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The viral load testing continuum

' Health Provider Orders HIV

Viral Load Test
ﬁ'ﬂ Monitoring this continuum is critical in order

Demand Generation o Do g to assess the impact of HIV treatment efforts
Roonits & Follows Up - How are clients on treatment being
managed?
- How effective is our HIV programming
across the entire HIV care continuum?

& Key indicators to monitor include indicators
on;
Roultsoz:;:s:;nadof Sisobuis Doiikoiad v Avallablllty
v Coverage
I- 3 ' v Quality

/ o .

‘ e, Q e Utilization of results

Specimen Processed Specimen Transported

Viral load measurement is an asset that is too precious to waste



M&E Across Program Life Cycle

ASSESSMENT

Yhat is the nature of the
thealth) problem?

EVALUATION

Do | know that the strategyis working?

How do | judge if the intervention is making 3
difference?

STRATEGIC PLANNING

What pimary objectives should rmy
program pursueto address this problem?

IMPLEMENTATION/MONITORING

How do [ know the activities are being implementad as
designed ? How much does implementation vary fom site
to site” How can be program become more eficient or

efective?

DESIGN

What strategy, interventions and
approaches should my program
use to achieve these prionties

[Caro 2009, Adapted from Measure Evaluation]



PLHIV Tests Samples Samples Tests Results Results
eligible for requested collected transported performed returned utilized

Rapid Self-Assessment Checklist for National _ 7 | National Data on VL Testing and ART
Lab Systems & Viral Load Testing Scale-up 71 | Number of Laboratories currently carrying out HIV VL testing: labs
. Number of VL testing Machines for different types: Abbott Aliitym  ..........Roche Cobas 8800.........
Domains
1 Dermand Creation for HIV VL Testing capacity of the national VL testing labs altogether: tests,rj.ear
' ] Total # VL tests done in the last 12 months: tests, vear
testing - Please List the company (ies) if there 15 2 national reapent rental apreement in place. Name the company(ies):
2. Specimen Management 12 - Estmated number of PLHIV in the current vear:
3. Sample Transportation - #/% LAV curceaty on ART: _
a HIV VL Testi d - #/%PLHIV cuzrently on 1% line ART tegimen:
- esting process an - #/%PLHIV on ART eliible for  routine VL test:
result quality - #//%PLHIV on ART who received 2 routine VL test:
e  QMS & standards - #/*%PLHIV on ART who are Virally Suppressed (<1,000 copies/ml) on routine testing
. - #/% Vizally suppressed PLHIV referred to 2 less intense model of HIV care:
WGS te Man agement an d - #/%PLHIV on ART with 2 VL of 21,000 RNA copiesfml who recerved Enhanced Adherence Counseling (FAC):
Biosafety - #/%PLHIV on ART with 21,000 copies/ml who recefved a follow-up VL testing within 3-to-6 months of Enhanced Adherence Counseling (EAC):
* Supply Chain Management - #of people with 2 21,000 copies/ml who had suppressed VL at follow- up testing__
and Equipment #/% PLHIV on ART with two consecutive VL test results of 21,000 copies/ml who SWITCHED to 2 24 or ¥ line ART repimen:
. List 3-5 cottrcal challenges of VL scale up i the country
Maintenance I
5. Result delivery and utilization )
6 Leqd_e[sthand manag_ement 3.
7. -~ "National Data on VL Testlng 4
I T N 5.
. C_?Ve rage and result utili Za’t lon- Any commients/hest practices recommendations for VL seale up that could be applicable in other settinps.
........................... 1
2
3.
4




What do countries report in section 77

Indicators Country 1 Country 2 Country 3 Country4  Country5 | Country 6 Country 7 Country & Country & Caountry 10 Country 11 Country 12

A

# of VL testing Labs |§| Yes |§| Yes

# of VL testing |§| Yes

Machines

Testing capacity @ Yes |§| Yes

# VL tests done |§] Yes |§| Yes

List of companies @ no © nNo

Estimated # of PLHIV @ Yes |§| Yes

Tx_Curr |§] Yes El Yes

# on 1st line (@] ves @ nNo

# eligible VL test |§| Yes . No

# received VL test |§] Yes E| Yes

# Virally Suppressed |§] Yes @ Yes

t# on less intense model |[@] Yes @ No ¢
tof HIV care

E# Not suppressed |§] Yes . No

ireceived EAC

E# Not suppressed h ada |§] Yes . No
:follow-up VL test

H# re-suppressed [@] ves @ no
1# Switched (@] Ves @ No




Countries have challenges tracking the VL testing cascade

* |t affects the ability to design targeted interventions to
improve the cascade (where are the gaps?)

