PEPFAR program expenditures.

e Tracking of commodity procurement and distribution to both ensure sufficient quantities of
required commaodities have been procured in a timely fashion, and that shipment arrive

on time, and are quickly delivered to sites.

e Detailed, actionable work plans, including implementing mechanism budgets by financial
classification intervention and by cost category, planned interventions, expected targets
and/or benchmarks, and integration and use of CQI methodology. COP22 work plans will

be submitted to S/IGAC after COP approval starting in June.

o Within work plans, if performance-based financing, structural or individual
incentives for results and other innovative financing models are used, they should
be discussed between the partner and funding agency, and a risk management
strategy with documented internal controls should be aligned with the PEPFAR

country strategy before implementation.

e Evidence of linkages between facilities and community-based implementing partners to
improve collaboration, delivery of services, reporting of data, and understanding of
barriers and facilitators of providing client-centered services. MOUs and/or physical co-
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location of staff should be implemented to promote seamless and successful hand-offs

and mitigate competition for targets.

e Review of partner-level HRH data as collected in the HRH inventory to ensure
appropriate staffing levels and types at all sites and geographies and to ensure alignment
of HRH footprint to mechanism’s programmatic activities, including alignment to MER

indicators.

e Adhere to all principles of Budget Execution in Section 5.9.4.

4.1.2 Financial Monitoring

Strengthening the transparency and reporting of financial indicators to ensure that financial
monitoring—analysis of how a planned budget is being or has been executed—is a key COP22
priority. USG management teams are required to use this financial data to inform programmatic
decision-making and implementing partner management to ensure spending is commensurate
with results. Spending (both USG outlays and partner expenditures) must align with the
approved PEPFAR operational plan and implementing partner budget as outlined in the COP
budget and the annual mechanism work plan as provided in the PEPFAR Budget and Projected
Expenditure Template. Over-outlaying is neither approved nor acceptable. If spending is
outpacing target achievement or monthly burn rate toward the approved annual budget, teams

should be prepared to discuss why and develop a remediation plan where necessary.

4.1.3 Remediation Planning

As described in the sub-sections above, regular monitoring allows for immediate course
correction for poor program or financial performance. However, when an issue is identified, the
USG management team should determine an appropriate remediation strategy, track the date of
implementation, and be prepared to shift the allocation of targets and resources among partners
if performance does not improve quarter over quarter. As a part of this planning, lessons learned
from other successful partners as well technical shifts (global or PEPFAR guidance, policy shifts
in country, etc.) should be embedded in any remediation strategy. Formal Partner Improvement
Plans (PIPs) should be implemented in cases of underperformance, as per parameters

described throughout this section. See also Section 4.2 on Oversight and Accountability.
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4.2 Oversight and Accountability

Clear target setting with appropriate level of budget as well as continuous partner management
and partner improvement is critical. The U.S. implementing agencies and the in-country team
must hold partners accountable for the outcomes and impact of PEPFAR funds and work to
ensure there is no fraud, waste, and abuse of these funds. Consistent with the United States
Leadership Against HIV/AIDS, Tuberculosis, and Malaria Act of 2003, the Offices of Inspectors
General (OIG) of several PEPFAR-funded implementing agencies jointly develop coordinated
annual plans for oversight activity in each fiscal year (see Fiscal Year 2020 Inspectors General

Coordinated Oversight Plan®® which includes focus areas for action each year.

PEPFAR Implementing Agencies also should ensure funding mechanisms (contracts,
cooperative agreements, and grants) and partner management plans include appropriate actions
to prevent, identify, report, and respond to programmatic and financial fraud, waste, or
mismanagement. Whether funding large international organizations, government institutions, or
small local partners, PEPFAR programs often operate in a larger environment of fraud risk, and
agencies may use a variety of tools and approaches to ensure accountability for PEPFAR funds
and accuracy of reported accomplishments. Along with performance management, strategies
may include engaging relevant agency staff and OIGs to facilitate trainings for in-country staff
and partners, implementing organizational risk assessments that identify opportunities to improve
internal controls and key management practices of funded partners, conducting proactive and
responsive data quality assessments at multiple levels, and following guidance from respective
OIGs as needed to document and/or facilitate a response to fraud warning signs, allegations, or

findings, among other actions.

Scenarios such as these below should result in greater investigation, increased oversight, and
implementation of corrective action and mitigation strategies: (1) lack of concurrence between
numbers of persons identified as HIV positive and number of persons initiated on treatment; (2)
lack of alignment between program results (such as number of persons on treatment) and results
from large population-based surveys of HIV, like the PHIAs; (3) lack of alignment between data
showing complete utilization of commodities budgets without achievement of related treatment

and viral load coverage targets; (4) lack of concurrence between program performance data and

93 Foreign Assistance To Combat HIV/AIDS, Tuberculosis, and Malaria Fiscal Year 2021 Inspectors General
Coordinated Oversight Plan, August 2020, https://oig.usaid.gov/sites/default/files/2020-
08/Fiscal%20Year%202021%20Inspectors%20General%20Coordinated%200versight%20Plan%20for%20Foreign%20
Assistance%20t0%20Combat%20HIVAIDS%2C%20Tuberculosis%2C%20and%20Malaria.pdf
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data on stockouts of commodities. All valid, reliable, and available data sources should be used to
reconcile results and ensure any claims or statements of achievement are being met. Data
sources may include relevant data about patient experiences collected through CLM efforts, along
with standard PEPFAR data streams such as MER, SIMS, ER, etc.

In addition to ensuring PEPFAR-supported funding mechanisms (contracts, cooperative
agreements, and grants) and partner management plans include appropriate actions to prevent,
identify, report, and respond to programmatic and financial fraud, waste, or mismanagement,
PEPFAR implementing agencies must ensure non-discrimination policies or statements are in
place in funding mechanisms that support PEPFAR’s priority of non-discriminatory services.
PEPFAR teams and agencies should also respond to and investigate immediately allegations of

discriminatory behavior on the part of implementing partners.
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5.0 COP BASICS

5.1 What is a COP/ROP?

The COP/ROP®* documents U.S. government-planned annual investments linked to specific
results in the global fight against HIV/AIDS to ensure every U.S. dollar is maximally focused and
traceable for impact. It is the basis for approval of annual U.S. government bilateral HIV/AIDS
funding in most partner countries. The COP also serves as a tool for allocation and tracking of
budget and targets, an annual strategic plan for U.S. government-funded global HIV/AIDS
activities, and the coordination platform with the Global Fund to ensure elimination of duplication.
Data from the COP are essential to complying with PEPFAR’s commitment to transparency and

accountability to all stakeholders.

5.2 Which Programs Prepare a COP?

PEPFAR utilizes two organizational structures related to specific planning processes:

1. Bilateral programs/operating units

2. Regional platforms

For COP22, all PEPFAR programs in the two organization structures will follow the planning and

submission process, including timelines, described in this document.

Bilateral Programs (single OUs) required to complete COP22 using the planning and

submission process described in this guidance document include:

Angola, Botswana, Burundi, Cameroon, Céte d’lvoire, Democratic Republic of the Congo,
Dominican Republic, Eswatini, Ethiopia, Haiti, Kenya, Lesotho, Malawi, Mozambique,
Namibia, Nigeria, Rwanda, South Africa, South Sudan, Tanzania, Uganda, Ukraine,

Vietnam, Zambia, and Zimbabwe

Regional Platforms are an organizational structure in PEPFAR using a hub-and-spoke or

distributed assets model to plan PEPFAR financial and technical resources that are currently

%4 Throughout this document, the term ‘COP(s)’ includes Regional Operating Plans (ROPs) except as specified, and
the term ‘country teams’ includes regional teams for programs completing a ROP.
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being implemented in the region into one Regional Operational Plan (ROP). Regional Platforms
required to complete ROP22 using the planning and submission process described in this

guidance document include:

e Asia: Burma, Cambodia, India, Indonesia, Kazakhstan, Kyrgyz Republic, Laos, Nepal,

Papua New Guinea, Philippines, Republic of Tajikistan, Thailand

e \Western Hemisphere: Brazil, El Salvador, Guatemala, Guyana, Honduras, Jamaica,

Nicaragua, Panama, Trinidad & Tobago

e West Africa: Benin, Burkina Faso, Ghana, Liberia, Mali, Senegal, Sierra Leone, and Togo

5.3 COP/ROP Timeline

The complete COP/ROP22 process will occur over approximately four months starting with the
release of COP/ROP22 related tools on January 7, and COP/ROP22 guidance and the OU
specific Planning Level Letters (PLL) on January 19, 2022. In order to ensure the fullest
engagement possible with the community and stakeholders, PEPFAR OU teams/regions are
required to conduct a strategic planning retreat, either in-person or virtual, with local stakeholders
and implementing partners. This retreat should take place on either the week of January 31,
2022, or the week of February 7, 2022, and be used to introduce and discuss all COP22 tools,

guidance, results, targets, and discuss the trajectory and strategy for COP/ROP22 development.

COP22 Guidance Release Date: January 19, 2022, on both PEPFAR SharePoint and

https://www.state.gov/pepfar/

COP22 Strategic Direction Summary (SDS) Template will be on the COP/ROP Resources
SharePoint landing page January 19, 2022. The DataPack, FAST, Table 6/SRE, and

Commodities Supply Planning Tool will be released to OU teams January 7, 2022.

COP22 strateqgic Planning Meetings: Week of February 7, 2022, at the latest.

No later than the week of February 7, 2022, all PEPFAR programs are expected to host a
strategic planning retreat, either in-person or virtual, with their local stakeholders to analyze new
data, discuss performance throughout FY21, modifications that are occurring right now to
improve performance, and reach consensus on the proposed COP22 direction. Programs

should plan for either in-person or virtual engagement as needed based on local context
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of COVID-19 and restrictions on in-person gatherings and travel. Key elements of this

retreat include:

1) Building on the review of FY21 Quarter 4 (Q4) and Annual Program Review (APR21)
program results and key analyses to highlight programmatic successes, needs and gaps.

This review is to ensure all participants share an understanding of epidemiologic data,

key programmatic data, achievements and gaps, funding landscape and must include the

presentation of:

a.

A summary of the areas highlighted in the PEPFAR FY21 Q4 Corrective Action
Summary (CAS), including annual data from the Site Improvement Monitoring
System (SIMS), and the Sustainability Index Dashboard (SID) 2021, and funding
landscape using the Resource Alignment data

Analyses of programmatic achievement and the impact of COVID-19 in key areas,
including viral load suppression, conducted on the current geographic and
population priorities to determine whether these should be reviewed and revised
to include new areas/populations for saturation.

Sex and age-band analyses to highlight gaps in services between males and
females and adults and children.

Analyses of current performance and financial data, including outlay data, and
expenditure results at all relevant levels, including partner, that can inform
proposed COP22 national, district, and partner level targets and budgets.
Analyses of Human Resources for Health Inventory data also should be reviewed
with performance results and progress in other above site and non-service

delivery objectives at all levels of investment.

2) In-depth dialogue about technical approaches, specific interventions and other solutions

needed to accelerate epidemic control and reinforce local capacity. Discussions must:

a.

Include the identification of specific activities and solutions that address gaps in
effective implementation and populations reached, particularly in retaining young
adults and men in life-long ART, which will be implemented immediately.

Utilize information from COP21 partner work plans and strategic objectives to
review partner performance, discuss successes and challenges, and determine
areas for continued investment, areas requiring immediate revision, updates and
areas needing new strategies and solutions or realignment of partners, and

timeline to implementation.
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3) Discussions focused on monitoring and management to ensure programs are
implemented effectively and with fidelity, specifically highlighting strategies for partner
and quality management. These discussions must prioritize and emphasize:

a. The use of data inputs from the MER, SIMS, SID, semi-annual outlays,
expenditure, and other sources to monitor progress.

b. The identification and development of comprehensive data inputs to monitor and
manage partner performance in an open and transparent manner, and specific
timelines for improvement.

c. Development of quality management programs located at service delivery points
to improve health outcomes and partner performance (see Sections 2 and 3).

4) A consensus on the proposed strategy for COP22, including national, district, and partner

level targets and budgets.

During this period, PEPFAR teams should also consider building on regular and meaningful
dialogue with implementing partners by hosting an implementing partner meeting to review data

and discuss the proposed COP22 direction.

Sustaining HIV Impact Countries: Based on current program data and UNAIDS projections,
select countries that are currently at epidemic control will have focused discussions around
program design, transforming from surge activities for case finding and treatment initiation to
activities that sustain substantial cohorts on ART and maintain viral suppression. Program design
and support for sustained epidemic control will be customized based on each partner country's
technical, managerial, and financial capacity. These countries are Botswana, Eswatini, Kenya,

Lesotho, Namibia, and Uganda.

Headguarters Review of Tools:

Given the continued COVID-19 pandemic, virtual COP22 Planning Meetings (in previous years
these were in-person meetings in regional locations, such as Johannesburg, South Africa and
Bangkok, Thailand) will allow intensive input, review, and refinement of COP22 plans with
S/GAC, interagency advisors, and other stakeholders in advance of virtual In-country COP

Approval Meetings.

Teams will submit the validated information pre-populated in the Resource Alignment Funding
Landscape Table the first week in February. Prior to the COP22 Meetings, teams will submit to
headquarters for review the DataPack (targets); FAST (budgets); Supply Planning Tool

(commodities); and Table 6 Excel Workbook (non-service delivery activities) with Surveys-
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Surveillance, Research, and Evaluation (SRE) Tool. Headquarters teams will review these tools
and provide feedback to teams so that teams can make relevant adjustments prior to the COP22
meetings. The DataPack (targets), FAST (budgets), Supply Planning Tool (commaodities), and
Table 6 Excel Workbook (non-service delivery activities) will be submitted on a rolling basis
seven days prior to the virtual planning meeting, based on the following groupings (as defined
below):

e Group 1: Week of March 7, 2022
o Single OUs
= Nigeria, Rwanda, Cameroon, Mozambique, Ukraine, South Sudan, South
Africa

o Sustaining Impact OUs

= Lesotho
e Group 2: Week of March 14, 2022
o Single OUs

= Burundi, Dominican Republic, Zimbabwe, Tanzania, Céte d’lvoire,
Ethiopia, Democratic Republic of Congo, Angola, Malawi
o Sustaining HIV Impact OUs
= Uganda
o Regional Platforms
=  West Africa Region
e Group 3: Week of March 21, 2022
o Single OUs
= Vietnam, Zambia, Haiti
o Sustaining Impact OUs
= Kenya, Botswana, Eswatini, Namibia
o Regional Platforms

= Western Hemisphere Region, Asia Region

This submission timeline will allow headquarters to review and provide feedback so teams can
make relevant adjustments prior to the COP22 Virtual Planning Meeting described below.
Building on successes and country progress over the past several years and adapting to COVID-
19 related health and safety considerations, for COP22 S/GAC will convene the headquarters
and field teams for a COP22 Virtual Planning Meeting between February 28 - March 25, 2022.

Throughout these discussions, teams will review critical policy requirements, key activities, and
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progress to reach epidemic control. PEPFAR teams, headquarters staff, partner country
leadership, community and international civil society representatives, and multilateral
stakeholders will identify and agree on critical solutions and operationalizing these to advance
each OU’s ability to reach and sustain epidemic control. Key outputs from the meeting will be

partner level budgets, targets, management solutions and priorities in sustainability planning.

COP22 Virtual Meetings:

The Virtual COP22 Meeting dates have three tracks. The first track is for single OU programs,
while a second track has been developed for regional programs in order to allow flexibility around
more frequent touch points with headquarters support teams. The third track is for the six
‘Sustaining HIV Impact’ countries, which will allow them to follow along with their designated
country grouping timeline, while ensuring there is flexibility if needed, and more frequent check-

ins with headquarters support teams.

The following visual represents overall timing of the Virtual COP Planning Meetings, however it is
important to note these tracks are neither positive nor negative. This model is only intended to
illustrate the concurrent timelines for single OUs, the ‘Sustaining HIV Impact’ OUs, plus regional
OU processes as each works in collaboration with subject matter experts, S/IGAC focal points for
tools and systems, and country leadership to finalize COP22 strategies, and to complete tools

required for COP22 submission.

Figure 5.3.1 The Three-Track Virtual COP Planning Meeting Overview

Single OUs and Regional Platforms

Draft tools

submitted at least Group 1 Group 2 Group 3 Einal COP
7 days prior to 3/7/22 3/14/22 3/21/22 Submission Due
planning meeting Tools to SGAC Tools ta SGAC ~ Tools to SGAC Rolling ~5 weeks
COP2022 on a rolling basis. 2/28/22 3/7/22 3/14/22 after Friday of

FAST, Table 6, Guidance Country Senior planning meeting.

SRE, DataPack, and PLLs Strategic Leadership . . Closing SGAC provides CNs
etc, Released Released Retreats Summit Plenary concurrence within 1,28&3
17722 01/19/22 1B/ 22223 ‘.ﬁgj:i: 1. Stakeholder Iil. Stakeholder 3/28/22 L week T80
& C50 Townhall & CSO Townhall

4 Il. Government Partner |V, Government Partner,
Meeting 3/10/22 Meeting 3/23/22

COP22 Tool 0OU, CASTPLL OU Strategy Opening SDS & flatpacks to Virtual
Webinars Discussion Checkpoint COP22 Planning Stakehalders Approval
1/5-1/11/22 01/20-21/22 2/17-2/18/22 Meeting Rolling ~1 week Meetings
Plenary Before submission. Rolling ~6 weeks
Webinar 2/28/22 Weeks 1-4 to SGAC After Friday of
2/28/22 All OUs start *  Multiple leadership checkpoints as needed Planning Mtg.
-tools to SGAC  » Augmented ISME and tools support if needed 4/25-5/13/22

7 days before = All OUs planning meetings complete
Planning meeting by 3/25/22 and should coincide with Group 2 or Group 3

COP/ROP22 Guidance for All PEPFAR-Supported Countries Page 165 of 780




Sustaining Impact OUs: Botswana, Eswatini, Kenya, Lesotho, Namibia, Uganda

COP/ROP Preparation Planning Meeting Execution

Final COP
Submission Due

Opening Rolling ~5 weeks
COP2022  Epidemic control COP22 Planning 1. Stakeholder Il Stakeholder after Friday of
FAST, Table 6, Guidance Pre-retreat Meeting & C50 Townhall & €SO Townhall planning meeting.
SRE, DataPack, and PLLs Leadership 0OU Strategy Plenary 1. Government Partner IV. Government Partner Closing SGAC provides CNs
etc. Rel d | d i Checkpoi bi Meeting 3/10/22 Meeting 3/23/22 Plenary concurrence within 1,2&3
1/7/22 01/18/22 1/27/22 2/17-2/18/22 2/28/22 3/28/22 1 week TBD
. ~ A
COP22 Tool 0U, CAST PLL Country Senior ~ SDS & flatpacks to virtual
Wehinars Discussion Strategic Leadership Stakeholders Approval
i Weeks 1-4 i .
1/5-1/11/22 01/20-21/22 Retreats Summit ) ) . Rolling ~1 week Meetings
1/31-2/11/22 2/22-2/23 - OUs_;!t epidemic coptml have \_eadershlp update week 1 Before submission. Rolling ~6 weeks
+ Additional leadership checkpoints as needed t0 SGAC After Friday of
= Tools submitted at least 7 days before the official 4-5 day planning meeting, planning Mtg
which should ceincide with either Group 2 er Group 3 ;

4/25-5/13/22
= Augmented ISME and tools support if needed / 713/
= All OUs planning meetings complete by 3/25/22 or earlier

Virtual COP Planning Meeting Dates

e Group 1: Week of March 7, 2022
o Single OUs
= Nigeria, Rwanda, Cameroon, Mozambique, Ukraine, South Sudan, South
Africa
o Sustaining HIV Impact OUs

= Lesotho
e Group 2: Week of March 14, 2022
o Single OUs

= Burundi, Dominican Republic, Zimbabwe, Tanzania, Cote d’lvoire,
Ethiopia, Democratic Republic of Congo, Angola, Malawi
o Sustaining HIV Impact OUs
= Uganda
o Regional Platforms
= West Africa Region
e Group 3: Week of March 21, 2022
o Single OUs
= Vietnam, Zambia, Haiti
o Sustaining HIV Impact OUs
= Kenya, Botswana, Eswatini, Namibia
o Regional Platforms

= Western Hemisphere Region, Asia Region
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Each single OU and regional platform will participate in one Virtual COP22 Planning Meeting.
The COP22 Virtual Planning Meetings are expected to be 3-4 half days to increase data-driven
decision making and consultation with stakeholders, to be decided in consultation between
Chair, PPM, CAST, and the field team. The COP22 Meetings will include PEPFAR field and
headquarters teams, partner country leadership, global and local community and civil society
representatives, private sector, and multilateral stakeholders. The COP22 Meetings will focus on

reviewing policies, key activities, and progress to reach and sustain epidemic control.

