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*Context of RTCQJ

*The concept of RTCQJ

*Tools for RTCQl implementation
*Where we are & the way forward
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In the era of “Test and Start”

HIV misdiagnosis = unnecessary lifelong antiretroviral treatment

OPEN a ACCESS Freely available online @

The Gleaner

False Positive HIV Diagnoses in Resource Limited
Settings: Operational Lessons Learned for HIV
Programmes

OPEN @ ACCESS Freely available online @ PLoS one

The Evaluation of a Rapid /n Situ HIV Confirmation Test
in a Programme with a High Failure Rate of the WHO HIV
Two-Test Diagnostic Algorithm
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Causes of false-positive HIV
rapid diagnostic test results
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RESEARCH

Indeterminate and discrepant rapid HIV test
results in couples’ HIV testing and counselling
centres in Africa

Debrah | Boeras'**, Nicole Luisi®, Etienne Karita®, Shila McKinney®®, Tyronza Sharkey®, Michelle Keeling®,
s 24 2 s 2

[ 12, 5154
o BMC
Research Notes
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Potential for false positive HIV test results with
the serial rapid HIV testing algorithm

Division of Global HIV & TB

Established 1834

Home Lead Stories ~ News Sports

Entertainment Business Letters Comme,

World News Lifestyle In Focus Auto Social Outlook Shipping ‘Western Focus Art & Leisure

‘Gov't pays big for wrong
diagnosis’
$9 Million HIV Error - -
lore Lead Stories \

SharethisStory: 81 3 [ [ I (I (e

Email this story
Print this page

o

E-mail the editor

Pepperdine
MBA

Program
Visit Our Malibu
or LA Campus
Become a

Vide

75 &) Suggested Sites v &) http--www.zero-hiv.org-w... &) Web Slice Gallery v o~ v (5] @ v Page~v Safetyv Tools™

Home = Latest News

Goagcn
Couple misdiagnosed with HIV to sue health centre, demands compensation

Oct. 17, 2016, 3:00 pm ‘ By BRIAN OTIENO @yobramos4

DAILY@#NATION

Police arrest second nurse in
Esther Mwakazi HIV
mlsdlagnosls saga

TTITIEE

.zero-hiv.org-w.. €] Web Slice Gallery v

WOMAN WHO WAS MISDIAGNOSED WITH HIV TO GET
FINAL RESULTS

Posted on Nov 21,2016

o fvcffoc] o Jucfoc o BB

7413 Views

fiagnosed with HIV and put on ARV with her toddler son,
Francis Auma at Kenyatta National Hospital after she underwent

Zighe
SdEViaks A pros e
tests on Friday. PHOTO | DENNIS ONSONGO
. By EUNICE KILONZO

Awoman who was wrongly diagnosed with HIV in
Kwale and put on ARV for three months
together with her ane-year-old son will get her
final status test results by the end of this month




Rapid Expansion of HIV Rapid Diagnostic Tests

Large scale

* As of September 30, 2022, 64+ million individuals received HIV testing
through PEPFAR

* 1% misdiagnosis rate = 640,000 people
Testing in Non-Traditional Settings
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Realities of HIV Testing Under Program Conditions

* Poor training and training often done by peers
* Testing algorithm and procedures not followed
* Disorganized workspace

* Run-time not followed, no timers

 Safety concerns

* Poor finger-prick procedure

* PT program inconsistent

e Little or no supervision

* No corrective actions/feedback
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Initiative

* Launched in 2014 as a proof of
concept in 7 focus countries

* Cameroon, Ethiopia, Kenya, Malawi,
Tanzania, Uganda, and Zambia

‘ Ethiopia

* Driven by innovation to achieve

better uptake, coverage, and Comprons fan:
impact o
. . . Uganda Tanzania
* Aim at reducing HIV testing errors ’k/ Malawi
to ensure the accuracy of HIV test

result delivered to clients.
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Five Components/Pillars of RTCQJ

e Provide a framework for quality testing

e Develop and implement country-specific policy

e Engage stakeholders & advocate for resource
allocation

Policy Engagement

Establishing a . Devglop a competency-based training program and
certify testers

Certification e Monitor quality compliance and certify testing sites
Program e Analyze data for gap analysis and corrective actions

e [ncrease coverage and participation in PT program
(DTS)

Increasing
Proficiency Testing [ Analyze data for corrective actions
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Five Components/Pillars of RTCQJ

Scaling up
Standardized HTS
Register

Lot testing & post
market surveillance

Division of Global HIV & TB

e Increase uptake of standardized HIV testing register
e Analyze register data regularly for corrective actions

e Strengthen national capacity to implement verification
of new lot & post market surveillance



RTCQl Emphasize Quality Assurance Cycle

* MOH leadership & ownership
e Resource allocation
* Country specific plan and objectives

Develop

(. QA mentors Quality \\_/
Assurance

* Competency assessors

* Site auditors Cycle
. Ensuring
° Site manager & Tester accurate patient

. results
Corrective

Actions

* QA mentors
 Competency assessors
e Site auditors

. Site manager & Tester )
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RTCQI (Initiative) Follows Seven Principals

3. Improve uptake,
coverage & impact of

QA

1. Is intended to be 2. Establish baseline
catalytic coverage of QA

5. Emphasize site
visits, monitoring &
recognition

6. Use Innovative
Strategies

4. Develop country
specific targets

7. Emphasize Quality

Assurance Cycle
(QAC)
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Innovative Tool — 1

3 activity-based training packages for capacity building

* RTCQI overview — training of QA officers/Q-Corps/QA mentors
* SPI-RRT* training — training of auditor for site certification
* Tester certification training — training of competency assessor

*SPI-RRT, Stepwise Process for Improving the HIV Rapid and Recency Testing
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Innovative Tool — 2