* It results in delays achieving the 379 95

 (Questions related to epidemiology of HIV cannot be
answered



Routine Vira Testing and Key Indicators to Track Virally Suppressec
Patients

Number of PLHIV
on ART that

require at least
Number of PLHIV one” routine Number of PLHIV

on ART annual VL test on ART who have Number of PLHIV Number
(dependent on access to viral on ART who Number of of virally
VL algorithm) load testing received a viral PLHIV on ART suppressed

load testing who are virally PLHIV referred

suppressed toless intense
model of care

*A patient generally requires a VL test 6 and 12 months after ART initiation, and then once every 12 months thereafter.

Source: Considerations for developing a monitoring and evaluation framework for viral load testing. Geneva: World Health
Organization; 2019



VL cascade for patients with a non-suppressed VL test result (VL>1000 copies/mL)

Number of PLHIV
on ART with
VL=1000
copies/ml
who received
enhanced
adherence
counseling

Number of PLHIV
on ART with
VL=1000
copies/ml

Number who
received
follow-up VL test

Number who had
VL=1000
copies/ml on
follow-up test

Number virally
suppressed on
follow-up VL test

Number with
follow-up VL test
at VL=1000
copies/ml
switched to 2™
line regimen™

Resume routine
viral load testing
(see Figure 5)

*In general, a patient switching to 2™ line will receive a VL test 6§ months after 2™ line initiation, and again at 12 months, and once every 12 months thereafter.

Source: Considerations for developing a monitoring and evaluation framework for viral load testing. Geneva: World Health
Organization; 2019



M & E evaluation framework

' Health Provider Orders HIV
q @ & Viral Load Test
Demand Generation Health Provider Explains ® w—

Results & Follows Up

/
= 3%

Results Transmitted or U ﬁ

Delivered Specimen Collected

lagm — 2/

Specimen Processed Specimen Transported

How is the M & E framework
for HIV VL designed in your
country?



Example of an M & E evaluation framework

FACILITY
Rus
HUB 1. Viral load results received via
CENTRAL HUB 1. Results from central hub transport network and/or
laboratory sent ta hubs electronically at facility sites
I. Laboratory requisition form (monitoring and evaluation
HUB data entered into the laboratory Z. Hub returns results tools: viral load test results
FACILITY information management system and associated dala form, laboratory information
L. Samples arrive at (monitoring and evaluation tools: to sites (monitoring management system)
1. Clinician orders viral laboratory hub (monitoring laboratory requisition form, and evaluation tools-:
load test (monitoring and and evaluation tools: laboratory electronic system) laboratory electronic Z. Data from resulls forms
evaluation tool: viral load specimen transport log, system. viral load test transferred to site monitoring
requisition form) daily sample laboratory 2. Test perfarmed and resuits added results form) and evaluation toois
2 >Samelte colectod Witk log) to the laboratory information (monitoring and evaluation
R management system (monitoring tools: patient records and
documentation of sample Z. Samples sent to central and evaluation tools: daily charts, antiretroviral therapy
collection date {monitoring lab for testing; hub laboratory testing register, ’registef, viral load sample
and evaluation tools: viral dispatch date documented viral load testing results logbook, high viral load
load requisition form, viral (monitoring and evaluation form, laboratory information log book)
load sample logbook) tool: specimen transport man.ageme-nl system)
! . log) w 3. Cross-check site-level viral
3. Samples packed and 3. Viral load resulls sent to load data with data in the
dispatch date added subnational units, laboratory laboratory information
{monitoring and evaluation hubs and/or sites (hard copies management system for data
tools: viral load sample w«mdz‘ur electronic resulls) quality during preparation
register, specimen transport (monitoring and evaluation tools: of quarterly reporting form
log) laboratory electronic system (monitoring and evaluation
‘J such as a laboratory information tools: antiretroviral therapy
management system, viral load quarterly reporting form,
testing result form) antiretroviral therapy register,
laboratory information
management system)
SUBNATIONAL AND NATIONAL 4. Routine review of viral load
data for quahty improvemeant
1. Subnational unit (such as a district) recelves aggregated site-level data for Inclusion In national HIV health management Information and patient care management
system (monitoring and evaluation tools: antiretroviral therapy quarterly reporting form, DHIS2) (monitoring and evaluation

