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What isQuality?

AAccurate test results within a reasonable time period based on:

AAvailability of test kits & supplies
ACondition of test kits

ACollection and handling of specimens
(type & amount)

AStandard test procedures followed

Alnterpretation and reporting of results
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Pillars of High Quality Recency Testing

- Site Activation & QC & Proficienc Routine Data
~ElD VTR Monitoring Testing (PT)

wILB Model wChecklist to wMonthly QC wData
wHandson using ensure site wBiannual PT completeness
training panels readiness wRecord & wQC results in
(TPs) wQC check review data aggregate
wDocument before starting wCorrective w\Verification
training results client testing actions as part Line results
wRegular site of CQI wData

monitoring plausibility
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Lab Training

High Quality & Thorough Training Pls




Multi-Tiered Training Approach to
Achieve Quality

Customization

Training of o Cascade Trainin
Trainegrs cITElg of HTS staff ’
Materials
ATraine_rs from HQ team & ATrainers are master trainers
participants are lab certified during TOT
technicians or leads AParticipants are site level
ALectt_Jres_ and handsn testers
session is led ILB and IP AEach facilitator supervises
trainers no more than 6 trainees for
ARatio of 1 facilitator per 6 handson

trainees is ideal

APrepare ircountry QC and
TP panels
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RTRI Training Components: TOT and 3ty

AComprehensive training package
AActivity-based curriculum
ACovers keys areas of quality assurance of RTRI
AHands on practicals
ATraining (3 QC specimens) and 10 TP (5 + 5) specimens
AMixture of known LT, recent and negative specimens

ACertification of testersc competency assessment
AWritten (80% min), Practical (100%)

All lab training data must be captured, documented and shared with ILB.
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Training Panel Data Capture Form: Example

Mame of Trainee/Date Trained
Expected
Results
Panel ID 1 2 3 4 5 7] 7 a8 ] 10
QcC Long-Term LT/Pos LT/Pos LT/Pos LT/Pos LT/Pas LT/Pas LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos
QC Recent Recent/Pos | Recent/Pos | Recent/Pos | Becent/Pos | Recent/Pos | Recent/Pos | Recent/Pos Recent/Pas Recent/Pos Recent/Pos Recent/Pas
OC Negative Neg MNeg MNeg MNeg MNeg MNeg MNeg MNeg MNeg Neg MNeg
CP-1 MNeg Meg MNeg Meg Meg Meg MNeg Meg Meg MNeg Meg
Cp-2 Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos Recent/Pos Recent/Pos Recent/Pos Recent/Pos
CP-3 LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Paos LT/Pas LT/Pos LT/Pos LT/Paos
CcP-4 Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos Recent/Pos Recent/Pos Recent/Pas Recent/Pos
CP-5 Neg Meg MNeg MNeg MNeg MNeg MNeg MNeg MNeg Neg MNeg
CP-6 Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos Recent/Pos Recent/Pos Recent/Pas Recent/Pos
Cp-7* Recent/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos Recent/Pos LT/Pos LT/Pos LT/Pos
CP-g Neg MNeg MNeg MNeg MNeg MNeg MNeg MNeg MNeg MNeg MNeg
CP-9 LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos
CP-10* LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos Recent/Pos LT/Pos LT/Pos LT/Pos
CP-11 LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos
CP-12 Recent/Pos LT/Pos Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos Recent/Pos Recent/Pos Recent/Pas Recent/Pos
CP-13 Neg MNeg MNeg MNeg MNeg MNeg MNeg MNeg MNeg Neg MNeg
CP-14 LT/Pos Recent/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Paos LT/Pas LT/Pos LT/Pos LT/Paos
CP-15* LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos
CP-16 Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos | Recent/Pos Recent/Pos Recent/Pos Recent/Pos Recent/Pos
Ccp-17* LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos
CP-18 LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos
CP-19 LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos LT/Pos
CP-20 MNeg Meg MNeg MNeg MNeg Meg MNeg Meg Meg Neg MNeg
TOTAL Recent/Pos 7] 5 5 5 5 5 5 7 5 5 5
TOTAL LT/Pos 9 10 10 10 10 10 10 a 10 10 10
TOTAL Meg 5 5 5 5 5 5 5 5 5 5 5




Site Activation
& Monitoring




Activation Checklist to Ensure Site Readiness fo
Recency Testing

APrior to site activation
AEnsure all players are represented
Alnform site in advance, review checklist

ADuring site activation
AWork with staff and site to define testing points for recency

ARun QC before runningtpatient specimen to ensure kits are working
and staff are proficient