SPI-RRT checklist for site monitoring toward certification

e >90%

e Eligible for national site certification
e 80% - 89%

e Close to national site certification \

| -
e Partially ready for national site certification

Stepwise Process for Improving the
Quality of HIV Rapid and Recency
Testing (SPI-RRT) Checklist

Users’ Guide for Site Audit Using the for SPI-RRT
Checklist

i —

Version 4.0

3/3/2020

You are at the start of "Sample”.
Swipe the screen as shown below Audit Score Sheet
to begin. - -
Section Section Name Total
1N} J" w% Points
. Sect?on 1 Persc.mnel Tr:ilining and Certification 10
backis fornardits Section 2 Physical Facility 5
previous next Section 3 Safety 11
prompt prompt Section 4 Pre-Testing Phase 13
Section 5 Testing Phase 9
Section 6 Post-Testing Phase 9
Section 7 External Quality Assessment 8
I _ I Section 8 HIV-1 Recent Infection Surveillance Using Rapid Test For 11
Recent Infection
TOTALSCORE 64/75
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Innovative Tool —

SPI-RRT dashboard for site monitoring data visualization

Dashboard for Quality Improvement of HIV Rapid Testing Latest Audits View Data
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= | ¥ ¢ AR
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Reports
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Emall
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Innovative Tools —4 & 5

* Dried Tube Specimen (DTS) increased PT coverage and uptake
* ePT tool for data management and visualization

PUBLICATIONS
WELCOME TO [ «r ] PROGRAM! SR

Testing enable to assess their performance in conducting
test methods within their own laboratories when their data are compared against
other laboratories that participate in the same program.

WHAT CAN WE DO FOR YOU THROUGH PT
PROGRAM?

TRAINING TECHNIAL ASSISTANCE

Q= @
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Innovative Tools — 6 & 7

Data Analysis and QA Tool for HIV Logbook °
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Implementation of Distance Learning Program

* Project ECHO

* Provides accessible and
cost-efficient clinical mentorship
and continuing professional
education

* Fosters the development of peer
networks and communities of
practice that increase provider
satisfaction

* Trains healthcare workers while they
remain at their posts, reducing costs
related to travel and minimize
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SQTITVILT UioluptLivri

Division of Global HIV & TB




2.
2
=
o=
-
O
O
O
O
—
14

e S
| MAURITANIA R ]
L3 E,A"E YERDE M A‘"’L\ I N ' G E R
’ \.\ y

® ncuakchont
S S
S e ¥ G:ﬁc\/\

LIBYA

/4-—'——'
\ == h\'/’
Sansa

cmtgck ¢

® )
L@ RTCQI
Reboot

/ SUDAN
Praia SPI-RT audits/PT program CHAD

e RTCQI/SPI-RRT audits
¢ |GER Site and Tester Certification
support

R)cEnTRaL L \7"

RTCQI/Site and Tester

G\
Banuoess AL
»
)
o Certification

weerois  RTCQI now o RTCQI/SPI-RRT audits /_/;\'\
under MOH Mm.ﬂ.o".m Tester certification g

K! RTCQI/SPI-RT

audits current

'
EQUATORIAL GUINEA
$40 Tome, éé
°
SAD TOME AND PRINCIPE va&'. O

A
tot "W status unknown?
d?;’ ~~.__ RTCQltrained ' RTCQl Ch )
,:L:w” /; but status el ampions i
\\_’J*: unknown? o st bakeans
Luanda. 1/ "I
- W
d'\/\ RTCQI Champions/
RTCQl \ ] Project ECHO Support
Site and Tester ZAMNLA . K
Certification support Lumaka® it s
T RTCQI trained
RTCQIinitial ~ tstatus  Hwsne g
NAMIBIA . . known? / Lous
: sorsw IMplementation - —n
} 5
% RTCQI/ SPIRRT/Testers evaluated
¢ Site and Tester certification support

CopoYo-m.‘n —



A Big Stride — From Initiative to Program

* Endorsement by MOH to incorporate RT-CQl in National HTS guidelines in +10
countries

For

hamart,
Ministry of Health

THE KENYA HIV TESTING e e R Certification Program for Point Of
SERVICES GUIDELINES

Care Testing

Ensuring the Reliability and
Accuracy of Point of Care Test

Results
i:g 'E -‘-rﬁi
THE WHO OOK ON THE
QUALITY OF HIV RELATED POCT
e Testing

- National Guidelines for the Certification
of Point of Care Testers and Testing Sites

MANUEL NATIONAL POUR LA
CERTIFICATION DES POSTES DE
DEPISTAGE DU VIH ET L’EVALUATION
DES COMPETENCES DE LEURS

National AIDS and STI Control Programme PRESTATAIRES

(NASCOP) 2015

NATIONAL HIV

TESTING SERVICES:
POLICY AND GUIDELINES
2015

National Framework for
Point of Care Testing
Certification

eSS e o= JPERS.

Prezared b &y rationd Oucartrast of Hustsy
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* Continue to advocate for and provide technical support in implementation of
RTCQI

* Provide technical support in country testing algorithm review

* Lay out and strengthen national guidelines for the implementation of RTCQ
* Support in-country capacity building

 Strengthen the use of data for continuous quality improvement

* Apply the concept/principals of RTCQl to other POC testing for impact

* Develop innovative, practical, and efficient ways for continuous quality
improvement on rapid testing.
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Contact us

* Contact your country Implementing
Subject Matter Expert (ISME) from
Serology Team/ILB

* Directly contact
— Xiaojuan Tan, xitO@cdc.gov
— Floris Wray-Gordon, kvf5@cdc.gov

— Ernest Yufenyuy, yodO@cdc.gov