The goals are:
e Respond to S/IGAC and HQ review of COP22 proposal and address outstanding items.

e Identify and agree on critical solutions and effective means of operationalization to

advance each country’s ability to accelerate epidemic control.

e Review and validate priorities to promote sustainability and increase local responsibility

for the HIV response, particularly for those OUs at epidemic control.

Key outputs will be agreement on partner level budgets, targets, and management solutions.
Sessions will look at common themes in program implementation across PEPFAR countries and

learn about innovations and best practices that can be applied across countries.

COP22 Submission Due Dates:

e Group 1: April 19, 2022 (*to account for Easter Monday)
e Group 2: April 22, 2022
e Group 3: April 29, 2022

S/GAC will review, exchange with teams as needed and concur within a week of receiving

submissions.

Consistent with previous COP processes, all single OUs and regional platforms will submit the
final COP22 in all indicated systems on a rolling basis in the five weeks following the conclusion
of their Group’s COP22 Meeting. Extra time has been given this year in order to ensure country
teams have sufficient time to complete all COP22 deliverables and tools with stakeholder
engagement. The COP22 timeline is summarized in Figure 5.3.2 and the required COP22

elements checklist is found in Figure 5.4.1.

For COP22, S/IGAC will manage approvals during virtual country meetings led by PEPFAR
Country Chairs with PPMs, headquarters Agency Points of Contact, PEPFAR field program
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leadership, partner country leadership, local community and civil society representatives, and

private sector and multilateral stakeholders.

COP22 Virtual Country Approval Meeting Dates:

All COP22 Country Approval Meetings should take place between April 25 - May 13, 2022.
Approval meetings will occur on a rolling basis ~6 weeks after the conclusion of the COP22

Planning Meeting.

Figure 5.3.2 summarizes COP21 process, milestones, and timeline

Key Milestones Dates

Release of COP22 Tools: FAST,
DataPack, Table 6, SRE, Supply

Planning Tool

January 7, 2022

Release of COP22 Guidance and
COP/ROP22 Planning Level Letters

January 19, 2022

Pre-retreat Meeting for Sustaining January 27, 2022

Impact Countries

In-country Planning Retreat

No later than week of February 7, 2022

Opening Plenary Webinar

February 28, 2022

Rolling submission and review of tools
(DataPack, FAST, Table 6 Excel
Workbook and SRE Tool) at least

seven days prior to planning meeting.

e Group 1: February 28, 2022
e Group 2: March 7, 2022
e Group 3: March 14, 2022

COP22 Planning Meetings

e Group 1: Week of March 7, 2022
e Group 2: Week of March 14, 2022
e Group 3: Week of March 21, 2022

COP22 Submission Due

e Group 1: April 19, 2022
o Group 2: April 22, 2022
e Group 3: April 29, 2022

COP22 Virtual or Country Approval
Meetings

All COP22 Approval Meetings should take

place between April 25 — May 13, 2022
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5.4 Required COP Elements Checklist

Figure 5.4.1 summarizes COP22 elements and supplemental document checklist

DataPack

(for IM x PSNU level
target setting)

Requirement

All OUs

System of Completion
/ Tool / Template

(location of
tool/template)

Tool

(SharePoint: OU HQ

Collaboration page)

Pre-COP22
Meeting
Tool
Submission

Yes

FAST All OUs Tool Yes
Budget and cross-cutting (SharePoint: OU HQ
allocations Collaboration page)
Table 6 Excel Workbook All OUs Template Yes
(SharePoint: OU HQ
Collaboration page
Surveys-Surveillance, Any OU with Template Yes
Research, and Surveys- (SharePoint: OU HQ
Evaluation (SRE) Tool Surveillance, Collaboration page
Research and/or
Evaluation activities
for COP19-21
Resource Alignment All OUs Template Yes
Funding Landscape (OU teams receive pre-
Table populated country
profiles with PEPFAR
and GFATM data to
validate)
Strategic Direction All OUs Template No
Summary (SDS) (SharePoint: COP/ROP
Resources page)
Commodities Supply All OUs Template Yes

Planning Tool
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Management and All OUs

Operations:
Agency Cost-of-Doing All agencies with FAST Yes
Business, including CODB costs

applied pipeline
FACTS Info Staffing All agencies with FACTS Info No
Data Module staff

Agency functional staff

All agencies with
Charts J No Template No
staff
Chief of Mission Letter All OUs No Template No

*No site level targets are required in COP22.
*All supplemental documents (requirements that are not completed through data entry within
FACTS Info or DATIM) are submitted within the documents library in FACTS Info.

5.5 Seamless Planning, Implementation, and Learning

To achieve greater impact with its programming, over time, PEPFAR has moved toward a
seamless planning, learning and implementation process, as illustrated in Figure 5.5.1. POART
reviews, results reporting, SIMS, PHIAs, Demographic and Health Surveys (DHS), table 6
above-site analyses, financial and costing reports, and other data streams all provide critical, up-
to-date information. This confluence of information allows OU field teams, with support from
headquarters, and in consultation with other stakeholders, to proactively plan and make
incremental, real-time changes to programs. These changes are expected to translate into

greater impact, effectiveness, resiliency, and sustainable systems.

The continuous use of data in real time improves program performance and generates new
knowledge that helps design or implement high impact solutions, adaptive practices, innovations,
and meaningful actions. This process provides an annual opportunity for OU teams to
deliberately step back for a higher-level strategic review to identify where programmatic
adjustments or changes are needed, financial sustainable strategies can be applied, and

innovative solutions adopted to address critical gaps to achieve and maintain epidemic control.

The rapid, efficient use of data has resulted in substantial progress over the past COP cycles.

For example,
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e Site-level data for real-time evaluation of sites with greater than 50% men compared to
women new on treatment highlighted the substantially lower coverage among men. The
data have been used to find those sites with evidence of enrolling men and children <15
years old on treatment, analyze their successes, and articulate their solutions for wider
implementation.

e Real time data reviews have identified sites that have greater than 75% linkage of key
populations to testing and treatment and have translated across the findings to scale.

e Site level data analysis also has led to significant efforts in COP20 going into COP21 to
identify causes of client loss and implement solutions that improve the quality of services
and ART continuity — especially among young adults.

e Above-site table 6 analyses as well as use of financial and costing data has helped
identify areas for improved partner efficiency, justify engaging new partners, and develop
strategies to achieve sustainable programming through new collaborations or blended
financing approaches.

Figure 5.5.1 PEPFAR’s seamless planning, learning, and implementation process

COP Strategy Financial

and Budget Reporting

Efficient and effective planning requires close collaboration and partnerships with other
multilaterals, including the Global Fund as well as other development partners. Each OU team, in
consultation with local and international stakeholders, will review country contexts and budget,
priority geographic areas, populations and non-USG investments. This review includes Global
Fund, private sector, and other development partners to validate that the investment priorities
agreed upon in COP22 are strategically aligned, coordinated, and correct. Teams must ensure
that the PEPFAR program is aligned with its development partner investments, such that
activities are strategically focused and coordinated towards effective use of resources and
achievement of common goals. Teams will use the information generated by the FY21 program
implementation cycle (annual program results, outlays, expenditures, and costing) in reaching or
maintaining epidemic control. Information will include FY21 Q4 POART analysis and discussions
related to site and non-service delivery achievements, table 6 above-site investments, plus data

from other sources to identify gaps in reaching epidemic control by age bands, sex, and priority
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sub-national unit (PSNU). This information and analyses will lead to the identification of efficient
and effective solutions required to address any gaps and eliminate key barriers that are inhibiting
progress toward or maintaining epidemic control as well as designing sustainable systems with

local government stakeholders.

Figure 5.5.2 PEPFAR’s seamless planning, learning, and implementation/POART cycle

Implementation/
POART Cycle

COP22 will continue to focus on translating solutions, adaptive practices, and innovations into
full-scale implementation in a rapid and efficient manner. This includes using program and
financial data analyses to ensure that implementing mechanism (IM) programmatic activities,
targets, and budgets are aligned accordingly and efficiently. SNU-level targets will be developed
before finalizing and submitting the COP. OU teams will engage stakeholders early and
continuously through their COP planning process, including conducting either in-country or a
virtual strategic planning retreat. This is expected to support engagement with a variety of
stakeholders to review country results and real time data and identify achievements, gaps, and
areas for financially sustainable strategies. Engagement will also include discussion of COP22
strategic objectives, budgets, targets, solutions, innovations, and priority locations to reach
agreement on the overall COP22 strategic direction. Teams should use the Self-Service App to
create DataPack flatpacks to share with stakeholders prior to initial and final tools submission at

a minimum but should do as frequently as needed to keep stakeholders informed.
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5.6 Coordination Among U.S. Government Agencies

A key hallmark of PEPFAR is its collaborative and inclusive ‘whole-of-government’ approach that
rests on a robust and productive U.S. government interagency response under the Chief of
Mission at the country level. All agencies working in a country or region are required to work
together in an open and transparent manner. This includes jointly gathering, sharing, and
analyzing all available programmatic, epidemiologic, and financial data to inform decision-making,
including partner work plans, and partner- and site-level data. Interagency engagement of
stakeholders in quarterly analysis and COP planning is also a critical component of this whole -of-
government approach, under the leadership of the State Department. PEPFAR Country
Coordinators are positioned to facilitate data sharing across the interagency to inform dialogue
with key stakeholders and the development a unified, transparent country operational plan. It is
essential that all U.S. Government agencies working on HIV/AIDS programs in a country

participate in COP discussions, even if virtually.

It is equally important to ensure that all PEPFAR investments are linked and/or
harmonized in an optimal and efficient manner. For example, PEPFAR-supported facility and
community service providers, regardless of agency or implementing partner affiliation, need to
establish working relations across sites. This will help ensure a contiguous treatment-prevention
system. In addition, above-site investments need to support all PEPFAR-supported sites and
services, as appropriate for reaching epidemic control and development of sustainable financial

strategies, regardless of agency or IP affiliation.

Country programs may have several sources of U.S. Government HIV/AIDS funding (e.g., State,
USAID, Global AIDS Program [GAP] funds). Nevertheless, all HIV/AIDS programming decisions
must be made jointly as an interagency U.S. Government team, with final approval issued by
S/GAC. An important demonstration of this joint decision-making is the requirement that
all draft scopes of work for new/renewed procurements will be shared and reviewed in an
interagency manner at the country level before being included in COP22 and before being
submitted for official agency acquisition and award processes. Sharing and reviewing
scopes of work for new/renewed activities early helps to avoid duplication and helps the aim of

seeking to ensure that all new activities fit within the overall country strategy.

In preparing the COP and throughout the year, PEPFAR programmatic staff are required, as
needed, to consult with other relevant offices in all agencies. These offices might include human

resources, management, financial, general services, scientific review, acquisition, grants, general
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counsel, and policy officials at the appropriate levels to ensure that there is sufficient
administrative and management support to facilitate PEPFAR activities. For example, the
Embassy Management and Human Resources Offices are key partners in evaluating current and
planned staffing for program management, oversight, and accountability. Similarly, all
procurement and assistance actions are coordinated with the appropriate agency’s procurement
office prior to COP approval and during implementation. Each agency utilizes established agency
financial forecasting systems during COP implementation, and it is the onus of the agency to
ensure approved COP activities can be funded and implemented in accordance with S/IGAC
approval and funding letters to agencies. Agencies ensure partners are accountable for the
results they were funded to achieve and are required to link partner spending to results. Agency
headquarters should have situational awareness of programmatic and financial performance of
their partners. As in prior years, successful implementation of COP22 will require ongoing data
analyses via the quarterly POARTS, routine interagency discussion, and routine consultations
with stakeholders. These internal and external-facing discussions facilitate a unified U.S.
Government approach that is aligned with the priorities of partner country governments and local
communities. This ongoing dialogue continues to routinize data sharing and transparency.
Moreover, it provides an opportunity to share evidence-based solutions, adaptive practices, and
new innovations to address implementation challenges identified through POART reviews. If any
agency does not have staff or activities in country, the OU team may still draw on that agency
through the POART and COP processes to solicit the needed expertise.

5.7 Brief Introduction to PEPFAR Implementing Agencies

PEPFAR takes a whole-of-U.S. Government approach, and in accordance with the Leadership

Act, several USG agencies play a unique and fundamental role in PEPFAR implementation.

U.S. Agency for International Development (USAID) USAID’s HIV/AIDS program has been at
the forefront of the global HIV response since 1986, leveraging strategic partnerships and global
health expertise to help control one of the world’s most serious public health challenges. As a

principal implementer of PEPFAR, USAID provides support to over 50 countries.

USAID’s approach to HIV/AIDS provides global leadership to advance HIV epidemic control
and sustainability, supports country-led efforts for long-term sustainability and results, and
applies science, technology, and innovation to support the implementation of cost-effective,

cutting-edge, sustainable, and appropriately integrated HIV/AIDS interventions at scale. USAID
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aims to achieve and sustain HIV/AIDS epidemic control by achieving the globally recognized
95-95-95 targets.

U.S. Department of Health and Human Services

U.S. Centers for Disease Control and Prevention (CDC) The CDC is the U.S. public health
agency. As a primary PEPFAR implementing agency, CDC builds upon scientific and technical
expertise from decades of HIV control experience and provides support to deliver high-impact,
sustainable prevention, care, and treatment of HIV to millions of people globally. The CDC works
with Ministries of Health to strengthen local health infrastructure, including the policy, financing,
and public health systems necessary to underpin this infrastructure, in surveillance and
laboratory activities, workforce planning, allocation, management and treatment continuity, and
epidemiological capacity. CDC promotes the use of data to inform public health policies and
strategies, to iteratively improve HIV programming, and measure the impact of global health

interventions.

The National Institutes of Health (NIH) has intramural scientists conducting basic research on
HIV/AIDS, administers extramural grants related to HIV research, care, and treatment
(implementation science), and helps capacitate the health workforce via Fogarty International

Center training grants.

The Health Resources and Services Administration (HRSA) is the lead provider of domestic
HIV care and treatment services to vulnerable and underserved population, having successfully
reached 567,903 clients with a viral suppression rate of 88.1% in 2019.% HRSA leverages US-
based service delivery expertise to support PEPFAR sites with targeted technical assistance,
mentoring, and skill sharing to address key barriers to epidemic control. HRSA builds on the
success of its domestic HIV program to help PEPFAR countries improve access to high-quality

integrated HIV prevention, care and treatment services and align with PEPFAR strategies.

The U.S. Food & Drug Administration (FDA) approves antiretroviral medications that can be
used by PEPFAR, and also acts as a liaison with the WHO’s prequalification unit to share

information.

The Office of Global Affairs (OGA) supports policy and program coordination on behalf of the
Department of Health and Human Services for PEPFAR.

95 Health Resources and Services Administration. Ryan White HIV/AIDS Program Annual Client-Level Data Report
2019. hab.hrsa.gov/data/data-reports. Published December 2020.

COP/ROP22 Guidance for All PEPFAR-Supported Countries Page 175 of 780


https://hab.hrsa.gov/data/data-reports

U.S. Department of Defense (DoD): The DoD HIV/AIDS Prevention Program (DHAPP) is based
in San Diego, CA, and administers funding, conducts training, and provides technical assistance
for military to military (mil-mil) PEPFAR programs in focus countries and other bilateral countries.
DoD PEPFAR also encompasses the U.S. Military HIV Research Program (Walter Reed Army
Institute of Research) efforts, which focus on military to civilian (mil-civ) partners in three African
countries in high burden communities where it also conducts HIV vaccine research. Combined,
these DoD programs support HIV/AIDS prevention, treatment, care, strategic information, human
capacity development, and program and policy development in host militaries and civilian

communities of 55 countries around the world.

The U.S. Peace Corps: Peace Corps Volunteers (PCVs) work in partnership with host countries
and local governments to enhance the capacity of organizations from the community to the
national level, ultimately promoting an understanding of the epidemic and encouraging the
adoption of healthier behaviors. PCVs provide long-term capacity development support to non-
governmental, community-based organizations, including faith-based organizations, with
particular emphasis on ensuring that community-initiated projects and programs provide holistic
support to people living with and affected by HIV/AIDS. PCVs play a unigue role in targeting

hard-to-reach populations and instituting change through sustainable community efforts.

The U.S. Department of Commerce provides support by furthering private sector engagement
and fostering public-private partnerships. The Department of Commerce creates and
disseminates sector-specific strategies for various industries, detailing concrete examples of how

the private sector can be engaged in HIV/AIDS.

The Census Bureau, within Commerce, also assists countries with collecting census data and

provides support with data analysis and surveys.

The U.S. Department of Treasury works with Finance Ministries in select countries to broaden
awareness of the substantial economic costs of the epidemic, and the need to ensure resilient

and financially secure health systems. Treasury helps these ministries prepare public budgets to
assume a greater share of the costs for HIV/AIDS programs and to provide technical assistance

to build state capacity in public financial management.
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5.8 Aligning Headquarters Resources to Improve

Accountability and Support the Field

PEPFAR must harness the collective expertise of its headquarters staff across all agencies in an
increasingly efficient manner and ensure rapid uptake of innovative solutions into PEPFAR’s
business practices. To better support OU teams to engage in a meaningful and deliberate
planning, learning, and implementation process, the PEPFAR headquarters (HQ) country
accountability and support team (CAST) model has been established to directly support
operating units (OUs) at the country and regional levels. The CAST is an integrated management
structure responsible for measurable achievement and contributions towards HIV epidemic
control. The end result is a more focused, impactful, and efficient use of headquarters resources
to address epidemic control gaps, resiliency of programs, and design of innovative strategies to
achieve sustainable systems, identified in the field at the OU and SNU levels. This includes a
more direct and regular engagement between agency staff, Chairs, PPMs, and the Field where

data are available, and decisions are made at the OU level.