tool: antiretroviral therapy
register, high viral load
logbook, viral load dashboard,
site summary reports)

2. Review of viral load data at the subnational and national levels (monitoring and evaluation tools: DHIS2, laboratory information
management system, viral load dashboard)

3. Data quality check to compare data in health management information system, recewving antiretroviral therapy quarterly reporting form
with data entered into a laboratory information management system (monitoring and evaluation tools: health information management
system or electronic medical records, DHISZ, laboratory information management system, antiretroviral therapy register)

Source: Considerations for developing a monitoring and evaluation framework for viral load testing. Geneva: World Health Organization; 2019



Examples of national level VL dashboards

Example from Country A Example from Country B

Not Suppressed: 96753 (7.5%) |

401 - 999. 37824 (2.9%) FROMDATE v|TODATE  ~|DISTRICTS v |HUBS v FromAze  v|ToAge v SEx v REGIMEN  v|LINE v emTCT VITBSTATUS v
KEY METRICS
0 .
1 '21 1 ,362 91 'O% 0.3% 88.1 /0 ON 15T LINE REG ALL RESULTS PRINTING STATS
SAMPLES RECEIVED SUPPRESSION RATE REJECTION RATE CURRENT REGIMEN ALL REGIMENS RESULTS PRINTING STATISTICS
@Grouped O Stacked ®D0BS  @PLASMA ‘D'ST“'CTS

76,896 Show 10 ~ rows Search:

70,000
4 Samples Patients for Samples Samples Samr

<= 400: 1158162 (89.6%) District Received samples received Tested Pending Reje

60,000

@ <=400 401 - 999 @ Not Suppressed 1,566 1,358 1,392 174 25
Highcharts.com

50,000
Total VL tests dane: 1,354,630 252 248 25 =8 4
Routine VL Tests with Valid Outcomes: 1,292,749 Suppression 95% 40,000 e E2E 5222 i it
Valid Tests »= 1000 copies/ml (HVL) 96,753 Percentage Suppression 7 5% 6,542 5583 5714 828 4
Valid Tests <= 400 copies/ml (LDL) 1,158,162 Percentage Suppression 89 6% 30,000 5766 5.009 4596 770 31
Valid Tests 401 - 999 copies/m| (LLV): 37,834 Percentage Suppression 29% 20000 264 231 237 27 0
Confirmatory Repeat Tests: 60,238 Non Suppression ( == 1000cp/ml) 17,834 (29.6%) 3,250 2,952 2,764 486 4
Baseline Vs 1,643 Non Suppression ( == 1000cp/ml) 463 (28.2%) 10,000 5044 3579 3,370 -— c
Rejected Samples: 5,659 Percentage Rejection Rate 0.4% 0 2740 2041 7,009 =i 5

Feb 21

=3}

o

May '20 Aug 20 Nov 20
10,267 9,407 9,359 908 42

Average Sites Sending: 2,536 Total Sites Ever Sent: 30,437

What information can you pick from each? What are some of the decisions they can support you to make?



What are the questions that countries report
being able to answer at national level?