AAny corrective action identified during activation and requiring
follow-up should be resolved as soon as possible
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ESWATINI HIV EECENT INFECTION SURVEILLANCE (EHRIS)

Eswatini Activation ... ==

Eﬂﬁfmhﬁnﬂr nma‘um checkiicr Tmﬂmnhm&&ﬁnﬂmmmﬂmmﬂﬂtmmw rm::hm

- e et & e n e
C h e C kI I St I. Are EHRIS specific documents delivered?
EHRIS HTS Job Aid
F. 1. Job Aid Folder HppE .
2. EHRIS Data Collection form HEpEp RN
SOPS J b Aaj 3. EHRIS Clinical SOPs o
, JO [0 O |10 0O
b 4. EHRIS Data SOPs
3 5. EHRIS Operational SOPs Eip Ry .
Ade gu ate 6. EHRIS Laboratory SOPs HppEpRE
. OO O
" 7. Incident Report Forms
Supplies : P | alol o
; 8. EHRIS Team contact details
6 9. Site Regulatory File* HppEpRE
7. Khaki envelopes (AJ) "DBS S
g _—%— Knowledge Chetk—._ | YES | NO | NA COMMENTS
N . Were 3 QC panels completed for each ] ] ]
Q C & Kn OWI e ‘j g&; tester and documentad"
1| B. Can L] O O
C h ecC k ) procedures?
C. Does the staff demonstrate understanding [] [] []
1 of the objectives and goals of the EHRIS
) surveillance activity?
' D. Does the staff demonstrate understanding [] [] []
1 of the inclusion/exclusion criteria
) E. Does the staff demonstrate understanding [] []
of the informed consent (opt-out)
process?




Monitoring Checklists

Lesotho Example: Lab Component

AStepwise Process for Improving the
Quality of HIV Rapid Testi(8PIRT)
checklist which includes recency

AAdopted by WHO and provides
guidance on QA practices for sites
offering HIV rapid and recency
testing

ACovers the following areas:

A Personnel training and certification

A Physical Infrastructure & Safety

A Pretesting, Test, and Podest Phase
A External Quality Assessment

A HI\:1 Recent Infection Surveillance

SPI-RT Checklist

Stepwise Process for Improving the Quality of HIV Rapid
Testing (SPI-RT) Checklist

Version 3.0

10/16/2015

SPI-RT Checklist

PART A: CHARACTERISTICS OF THE FACILITY OR TESTING POINT AUDITED
Before completing the checklist, it is important to characterize the testing point to be audited. Please provide relevant information in

the summary table below.

Date of Audit (dd/mm/yyyy):

‘ Audit Start Time (hh:mm) :

Audit Round No:

Testing Facility Name:

Testing Facility ID (if applicable)

Type of testing point (Circle One)

VCT/HTC PITC PMTCT TB clinic

Laboratory

Treatment Center Other (Specify)

Physical Address:

Level (Circle One and specify name)

O Sub-national 1:

O Sub-national 2:

O Sub-national 3:

O Sub-national 4:

0 Other (Please specify to reflect country context):

Affiliation (Circle One)

O Government

O Private

O Faith-based Organization

O Non-governmental organization
0 Other:

Number of Testers at Site:

Number of clients tested for HIV:

Past Month: Past Quarter:

Number of newly identified HIV positives:

Past Month: Past Quarter:

Number of HIV negatives:

Past Month: Past Quarter:

Past Month: Past Quarter:

Number of newly identified HIV positives tested by RTRI :

Number of Recent by RTRI or RITA:

Past Month: Past Quarter:

Name of the Auditor 1:

Name of the Auditor 2:




{AGS a2yAdG2NRY3 CAYI

AKits not stored in temperature controlled environment

AHIV RT job Aides not up to dageeflects old read time, incorrect

volume for
ATimers not

Alnconsistent QC testing anc

present or are s

Determine; job Aides not on sight

nared between sites, limiting work flo

review

Alnappropriate use of QC, TP specimens
ADocumentation disorganized, inconsistent or incomplete
ALack of routine review of registers for completeness and accurac






Appropriate Use of QC and TPs

AQC Panels

A At site, once a month to verify performance of RTRI kits

A2 KSy &dG2N)3S GSYLISNFGdzZNE SEOSSRa GKS
conditions
AOn each new lot of HI¥ RTRI kits (NRL only)

AOn each new shipment of HWRTRI kits (NRL only)

ATraining Panels
AUse the full TP (10 samples) during RTRI training
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Preparing QC, TP and PT Panels