CAST members include the PEPFAR Chair, PEPFAR Program Manager (PPM), and agency
points of contact (POCSs) for respective implementing agencies. A guiding principle for CASTs is
maintaining a unified PEPFAR team approach to achieve program outcomes, impact, and
sustainability. This includes having a shared responsibility to analyze available data and
recommend guidance or feedback, engage in problem solving, identify promising best practices,
and develop new innovations or scale proven solutions. Furthermore, the CAST coordinates
technical assistance (TA), delivered virtually or in-person, to a specific OU to address areas for
course correction and/or accelerating achievement of program goals. PEPFAR TA is intended for
all agencies in country, regardless of the agency of the HQ Implementation Subject Matter
Experts (ISMEs) delivering the TA. Other key participants supporting each CAST include specific
ISMEs, while the DUIT, PET and M&B Liaisons plus Interagency Collaborative for Program
Improvement (ICPI) provide analytic support across all HQ structures, and Communities of
Practice (CoOPs) focus on changing practices in the field and adapting-then scaling promising
solutions, adaptive practices, and innovations with demonstrated impact to help ensure

implementation addresses identified barriers to epidemic control or sustainability of services.
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5.9 Budget Considerations

5.9.1 Mandatory Budget Earmarks

Planning for mandatory earmarks should be fully integrated into the COP planning process. This
funding should complement and enhance the country program, reflect sound and effective
allocations to partners with high outlay/expenditure rates and associated results and ultimately,
allow for PEPFAR to continue meeting legislative requirements and Congressional expectations.
Any changes to the earmark amounts designated in the Planning Level Letter must be approved
by the SIGAC Management & Budget (M&B) team, in consultation with the Global AIDS
Coordinator (GAC), and recorded in FACTS Info.

5.9.1.1 Orphans and Vulnerable Children

The United States Leadership Against HIV/AIDS, Tuberculosis and Malaria Act of 2003 directs
that 10 percent of PEPFAR'’s funds appropriated to carry out the provisions of section 104A of
the Foreign Assistance Act of 1961 (which includes Global Health Program funds appropriated
for PEPFAR purposes) be used for Orphans and Vulnerable Children (OVC) programming. OVC
are defined as “children who have lost a parent to HIV/AIDS, who are otherwise directly affected
by the disease, or who live in areas of high HIV prevalence and may be vulnerable to the disease
or its socioeconomic effects.” OVC funding serves the dual purpose of mitigating the impact of
HIV and AIDS on children and adolescents as well as the prevention of HIV- and AIDS-related
morbidity and mortality.

Funds used to meet that OVC programming requirement will be comprised of funding for the
comprehensive OVC program, primary prevention of HIV and sexual violence among 10-14-
year-olds, and DREAMS activities that reflect the objectives of mitigation and prevention and
serve “children orphaned by, affected by, or vulnerable to HIV/AIDS.” A description of the

purpose, and illustrative activities for each, is contained in Sections 6.6.3 Orphans and

Vulnerable Children: Evolving the OVC Portfolio in a Changing Epidemic, and 6.2.3 Primary

Prevention of HIV and Sexual Violence for Vulnerable 10-14 Year Olds of this document.

Funding from other activities may be applied centrally if they conform to the purposes and
activities outlined in the succeeding sections describing OVC programming. The following will not

be included for purposes of meeting the 10% OVC programming (earmark) requirement: funding
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for drugs, HTS, or diagnostics such as: pediatric and adult Ol and ART drugs, post-exposure
prophylaxis (PEP) or PrEP (pre-exposure prophylaxis), medical procedures, medical diagnostics,

or lab services.

The OVC earmark during COP planning will be based on the OVC beneficiary group and the
DREAMS initiative, and will subtract out commodities, testing and some care and treatment. The
OVC earmark is calculated according to the following formula:

OVC Earmark =

85% (DREAMS initiative funding

- commodities planned under DREAMS

- AnyHTS interventions planned under DREAMS initiative

- AnyC&T interventionsplanned under DREAMS initiative)

+

100% (Interventions for OVC Beneficiaries

- commodities planned under any initiative for OVC beneficiaries

- AnyHTS interventions planned for OVC beneficiaries)

+

Proportional Program Management: the amount of program management that
counts towards the earmark will vary by mechanism and will be determined by
calculatingthe proportion of the mechanism’s non-program management work
that counts towards the OVC earmark, and applyingthat proportion to the
program management cost

5.9.1.2 Care and Treatment Budgetary Requirements and
Considerations

The United States Leadership Against HIV/AIDS, Tuberculosis and Malaria Act of 2003 directs
that at least 50% of PEPFAR’s funds appropriated in a given fiscal year to carry out the
provisions of section 104A of the Foreign Assistance Act of 1961 (which includes Global Health
Program funds appropriated for PEPFAR purposes) must be dedicated to treatment and care for
people living with HIV. To reach this global requirement, each country or region submitting a
2022 COP or ROP will be notified of their specific care and treatment requirement within the
COP22 country or regional-specific planning level letter. The care and treatment earmark is
calculated by summing the planned funding for a number of care and treatment-related

interventions.

The care and treatment earmark is calculated according to the following formula:
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+100% Care and Treatment (C&T) Program Areas

+50% Testing (HTS) Program Areas

+100% Above Site Program: Laboratory System Strengthening
+70% Pregnant and Breastfeeding Women Beneficiary Group
+Proportional % Program Management (Proportional
Program Management will vary by mechanism and will be
determined by the amount of other interventions at the
mechanism that count towards the C&T earmark)

If upon submission of the COP/ROP, the allocation resulting from the above formula is not
greater than or equal to the OU care and treatment requirement, further discussion will be
required to reach this mandatory earmark with COP22 resources as well as any other new

resources from other fiscal years that are subject to earmark requirements.

5.9.2 Other Budgetary Considerations

Our partners in Congress may also include in appropriations legislation or related reports other
language regarding or affecting the use of PEPFAR funds that may emphasize priorities from their
unique perspectives and may indicate levels of funding for those priorities which they expect the
program to achieve in addition to any mandatory requirements reflected in such legislation. Some
may fall into the category of what is sometimes referred to as “soft” earmarks. It is vitally important
that implementation occur consistent with all applicable legislation, and also in a manner responsive to
other concerns that may be expressed in non-legally binding language. If any new provisions or
language are included in any applicable full year appropriations act that becomes relevant to
COP22 funding, S/IGAC and the implementing agencies will communicate any changing or new
expectations or requirements for teams to incorporate such provisions in their planning processes.
Any such changes in amounts designated in the Planning Level Letter must be approved by the
SIGAC (M&B) team, in consultation with the GAC, and recorded in FACTS Info.

5.9.2.1 Water and Gender-based Violence

For COP22 submissions, PEPFAR will assign control levels based on final COP21 attributions,
adjusted for any changes in the total budget envelope provided for the OU as appropriate. During
the COP22 formulation process, an OU may program more than the control amounts but cannot

program less than the control amount. Exact required investment levels will be reflected in the
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COP22 planning level letter. Exceptions to these requirements require approval by the M&B

team, in consultation with the GAC, and will be recorded in FACTS Info.

5.9.2.2 Discretionary Budget Requirements

In addition to the specific budget requirements listed in this guidance, the Global AIDS
Coordinator may impose discretionary minimum, maximum, or exact budget requirements. These
requirements will be communicated either in planning level letters or supplemental guidance as
well as suggested methods for meeting the requirement. Examples include budgeting for Cervical
Cancer, Community Led Monitoring (CLM), DREAMS, USAID Condoms Funding, and Voluntary
Medical Male Circumcision (VMMC). Exceptions to these requirements require approval by the
M&B team, in consultation with the GAC, and be recorded in FACTS Info.

5.9.3 Abstinence, Be Faithful/Youth (AB/Y) Reporting Requirement

Primary prevention (AB) activities are those that help youth through evidence-based primary
prevention of sexual violence and HIV (i.e., preventing any form of coercive/forced/non-
consensual sex and preventing early sexual debut). This primary prevention includes
programming to support healthy decisions, and to help communities and families surround these
youth with support and education and should be integrated with orphans and vulnerable children

(OVC) programs.

As a reminder, in COP21, PEPFAR transitioned away from budget codes. Abstinence, Be
Faithful/Youth (AB/Y) programming, formerly captured in the HVAB budget code, is now
captured by using a combination of prevention program areas and beneficiaries, which are
identified in the formula below. The numerator captures those interventions that are Abstinence,
Be Faithful/Youth (AB/Y) programming, and the denominator approximates all sexual prevention
activities. The proportion of Abstinence, Be Faithful/Youth (AB/Y) programming as a proportion of

all sexual prevention activities is calculated by dividing the numerator by the denominator:
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Numerator

Prevention: primary prevention of HIV and sexual violence

(For OVC, OVC caregivers, young people and adolescents, children, young women and
adolescent females, girls, young men and adolescent boys, and boys)

+

Prevention: community mobilization, behavior, and norms change

(For OVC, OVC caregivers, young people and adolescents, children, young women and
adolescent females, girls, young men and adolescent boys, boys, adults, not disaggregated)

Denominator

Prevention: primary prevention of HIV and sexual violence (all populations)

+

Prevention: community mobilization, behavior, and norms change (all populations)
+

50 % Prevention: Not disaggregated (all populations)

If AB/Y-programmed activities do not reach a 50 percent threshold of all sexual prevention
funding, as calculated by the formula above, in any country with a generalized epidemic, S/IGAC
is required to report to the appropriate Congressional committees on the justification for the
decision. In such cases, teams should provide brief justifications and explain the rationale for
prevention programming decisions given the epidemiologic context, contributions of other
donors, and other relevant factors. The written justifications should be uploaded as ‘Budgetary

Requirements Justification’ to the document library of FACTS Info.

5.9.4 Budget Execution

Throughout the budget cycle, beginning with the COP planning process and continuing through
full implementation of programming, PEPFAR operating unit interagency teams are responsible
for ensuring that the planning and implementation of each COP is consistent with the budget
approved by S/IGAC, and documented in FACTS Info with details at the implementing partner
level, and USG cost of doing business (CODB) level. The approved COP budget levels reflect
the total resources—both newly appropriated funds and pipeline (funds appropriated in prior fiscal
year appropriations acts) applied to the COP22 implementation cycle—that a country or region is
approved to obligate during the 12-month implementation period (01 October 2022 to 30
September 2023). All partners to which the USG funding Agency expects to outlay funding

during the implementation period must be recorded in FACTS Info, including anticipated outlays

of prior year funding if unliquidated, and outlays as part of closing out an Award.

Outlays are defined by OMB as payments to liquidate an obligation. Consequently, within the

COP process, outlays are cash drawdowns initiated by the implementing partner, whether or not
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the funds have actually been spent by the implementing partner. Expenditures refers to the

implementing partner’s use of funds.

The signed COP Approval Memo constitutes the final approval, which locks in the partner and
CODB budget levels in FACTS Info. From this point, each PEPFAR implementing Agency is
accountable for outlaying funds to its implementing partners at no more than the approved level,
and not exceeding the approved COP budget, unless with prior authorization by S/GAC.
Accordingly, agencies should work closely with implementing partners to initiate cash drawdowns
appropriately within the approved COP budget. Similarly, any implementing partner not
documented in FACTS Info at the time of the approval should not carry out activities and should
not spend associated funds, unless with prior authorization by S/IGAC. Critically, agencies should
routinely monitor site-level results against partner expenditures and ensure low-performing
partners spend funds appropriately. The following is expected for the current implementation of

COP22 and future planning cycles:

e During the COP22 implementation period, it is expected that total country or regional
outlays for this period do not exceed the total funding level (inclusive of new
appropriations and pipeline), as stated in the Approval memo. Consequently, agency
outlays to each individual IP over this period should not exceed the amounts programmed

for that partner as approved and documented on FACTS Info for COP22.

e During program implementation, the interagency team may identify a need for an agency
to outlay to an implementing partner an amount that exceeds the approved level or need
to rectify an error or omission in the original COP22 submission. In such instances, the
agency (at the field or headquarters) must work with the PEPFAR Coordinator or POC to
submit a request for an Operational Plan Update (OPU) to gain approval for the new
budget level and ensure correct documentation of revised funding levels. An OPU and
approval is required regardless of whether the intent is to increase outlays using pipeline
or new funds. The OPU must include table which documents funding shift (i.e., where
funding is decreased so that the increase can be accommodated while staying within the
overall budget control for the OU). This must be transparent to all in-country PEPFAR

agencies as it impacts the whole program.

To the extent consistent with applicable legal restrictions and procedures on the relevant fiscal
year funds, including any relevant or required Congressional Notifications, Agencies should fully
utilize their expiring and older funds before obligating or expending newest appropriated funds, in

order to obligate and expend funds before they expire. Due to this budgetary approach, the
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appropriation year of funds that are outlaid in support of an approved COP activity may not
match the distribution of new and applied pipeline funds, as documented in FACTS Info. This is
acceptable, as long as 1) the use of the pipeline funds is consistent with any legal and policy
restrictions and procedures applicable to use of those funds, 2) total outlays at the end of the
fiscal year are equal to or less than the total approved funding level for each individual partner or
CODB category, and 3) implementing partners are not allowed to accumulate pipeline greater

than their award.

A mechanism’s overhead should reflect all indirect and other program management costs, unless
during close-out. The level and proportion of program management budget (excluding
Negotiated Indirect Cost Rate Agreement (NICRA) costs, which cannot be changed) compared
to the overall budget may influence decisions to approve a mechanism during COP planning as

part of analyzing efficiency in implementing for results.

An implementing partner must never expend funds for the sake of decreasing pipeline and not
accomplishing funded activities. In other words, all partner expenditures must be in accordance

with the approved COP level. Moreover, in such a case, the partner will appear much more

costly, which will jeopardize future funding and consideration for that partner.

It is expected that Awards may have a multi-year life cycle. Total Award budgets must take into
account all anticipated start-up (when implementation costs may be less) and close-out costs
(when implementation may be winding down). Start-up and close-out costs should be included in
the budget allocated to the implementing partner in the appropriate COP cycle (during the 12
months in which the funds are anticipated to be outlaid by USG) and documented and approved in
FACTS Info. Close-out costs are not optional; and during the COP process, Chairs and PPMs
must work closely with Agency POCs to ensure close-out costs are properly budgeted for. Close-
out costs may not be forgone in order to free up funding for programmatic activities, as this will
require unnecessary OPUs later on. Supplemental HOP funding for the same in-country partners

will not be provided. Thus, all costs must be fully budgeted for in the field.

To decrease start-up and close-out costs, PEPFAR equipment purchased with USG funding
should be transferred from closing mechanisms to new mechanisms where appropriate. The final
year of a mechanism’s implementation (e.g., cases in which a PEPFAR OU is buying into a
broader agency mechanism for the last time, even if the agency mechanism itself is not closing)
may include a budget with few or no targets, in order to account for close-out costs, such as
NICRA, and costs required to close out a mechanism, or end a PEPFAR activity within a broader

agency mechanism.
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When one IM closes and another opens, both may be active in the same geographic location,
during the transition period. The implementing partners’ workplans should reflect this
geographic overlap in transition. However, there should be no interruption in service delivery of
prevention, treatment, or OVC services. If this occurs, these programs will be moved to another

partner to manage.

Financial analysis plays an indispensable role in performance monitoring (e.g., achieving MER
targets, achieving above-site benchmarks, and achieving SIMS standards of program quality).
PEPFAR Program managers must fully understand whether the program in their OU is reaching
its anticipated MER targets, achieving its programmatic strategy, and complying with quality and
sustainability standards. They must also analyze financial performance, including outlays by the
USG funding agency, and expenditure by the implementing partner at the mechanism level.
Such financial analysis will help PPMs arrive at a more comprehensive view of an IM’s overall
performance. Hence, PPMs should include financial analysis in POART discussions and other
partner management conversations. PEPFAR recognizes the need for a standardized, program-
wide approach. Chairs and PPMs should understand and compare contextualized IM
expenditures for implementing partners that carry out similar interventions, so that they can

identify best practices, correct potential inefficiencies, and/or adjust funding.

Planning discussions for COP22 begin from a review of COP20 implementation, both in terms of
interventions carried out by each implementing mechanism, and their budgets. The information
needed for such a review is captured in existing contracts and work plans. Sharing the results
across the full interagency group is imperative to inform robust conversations and analysis to

determine the COP22 directions and priorities. Also see Section 7.0 on Planning Steps.
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6.0 Technical Considerations

6.1 Continuity of Treatment and Ensuring Programs Work for

People Living with HIV

What’s New in 6.1 Continuity of Treatment and Ensuring Programs Work for People Living
with HIV for COP22:

e Consolidating linkage guidance that is evidence-based and data-driven with a focus on
at-risk sub-populations such as children, OVC, youth and men (Section 6.1.1)

¢ Reinforcing the importance of a coordinated linkage and entry into treatment to reduce
early interruptions for people newly diagnosed with HIV (Section 6.1.1)

e Defining HIV treatment literacy to support policy progress against MPR number 11 and
utilize data collected by CLM to empower people and communities (Section 6.1.1)

¢ New examples of pediatric Differentiated Service Delivery models that are associated

with improvement in VLS rates in children (Section 6.1.3.1)

e Stressed the importance that youth engagement should be a central tenet in the
development, implementation, and monitoring and evaluation of interventions geared

towards Adolescents and youth living with HIV. (Section 6.1.3.2)

¢ Recognizing that cycles of engagement and re-engagement in care are not uncommon
(6.1.3.2)

The goal of treatment for all people living with HIV is durable viral suppression, which reduces
morbidity and mortality and prevents HIV transmission. Continuity of treatment is critical to
maintaining health and achieving epidemic control. Steps taken at treatment initiation may have
a profound effect on treatment continuity. Specifically identifying treatment challenges for each
individual and addressing them in a thoughtful and caring way may go a long way to individual
treatment success. Treatment approaches must acknowledge gender norms and inequities in
gender relations and seek to develop actions that adjust to and compensate for them. Continuity
of treatment requires a positive therapeutic alliance between the recipient of care, the health care
provider, and the health care system, and all efforts should be made to support that alliance.

‘Retention’ and ‘adherence’ are terms used to describe the clinic and client elements of ongoing
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engagement in treatment. In COP21, those terms were replaced by ‘continuity of treatment’ and
‘interruption in treatment’ to emphasize the therapeutic alliance that is important for successful
treatment of all people living with HIV. Treatment literacy at initiation or re-initiation of therapy
should include non-judgmental information about the importance of re-engagement should an

interruption in treatment occur.