What are the Which What percent of What percent of What percent of What percent of What percent of What What percent of What percent of What impact
differences in  sites/service samples pregnant or children on ART clients on ART non-suppressed proportion of patients witha patients with COVID-19
virologic delivery points collected are  breastfeeding are virologically virologically patients non-suppressed  first non- persistently testing has had
suppression have rejected due to women on ART suppressed? suppressed are underwent patients suppressed VL  high VL have onon VL
rates between  particularly improper or are virologically on less intense some received a  test re-suppress been switched testing?
men and poor rates of insufficient suppressed? model of care?  adherence follow-up (i.e. after receiving to 2nd line ART?
women on ART? virologic collection counseling 2nd) VL test? adherence
suppression? (including interventions? counseling
incorrect lab What interventions?
requisition form proportion How does this
completion)? completed the vary by
prescribed population
amount before (e.g.,men vs.
being re-tested? women,
children vs.
adults)?



What percent of clients on What percent of non- What proportion of non-  What percent of patients with What percent of patients with
ART virologically suppressed suppressed patients suppressed patients received a a first non-suppressed VL test persistently high VL have been
are on less intense model of underwent some adherence follow-up (i.e. 2nd) VL test?  re-suppress after receiving switched to 2nd line ART?

care? counseling interventions? adherence counseling
What proportion completed interventions? How does this
the prescribed amount before vary by population (e.g.,men
being re-tested? vs. women, children vs.
adults)?
| |
Discussion

1. Why is it difficult to get data to answer these questions?
2. What can we do to remedy this?



What are countries identifying as
strengths and weaknesses of their VL
M&E systems?



Availability of Monitoring and Evaluation Tools for Capturing Data

Related to Viral Load

Lab Information Management Systems (LIMS) and other systems at viral load
testing labs and laboratory hubs

Aggregate health information systems (e.g. District Health Information Systems
2 (DHIS2))

Patient Monitoring Systems (electronic and/or paper): Patient charts, ART
registers, ART cards, ANC registers, Postnatal Registers

High Viral Load Registers or Logbooks to follow-up patients who are not virally
suppressed (i.e. VL>1000 copies/mL

Viral Load Results Form

Viral Load Sample Register/Logbook

Viral Load Test Requisition Forms

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

W Available B Somewhat




Who are the actors involved in collecting,
analyzing an reporting data for M&E in your
country?



Survey results within the LabCoP

Team Representation

v'Laboratory staff

v'HIV care and treatment
programme managers

v'Health-care workers

v'Supply chain management staff
Strategic information and
monitoring and evaluation
specialists

Key Resources

Realizing the potential of routine viral load testing in sub-Saharan Africa.
Journal of the International AIDS Society 2017, 20(S7):e25010



M&E Sub-community

Formal training

Practical exercises
based on country
situation

South to South
exchange

NB: Laboratory M&E systems is a long-term endeavor involving multiple stakeholders including government, development
partners, implementing partners, the private and public sectors, communities and others. Identify strategic stakeholders to

support in towards achievement of the expected outcomes



Implementation Plan and Expected Outcomes

Topical Presentation (Every 1% Thursday)

Session 1: M&E fundamentals

Session 2: M&E framework for laboratory
program

Session 3: Indicators for lab program
monitoring and evaluation

Session 4: Establishing data management
systems and dashboards, and data
triangulation for program monitoring.

Session 5: Data Quality

Session 6: Evaluations and Service quality
assessments

+

South to South sharing
(Every 3" Thursday)

Expected outcome

v" M&E frameworks for VL
testing services developed

v' Roadmap for
development/review of
national level dashboards
for tracking of viral load
cascade developed

v" Increased availability, access
and use of VL data at all
levels for decision making

“You can't manage knowledge — nobody can. What you can do is to manage the environment in which knowledge can be created, discovered,
captured, shared, distilled, validated, transferred, adopted, adapted and applied.” ~ Chris Collison and Geoff Parcell




Thank You

Empowering Health HEALTH SCIENCES

Columbia Unit

Mailman scn::ﬁf'@..mm Health CENTER

§ICAP  avuNM

75 TheGlobalFund ¢ @ World Health
(:) 5 ,A,LVOrganization

To Fight AIDS, Tuberculosis and Malaria Ny

AFRICAN SOCIETY FOR LABORATORY MEDICINE