ACritical for ongoing quality control, training and proficiency

ASpecimen selection for each panel is key
AUse bulk volume, well characterised specimens
AQC & PT specimens should be clear cut; neg, recent and LT

ATP specimens could include specimens that are ambiguous for teaching
AQC and TP should be prepared centrally or by regional/districts labs
APT to be prepared centrally to start

ADo not use them interchangeably!
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Example on Generating Reference Results

Thefinal interpretation(best of 3 results) wikerve as the reference readify future

comparisons:

Recency QC and Training Panel Preparation: Reference Results Form

Kit MName & Lot #:
Kit Expiration Date:
Date Tested:

QcC Long Term
QC Recent
QC Negative
TP-1
TP-2
TP-3
P-4
TP-5
TP-6
TP-7
TP-8
TP-9
TP-10

Blood Bank
Sample ID

RTRI Interpretation (Long Term, Recent, Negative)

RTRI Results (from at least three independent runs)

;T:g;:lﬁ: Visual 1 Visual 2 Visual 3 Visual 4 Visual 5 Fina;::ecmted
LT LT LT LT
Recent Recent Recent Recent
Negative Negative Negative Negative
LT LT LT LT
Recent LT LT LT
Negative Negative Negative Negative
Recent Recent Recent Recent
LT LT LT LT
Recent Recent Recent Recent
Negative Negative Negative Negative
Recent LT Recent Recent
LT LT LT LT
Recent Recent Recent Recent




Collecting QC Results

AQC results can be collected on a dedicated QC form and then electronically entered ir
database or directly entered electronically onto a tablet

AResults can then be shown on the recency dashboard for review

Rapid Test for Recent Infection (RTRI) Quality Control (QC) Log Book

District: Facility Name: HTS Site Name: ) Qc
Recency Interpretation Result
Tester Test Date Qc Kit Mark r::L:: :i:: T: “iesent e rmes’-:‘:;’ré ffﬂg :;i::;ls S Pass (P) R"'"’”'B‘:I::t‘:f“d
Nel  RTRIKitinformation Name | (dd/mmlyy) Information sl CO:trol Verification pLang Tlrrn (Please circle one) FaIT[F}
(C) Line | (T)Line (LT) Line

Lot & Qc Lot # QC - Long Term LT Recent Neg Invalid
1 Ipate Received Date Received | &C - Recent LT Recent Neg Invalid
Exp date: QC - Negative LT Recent Neg Invalid
Lot & Qc Lot # QC -Long Term LT Recent Neg Invalid
2 | pate Received: Date Received: QcC - Recent LT Recent Neg Invalid
Exp date QC - Negative LT Recent Neg Invalid
Kit Lot # Qc Lot # QC - Long Term LT Recent Neg Invalid
3 |Date Received: Daie Received  |QC - Recent LT Recent Neg Invalid
Exp date: QC - Negative LT Recent Neg Invalid
Lot # Qc Lot # QC - Long Term LT Recent Neg Invalid
4 |bate Received: Date Received | @C - Recent LT Recent Neg Invalid
Exp date: QC - Negative LT Recent Neg Invalid




Usage of Dried Tube Specimens (DTS) QC and Tr:
Panel

ASimilar to use of plasma QC TP and PT

AHowever DTS needs to be rehydrated the day before (PBST)
Alssues reported of failing QC, related to same day rehydration with poor elution

ADTS has few disadvantages when compared to plasma

AUses more tubes

AMore time required during TOT for DTS prep; mini DTS prep

A Ensures samples selected for the QC panel preparation are correct

ADTS has some few advantages over plasma

ARequires less volume of specimens for preparation

AEasy transportation; no need of cool storage during transportation

ARecommend testing within-2 days of receipt
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Proficiency Testing (PT)

AGuidance document on starting a PT program coming soon
Alntegration into routine HIV RT program if possible

AResolve current challenges with HIV rapid testing PT program before
Incorporating recency

ACharacterize specimens that can be used for both
AUse appropriate forms for each site/tester
AAdd summary results to dashboard once implemented

AData collection either electronic or papbased but merged into recency
dashboard

APerformed by all testers, once every six months
AAny failed PT requires immediate follayp
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Routine Data Revie

Recency Dashboard %
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Routine Data Review: Recency Testing Qual

Review country recency data
on dashboard for:

1) Data completeness

2) QC testing for site
participation, testing
frequency, data
completion and results

3) Performance of
diagnostic verification
line

4) Trends of recent

Infections and plausibility

Of results *Simulated data
https://trace-recency.org/examplelashboard/