The following interventions form the core package of PEPFAR’s approach to durable and

effective treatment.

e The complete scale-up of the fixed-dose combination of tenofovir, lamivudine and
dolutegravir (TLD) for all eligible people living with HIV, including women of child-bearing
age. TLD is well-tolerated, and PEPFAR supports the use of this fixed dose combination
for PLHIV >30 kg. For children (<30 kg) unable to take tenofovir disoproxil fumarate (TDF),
DTG should be given with backbones that do not contain TDF (see Section 6.4.1.1 of ART

optimization).

e The foundation to empowering people in their treatment journey is treatment literacy.
Providers should describe new treatment paradigms using hopeful language that includes
the benefits of viral suppression (including the science of U=U) achieved by consistently
taking ARVs. See Section 6.1.1.

o Differentiated service delivery models tailor HIV treatment by location, health worker
cadre, frequency of visits, and package of services and can be adapted to subpopulations
that have specific needs. See Section 6.1.2.

e Multi-month dispensing (MMD), and decentralized drug distribution are interventions that

have been accelerated during COVID-19, and this should continue (see Section 6.1.3.1).

e The focus of person-centered services in COP22 requires providers to minimize the
burden of treatment on clients. Programs are strongly encouraged to coordinate timing of
clinical appointments, drug pick-ups, and viral load monitoring, when possible, at facility or
community levels for all members of a family/household on ART. Programs are
encouraged to actively use CLM feedback to improve services and to be responsive to the
specific needs of each sub-population. Existing qualitative research may help clarify
challenges and enablers that help providers to tailor interventions for the specific context.
Integration of services such as family planning, child wellness, tuberculosis preventive
therapy, non-communicable disease, GBV care, and psychosocial support and mental
health services into ART can help mitigate some of the gender-specific barriers to

sustained engagement with health services. Accessible, person-centered quality treatment
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does not start at the facility door, evidenced-based efforts must extend where appropriate

into the communities and households of clients and potential clients.

e User fees are a barrier to treatment and enforce gender disparities related to economic
decision-making and control. Formal and informal user fees must be eliminated for HIV
testing, clinical visits, provision of ART, laboratory testing, and medications required for
prophylaxis against opportunistic infections or for treatment of advanced HIV disease
complications at all PEPFAR-supported clinics. User fees for any health service that may

serve as a barrier to access to HIV services should be addressed.

The TX_ML indicator is helpful in identifying specific populations with challenges in treatment
continuity. There may be wide variability in the reasons for disengagement from treatment, which
may be patient, clinic, or structurally based and will differ by age, sex and by sexual orientation
and gender identity and expression. It is now recognized that individuals sometimes disengage
from care and later reengage, often cycling in and out of care. Measures of TX_ML and TX_RTT
show that disengagement and engagement occurs for a significant proportion of clients. For
example, in the final quarter of 2020, 1.1 million clients disengaged or reengaged in care.

Planning for and normalizing this phenomenon is a harm-reduction activity.

Analysis of TX_ ML disaggregated by time on ART (<3 months vs >3 months) suggests that
interruptions are much more likely early in treatment compared to later in treatment. Interruption
for people newly initiating treatment represents a failure to fully link the patient to treatment and
programs should work to identify specific populations that may need attention. Overall increases
in treatment interruption were seen in Q3 of 2020, including a large number of treatment
interruptions among the over-50 age group. This was a time when many countries were
implementing COVID-19 mitigation measures and highlighted the need for specific attention to
re-engage older clients who interrupted treatment and better support treatment access through
COVID-19. These indicators can help identify action points for intervention in specific groups or

geographic regions.
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Figure 6.1.1 Number of Interruptions Treatment by Age and Sex in FY21 by Quarter

Number of patients with Interruptions in Treatment by Age/Sex
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Adolescents/Youth: This group has special challenges with successful therapy that include
diminishing caregiver oversight, lack of youth-friendly services, and inadequate preparation for
the transition to adult HIV treatment. Approaches must be tailored to age and developmental

stage and gender-sensitive (see Section 6.6.2 on Gender Equality). Section 6.1.3.2 details the

PEPFAR approach to this group.

Older patients. In 2021, approximately 20% of the individuals supported by PEPFAR on ART
were over 50. There is wide variability in the number and proportion of older individuals on ART
across countries, ranging from 7% in South Sudan to 30% in Botswana and the Dominican
Republic. This proportion will almost certainly grow over time, as the cohort currently in care
ages with diminished mortality, and the number of newly infected younger patients drops. Data

on the age structure of people living with HIV should inform program planning and design.

The needs of older adults may be different from those of younger adults, and this group has a
higher all-cause mortality. Data from AFRICOS suggest that the burden of comorbidities in this
population is significant. In accordance with national guidelines and supported by Ministries of
Health, other recommended screenings and linkage to appropriate services may be performed in
this population. Older age, especially with other comorbidities, is a significant risk factor for
severe and fatal COVID-19. Provision of other needed medications in a fast track or with ART

may protect these vulnerable clients and may be lifesaving. See Section 6.4.2.3 for a broader

discussion.
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Figure 6.1.2 Number of PEPFAR Clients on Treatment by Fine Age Band in Q4 2021
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6.1.1 Linkage to ART, Early Engagement, and Treatment Literacy

In COP22, PEPFAR emphasizes linkage to care and early engagement in treatment. This
section addresses linkage for those who are re-testing (i.e., non-treatment naive people), early

engagement in care, and the importance of treatment literacy.
New in COP22:

e Consolidating linkage guidance that is evidence-based and data-driven, with a focus on
the additional linkage needs for HIV self-testing and for at-risk subpopulations such as
children, OVC, youth and men

¢ Reinforcing the importance of a coordinated linkage and entry into treatment to reduce
early interruptions for people newly diagnosed with HIV

e Defining HIV treatment literacy to support policy progress and utilize data collected by

CLM to empower people and communities to drive long-term epidemic control

Successful linkage is the first step in a lifelong therapeutic partnership between the person and
the health care system. How this is accomplished is critical to sustained treatment success. The

primary responsibility for linkage to HIV treatment rests with the testing partner regardless of
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where the testing was done. Coordination between testing and treatment services is critical to

Success.

PEPFAR recommends use of WHO guidance on effective linkage packages to ensure that
clients arrive at services.®® Different HIV testing modalities: (e.g., clinic-based, community-based,
index testing and self-testing) may require tailored linkage strategies that lead to the successful
start and engagement in treatment. A range of evidence-based program approaches to improve

linkage to treatment are on the PEPFAR Solutions portal®” and across agencies®

HIV self-testing is an important tool in case identification. See Section 6.3.1.6 for more

information about HIV self-testing. However, linkage can be a challenge using this mode of
testing. To mitigate this, PEPFAR recommends continued engagement with national
stakeholders supporting HIVST policy implementation and attention to data around distribution
and linkage to treatment. Programs should aim for >95% linkage rates for all individuals who are
diagnosed with HIV, including those who were diagnosed with a confirmatory test after a positive
HIVST.

To sustain optimal linkage rates across testing modalities, PEPFAR recommends using linkage
strategies that best serve clients newly diagnosed with HIV. The following is a consolidated list of

common components of successful linkage programming:

e Availability of immediate ART offered as multi-month starter pack.

e Escorted linkage and navigation that is discrete and empathetic, including a male for
male clients, or a peer for an adolescents or youth, or other expert clients who are living

with HIV and are successfully on treatment.

e Friendly clinic services, operated by experienced staff that have been mentored, trained,
or oriented to the needs of the people they serve. Friendly clinics provide services for like
populations (days/time or with dedicated space), expedited services (fast-tracking) for
those working, or in school, including after-hours, weekends, and convenient community

services or decentralized drug delivery.

% Consolidated Guidelines for Testing in a Changing Epidemic, WHO (2019).
https://www.who.int/publications/i/item/WHO-CDS-HIV-19.31

97 https://www.pepfarsolutions.org/solutions/tag/linkage+to+care

%8 https://www.cdc.gov/hiv/research/interventionresearch/compendium/Irc/index.html
https://www.hiv.gov/topics/linkagetocare
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e Access to in person counseling and remote psychosocial support (PSS) (SMS, phone calls,
or community workers), with agreed upon contact methods before the next clinic

appointment.

e An accountable staff member designated to confirm successful linkage and early
engagement, such as a case manager, clinic coach, or expert client to explain the
treatment schedule, options for care, support decision-making for people’s treatment
needs, including safe disclosure, particularly for early treatment support from family and

partners.

Please find additional guidance in Figure 6.1.1.1 to attain equity across for sub-populations that

have historically suffered for lower linkage to treatment here.

Figure 6.1.1.1 Additional Linkage Guidance by Population

Population Additional linkage guidance

Infants and Linkage programming should be family-centered with a focus on mothers
young children and caregivers. The use of information and communication technology
(ICT) and mHealth platforms, such as automated texts and provision of
rapid results by SMS, has been shown to increase ART initiation rates
when used in a confidential, sensitive, and safe manner. Point-of-care EID
services may increase linkage to care and shorten time to treatment

initiation and should be made available as appropriate.

Children and Clinic spaces should be made welcoming to families and children (5-18
adolescents years), and psychosocial support, including peer groups and age-
appropriate disclosure support available for both caregivers and children.
Clinics and Clinical IPs should also establish formal relationships (via
memorandums of understanding or agreement) with OVC IPs to coordinate
bi-directional linkages to assess C/ALHIV for enroliment into the OVC
program for socioeconomic, adherence and engagement support.
Successful linkage interventions work seamlessly with treatment services.
See Section 6.1.2.1 for details.

ovc Clinics should also establish formal relationships (via memorandums of
understanding or agreement) with OVC IPs to coordinate bi-directional
linkages to assess C/ALHIV for enrollment into the OVC program for

socioeconomic, adherence and retention support. Please see OVC 6.6.3
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Adolescents and | Linkage services that are friendly, peer-delivered, and integrated.®® Pre-and
youth post-test counseling remain vitally important to ensure that HIV diagnosis
delivery is age and developmentally appropriate, non-threatening, non-
judgmental, and clear. If parents/guardians are involved or legally required
in treatment decisions, careful attention to confidentiality and consent to
treatment laws and policies for adolescents/youth, including age of consent
and client-assent, are needed. Connecting this population to peer
community support groups at time of linkage can increase engagement.

In addition to comprehensive treatment services, referrals and services that
address mental health, substance use, and sexual and reproductive health

services are a priority for this population. See Differentiated Service

Delivery for Adolescents and Youth 6.1.2.2.

Pregnant and Linkage for the mother-baby pairs is needed, especially through the
Breastfeeding breastfeeding period. There are many places along the care journey for a
Women (PBFW) | pregnant woman to be engaged in PMTCT through to family care, or adult
differentiated service delivery models, along with tracking each HEI and if
confirmed children living with HIV services. Peer supporters, such as
mentor mothers or experienced clients, can facilitate treatment navigation,
partner services, and disclosure. It is especially critical for AGYW mothers,
newly diagnosed mothers, and women with an unsuppressed viral load in
their pregnancy. See Section 6.1.2.3 for details on integrated services for
PBFW.

Men Services should address common and client-identified barriers to
successful linkage. Males often perceive that HIV will lead to diminished
career success, having less fun, with reduced social status due to stigma
and discrimination that can lead to denial of HIV diagnosis. Messages
should confirm male treatment benefits, including a return to normalcy with
a suppressed viral load in intimate relationships, simplified ARV regimens,
and ease of treatment access around life/employment schedules. Private

sector consumer marketing approaches and faith-based programming work

99 WHO, 2019. https://www.who.int/publications/i/item/adolescent-friendly-health-services-for-adolescents-living-
with-hiv
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well to link men to treatment. See Section 6.1.2.3 on MenStar and Section

6.6.4 on Faith and Community Engagement for details.

Older adults Older adults who are newly diagnosed with HIV or are re-engaging in care
after an interruption may benefit from services tailored to their needs
including the evaluation for advanced disease and screening for or linking
to comorbidity services. Psychosocial support of the older adult is covered
in 6.6.5.2.

Key populations | See Section 6.5.1.3 for details.

Early Engagement

The treatment implementing partner/service provider is responsible for ensuring successful early
engagement (<3 months) and reducing events reported as interruptions in treatment (TX_IIT).
They should work harmoniously with the testing partner to create synergies, so that no one is left
behind, especially individuals who did not expect to test HIV positive, or are reluctant to start
ART, or have been avoiding testing.°° PEPFAR data can help to identify who is at highest risk of
treatment interruptions and where interruptions are most frequent, using disaggregated age, sex,

and location data. See Section 7.

All eligible individuals with newly diagnosed HIV should be offered same-day or rapid (within 7
days) start of optimized treatment, regardless of how and where they are diagnosed. Those
clients, or parents/guardians of children, who are unable or unwilling to start therapy on the same
day should be offered the opportunity again within 7 days of diagnosis and be actively but
sensitively tracked and supported to prevent interruptions in care, particularly within the first
three months after treatment initiation or re-initiation. All efforts should be made to coordinate
timing of early clinical appointments, drug pick-ups and viral load monitoring, when possible, at
the same facility for all members of a family or household on ART. Programs are encouraged to

actively use CLM feedback to be responsive to the needs of each sub-population.

The only medical contraindication to rapid ART start is central nervous system infection. A
pending TB workup should not delay ART initiation. See Section 6.4.2 on advanced HIV disease

for additional guidance.

100 Grimsrud, A., Wilkinson, L., Eshun-Wilson, I. et al. Understanding Engagement in HIV Programmes: How Health
Services Can Adapt to Ensure No One Is Left Behind. Curr HIV/AIDS Rep 17, 458-466 (2020).
https://doi.org/10.1007/s11904-020-00522-1
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Early engagement remains a challenge across PEPFAR programs. OUs should use data to
understand the trends and tailor the response as necessary to achieve targets and contribute to
epidemic control. At epidemic control, and when possible, OUs should expand use of people-
centered data (via EMR and with unigue IDs) to better predict subgroups at higher risk for early

interruption.

If engagement challenges persist, a data quality assessment (DQA), Root Cause Analysis
(RCA), and site support are recommended to understand and address the factors driving higher
early IIT. This includes more detailed information around above-site and site-level variables such
as ARV supply and access to MMD, clients who access care at multiple locations, or emergency
refill clients affected by COVID-19 supply shifts, the client experience navigating treatment, the
friendliness of the clinic, wait times, staff coordination, and any available client feedback.
Implementation of national unique identifiers (with proper controls for privacy) should be a key

above-site priority.
Treatment Literacy

In COP22, PEPFAR is emphasizing the importance of treatment literacy to attain and sustain

epidemic control of HIV.

PEPFAR defines treatment literacy as the degree to which individuals have the capacity to
obtain, process, and understand HIV information and available treatment services needed to
make appropriate health decisions.°? Literacy includes the cognitive and social skills which
determine the motivation and ability of individuals to gain access to, understand and use
information in ways which promote and maintain treatment success. By improving people's
access to HIV information and their capacity to use it effectively, treatment literacy is critical to

empowerment.

PEPFAR acknowledges for efficient, sustained epidemic control, HIV service providers must
reliably transfer user-friendly knowledge that aligns with their lived realities and provides
motivation for their continued engagement to people and communities to support their informed
HIV treatment and prevention decision making. Lived realities across PEPFAR supported OUs
are diverse, so localized plans must make treatment information accessible and accurate for

clients to achieve and sustain treatment success. Literacy efforts should equip people with

101parker, R. G., Perez-Brumer, A., Garcia, J., Gavigan, K., Ramirez, A., Milnor, J., & Terto, V. (2016). Prevention
literacy: community-based advocacy for access and ownership of the HIV prevention toolkit. Journal of the
International AIDS Society, 19(1), 21092. https://onlinelibrary.wiley.com/doi/full/10.7448/1AS.19.1.21092
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information about the benefits of treatment, to prepare clients to persevere along their treatment
journey, and to help them understand new clinical guidance as treatment improves over time.
They should aim at providing information that is relevant and appropriate to the life-stage of the

client and those for whom they care.

Research from Malawi, South Africa, and Zimbabwe suggests that what people living with HIV
are learning about ART is not motivating many of them to stay on treatment. This motivation gap
is partly due to a knowledge and confidence gap among providers, who often leave out
information about the benefits of treatment, including its role in preventing transmission (U=U)
when talking to patients. The significance of viral suppression with respect to health, sexual
“normalcy” and preventing viral transmission should be emphasized. In addition, information
about lower intensity differentiated service delivery models may be helpful in outlining the
treatment journey. Hearing treatment literacy information once may not be enough, and

strategies designed to reinforce important messages may be important.

In COP22, programs should continue to implement activities utilizing existing treatment literacy
and consumer marketing materials developed in partnership with the private sector. These
should be adapted or improved as needed and delivered using communication channels
appropriate to the intended audience. Initiatives such as Flip the Script in Malawi and Zimbabwe,
Coach Mpilo in South Africa, Furaya Yangu in Tanzania, and B-OK bottles for men are examples

of tailoring of materials and messages to increase treatment literacy, especially for men.02

6.1.2 Differentiated Service Delivery

Continuity of care requires a positive therapeutic alliance between people, the health care
provider, and the health care system, and all efforts should be made to support that alliance.
Access to convenient, patient centered care, case management and attention to client concerns
around confidentiality are critical elements of this process. In contrast, mistrust of the health care
system or health care providers, and stigma, including perceived, anticipated, and internalized,

and discrimination are threats.

Patient needs often go beyond HIV care. Some patients will require coordinated care for other
conditions, including TB, STIs, non-communicable diseases, or family planning services. Close
attention to coordination/harmonization of service location, service provider and schedules for

clinical appointments, medication dispensing, and laboratory testing are important to continuity of

102 Resources at: https://www.coachmpilo.co.za/
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treatment. Client factors such as harmful substance use, experiences of violence, and mental

health concerns can also undermine successful HIV therapy. Untangling the specific issues for
each client and addressing them directly improves patient outcomes and allows the opportunity
to provide additional client-specific services but doing so requires a diverse, well trained health

workforce that can respond to these needs.

Differentiated service delivery is a person-centered approach to HIV care and treatment that
tailors services to different groups of people living with HIV depending on their evolving needs
while maintaining the basis of the public health approach: simple, standardized and evidence
based. When multiple differentiated service delivery models are available, health care workers
(clinical and non-clinical) should work with clients to ensure awareness of service options and
continuously support their client’s decision to successfully attend. Differentiated service delivery
models represent an important response to barriers threatening the therapeutic alliance as it
aims to address the diverse needs of clients. The move to more universal access to
differentiated service delivery models has been accelerated in response to COVID-19 and should
continue even as COVID-19 related disruption of services ends. COVID-19-related differentiated
service delivery adaptation include the expansion of multi-month dispensing (MMD), community-
based drug delivery, and other decentralized drug distribution (DDD) models. These
interventions have accelerated decongestion of health facilities, reduced transmission of COVID-
19, and allowed greater attention to those requiring more intensive services. The WHO has

recently released guidance on differentiated service delivery:

COVID-19-related differentiated service delivery adaptations include the expansion of multi-
month dispensing (MMD), less frequent clinical consultations, community-based drug delivery,
and other decentralized drug distribution (DDD) models. In addition, countries expanded
eligibility for differentiated service delivery to additional populations such as children, pregnant
and breastfeeding women, men, individuals with advanced disease, those who have not yet
achieved viral suppression or whose viral suppression is yet undetermined,!% as well as people
with co-morbidities along with HIV infection. These recommended policy changes have been
enacted in multiple OUs expanding MMD to a broader array of individuals. Individuals without a

viral load result should be prioritized for viral load testing but should still be offered MMD.

103 https://www.differentiatedservicedelivery.org/Resources/Resource-Library/DSD_Policy_Dashboards
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Similarly, individuals starting ART should receive multiple months of treatment. See Section
6.1.3.1 for a discussion of MMD.

