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1. BACKGROUND




THE GLOBAL ROADMAP FROM A LABORATORY PERSPECTIVE

Three strategic focus areas have been identified in The Global Roadmap for Ending cholera

Axis 1: Early detection and quick response to contain outbreaks at an early stage
Axis 2: Multisectoral approach to prevent cholera in hotspots (PAMI) in endemic countries

Axis 3: Effective mechanism of coordination for technical support, resource mobilisation, and
partnership at the local and global level.

The Laboratory Working Group develops laboratory-specific approaches and also works jointly on

specific topics with the Epi group as part of the Surveillance Working Group




PECIFIC TASKS OF THE LABORATORY WORKING GROUP

= Provide tools for technical support of laboratories (forms, job aids, fact sheets, data sheets efc...)

=  Support countries to map existing capacities, and link with epidemiological data to identify laboratory
needs around PAMI.

* |dentify needs and in particular mechanisms for provision of equipment/supplies and establish a link with

donors

= Support the training of laboratory staff in testing and testing strategies to improve performance and
speed
- At central/reference lab level
- At peripheral level (particularly around PAMI)
"= Provide elements of quality assurance and progress assessment

= Establish links with and promote regional and sub-regional laboratory networks to improve preparedness

and coordination.

= Explore opportunities for potential cross-fertilisation with other disease fields and promote the

strengthening of bacteriology laboratories as a whole.




LABORATORY WORKING GROUP ACTIVITIES 2023-2024

Another busy year on many different fronts, and introduction of new activities
= Guidance and Tools
= New activities

= Capacity assessment (field visits)

= |mplementation of initial training activities in the field

= Development of support materials for training




2. ACHIEVEMENTS




| LWG WORKPLAN 2023

Category / Thematic area

Activities (description)

May

Jun

Hul

Aug

Sep

Oct

Nov

Dec

Jan

Feb

Apr

May

Guidance development

Environmental Surveillance Technical Note

V1 published

Minimum Standards for Lab Capacity

*activity postponed to 2025

General Technical Guidance for PCR

*activity postponed to 2025

Laboratory Testing Strategy

Technical tools

IAMR Fact sheet

Drafted, in design

Stool specimen collection

Drafting

Lab Referral Form

Drafted, in design

Lab Reporting Form

Drafted, in design

Form to Accompany Shipment of Isolates

Drafted, in design

Lab Capacity Assessments

Finalize Capacity Assessment Toolkit

V1 drafted

Pilot in 4 countries

2 done, 2 in preparation

Training of Lab Personnel

Develop training plan/ materials/checklists

Drafted, in design

Online training modules

Implement ToT in 4 priority countries

2 done, 2 in preparation

Surv WG Subgroup activities

Updated surveillance guidelines

Finalizing

Finalized

Public consultation

Ongoing




PUBLIC HEALTH SURVEILLANCE FOR CHOLERA GUIDANCE DOCUMENT 2024

I

Guiding principles Interim Comprehensive
GTFCC Surveillance GTFCC Surveillance GTFCC Surveillance
recommendations recommendations recommendations

A new review has been carried out from June to September 2023 by the EPI working group

New epi-settings considered for adaptative surveillance
New definitions, added or simplified
Revised structure of the guidance

The Laboratory WG refined specific laboratory items:

Improving the language used for the laboratory section

Removing the SOP aspects, intended to be included in a specific document
Checking that the testing recommendations were still appropriate

Adding a section on laboratory capacity

English: https: //www.gtfcc.org/wp-content /uploads/2024/04 /public-health-surveillance-for-cholera-guidance-document-2024.pdf

Public health
surveillance for
cholera

Guidance Document
2024
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https://www.gtfcc.org/wp-content/uploads/2024/04/public-health-surveillance-for-cholera-guidance-document-2024.pdf

ASSESSMENT OF CHOLERA SURVEILLANCE — GUIDANCE DOCUMENT

Guidance document providing a method to assess compliance with the Surveillance Guidance

= Aims to assess the cholera surveillance strategies and the cholera surveillance system in the
country and to identify critical gaps, areas of improvement, capacity to be maintained.
= To be performed as a self-assessment by countries at a minimum when NCP is developed.

