_§' U.S. President’s Emergency Plan for AIDS Relief
A5

PEPFAR Laboratory Priorities in Country Operational Plan
(COP) 2021

George Alemniji, Ph.D., MPH.
Senior Technical Advisor for Laboratory Services,
Office of the U.S. Global AIDS Coordinator and Health Diplomacy (OGAC)
Washington, DC 20006

ASLM January 2021 LabCoP ECHO Session

17 YEARS OF SAVING LIVES THROUGH AMERICAN GENEROSITY AND PARTNERSHIPS



PEPFAR 2021 Country and Regional
Operational Plan (COP/ROP) Guidance
for all PEPFAR Countries

s = N

(9 PEPFAR

oooooooooooooooooooooooooooo



Order of Presentation

 PEPFAR’s Guiding Principles and Latest Global Results

Case Finding/HIV Serology

Viral Load Testing Coverage and Suppression

2 Months Early Infant Diagnosis (EID)

TB Diagnostics for Adults and Children

Recommended Strategies to Address Gaps

« COVID-19 Adaptations
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PEPFAR’ 3 Guiding Principles

Controlling the HIV
Pandemic




PEPFAR Latest Global Resulis

. . -
THOUSAND
Decline in new HIV diagnoses Orphans, vulnerable

among adolescent qrls and young Peaple received children, and their careqivers
wornen in nearly all DREAMS regions HIV testing services received support
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PEPFAR Lab Support for Case Finding
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HIV Serology

 HIV Rapid Testfing

HIV Rapid Testing Continuous Quality Improvement (HIVRTQCI)

HIVST

HIV Recency Testing

Pre-Exposure Prophylaxis (PreP)
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Strengthening VL Testing Coverage and Suppression
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Decrease in Overall VL Testing Coverage from FY20Q1 to Q4

All OUs) due to COVID-19
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FY20Q4: Only four OUs have achieved both 280% VL Coverage &

295% Viral Suppression
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FY20Q4: Pregnant Women VLC Compared to General Population
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100%
90%

0% BE-----—-—-—--Prm---rr--—,------"T--rT--s---------—-—-,m------—-——-—--—----—---s-—-——-mwg-----
70%
60%
50%
A40%
30%
20%
10%
0%

s ~ 2 o> o d g i "]

Q:-o“f’“ﬁﬁ{\ %&\}i@@ < &Q,&\'@ o @"‘fé&o <<‘:~\0 & & \Ff’& @,g? e & @%é Q:&@ob& C:\) «'b“‘@@ ﬁﬂfb v ;&dﬁl

11




Trends in VL Ouicomes, FY17Q4 - FY19Q4, all Operating Units
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FY20Q4: Low VL testing coverage and suppression among infants,

children and adolescents
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Strengthen 2 Months EID
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Minimal Impact COVID-19 on EID testing coverage FY20Q1 to Q3

EID 2 month testing coverage quarterly trends
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FY20Q4: EID testing coverage among infants <2 months old by OU

EID testing coverage among infants <02 months old, by OU
FY20Q3
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Strengthen TB Diagnosis in Adulis, Infants and Children
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Efficiency of GeneXpert Utilization FOR TB has improved. Need to

improve result utilization - Uganda Example

Increasing trend in Xpert test workload and Average TAT for Xpert repair
uvtilization rate
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1) MOU with Cepheid, 2) Improved TB demand creation, 3) Improved integrated sample transportation, 4) Multiplexing
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Recommended Strategies
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Client-centered Care Approaches

« Community engagement to increase demand for VL testing and EID

Community/household sample collection

Improvement in furnaround time and return of all results

Data systems to alert patients of the availability of their test results

Use of POC platforms to accelerate testing

Quick action on non-suppressed VL results

Last mile delivery of supply chain products

{ P EPFAR 17 YEARS OF SAVING LIVES THROUGH AMERICAN GENEROSITY AND PARTNERSHIPS —
e LS. President's Emargoncy Plan for AIDS Relist 20




Use Point-of-Care Platforms to Accelerate Testing Coverage

Viral load testing among pregnant and breastfeeding women

Viral load testing among infants and children

Viral load testing among non-suppressed populations

Early Infant Diagnosis (EID)
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Construct High Viral Load Cascade to Address

non-suppression-Souih Sudan example
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Improving TB diagnosis