Differentiated service delivery models have been categorized into four categories, all of which

should include a component of multi-month dispensing (MMD):
1. Client-managed groups!?4-102:106.107

Clients in these groups receive ART refills as a group (i.e., a single member of the group will
visit the facility to pick up medications for the entire group and distribute; this role is rotated
among group members). The group is managed by the clients themselves, who are usually
from the same community. The groups generally meet in a community location away from
health facilities and provide adherence support to each other as needed or desired. MMD
should still be provided in this context, there is no need for a member of the group to attend
the health facility each month to collect ART refills for monthly community group distribution.
Where the group wants to increase peer-to-peer support through more regular group
meetings this can be done separately from ART refill collection. Data from Zimbabwe and
Lesotho demonstrate that 3-month Community Adherence Groups are non-inferior to 3-
month clinical care with respect to retention in care (Zimbabwe and Lesotho) or VL

suppression (Lesotho).

2. Facility-based individual modelst®®
Under this model, ART refills are separated from clinical visits, both of which are scheduled
at longer intervals. When clients come to the facility for a refill visit, they proceed directly to
the pharmacy or fast track or one-stop room for medication refills. These models are among
the least intensive and least expensive and are among the easiest to implement and scale.

There are examples of this facility-based fast track model in both Ethiopia and Malawi.

104 PEPFAR solutions (paper 1, PEPFAR solutions write up), CIDRZ CAGs in Zambia, CAGs in Zimbabwe, CAGs in
Lesotho

105 Fatti G, Ngorima-Mabhena N, Mothibi E, et al. Outcomes of Three- Versus Six-Monthly Dispensing of
Antiretroviral Treatment (ART) for Stable HIV Patients in Community ART Refill Groups: A Cluster-Randomized Trial
in Zimbabwe. J Acquir Inmune Defic Syndr. 2020;84(2):162-172. doi:10.1097/QA1.0000000000002333

106 Tukei B, Fatti G, Chasela C. et al Twelve-month outcomes of community-based differentiated models of multi-
month dispensing of antiretroviral treatment among stable HIV-infected adults in Lesotho: a cluster randomized
non-inferiority trial. JAIDS Journal of Acquired Immune Deficiency Syndromes Publish Ahead of Print DOI:
10.1097/QAI1.0000000000002439

107 pepfar solutions: Data from Adherence Clubs in the Western Cape, South Africa (paper 1, paper 2, paper 3,
PEPFAR solutions)

108 https://www.pepfarsolutions.org/women/2018/1/13/improving-access-to-hiv-treatment-services-through-
community-art-distribution-points-in-uganda
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3. Out-of-facility, community, and individual models:

ART refills are provided to clients outside of health care facilities with clinical consultations
usually provided at longer intervals at the health facility. Examples include external pick-up
points (private pharmacies, community venues and lockers) in South Africa (e.g., Dablap),

and community pharmacies in Nigeria.

Some countries have also moved the clinical consultations into communities by developing
facility extensions in the community, which often operate out of minimal spaces in residential
or commercial communities. They serve as clinical checkpoints for adverse events,
dispensaries, and in some cases testing facilities.'°® Outreach services and home delivery of
treatment and other services may be provided in this model. In some OUs, the COVID-19
pandemic has led to the expansion of home visits for medication delivery and the inclusion of
other services such as VL blood draw and enrollment into MMD. This model maximizes

convenience, and further assessment of effectiveness and cost is warranted.

4. Health worker-managed groupst1®11!
Clients receive their ART refills in a group managed by a lay health worker. These groups
can meet within or on the grounds of a health care facility or at a community venue or at a
member’'s home. Multi-month ART refills should be provided with longer intervals between
clinical consultations. Examples include facility and community adherence clubs in South

Africa, and urban adherence groups in Zambia.

Special Populations

Health care worker groups, both in and out of facility models, are adaptable to support clients
with different types of needs including those who may require more intensive monitoring or

support. These include:

¢ Newly initiated
e Those returning to care after an interruption

e Those not virally suppressed

103 https://www.pepfarsolutions.org/women/2018/1/13/improving-access-to-hiv-treatment-services-through-
community-art-distribution-points-in-uganda

110 Data from Adherence Clubs in the Western Cape, South Africa (paper 1, paper 2, paper 3, PEPFAR solutions write
up)

111 Finci |, Flores A, Gutierrez Zamudio AG, Matsinhe A, de Abreu E, Issufo S, Gaspar |, Ciglenecki I, Molfino L.
Outcomes of patients on second- and third-line ART enrolled in ART adherence clubs in Maputo, Mozambique. Trop
Med Int Health. 2020 Sep 22. doi: 10.1111/tmi.13490. Epub ahead of print. PMID: 32959934.
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¢ Individuals with advanced disease (see Section 6.4.2)
e Families with several individuals living with HIV: Family-centered models are described in
Section 6.1.2.1

e Adolescent and youth: See Section 6.1.2.2.

e Pregnant and breast-feeding women, including mentor mother groups and post-natal clubs
e Older adults: as described in 6.4.2.3

e Key populations (see Section 6.5 for details).

e Migrant populations, including those displaced by civil unrest, severe weather (flood,

drought, extreme storms), or economic instability
All these models require monitoring for adverse events and pill taking.

See Section 6.1.3.2 for a discussion of documentation of successful treatment.

Support for successful treatment

Approaches are detailed in Sections 6.1, 6.1.3, and 6.1.3.2. In brief, it may be that particular

populations require nuanced interventions tailored to their needs. Treatment literacy efforts are
critical to successful treatment. Peer mentors/HIV champions/coaches/case managers have
been used successfully in South Africa where data suggest that 96% of men return or link to care
with the support of a man living with HIV serving as a coach or linkage facilitator, and 95% retain

on treatment.!?

Additional contact with health care providers and regular check-in with lay health workers,
including home visits, staggered at different times, if they can be adapted to the COVID-19

realities. The use of virtual platforms for communication may be helpful.

e The use of community support personnel to work with clients facing other issues, such as
mental health conditions, GBV, relationship problems or financial limitations.

o Patient support tools to help navigate the treatment experience, including support for
disclosure (especially partner disclosure).

e OVC wrap around services and case management to help address barriers to HIV testing,
linkage to treatment, continuity of treatment, and viral suppression among children and

adolescents, and among key populations who have children.

112 https://www.coachmpilo.co.za/
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6.1.2.1 Differentiated Service Delivery for Children

Continuity of treatment is essential for averting morbidity and mortality among children living with
HIV (CLHIV). In addition to barriers to continuity of treatment relevant for both adults and
children, there are additional barriers for CLHIV, including dependence on caregivers, conflicts
with school schedules, malnutrition, lack of disclosure, limited implementation of family-centered
service delivery models, and health policies that exclude children. To create optimal clinical
environments for CLHIV that promote continuity of treatment, programs should ensure that
children are included in differentiated service delivery models within a family-centered
framework. For instance, children can receive community-based ART delivery and be included in

other family-centered differentiated service delivery models.

CLHIV two years of age and older are eligible for MMD of ART. Weight increases requiring
dosing changes occur infrequently and thus should not preclude providing MMD to CLHIV. For
the average child, only six weight-based ART dosing changes are anticipated to occur before ten

years of age.!'® As described in Section 6.1.3.1, one of the critical adaptations to COVID-19 has

been the expansion of MMD for CLHIV and the importance of separating clinical services from
drug delivery services. ART refills can be delinked from clinical consultation visits, provided
outside of health facilities, and managed by trained lay providers (including OVC workers in

cases where children face challenges in accessing ART).

Programs should make every effort to supply all CLHIV 2 years and older with a 3-month supply
(8BMMD) at initiation of treatment. Children 5 years of age and older who are already on treatment
should be supplied with a 6-month supply. The caregiver should be allowed to pick up the child’s
medication without bringing the child unless the child is due for a clinical visit. For children
requiring co-trimoxazole and/or TPT these drugs should be provided to children at the same
place and interval as their ARVs. Since pDTG 10mg comes in a 90-count bottle, it is permissible
to dispense children <2 years of age with more than a month supply of their complete
antiretroviral therapy regimen. Proper follow-up and outreach are important to ensure children

return to clinic for their scheduled visits regardless of number of months dispensed.

For children (especially those who are younger) starting a new medication, administration of the

first dose should be done before the child and caregiver leave the ART site. While children aged

113 World Health Organization, CDC, USAID, PEPFAR, IAS. Key considerations for differentiated antiretroviral therapy
delivery for specific populations: children, adolescents, pregnant and breastfeeding women and key populations.
Geneva, Switzerland: World Health Organization; 2017.
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two years and older should receive at least a 3-month supply of ARVs, clinical follow-up should
still occur (within 2-4 weeks) by phone, electronically, or in-person and include assessment of
medication dosing and administration of the new or changed regimen. Limited stock of pediatric
ARVs can hinder a program’s ability to implement pediatric MMD; therefore, national supply
chain planning must consider MMD for CLHIV. In COP22, programs should complete
optimization of pediatric ARV regimens and ensure full uptake of DTG 10 mg dispersible tablets,
simplifying the implementation of 3MMD for children 2-<5 years of age. In Malawi, use of a
virtual pediatric optimization toolkit (V-POT) geared toward healthcare workers and

caregivers and family ART clinics, resulted in timely regimen transition for children despite limited

in person support related to COVID-19.

Alignment of children’s clinical visits with their caregiver’s appointments, including the location
and date of visit, is strongly encouraged, as implementing a family-based differentiated service
delivery model can foster continuity of treatment for both caregivers and children. Consideration
should also be given to selecting times and dates that suit children attending day school or
boarding school, such as scheduling visits during school holidays, weekend days, etc.
Caregivers should be counseled and oriented on age-appropriate disclosure processes as
disclosure is associated with better clinical outcomes. However, disclosure should not be a

requirement for MMD.

While optimized differentiated service delivery for children will improve CoT, treatment
interruptions may still occur. Re-engagement of children and their caregivers requires a
welcoming and non-judgmental service delivery approach. Clinical and OVC cadres should be
trained and mentored on age-appropriate and supportive communication with caregivers and
children, regarding the importance of disclosure and continuity of treatment. In addition,
providers in facilities that serve HIV exposed and HIV-positive children of key populations (KP)
should be trained to provide safe, family-centered, and non-judgmental services to key
populations and their children, should KP prefer to bring their children to the site. Disclosure
support should be offered to all caregivers who take care of a child. After children are fully
disclosed to, they should be linked to peer support at the facility or community (See Section
6.1.2.3 on Adolescent Differentiated Service Delivery) and healthcare workers should continue to

support caregiver engagement in the child’s care and treatment services.

Re-engagement service delivery algorithms for adults should also be applied, and tailored as
necessary, to children to ensure family-centered approach including immediate or shortened

timeline access to MMD and differentiated service delivery models upon re-engagement. In
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Kenya, participation in a family-centered model that included: family/caregiver treatment literacy
sessions, engagement with peer educators, participation in psychosocial support groups, ART
optimization, and linking patients to OVC programs led to a two-fold increase in VLS for children
2-9 years of age.'* There are also opportunities to provide differentiated service delivery models
for VL testing services for families as shown by RISE-Nigeria who utilized VL champions to
provide VL and EID testing in the community, home, or facility depending on a family’s

preference. This model resulted in increases in both VLC and VLS for participants.*®
Orphans and vulnerable children and adolescents

Formal relationships should be established between clinical partners, health facilities, and
surrounding OVC and KP implementing partners (IPs) and the CBOs with which they work to
address the psychosocial and economic needs of children and caregivers who are high-risk
clients. OVC IPs support adherence by providing child and family in-depth assessments to
determine needed support and utilize case management to link and track patient access to

clinical and socio-economic services.

Starting in COP20, Clinical OVC and KP IPs, health facilities and CBOs should have developed
formal relationships, such as a memorandum of understanding (MOU), outlining the roles and
responsibilities of each member of the multi-disciplinary team (e.g., local community service
organizations and health facility) and addressing key issues such as bi-directional referral
protocols, case conferencing, shared confidentiality, index and other testing support joint case
identification, and data sharing. In high volume clinics within high burden SNUSs, at least 90% of
children and adolescents (<19 years of age) in PEPFAR supported treatment sites should be
offered enrollment in OVC programs. In COP22, emphasis should be on scaling systems and
processes to improve the implementation of these relationships. PEPFAR-supported Clinical IPs
play a key role in training community (OVC) case workers to build their knowledge in areas such
as adherence, CoT, disclosure, ARV transitions and drug administration, viral load testing and
suppression, and making referrals for presumed TB. Likewise, OVC IPs can help train clinic staff
to understand the broader factors (e.g., socioeconomic, and cultural) that impact health seeking

behaviors (such as EID, HTS, keeping clinic appointments, adhering to medication, returning for

114 D. Ogiti , E. Amadi, R. Oyuga, V. Ousso, D. Onea, L. Nyabiage, C. Ng'eno, E. Koech, N. Blanco, M. Lavoie Impact of
a family-centered care model on viral suppression among HIV-infected children in Migori, Kenya. Geneva,
Switzerland: International AIDS Society; 2021

15T.N. Yakubu M. Syowai, B.M. Okeowo F. Emerenini, C. Immanuel , A.-u. Attah, B. Dare, F. Abbah, O. Ejoh, E.M.
Shabi, J. Dung, O. Fadare, U. Omo-Emmanuel, C. Obanubi, E. Oliveras, M. Strachan, R. Fayorsey. Differentiated
service delivery (DSD) model to increase access to HIV ' 1 RNA viral load testing in four states in Nigeria. Geneva,
Switzerland: International AIDS Society, 2021
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viral load test and results), and to help facility-based staff recognize which families and children/

adolescents would benefit from OVC program support and other community-based services.
Solutions
Additional solutions to mitigate treatment interruptions and improve treatment continuity include:

¢ Clinical cadres should be trained and mentored on age-appropriate and supportive
communication with caregivers and children, regarding disclosure issues, adherence,
prevention and living positively with HIV.

e Counseling and structured PSS for CLHIV and caregivers are key to improving CoT.
Psychosocial support can occur more frequently than every three months, does not need
to be linked to medication dispensing or clinical consultations, and can be provided

virtually or in-person. Please see Section 6.6.5.2 on psychosocial support. Structured

counseling and support should be provided to parents/caregivers of perinatally infected
children around disclosure. Both caregivers and children starting to approach pre-
adolescence benefit from peer support groups. Familial support interventions are also

pertinent, such as the Families Matter! Program and Parenting for Lifelong Health.

e Linking community-based interventions with healthcare facilities, including patient
navigators and home-based visits. Case support and management approaches should be
emphasized as a best practice for children who need enhanced support. Children at high
risk for treatment interruptions after treatment initiation (see Section 6.1.1) and families
experiencing challenges with continuity of treatment and ART adherence should be
prioritized for enrollment into OVC programs.

e Adaptation of a quality score measurement system to improve treatment continuity with
consistent documentation of most recent weight, ART regimen/doses/formulation,
adherence counseling, VL testing, TB screenings/TPT (prescription/refills), TB treatment,
and co-trimoxazole (prescription/refills).

e Facilities should establish standard operating procedures to support a transition process
for C/ALHIV moving from pediatric/adolescent service delivery points to adult care and
treatment. The standard operating procedures can specify a decision framework for
differentiated care for children and adolescents.

¢ Identifying and responding to violence against children, including referrals to child

protection services and the provision of age-appropriate clinical care.
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Programs should routinely review continuity of treatment indicators by disaggregated sex and
fine age bands to further identify challenges unique to specific sub-populations. Given the
potential for aging into and out of age bands to impact assessments, programs are encouraged
to evaluate EHRs and person-based registries to assess the actual experience of cohorts of

children. This approach can foster targeted interventions for these priority populations.

6.1.2.2 Differentiated Service Delivery for Adolescents and Youth

Adolescents (ages 10-19 years) and youth (ages 15-24 years) living with HIV (A/YLHIV) struggle
with continuity of treatment, ART adherence, and viral suppression. These poor outcomes are
due to a number of barriers faced by adolescents and youth, including developmental changes
occurring during adolescence, lack of adolescent- and youth-friendly services, limited scale of

peer support, inadequate psychosocial support, mental health challenges that often arise in

adolescence!® (see Section 6.6.5.1 and 6.6.5.2 on Mental Health and Psychosocial support),
experiences of violence, and food and financial insecurity. Inadequate preparation for the
transition from pediatric/adolescent to adult HIV care and treatment is also a critical barrier to
continuity of treatment for adolescents. Training/mentoring programs for healthcare workers
(e.g., clinicians, cadres that provide PSS, etc.) positioned at pediatric/adolescent and adult
treatment sites can help foster continuity of treatment from the start of ART and a smooth

transition of adolescents into adult care.

When tailoring services for youth, the heterogeneity of young people must be considered.
Adolescents will face unique barriers based on their sex, gender, and sexual orientation. For
example, adolescent girls and young women, as well as young key populations, are at increased
risk of having experienced gender-based violence as a cause and consequence of HIV infection.
Men and boys may be less likely to access health services in many communities; these cultural
influencers of service uptake should be assessed and incorporated into services in collaboration

with young people as active participants.

Adolescents may no longer receive constant caregiver oversight and attend to their duties and
appointments with increasing independence. Normal developmental changes during
adolescence often make it difficult for adolescents to understand and accept an HIV diagnosis, to
self-determine rational and wise health behaviors and understand the health implications of risky

behaviors. A/YLHIV should be involved in decision making about their own health and

116 World Health Organization. Adolescent mental health Geneva, Switzerland: World Health Organization; 2020
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empowered to take charge of their own health through health literacy and mentorship and
support from peers and trusted adult figures in addition to their parents/guardians. Healthcare
workers should foster relationships with A/YLHIV by creating a balance between appropriate
health supervision and listening to A/YLHIV'’s voices regarding their health. Healthcare workers
must ensure personal beliefs do not preclude or interfere with providing A/YLHIV non-judgmental
person-centered care. It is also important for healthcare workers to openly discuss the
involvement of caregivers with adolescents when caregivers could be helpful in providing
emotional and tangible support, while respecting adolescents’ confidentiality if they chose not to
have certain personal information shared with caregivers. Caregiver skills building can be an
important component of services provided, as caregivers can play a critical role in supporting

continuity of treatment for adolescents.

In addition to ensuring programs work to address barriers faced by A/YLHIV, it is important that
A/YLHIV have access to facility- (e.g., fast track) and community-based differentiated service
delivery models and MMD that meet their needs. Similar clinical criteria to those used for adults in
determining MMD eligibility may be applied to adolescents, with the addition of the availability of
enhanced psychosocial support, particularly from peer A/YLHIV, both in facility and community
settings. ART refill collection and clinical consultation frequency can be reduced through the
separation from psychosocial support if adequate psychosocial support services can be provided
more frequently in the community or virtually. To optimize HIV outcomes and ensure differentiated
service delivery models meet the needs of A/YLHIV, youth engagement should be a central tenet
in the development, implementation, and monitoring and evaluation of interventions to strengthen
programs and ensure the needs and experiences of youth inform current activities. Programs
should recognize the specific needs of youth cohorts, including young pregnant and/or
breastfeeding mothers, young key populations, and other youth populations when linking youth to

relevant support services.

Countries should routinely review adolescent and youth fine age bands and specific youth cohort
(i.e., young pregnant/breastfeeding mothers, young KPs, etc.) data to identify ongoing gaps in
continuity of treatment and viral load suppression in these populations. Normal aging in youth
cohorts, with transition of patients between age bands, can make interpretation of aggregate
MER indicators challenging. It is important to assess the treatment experience of defined cohorts
of youth using person-based data to better assess progress and inform program planning. To do
this, programs should use EMR and other locally available clinical data sources to analyze

continuity of treatment outcomes by age band.
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Noting that youth are the most technologically connected age group, with 71% of the worldwide

population online compared with 48% of the total population, adherence activities and

differentiated service delivery models targeted to youth should include new opportunities to

leverage technological resources and innovations.!'” Such technology approaches provide an

excellent way to engage with A/YLHIV both during and following COVID-19, such as web-based

applications for peer support groups, improving youth-provider communications, and identifying

local youth-friendly services.

Solutions unique to this population include:

At both Health Facility and Community levels:

Promptly link A/YLHIV to peer-led service delivery models to provide peer support and
motivation, build resilience, strengthen problem-solving skills, and overcome adherence
challenges (e.qg., quality A/YLHIV support programs such as Positive Connections, Teen
Clubs, Operation Triple Zero, and Zvandiri). Where feasible link them to services within
their community or comfort and safety zones where they will feel like they belong and are
welcomed.

Utilize targeted interventions to improve continuity of treatment amongst A/YLHIV,
including fast tracking (e.g., EGPAF’s Red Carpet program), case management, mental
health screening and referrals, and referrals to broader psychosocial and
economic/employment support resources.

Ensure all human resources are comprehensively trained and mentored on client-
centered and -friendly care, including male-friendly, AGYW, KP, and A/YLHIV services.
Trainings should allow opportunities for all staff to practice these skills (i.e., role-play) and
partake in open discussions about possible biases that may arise when caring for
A/YLHIV. This is an ideal opportunity to include youth as co-facilitators, thus grounding
the training in youth experience as well as providing a useful professional development

opportunity for youth.

Provide training on first-line support for disclosures of trauma, including
violence, referrals to services and the provision of post-GBV care, and work to

enhance the safety of A/YLHIV for treatment continuity.

117 World Health Organization. Children in a Digital World. Geneva, Switzerland: World Health Organization; 2017
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Ensure partner government and/or facility- and community-based implementing partners
have policies, SOPs, transition guidelines, and procedures in place related to patient-
centered and friendly care, specific for adolescents and youth.

Provide psychosocial support and education related to transition to adult HIV care and
treatment services including transition readiness assessments for A/YLHIV, age and
developmentally appropriate disclosure (in line with partner country disclosure
guidelines), and self-care support services for A/YLHIV that includes enhanced treatment
literacy and incorporates agency and choice of young people. Implementation of an
adolescent transition package is recommended to provide healthcare workers with the
experience and tools to prepare ALHIV for transitioning to adult care.8

Coordinate tracking of A/YLHIV for appointment reminders/missed appointments using
A/YLHIV peer navigators.

Support implementation of or linkage to programs that provide improved parenting skills
for caregivers of ALHIV.

Ensure linkages from facilities to OVC programs and vice versa are seamless to ensure
ALHIV are provided optimal support to meet their needs. And that, ALHIV are offered
enroliment into OVC programs that can provide more intensive support including case

management, parenting skills building, and access to socio-economic services.

At the Health Facility level:

Incorporate adolescent- and youth-friendly services, e.g., adolescent and youth hours
and/or days of operation.

Provide facility-based A/YLHIV psychological and peer support, including both individual
and group peer support, which can be provided in-person or virtually. Please see Section
6.6.5.2 on psychosocial support.

Use tools to implement and monitor provision of youth-friendly services and interventions,
including demand creation, youth-oriented educational materials, integration of HIV and
sexual and reproductive health services, feedback boxes, A/YLHIV community-led
monitoring activities i.e., “mystery shoppers,” and facility checklists to track the youth-
friendly components of a facility, and making sure these services are advertised
appropriately.

Include youth representatives on facility advisory committees.

118 D, Mangale, I. Njuguna, C. Mugo, A. Price, C. Mburu, H. Moraa, J. Itindi, D. Wamalwa, G. John-Stewart, K. Beima-
Sofie. Influences on healthcare worker acceptability, feasibility and sustainability of an Adolescent Transition
Package in Kenya. Geneva, Switzerland: International AIDS Society, 2021
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At the Community Level:

e Provide community-based peer support (groups, buddy systems, community adherence
groups (CAGs) and health literacy

e Provide (peer) accompaniment to clinics

e Conduct home-based visits in coordination with the OVC program (where applicable)
after obtaining consent

e Through coordination with the OVC program, link A/YLHIV to economic strengthening
activities

e OUs should work with OVC programs, Ministry of Education, schools, and other
community platforms to decrease stigma and discrimination, and to prevent violence
against A/YLHIV (from school staff members and peers)

¢ Deliver gender norms change messaging and programming that challenge norms that

serve as barriers to service uptake

6.1.2.3 Differentiated Service Delivery Support for Men and Women,

Including Pregnant and Breastfeeding Women

Sex differences in treatment outcomes are well described and there are different challenges for
men and women across the treatment cascade. Research suggests that women with HIV are
more likely than men to engage successfully with the health care system and earlier during HIV

disease'!® Engagement with family planning and antenatal services provides early access points.

Partners in the MenStar Coalition have conducted qualitative research to understand these
differences, and that research highlights specific emotional and psychological issues and
behavioral patterns that may impact health-seeking behavior at different stages of the cascade.
Inconvenience, stigma, and negative attitudes from health care providers are commonly
reported. Men tend to report an unbalanced cost/benefit ratio, i.e., it is not clear that the reward
of being on treatment outweighs the negative experience of the clinic and the medicine on their
lives. A framework has been developed that may be helpful and is designed to spur the
development of specific interventions adapted to the local context. Proactive interventions are
needed, including gender-equitable approaches that account for gender expectations,

stereotypes, and power relationships that affect the participation of men (see Section 6.6.2,

119 UNAIDS. 2019 . https://aidsinfo.unaids.org
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Gender Equality). These efforts should create awareness of new medicines, as well as the

convenient services, and must also address clients’ emotional barriers to treating their disease.

The following strategies and interventions can be deployed to reach men and engage them more

effectively in continuous ART and adherence outcomes:
Rapid optimization of TLD

e See 6.4 Optimizing HIV Care and Treatment

Strengthen the service delivery experience to be more convenient and welcoming

The Service Delivery Experience, including the physical space and the providers, should
meet the functional and emotional needs of the clients. Client satisfaction should be
monitored regularly and used for ongoing improvements in areas of convenience,
hospitality, responsiveness, and effective support / rapid feedback loops. Implementation
of the recommendations below should never negatively impact the services to children,

adolescents, or women at the same sites.

For example, through MINA, a national campaign launched in South Africa aiming to
promote treatment initiation and retention for men living with HIV, insights-driven
messaging based on consumer marketing practices led to an increase in men testing for
HIV and starting/staying on treatment. The brand look and feel, messaging and approach
was tailored specifically to resonate with men and MINA clinics were branded and

designed to meet the needs of men at different touchpoints in their HIV journey.

Welcome back messaging as described in Section 6.1.3.2 with tailored messages

Treatment support mechanisms

¢ Includes escorted linkage, peer navigation, case managers, adherence clubs
e Digital or virtual aids to support treatment continuity
See Section 6.1.2 Differentiated Service Delivery.

Build coping potential with messages on the benefits of therapy
Treatment literacy which focuses on the benefits of viral suppression (see Section 6.1.1)

U=U messaging. The message that viral suppression means that HIV cannot be transmitted to
sexual partners is a powerful motivator for many individuals, and counselling and messaging
should emphasize this information. Reframing the treatment narrative with aspirational and

achievable goals, allowing individual clients agency in these goals may go a long way to
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achieving therapeutic success and viral suppression. Messaging to men can focus on the
positive roles of men (e.g., provider, husband, father, friend, coach) challenge negative or violent

behaviors, and champion treatment adherence in their communities.

Women, including Pregnant and Breastfeeding Women

With the implementation of test and start for pregnant and breastfeeding women with HIV
infection, rates of ART initiation in PMTCT programs are very high. However, multiple countries
have reported treatment interruptions in women initiating ART during pregnancy and especially
during breastfeeding. At particular risk are younger women and those who are newly diagnosed
with HIV.1%° Poverty, experiences of gender-based violence (specifically intimate partner
violence, domestic violence, or violence against children), and low educational levels are

important contributors, 121122

Continuity of treatment and viral suppression are critical for mothers in ART programs. Viral load
suppression to undetectable levels has a substantial impact on improved maternal health and
prevention of vertical transmission. When HIV is diagnosed, ART is initiated, and viral
suppression (to <50 copies/mL) is achieved prior to conception and maintained over the course
of pregnhancy and breastfeeding, the risk of vertical transmission is extremely low. To attain this
near zero risk of vertical transmission for WLHIV, programs should provide client education and
service delivery that focus on: (1) testing and starting WLHIV on ART prior to conception, (2)
supporting pregnancy planning for WLHIV on ART, and (3) ensuring viral suppression throughout
pregnancy and breastfeeding. Measuring viral loads before and during pregnancy is critical to the
success. These educational and service interventions are needed at both PMTCT service
delivery points as well as in the community and general ART clinics to ensure that women know

their status, start ART and are virally suppressed prior to conception.”

Viral suppression for women during and beyond the breastfeeding period also reduces the risk of

perinatal transmission in future pregnancies.'?®

120 Nuwagaba-Biribonwoha H et. al. Adolescent pregnancy at antiretroviral therapy (ART) initiation: a critical barrier
to retention on ART. J Int AIDS Soc. 2018 Sep;21(9): e25178

121 Abuogi, L. L., J. M. Humphrey, C. Mpody, M. Yotebieng, P. M. Murnane, K. Clouse, L. Otieno, C. R. Cohen and K.
Wools-Kaloustian (2018). "Achieving UNAIDS 90-90-90 targets for pregnant and postpartum women in sub-Saharan
Africa: progress, gaps and research needs." J Virus Erad 4(Suppl 2): 33-39.

122 Atuhaire, P., S. Hanley, N. Yende-Zuma, J. Aizire, L. Stranix-Chibanda, B. Makanani, B. Milala, H. Cassim, T. Taha
and M. G. Fowler (2019). "Factors associated with unsuppressed viremia in women living with HIV on lifelong ART in
the multi-country US-PEPFAR PROMOTE study: A cross-sectional analysis." PLoS One 14(10): e0219415.

123 https://www.unicef.org/sites/default/files/2018-07/UNICEF-WomenHIV-Complete-Web-2018-07-18.pdf
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Stigma and discrimination are important barriers to care for these women, but they face other
unique challenges. Cultural norms that limit a woman’s autonomy to make independent health
care decisions, such as unsupportive male partners!?*12® intimate partner violence and fear of
disclosure,'?® are often features in the lives of these women. Structural issues such as movement
across many different service delivery points (ART clinic, ANC, L&D, postpartum, immunization,
etc.), long wait times at ANC, low quality of care, and negative perceptions by staff and transport

distance and costs complicate the care of pregnant and breastfeeding women.
Strategies that can improve continuity of care among PBFW:

e Integrated services during pregnancy and postpartum?*?’ “one stop shop” for maternal and

infant care including dispensing medications in clinic.

e MMD to align with ANC/MCH schedule as well as with contraceptive/family planning

commodity refills post-delivery.

e Access to differentiated service delivery, WHO 2021 guidelines highlight eligibility criteria

specific to PBFW for accessing differentiated ART delivery models (included below)

o Women who are receiving HIV treatment within a less-intensive differentiated
service delivery model should be screened regularly for pregnancy and family
planning needs and preferences. If women become pregnant, it is essential that
they have access to antenatal care services and viral load testing, but this does
not require referral out of their differentiated service delivery model unless they
have a viral load >1000 c/ml, are at high risk for ART nonadherence, or choose to
return to a more-intensive model. Women who were not in a differentiated service
delivery model prior to pregnancy should also be enabled to qualify for
differentiated service delivery postnatally provided that an HIV-negative test result
for the infant with a nucleic acid test (NAT) at 6 weeks has been received, and

evidence of accessing infant follow up care. Where culturally women travel away

124 Thomson KA et al. Navigating the risks of prevention of mother to child transmission (PMTCT) of HIV services in
Kibera, Kenya: Barriers to engaging and remaining in care. PLoS One. 2018 Jan 24;13(1): e0191463

125 Kim et al. Why Did | Stop? Barriers and Facilitators to Uptake and Adherence to ART in Option B+ HIV Care in
Lilongwe, Malawi. PLoS One. 2016 Feb 22;11(2): e0149527.

126 pychalski R et al. What interventions are effective in improving uptake and retention of HIV-positive pregnant
and breastfeeding women and their infants in prevention of mother to child transmission care programmes in low-
income and middle-income countries? A systematic review and meta-analysis.; the PURE consortium. BMJ Open.
2019 Jul 29;9(7): e024907.

127 Myer, et al. Integration of postpartum healthcare services for HIV-infected women and their infants in South
Africa: A randomized controlled trial. PLoS Med 15(3): e1002547. 2018
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from their usual home to give birth and in the immediate post-natal period, MMD

should be considered to align with their return date.

e Ensuring full access to TLD

e Engaging community health workers28

e Structured peer mentors

e Mentor Mothers,*?° M2M, or other structured peer mentoring such as community focal

mothers. See the PEPFAR Solutions Platform and Section 6.6.5.2 Psychosocial Support.

e Pregnant and breastfeeding adolescent girls and young women may require additional

support and group antenatal care with the provision of ART may be helpful.
e Male involvement*®

¢ Family centered care

e Point-of-care viral load testing, with education and counseling

e Ante-natal and Post-natal clubs*®!

e Family centered services with integrated maternal newborn and child health HIV care:

o Identification of intimate partner violence and provision of client centered care

e Conduct clinical enquiry for violence, provide first-line support (LIVES) to those who
disclose experience of violence, and provide or refer survivors to local clinical and/or non-

clinical GBV response services (see GBV Section 6.6.2.1 for additional information).

e Ensure care is trauma-informed and client centered.

Adolescent girls and young women are at particular risk for treatment interruption and require
special efforts to promote and encourage continuity of care such as peer support and home-
based care and support. Improved tracking of women across services (including through the
expansion and use of electronic medical records in ANC/PMTCT settings, with linked identifiers
for mothers and infants), the use of technology driven reminders, and assistance with

transportation are local solutions that may help retain these women in care. Importantly,

128 |lgumbor JO, Ouma J, Otwombe K, Musenge E, Anyanwu FC, Basera T, Mbule M, Scheepers E, Schmitz K. 2019
Effect of a Mentor Mother Programme on retention of mother-baby pairs in HIV care: A secondary analysis of
programme data in Uganda. PLoS ONE 14(10): e0223332. https://doi.org/10.1371/journal.pone.0223332

123 Agudu et al. The Impact of Structured Mentor Mother Programs on 6-Month Postpartum Retention and Viral
Suppression among HIV-Positive Women in Rural Nigeria: A Prospective Paired Cohort Study. J Acquir Immune Defic
Syndr. 2017 Jun 1;75 Suppl 2:5173-5181

130 Ambia et al. A systematic review of interventions to improve prevention of mother-to-child HIV transmission
service delivery and promote retention. J Int AIDS Soc. 2016 Apr 6;19(1):20309

131 https://www.who.int/hiv/pub/arv/hiv-differentiated-care-models-key-populations/en/
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pregnant women who are receiving their HIV care within a differentiated service delivery model
should not be referred out of this model when they become pregnant, but rather supported to

have their ANC care provided within the same differentiated service delivery model.

6.1.3 Continuity of Treatment

Program efforts in COP22 will investigate reasons for treatment interruption and seek to advance
practices that facilitate continuous treatment. High quality programs will seek to prevent
interruptions and rapidly identify, locate, and support people living with HIV who do not initiate
ART, who miss appointments early in treatment (<3 months), or who disengage from services (3
months or more), and document outcomes. More attention will be given to support client’s
adherence, while recognizing that context-specific challenges will require resilient health
treatment systems and rapid modifications, especially related to COVID-19'%? After any break,
clients should be warmly welcomed to re-engage in client-centered services including access to
immediate or shortened-timeline differentiated service delivery to achieve the best possible
treatment outcomes. Testing and treatment implementing partners must coordinate resources
and efforts to support individuals seeking to re-engage in care and treatment services. The

development of re-engagement service delivery algorithms may facilitate this process.

Spectrum analysis using modeled data from PEPFAR supported countries from 2000 to 2020
has indicated that investments that seek to re-engage people on treatment will be critical for OUs
to sustain and improve TX_NET_NEW targets in FY2023. This modelled data from Botswana,
Cameroon, CDI, DRC, Eswatini, Ethiopia, Haiti, India, Kenya, Lesotho, Malawi, Mozambique,
Namibia, Nigeria, Rwanda, South Africa, Tanzania, Uganda, Zambia, and Zimbabwe indicate
that Test and Treat efforts have successfully identified and started people on treatment, but the
number of treatment-experienced clients not receiving ART is now greater than treatment-naive
people living with HIV who are not on ART as indicated in figure 6.1.3.1; data include Spectrum
estimates, which vary by country and differ from PEPFAR program data. Countries included in
the analysis are Botswana, Cameroon, CDI, DRC, Eswatini, Ethiopia, Haiti, India, Kenya,
Lesotho, Malawi, Mozambique, Namibia, Nigeria, Rwanda, South Africa, Tanzania, Uganda,

Zambia, and Zimbabwe.

132 Jewell B. et. al. (2020) “Potential effects of disruption to HIV programmes in sub-Saharan Africa caused by COVID-
19: Results from multiple mathematical models.” Lancet, Vol. 7 (9) E629-630.
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Figure 6.1.3.1 Spectrum Modelled Estimated: Trends in Number of Treatment Naive and Non-
Naive People on ART from 2000 to 2020

MODELED ESTIMATES: PLHIV ON ART, GAP IN NUMBER OF PLHIV ON ART BY TREATMENT
NAIVE AND NON-NAIVE, 2000-2020

By 2017, the estimated
number of non-naive PLHIV
not on ART exceeded the

number of TX-naive

- AT Ect. PLHIV rot on ART (TX-Naive Est. PLHIV not on ART (Nan-Naive

Caveats/fAssumptions: Modeled estimates from SPECTRUM courtesy John Stover. |IT rates are assumed andvary by country IIT ratesmay be over or
underestimated. Countries included inthisanalysis Botswang Cameroon, Coted'voire, DRC, Eswatini, Ethiopia, Hait, Indiz, Kerya, Lesothao, Malawi,
Mozambigue, Mamibia Nigeria, Rwanda, South Africa, Tanzania, Uganda, Zambig Zimbabwe

To ensure equity, sub-populations of people living with HIV may require modified or
supplemental treatment interventions to ensure optimal health outcomes. These include men,
children and adolescents, pregnant and breastfeeding women (including their HIV exposed
infants), older adults, especially those with comorbidities, key populations, and individuals with
advanced disease. These detailed intervention components are described in previous sections
for linkage and differentiated service delivery, attention to the client’s needs and quality of the

services delivered is essential.