« Rapid molecular diagnostic tests, such as Xpert MTB/RIF Ultra,

* |f resistant to rifampicin, consider TB culture and molecular drug
susceptibility testing

« Consider use of urine lipoarabinomannan (LF-LAM) assay as a rapid
point-of-care diagnostic test for TB

« Special considerations for TB diagnosis for infants and children,

particularly sample types and detection methods

3 PEPFAR 17 YEARS OF SAVING LIVES THROUGH AMERICAN GENEROSITY AND PARTNERSHIPS —
e U8, Preaident's Emargency Plan far AIDS Relist 23




Limited CD4 Testing to Support AHD

« Not used to determine ART eligibility or monitoring

Identify individual with advanced HIV diseases (AHD)

Individuals out of care for more than one year

Individuals with documented viremia for more than one year

Regions with suspected or documented AHD >15%
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Diagnostic Network Optimization (DNO)

Increase access to testing

Increase network efficiencies

Decrease total cost per test

More effective allocation of funding

Create a more competitive and dynamic marketplace
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DNO led to Reduction in number of labs, introduction of Mega labs
and increase VL TC- Nigeria example
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Use Diagnostic Integration Approaches

CONSIDERATIONS FOR ADOPTION AND

st INTEGRATION
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Multiplex Use of Platforms for HIV, TB and COVID-19
Testing (FDA EUA)

Viral Load COoVID-19 HIV serology COVID-19
serology
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Current VWHO laboratory guidance suggests that COVID-19 testing should be conducted in appropriately equipped laboratories
with BSL-2 facilities. htips.//www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/laboratory-
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Global Request for Proposal (RFP)

« Improved system performance, reduced * Incorporate the all-inclusive pricing
cost and fransparent pricing, and approaches

enhanced supply chain security. . .
« Applied to both cenfralized and POC

instruments, including procurement
« Anficipated cost savings is $20 million or and use of cartridges.

e Increase network efficiencies

more annually
* Full DNO to ensure full benefits of this

« Fully supported by country ministries of
health, GF and other stakeholders

iInnovative initiative.
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Biosafety and Waste Management

« Waste management policy at national
« Systems for management and disposal of routine laboratory waste

« Coordination with MOH other stakeholders within the Intfegrated
Diagnosis Consortium (IDC) to address challenging waste
management issues.

 Engagement with manufacturers to address the Guanidanium
Thiocynate (GTC) issues
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Plausible Causes of Low VL Testing as Result of COVID-19 Outbreak

« Lockdown resulting in clinic closure, restricted movements, and fear of
COVID-19 infection.

» This impacted sample collection and transport from remote areas to cenftral

lab for testing.
* Multiplex use of HIV related platforms for COVID-19 testing
« Diversion of HIV molecular testing staff to support COVID-19 testing
« Global flights restriction

* Major supply chain issues due to several reasons
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Suggested COVID-19 Mitigation Strategies

« Consider options for fiming and location of specimen collection that allow for social
distancing such as:

 Reduce wait time for sample collection
« Avoid crowded waiting rooms

« Schedule and stagger appointments

« Streamline clinic flow so that patients for sample collection do not interact with multiple
clinic providers.

* More use of DBS for sample collection out of facilities.
« Reactivate safe sample transport systems.

« Consider more use of mobile testing or point of care services, particularly in the community.
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Minimum Program Requirement

VL/EID Scale Up & Diagnostic Network Optimization (DNO)
To address gaps associated with low VL testing coverage among PBFW, low VL testing
coverage and suppression among infants, children and adolescents, low 2 months EID

coverage, and low TB testing, country programs should develop and implement a DNO
approach that shows:

1) complementary use of point of care (POC) and centralized instruments,

2) TB/HIV diagnostic integration,

3) multiplexing, and

4) use of data systems to include SMS to alert patients of the availability of their test

~ results,
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Strengthen Global Lab Stakeholders’ Coordination

« Integrated Diagnostic Consortium (IDC) Platform
 Formed in October 2017 with clear TOR

 The goal of IDC is to enable better coordinated, uninterrupted provision of

timely, high-quality diagnostics test results in countries most in need.
- The Vatican Inifiative
« African CDC led initiatives
* Implementing partners/local capacity building

« Leadership and ownership from host governments
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