During COVID-19 disruptions, OUs adopted a range of rapid and flexible service delivery model

that ensured continuity of treatment in difficult times. Key factors were:

¢ Collaboration with the Ministry of Health to ensure that the HIV clients who were
displaced when from facilities were assigned as COVID-19 centers could be traced and
supported at the nearest sites.

e Proactive communication, including virtual methods, to ensure clients were directed to
access rapid ARV refills at the nearest clinic, and received remote adherence and PSS
for clients on treatment.

e Rapid supply chain support and distribution of multi-month dispensation of ARVs with

more discreet 3-month supply bottles, that reduce the chance of accidental disclosure
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e Extended policy allowances for MMD for all clients, no matter their clinical status. Of note,
that patients with unsuppressed viral load and in EAC were less likely to resuppress and
did need specialized care.

e Decentralized delivery of ARVs at the community level to reduce transport burden and
costs for clients, often delivered in collaboration with non-PEFPAR food security for
adults living with HIV, or as coordinated with PEPFAR OVC programming for C/ALHIV
enrolled.

Clinical partners are responsible for ensuring that clients receive continuous treatment. Where
relevant and available, they should ensure that functional non-clinical support is provided in an
ongoing manner within the community space to support adherence®* and sustained continuity of
treatment. Collaborative partnerships with community partners that include people living with
HIV, networks of expert patients, and support groups should be optimized to address social and
structural challenges with a direct impact on adherence and engagement, especially

misinformation, stigma, and discrimination.

At epidemic control, OUs will need more precise people-centered data and systems work to
identify and predict who, when, and where IIT is most likely to occur and recover any clients that
disengaged in treatment before and through COVID-19 disruptions. More targeted return
activities and welcome back efforts for all non-treatment naive clients who ever disengaged in
care will be critical. Careful attention will be needed to set a program threshold for treatment

interruptions (even lower than 2%) to be able to sustain the cohort at 95-95-95 across all ages.

Assessments of PEPFAR performance revealed that continuity challenges can easily be
underestimated or overestimated by incompleteness of data, site shifts, normal aging reflected in
age band shifts, and reliance on proxy indicators. FY2023 plans should include an evaluation of
TX_ML disaggregates to identify which populations and clinics are experiencing the highest
volume of treatment interruptions and develop targeted interventions that may help address
these issues. In OUs with access to electronic medical records for unique clients, more precise
data around TX_ML (and time to return to treatment should be used as factors influencing

adherence are likely to differ over time).

Data quality and completeness are central to efficient and responsive activities. Systematic

tracking and tracing activities for missed visits should be performed in as close to real time as

133 Whiteley, L.B., Olsen, E.M., Haubrick, K.K. et al. A Review of Interventions to Enhance HIV Medication Adherence.
Curr HIV/AIDS Rep (2021). https://doi.org/10.1007/s11904-021-00568-
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possible. COVID-19 adaptations have increased virtual or telephonic contact, which should
streamline efforts to counsel clients and reschedule for their priority clinical needs, namely ARV
refills, preventing and treating comorbidities, and viral load monitoring. These remote encounters

should be counted as clinical contact.

Tracking and tracing efforts have benefited from coordination with community health workers,
CSOs and government food security efforts especially when mitigation efforts for COVID-19 are
in place. Coordination with OVC programming to improve household food security and provide
short-term emergency food or cash support for C/ALHIV in destitute situations alongside ARV
refills is recommended. For non-OVC clients, collaboration with local government and use of

COVID-19 funds to ensure continual access to ARVSs.

Of particular importance are preventing and addressing treatment interruptions among pregnant
and breastfeeding women as mother and baby receive the full package of services, and transfer

between adult treatment and PMTCT and HEI services.

Some programs have found that a substantial proportion of patients initially identified as having
interrupted treatment were in fact active on ART but had transferred or enrolled in a differentiated
service delivery program. Programs must work to strengthen record keeping, advance national
unique identifiers, and harmonize documentation and data management systems to capture

silent transfers more effectively, differentiated service delivery patients, and pharmacy pickups.

See Figure 6.1.3.2 for a sample tracking log.
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Figure 6.1.3.2 Sample Tracking Log
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6.1.3.1 Multi-Month Dispensing and Decentralized Drug Delivery

Multi-Month Dispensing
COVID-19 has accelerated MMD scale-up and initiation in the majority of PEPFAR OUs. Thirty

countries have changed guidelines, and there has been a 78% increase in 6MMD since the
beginning of the COVID-19.

Multi-Month Scripting is a prerequisite for MMD but does not replace MMD and should not be
equated with MMD. Similarly, MMD is an important part of differentiated service delivery but
should not be equated with differentiated service delivery. The critical intervention is separation
of drug delivery from clinical care. This innovation reduces the burden at clinical sites and allows

more attention to the patients who need clinical evaluation and allows for less frequent clinical
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evaluations for individuals who are well. Six-month dispensing is preferred, but there may be
circumstances where three-month dispensing is necessary. Requirements such as a minimum
time on ART or a documented suppressed viral load are barriers to the successful scale-up of
this intervention. At a minimum, most clients at ART treatment sites including adults, children,
adolescents/youth, pregnant and breastfeeding women, members of key populations, and
foreign nationals should be offered prescriptions for six months of ART. Individuals newly on
ART and those re-engaging in treatment should be offered MMD. For children initiating and
refilling ART, every effort should be made to supply them with a 3-month supply of ARVs for
children 2-<5 years old and a 6-month supply for children age 5+ years. Additionally, programs
should provide storage instructions for patients on multi-month 90-count and 180-count ARV
bottles. Countries should continue to scale up programs for 6-month MMD for adults and a

minimum of 3-month MMD for children. See Section 6.1.2.1 for details of MMD in children. In

brief, CLHIV initiating and refilling ART should be provided with a 3-month supply of ARVs for
children 2-<5 years old and a 6-month supply for children over age 5 years. Task Sharing, as

recommended by WHO, is essential for both Multi-Month Scripting and Dispensing.

The MER disaggregate of the TX_CURR indicator for MMD improves accountability regarding
MMD for programs and partners. Facility-level partners are also required to report two supply
chain indicators (SC_CURR and SC_ARVDISP) biannually for COP22 and beyond, underscoring
the importance of implementing MMD and commodity availability.

The logistics of MMD implementation must be planned carefully, identifying the number of
patients that will receive MMD in close coordination with clinical and country’s supply chain staff
to accurately forecast and quantify volumes for COP22, especially for bottles of ART which
provide treatment for greater than one month. A monitoring and evaluation system should be in
place to track these patients and oversee inventory management. In addition, decentralized drug
distribution plans should be incorporated to ensure that patients receive their medications

through a timely method that is convenient for them to avoid treatment disruption.

e MMD must be part of the annual quantification, forecasting, and supply planning exercise
and this will be expected in COP22.

e Ensure that ARV quantity sizes (e.g., 90-, or 180-count) are accurately identified within
the commaodity section of the FAST. No 30-count bottles of first line ARVs have been
purchased after January 1, 2020. All new clients should be given a minimum of 3 months’

worth of drug supply even if a follow-up visit is needed in less than 3 months.
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Other drugs that the person requires, such as TPT, CTX, family planning commaodities
and drugs for other conditions should be provided whenever possible for the same
duration of dispensing as ARVs. Supply chain support and forecasting should be adjusted

accordingly for these medicines as well.
Allocating the appropriate drug supply is required for client adherence.
National formulary documents in-country should be revised to include larger pack sizes.

Safe storage conditions as well as appropriate shelf life must be considered to ensure
patients receive good-quality ARVs. Product expiry should be carefully monitored for
larger bottles ensuring that patients receive bottles with more shelf life than months of

treatment enclosed.

The Ministry of Heath, Customs Agency, Central Medical Store, the Regulatory Authority, other

relevant government agencies and Global Fund (where applicable) must recognize larger pack-

sizes of ARVs. Countries should treat these new pack sizes as a separate line-item product

when forecasting, updating supply plans, and generating future orders. Ministries of Health

should also issue circulars, policy briefs or guidance through the health system encouraging

MMD for all HIV positive patients.

In addition to confirming sufficient stock is available to supply all patients with 3 and preferably

6MMD, health facilities must ensure systems are in place to routinely identify, enroll and keep

patients on MMD. Key considerations include:

Creating demand for MMD by counseling clients on benefits of MMD and encouraging

peers to share their experiences in clinic education and support activities.

Providing coaching, training sessions, and supportive supervision site visits for facility.
staff on country specific MMD policy, implementation, and monitoring.

Establishing facility MMD focal person to manage patient file reviews, develop line-lists.

of clients not currently enrolled on MMD or needing to transition from 3 to 6MMD and

oversee implementation of MMD for clients newly initiating treatment.

Assessing (and routinely re-assessing) client preference to ensure clients receive the
dispensing interval and pill packaging (e.g., 90 or 180-count pill bottles)

Involving community health workers, patient navigators, psychologists, and lay workers to

support clients enrolled on MMD through in-person or virtual engagement between
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extended ART pickups to ensure treatment adherence and satisfaction in the MMD

model.

e Promoting family-centered approach to MMD by synchronizing MMD schedules and drug

pick-ups for caregiver-child pairs, and caregiver- grandparent/auntie/uncle pairs.

e Where possible, integrating other medicines into MMD of ART including TPT, TB

treatment, family planning and or non-communicable disease medicines.

e Ensuring that appropriate monitoring and evaluation occurs including monitoring for
adverse events, continued viral load monitoring, adequate clinical follow-up, and person-

centered referrals.
Decentralized Drug Distribution:

The core principle for differentiated care is to provide ART delivery in a way that acknowledges
specific barriers identified by clients and empowers them to manage their viral load with the
support of the health system. Common DDD models include distribution through private hospitals
or pharmacies, postal or courier services, ATMs, alternative community pick-up points automated
lockers, home delivery, community-based organizations, or community-based distribution
through peer groups or fixed sites (e.g., churches, mosques, schools, etc.). DDD models can
also be used for decentralized PrEP distribution to improve uptake and continuation. Private
sector expertise and approaches can be leveraged to support the implementation of DDD
models. See Section 6.1.2 for a further description of differentiated service delivery models of

care.

Because DDD programs may move existing clients from one point of dispensation to another
point (which may be satellite to a parent facility, community-based, or other) the supply chain
implications of a DDD program are primarily related to logistics, transportation, quality control,
and reporting. Depending on the model, logistics and transportation may be managed by the
private sector, governments, implementing partners, or clients (for peer-led models). Key supply
chain considerations are as follows:

e As DDD programs achieve scale, programs can achieve greater efficiency, increase
convenience for clients, and reduce stigma by integrating a wide array of non-HIV
commodities into decentralized sites (e.g., condoms and other family planning
commodities, TPT).

¢ Commodities which are dispensed in smaller units than the original packaging must

go through a labor-intensive repacking process (e.g., if a 180-pill bottle is distributed
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to two different patients receiving 3MMD). Breaking bigger packs into smaller packs
should be avoided.

e The addition of new satellite sites which are relationally tied to ‘parent’ dispensing
facilities, or the expansion of DDD through private hospitals, clinics, and pharmacies,
will increase the need for supportive supervision visits to ensure quality drug
distribution practices.

e Commodity ordering and reporting tools must be able to collect patient consumption
data (whether in the public or private sector) and ensure that this data is entered back
into existing logistics management information systems (LMIS/eLMIS) and linked with
reporting systems at the hub/parent facilities.

PEPFAR supports the elimination of user fees in public sector sites. Where DDD services in the
private sector are fee-based for improved sustainability of services, fees must be voluntary, and
a pre-implementation assessment must determine an appropriate fee that does not cause undue
barriers to clients. If DDD sites require additional transportation resources or modifications to
existing transportation routes for commodities, this must be considered considering the available

budget, vehicles, and human resource capacity.

6.1.3.2 Interruptions and Re-engagement in Treatment

There is a growing recognition that the continuum of care is cyclical with periods of engagement
and disengagement.'** This movement in and out of treatment has been described by some as
‘churn.’*® Planning for these interruptions is an integral part of chronic disease management. In
COP22 PEPFAR supports a “welcome back to care” approach which is personalized and
attempts to understand the reason for disengagement, is empowering, and is actively supported

by both services and providers (both clinical and non-clinical).*3¢

134 Ehrenkranz, P., Rosen, S., Boulle, A., Eaton, J. W, Ford, N., Fox, M. P., Grimsrud, A., Rice, B. D., Sikazwe, I., &
Holmes, C. B. (2021). The revolving door of HIV care: Revising the service delivery cascade to achieve the UNAIDS
95-95-95 goals. PLoS medicine, 18(5), e1003651. https://doi.org/10.1371/journal.pmed.1003651

135 Hartmut B Krentz, Quang Vu, M John Gill, The Impact of “Churn” on Plasma HIV Burden Within a Population
Under Care, Open Forum Infectious Diseases, Volume 6, Issue 6, June 2019, ofz203,
https://doi.org/10.1093/ofid/ofz203

136 Blanco, N., Lavoie, MC.C., Koech, E. et al. Re-Engagement into HIV Care: A Systematic Review. AIDS Behav (2021).
https://doi.org/10.1007/s10461-021-03365-y
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Figure 6.1.3.2.1 Model of Engagement and Reengagement in Treatment
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Various strategies to measure interruptions have been used in both interventional and
observational studies. Self-report and clinic-based pill counts are commonly used, but both
measures are imprecise. Pharmacy refill data is a useful source of data and missed refills have
been associated with virological failure and mortality. Importantly, these data may be available
electronically.®*” A smart phone app for use by pharmacists was demonstrated in Botswana, and

other digital solutions may be helpful.138

The COVID-19 pandemic has amplified the difficulty of identifying individuals who may have
experienced treatment interruption because many individuals have fewer clinical contacts. This
means that every missed contact or missed pharmacy refill must be identified quickly and efforts
made to contact the individual. Pharmacy data, electronic medical records and telephone logs
may all be useful. The PEPFAR COVID-19 guidance!®® has emphasized the need to keep
accurate clinic lists, these will be helpful in the setting of lockdowns and clinic closures. Routine

clinical data may underestimate the level of treatment interruptions,'*® however, several MER

137 Orrell, C., Cohen, K., Leisegang, R., Bangsberg, D. R., Wood, R., & Maartens, G. (2017). Comparison of six methods
to estimate adherence in an ART-naive cohort in a resource-poor setting: which best predicts virological and
resistance outcomes?. AIDS research and therapy, 14(1), 20. https://doi.org/10.1186/s12981-017-0138-y

138 Coppock, D., Zambo, D., Moyo, D., Tanthuma, G., Chapman, J., Re, V. L., 3rd, Graziani, A., Lowenthal, E.,
Hanrahan, N., Littman-Quinn, R., Kovarik, C., Albarracin, D., Holmes, J. H., & Gross, R. (2017). Development and
Usability of a Smartphone Application for Tracking Antiretroviral Medication Refill Data for Human
Immunodeficiency Virus. Methods of information in medicine, 56(5), 351-359. https://doi.org/10.3414/ME17-01-
0045

139 https://www.state.gov/pepfar/coronavirus/

140 Phillips, T. K., Orrell, C., Brittain, K., Zerbe, A., Abrams, E. J., & Myer, L. (2020). Measuring retention in HIV care:
the impact of data sources and definitions using routine data. AIDS (London, England), 34(5), 749-759.
https://doi.org/10.1097/QAD.0000000000002478

COP/ROP22 Guidance for All PEPFAR-Supported Countries Page 223 of 780


https://doi.org/10.1186/s12981-017-0138-y
https://doi.org/10.3414/ME17-01-0045
https://doi.org/10.3414/ME17-01-0045
https://www.state.gov/pepfar/coronavirus/
https://doi.org/10.1097/QAD.0000000000002478

indicators may be helpful in tracking interruptions in treatment at a population level and identify
individuals at risk for interruption. See Section 7 for a full discussion of these indicators. The
TX_ML indicator, with disaggregates may identify specific challenges in particular populations.
Identifying and evaluating interruptions and returns using the TX_ML and TX_RTT indicators

may identify important gaps.

6.2 Primary Prevention

As countries approach epidemic control, the reduction in community viral load will have a strong
prevention effect since people living with HIV with undetectable viral load cannot sexually
transmit HIV. Primary prevention program impact will hinge upon developing systems to
consistently find and engage individuals most vulnerable to acquiring and transmitting HIV. Just
as for other interventions, realizing the full impact of primary prevention interventions requires
countries to understand the specifics of their epidemics at a sub-national level, leverage
partnerships and community strengths to develop strategies that identify those at highest risk,
support continuous client-centered ART for those living with HIV, and engage and support peer-
led, peer-designed prevention services that center on the needs of clients and are tailored to the
client’s situation. It is important to remember that those most vulnerable to acquiring HIV are
often the ones who face the greatest barriers to accessing the services that they need to protect
themselves, leading to inequities in service coverage. Engaging these individuals with prevention
services requires something other than business as usual. This Guidance promotes a people-
centered approach to the delivery of services that empowers people to make choices among an
expanding array of HIV prevention options. It recognizes that this can only be achieved by
addressing critical inequalities that underpin the epidemic and dealing with persistent inequities

in the provision of services.

Comprehensive HIV prevention services including HIV and risk reduction education, condoms,
and lubricants, VMMC referral, harm reduction interventions, and HIV post-exposure and pre-
exposure prophylaxis (PEP and PrEP) along with counselling, should be incorporated into all
existing services such as antenatal and postnatal/MNCH services, family planning and sexual
and reproductive health services, STI testing and treatment services, key population and AGYW
venues and spaces, and provided in the community. Prevention services should be integrated
and accessible across existing medical services and also de-medicalized when possible, making
them simpler for people to navigate and access, and centering them on people’s needs and

lives. Prevention and PrEP programs are well positioned learn from differentiated service
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delivery approaches (DSD) for HIV treatment. It is imperative that prevention programs adopt
DSD to ensure a quicker evolution to scaled implementation. DSD for PrEP includes multi-month
dispensing of PrEP refills, spacing of clinical consultations, PrEP maintenance visits that are
conducted by peers, lay providers and community health workers and community-based PrEP
distribution models. Delivery of HIV prevention services has been adapted to enable safe and
efficient service delivery in the setting of COVID-19 as an essential service for HIV epidemic
control. Programs are encouraged to continue to leverage lessons learned and adapt prevention
interventions at both the facility and community levels. In cases where COVID-19 adaptations
have enhanced the reach of prevention services, they should be continued independent of the

COVID-19 pandemic’s course.
What’s New in 6.2 Primary Prevention for COP22:

e Expanded section on nhew PrEP products and preparing for product introduction (6.2.1)
e Updates to the WHO guidelines for creatinine testing for PrEP (6.2.1)
e When clinical HIV testing is restricted (due to COVID-19, for example), OUs may consider

self-testing for PrEP continuation testing, with blood tests preferred over oral fluids (6.2.1)

e STl testing and treatment added to DREAMS core package as part of youth friendly SRH
component (Section 6.2.2.2)

e Permission for OUs to spend some of DREAMS funds to implement and assess solutions

to fill programming gaps (Section 6.2.2.2)

e Added guidance that men known to be living with HIV be compliant on ART for at least
three months before being circumcised; guidance on follow-ups on “virtual” platforms;

summary of the cost-effectiveness modelling (6.2.5.1)

6.2.1 Pre-Exposure Prophylaxis (PrEP)

Substantial risk of acquiring HIV continues to be seen among populations in concentrated and
general epidemics such as serodifferent couples with inconsistent condom use when the partner
living with HIV is not virally suppressed, adolescent girls and young women in many parts of sub-
Saharan Africa, pregnant and breastfeeding women (PBFW), key populations (e.g., men who
have sex with men, transgender persons, sex workers, people who inject drugs, and people in
prisons and other enclosed settings), highly mobile populations and other epidemic-specific high-
incidence populations (e.g., people in fishing communities, migrant workers, long distance truck
drivers, etc.). A growing evidence base establishes that oral pre-exposure prophylaxis (PrEP)

with tenofovir or tenofovir-containing regimens reduces the risk of HIV acquisition among
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numerous populations.141:142143.144 \WHQ guidelines recommend offering oral PrEP to those at
substantial risk of HIV infection.?*® Oral PrEP is a proven, safe, scalable intervention that can
drastically reduce new HIV infections.**® In 2020, WHO guidelines recommended the PrEP ring
as an additional prevention choice for women. The use of PrEP is an important part of a package
of comprehensive primary prevention services that includes condom and lubricant promotion,
post-exposure prophylaxis (PEP), VMMC, risk reduction education, harm reduction, and other
structural interventions to reduce vulnerability to HIV infection. In COP20, PEPFAR made oral
PreP a core programmatic requirement and set and met an overall goal of newly initiating over
one million people on PrEP in FY 2021. With countries successfully adapting programs to
continue prevention service delivery in the time of COVID-19, the global scale up of PrEP
continues in COP22.

Adoption of equitable national policies that ensure broad access to and availability of PrEP are
the foundation of quality PrEP program implementation. PrEP services require, at a minimum:
trained providers capable of providing person-centered consistent and accurate information and
messaging, quality guidelines and SOPs, HIV testing services, planning and M&E systems,
available and sufficient stocks of PrEP, and routine inquiry for gender-based violence (GBV),
including intimate partner violence (IPV) and referral for GBV services. These components are
essential to avoiding confusion and empowering eligible individuals to initiate PrEP. Importantly,
to prevent negative consequences and improve effective use of PrEP, new or suspected cases
of GBV, including IPV, must be identified and provided necessary GBV response services per

WHO clinical guidelines (see Section 6.2.2.1 Pre-Exposure Prophylaxis for Adolescent Girls and

Young Women). Screening for GBV including IPV should be happening at PrEP initiation and
PrEP continuation visits, and, of note, the experience of violence does not make one ineligible for

PrEP. Providers should be appropriately trained to offer clients first-line support (e.g., LIVES)

141iPreX: Grant RM, Lama JR, Anderson PL, et al; iPrEx Study Team. Preexposure chemoprophylaxis for HIV
prevention in men who have sex with men N Engl J Med 2010;363(27):2587-99

192TDF2: Thigpen MC, Kebaabetswe PM, Paxton LA, et al; TDF2 Study Group. Antiretroviral preexposure prophylaxis
for heterosexual HIV transmission in Botswana. N Engl J Med 2012;367(5):423-34

143 partners PrEP: Baeten JM, Donnell D, Ndase P, et al; Partners PrEP Study Team. Antiretroviral prophylaxis for HIV
prevention in heterosexual men and women N Enel J Med 2012;367(5):399-410

144 Bangkok Tenofovir Study: Company K, Martin M, Sundararajan P, et al; Bangkok Tenofovir Study Group.
Antiretroviral prophylaxis for HIV infection in injecting drug users in Bangkok, Thailand (the Bangkok Tenofovir
Study): a randomised, double-blind, placebo-controlled phase 3 trial . Lancet 2013;381(9883):2083-90

145 World Health Organization. WHO expands recommendation on oral preexposure prophylaxis for HIV infection.
Accessed on 8/24/2020. Available at: https://www.who.int/hiv/pub/prep/policy-brief-prep-2015/en/

146 Koss, C et al. (2021). HIV incidence after pre-exposure prophylaxis initiation among women and men at elevated
HIV risk: A population-based study in rural Kenya and Uganda. PLoS Med. 18(2): e1003492.
https://doi.org/10.1371/journal.pomed.1003492 .
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and referrals for clients who disclose experiences of violence. Resources have been developed
to support the integration of IPV inquiry and referral into PrEP services.'*” PrEP can also be

integrated into GBV services.

Countries that have been implementing oral PrEP for a few years should be working towards
normalization of PrEP in addition to PrEP saturation in highest risk populations. Prioritization of
risk groups for scaling up PrEP must be evidence-based and, in addition to HIV incidence rates,
can be informed by coverage estimates, recency testing, PHIAs, and/or other survey data (see
Targeting for PrEP section below). Scaling up PrEP should include demand creation efforts and
usage continuation efforts tailored to priority groups and may have unique population-specific
requirements. However, all those who report more than one sexual partner and inconsistent
condom use may benefit from PrEP. Therefore, the pairing of targeted communications with
more general PrEP normalization efforts that look to decrease stigma, increase awareness,
health literacy, uptake, and continued use generally among all people who may benefit from
PrEP should also be considered. Programs should tailor their messaging to address the needs of
different populations and service delivery points, for example, within DREAMS programs, family
planning services, post-violence clinics, and maternal and newborn child health (MNCH) settings
where services can also be extended to male sexual partners. Private sector partnerships can be
leveraged to support demand creation efforts and to ensure a people-centered approach,
particularly for priority risk groups. Country programs can look to MenStar an example of how
private sector partnerships apply a people-centered approach and innovative demand creation to
improve healthcare for men at each stage of the HIV treatment cascade.'*® The quality of
services will also depend on appropriate provider education and consistent messaging and
information. These are essential to avoid creating confusion, mistrust, and misuse of PrEP in
communities. Among other topics, consistent information on eligibility, use, lead-in times for

effectiveness and dosage, and interaction with hormones and family planning, is critical.

In COP22, PrEP should be available in all HIV service delivery points (including HTS, ART
clinics, ANC/PMTCT clinics, DREAMS settings, STI testing and treatment, and KP services) and
in a client-centered manner that considers DSD approaches such as decentralized dispensing,
MMD, and task shifting of PrEP maintenance visits to lay providers and other community and
facility-based models. WHO guidance also stresses that routine STI control is an essential

component of prevention services. Client-centered approaches should also include the event

147 https://www.prepwatch.org/resource/sop-job-aid-ipv-prep-services.
148 https://www.menstarcoalition.org/
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driven PrEP (ED-PrEP) option for MSM (See Section 6.5 PEPFAR's Key Populations Approach
and Strategy) and include stigma reduction education for PrEP providers. The WHO is currently
reviewing and updating guidance on the populations for whom ED-PrEP dosing is indicated and
teams should ensure they are aware of the latest guidelines. PrEP should continue to be linked
to HIV testing services and OUs should ensure that all HIV-negative contacts of index clients are

immediately linked to the full package of comprehensive prevention interventions including PrEP.

Some clients presenting for HIV testing and/or PrEP may have had a recent exposure that has
potential for HIV transmission. In alignment with WHO guidelines, these individuals should be
offered and initiated on post-exposure prophylaxis (PEP) as early as possible, ideally within 72
hours of potential exposure.14%150.151 PEP js the use of ARV drugs by people without HIV, who
may have been exposed to HIV, to prevent acquisition. WHO recommends that in emergency
situations where HIV testing and counseling is not readily available but the potential for HIV
acquisition is high or when the exposed person refuses initial testing, PEP should be initiated,

and HIV testing, and counseling undertaken as soon as possible.

WHO guidelines for PEP cover all types of potential exposures to HIV, in all population groups,
including adults, adolescents and children. PEP is an additional HIV prevention tool and a key
component of both the comprehensive HIV prevention package and the minimum package of
post-violence clinical care services. Like PrEP policies and programs, country teams should
ensure that PEP policies and programs that align with WHO guidance and that support its
access and use for all potential exposures to HIV are in place. PEP should NOT be restricted to
healthcare providers or others with potential occupational exposure and should never require

anyone, including survivors of sexual assault, to file reports with law enforcement to access PEP.

Information about PEP and how to access and use PEP should be included in PEPFAR
programs across prevention and treatment programs and include a component to increase public
awareness as well as a plan to streamline/fast track the process for a client to receive this
service. Use of PEP in the past six months is an indication that a client might benefit from PrEP
to prevent HIV acquisition. Clients completing PEP and testing negative for HIV should be linked
to prevention interventions including PrEP and can start PrEP, ideally without a gap between

PEP and PrEP, if the client is willing and it is otherwise indicated, in alignment with PrEP

149 https://www.who.int/hiv/pub/prophylaxis/en/
150 https://apps.who.int/iris/bitstream/handle/10665/277395/WHO-CDS-HIV-18.51-eng.pdf?ua=1
151 https://apps.who.int/iris/bitstream/handle/10665/208825/9789241549684 eng.pdf?sequence=1
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guidelines. Clients starting PrEP who then have an exposure to HIV before full protection from

PrEP has been achieved should be considered for PEP.152

Additional guidance on and references to PEP can be found in Sections 6.6.2.1 (Gender-Based

Violence and Violence Against Children), and 6.7.1 (Infection Prevention and Control).
New Biomedical Prevention Modalities

Biomedical HIV prevention is an active area of new product research and advanced
development. New ARV-based prevention products such as the vaginal PrEP ring, long-acting
injectable ARVs, long-acting oral PrEP, multi-purpose technologies, patches, and implants are
quickly progressing through regulatory approvals or late phase clinical trials. To facilitate the
introduction of new biomedical prevention options and therefore realize the potential for new
products to reduce HIV incidence in vulnerable populations, a proactive approach to national
policy and guideline development for new products will be required. Once introduced into the
market, partnerships with private sector can be utilized to address potential barriers in uptake

and continued use of these biomedical interventions.

The vaginal PrEP ring is a woman-controlled prevention product that has been approved and is
available as an alternative option.*®® The European Medicines Agency issued a positive scientific
opinion on the ring in July 2020, with the full product indication for the ring as: “To reduce the risk
of HIV-1 infection via vaginal intercourse in HIV-uninfected women 18 years and older in
combination with safer sex practices when oral PrEP is not or cannot be used or is not available.”
The ring is now on the WHO prequalification list and has been approved for use in several

countries, with additional national registrations occurring on a rolling basis.

Long-acting injectable cabotegravir (CAB-LA) is under FDA review, and approval could be issued
during COP21; national registrations and implementation studies will commence thereafter. CAB-
LA, delivered by an injection every two months, could provide a discrete, long-acting PrEP option

for users.

Islatravir (formerly MK-8591), an investigational nucleoside reverse transcriptase translocation
inhibitor (NRTTI) formulated as a once-monthly oral pill, is under evaluation in clinical trials for

the treatment and prevention of HIV-1 infection. In January 2021, interim findings from the phase

152 https://apps.who.int/iris/bitstream/handle/10665/208825/9789241549684 eng.pdf?sequence=1
57 https://www.ema.europa.eu/en/news/vaginal-ring-reduce-risk-hiv-infection-women-non-eu-countries-high-
disease-burden
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2b clinical trial in adults found that once-monthly oral Islatravir for pre-exposure prophylaxis of

HIV had a favorable pharmacokinetic, safety, and tolerability profile.*>*

Lenacapavir is an investigational long-acting HIV capsid inhibitor in development for the
treatment and prevention of HIV infection. It is currently being investigated in a phase 3, double
blind trial as a subcutaneous injectable PrEP option administered every six months. Taken
together these products and others could represent additional options for biomedical prevention

in the not-too-distant future.

In COP22, preparatory work is encouraged to support an enabling environment for and identify
implementation needs related to new product regulatory approval, supportive policies, service
provider education, service delivery channels, demand generation, and procurement. As new
products are introduced to the marketplace, they should be presented with thorough information
on all available HIV prevention options, including each method’s relative efficacy and safety, and
with counseling and adherence support, allowing for an informed choice regarding biomedical
HIV prevention options. Lessons learned from oral PrEP service delivery programs, and
monitoring and evaluation of oral PrEP programs, will provide important information for the
introduction of new biomedical prevention interventions, and aid in maximizing the impact new
products may have for reducing new infections in vulnerable populations.*®® Those who prefer an
alternative to daily oral PrEP or for whom ED-PrEP is not indicated or are unable to adhere to
daily dosing, may soon have multiple new options and formulations to consider as part of a

comprehensive biomedical prevention program.
Budgeting for PrEP

As PrEP products and services are scaled up and/or expanded in an OU, the costs of demand
creation, rolling out and disseminating new PrEP guidelines/SOPs and training staff in screening,
initiation, and maintenance of effective PrEP use should be accounted for in the budget and must
be focused. However, once implemented, PrEP activities including staffing should be covered
within the budget of the service onto which it has been added, such as HTS, ANC/PMTCT,
DREAMS settings, VMMC, and key population services. PrEP services should leverage and
promote differentiated service delivery models across the full continuum of care. Prevention, like
all HIV services, should be designed to meet the needs of clients. Clients should be engaged

across the life of development of services and programs. Models will vary by venue and

154 https://www.merck.com/news/merck-presents-interim-findings-from-phase-2a-clinical-trial-evaluating-
investigational-once-monthly-oral-islatravir-for-the-prevention-of-hiv-1-infection-at-hivr4p-2021/
155 https://www.avac.org/infographic/years-ahead-hiv-prevention-research
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population and may include a range of facility- and community- based innovations depending on
country context and prevention product type. Integrating PrEP into existing prevention or
treatment services maximizes efficiency and broadens access. Budgets and targets must be fully
consistent with a program’s focus—in other words, no one should be reached without a full
evaluation of prevention and treatment needs; thus, all reached individuals need to be offered
HIV testing as a component of prevention and treatment services. It is expected that most of
these elements (e.g., staff time) may already be budgeted for under other existing PEPFAR
program elements or supported by non-PEPFAR funding (e.g., partner governments, other

donors).

With PrEP budgets only incorporating what is new or additional to existing HIV or other services,
the primary drivers of the OUs PrEP budget are the cost of commodities (including new products)
and the increased volume of patients receiving PrEP services. PrEP budgets may include
commodities such as ARVS, rings, laboratory tests, HIV testing, and condoms/lubricants, as well
as costs for demand creation. It is important to consider both the incremental cost to PEPFAR of
scaling up PrEP (specific resources provided by the PEPFAR implementing partner) and to the
national program and that each partner in the effort is aware of and committed to providing the
budgeted resources. OUs should consider the key stakeholders they should engage with on
PrEP, including community organizations, partner governments, prevention or PrEP technical
working groups in country, and other donors supporting PrEP implementation. Attention should
be paid to leveraging domestic financing and/or other funding sources (e.g., the Global Fund) for

PrEP to support scale up and enhance sustainability.
More detailed examples of budget considerations are listed below:
a) Communication, Social and Behavior Change for PrEP Demand Creation

PrEP demand creation messaging can be integrated into existing prevention and treatment
program communications materials, strategies, and platforms (including virtual platforms),
whenever possible. For instance, information on PrEP can be incorporated into sexual and
reproductive health curricula being developed for and budgeted under HIV prevention activities
for AGYW or the finding-men-initiatives. To reach specific populations such as women of
reproductive age and their partners, social and behavioral change approaches that address
PrEP as part of a package of healthy behaviors should be integrated into existing programs such

as FP, ANC, HIV Testing, and when screening for STls.

b) Laboratory Testing
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A negative HIV test is required to initiate PrEP. The WHO recommends, and PEPFAR supports,
the initiation of PrEP without creatinine testing results. In July 2021, WHO updated guidance on
creatinine testing to be optional for individuals less than 30 years of age with no kidney-related
comorbidities. Individuals 30 years or older and those younger than 30 years old with
comorbidities can be screened once within 1-3 months after oral PrEP initiation. More frequent
screening than once is only recommended for individuals of any age with a history of
comorbidities such as diabetes or hypertension, those 50 years or older, and those who have
had a previous creatinine clearance result of <90 ml/mn. For these oral PrEP users, a screening
every 6-12 months thereafter can be considered. Waiting for creatinine screening results should

not delay starting PrEP.

After PrEP initiation, HIV testing should be offered every 3 months to monitor for seroconversion.
During the COVID-19 pandemic, some OUs experienced disruption to HIV testing services and
began using HIV self-tests to maintain essential services, including for initiating and monitoring
ongoing PrEP use. The WHO supports the use of HIV self-testing during the COVID-19
pandemic only as an interim measure and is currently reviewing evidence on the use of HIV self-
testing for oral PrEP initiation and monitoring. Oral fluid-based HIV self-tests are usually not
recommended for PrEP users due to a lower sensitivity and longer window of detection. Blood
based self-tests are preferred over oral fluid self-tests, if available. However, providers could
consider use of self-tests only when other options are not available, in situations where a PrEP
client has been adherent and when the local COVID-19 context prevents them from accessing a
HIV testing with a blood sample using the approved national algorithm. Expected testing volumes
for the PrEP program should be shared with the appropriate laboratory and commodity
procurement planning units (see commodities below). In addition, programs should refer to the
updated WHO recommendations on hepatitis B and hepatitis C testing (particularly for key
populations), which is not required before initiating PrEP, but is similarly good practice to test

new PrEP users especially in areas with high prevalence.
c¢) Personnel

As discussed above, in most settings, PrEP will be added to existing services, and the number of
additional staff depends on the scale-up and size of PrEP targets and capacity of current staff.
HIV testing and oral PrEP drug refills are recommended every three months. The personnel that
will be involved in PrEP administration include clinical and non-clinical staff: clinicians, laboratory
technicians, community educators, community health workers, advocates, counselors, and

others. Task sharing is recommended for successful implementation. De-medicalization of PrEP
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services should also be considered where possible and like service integration, may take
different form in different countries. For example, implementing task shifting away from requiring
doctor-driven delivery of PrEP and decentralizing services as much as feasible may allow for
multiple access pathways for clients. Programs are encouraged adapt prevention interventions at
both the facility and community levels to expand equitable access and use. To facilitate up-take
and scale-up of PrEP, PEPFAR partners can consider budgeting for the costs of peer

educators/navigators or other community support for effective use of PrEP.
d) Commodities

Tenofovir, tenofovir/emtricitabine, or tenofovir/lamivudine for oral PrEP and the vaginal PrEP ring
are all acceptable regimens according to WHO guidelines. OU teams should select PrEP
regimens based on regulatory approvals and availability in-country. Monthly expected numbers
of patients requiring PrEP products, HIV rapid test and HIV self-test kits to be used,
condoms/lubricant, and laboratory monitoring test volumes for the PrEP program should be
estimated in conjunction with the appropriate laboratory and commodity procurement planning
units within the national program. Forecasting should include considerations for duration of PrEP
use, product mix, multi-month dispensing, buffer stock, expiry, warehousing and distribution, lead
time for delivery to country and delivery to point of service, stock-outs, and influence on the ART
supply chain. Teams should consult commodities experts at HQ for any technical assistance
needed with commodity forecasting, product mix, confirming whether their country is eligible for

subsidized ARV procurement, or any other PrEP commaodities-related questions.
Target Setting fo