From laboratory perspective

= Evaluation of laboratory capacities (reference laboratory capacity, capacity of the
national laboratory system, decentralisation of laboratory surveillance)

= Evaluation of testing recommendations for early detection and monitorig of cholera
outbreaks

== Based on the laboratory minimum capacities defined in this document

English: https: //www.gtfcc.org /wp-content /uploads /2024 /05 /gtfcc-assessment-of-cholera-surveillance-en.pdf
French: ongoing

Assessment of
cholera
surveillance

Interim Guidance Document
2024

OOOOOOOOOOOOOOOOO

CHOLERA CONTROL



https://www.gtfcc.org/wp-content/uploads/2024/05/gtfcc-assessment-of-cholera-surveillance-en.pdf

TOOLS: ANTIMICROBIAL SUSCEPTIBILITY TESTING

Fact-sheet V1

English: https://www.gtfcc.org/wp-content /uploads/2024 /05 /gtfcc-fact-sheet-laboratory-

GLOBAL

CHOI.ERA CONTROL

Laboratory Methods for antimicrobial
susceptibility testing (AST) for Vibrio cholerae:
points of particular attention

This document discusses a few ciitical points regarding for | imic il

testing by diffusion methods, using mulmunmmgmudd«m fK'rby hunmmod;mdmumps, as presented in

Job Aid g Other methods exist for this phenotypic

detection, dilutic including icrodil d agar dilution, butthese are more expensive and difficult to
d by the GTFCC.

p imi il 1g are described in detail in the Antibi idelines and
references (CLST", EUCAST", CA-SFM EUCAST ™)

Safety Compliance. Testing of Vibrio cholerae and other Each new batch of medium should be testad for sterilin

patentially infectious specimen smummys M performed ah\llma support gmmn of the target pathogens), ability to

in complianc ontral

Personal protective ?qu\men[(PPE) shuu\d e wom when sirain. Store the pnured Petri dishes at 4-8°C according to the.
manufacturer’s nstruetion. The agar surface must be dry before

individual SDS (safety data sheet) forms for reagent-specific use but be careful not to dry out the agar.

information

Inoculum preparation. The antibiogram must be realized
Quality Contrl Strains [ncl. mmrmng o Anibiogram using a freshly sub-cultured strain (16-13 h a135°C
<+ 2°C)on suitable non-selective media such as Musller
to manitor the AST system loensum accurate and reproducible HmlunAglr Brain Hm[ Infusion Agar or Trypticase Soy Agar,

results and always be set up In parallel with test strain; Alsa streak the ATCC
Selection s based n what is needed lo cover each drug being  CC strains needed iurmsk diffusion testing and incubate in
tested, see below. However ather available laboratary strain the same manner. Make a bacterial suspensmmnsalmehn
1 cterized ith k lity to the atypical
antimicrobial agents tested can be used ariant) to achieve a tuvmduy equmlenl to that of the McFarland
05 standardAd) dding either saline sal
Aaithromycin (MIC) S aureus ATCC 25213 o bacteria

Erythramyeine (diameter) . aureus WTCC 29213

Pelloacin (ameter)  col A1CC 25922 Inoculating agar plates. Bacteral inaculum should ideally
f " be used within 15 min af reparalion but wihin 40 min atthe

Cprodoeacia MICYE N ATOC 23922 Iatest. Dip asterile cottan swab into the bacterial suspension

Tetracyelioe (dametr) £ eol ATCC 25922 and rermove xcess liuid by rtating the swab on the wallsof

Daxyeyeline (MIC) . callATCC 25922 the tube. Ifseveral agar plates areto be inoculated with the

cuality and FMedium.

‘same inoculum, itis necessary ta orrectly reluad the swab
medium is the only susceptibility test medium that has been

plate. Streak f the plate
‘3times, retating &0 degrees each time,ensuring that there are
validated by international quidelines™ . Commercial mdy
touse dehydrated

no gaps between slmks Discs or test-strips should be
Aagar should be poured into flat-bottom glass or plastic petri

min of if plates are left
dth P racet o dooth of & mnlmgal\nhnmmymmpmturehzfnmmstsnrsmpsm
shes onafevel pouring sufaceto 3 unform depthof émm = et e o yow g 102
05 mn Greater arlesser depths affect the diffusion of ¢ -1 vt aceta may startlo grow lexcng tna flse
antimicrobial agents and drug activity may be atfected.

decrease in the size of the inhibition zones.

V1.0 May 2024

methods-for-ast-for-cholera-en.pdf

French: https: //www.gtfcc.org/wp-content /uploads /2024 /05 /gtfcc-fact-sheet-laboratory-

methods-for-ast-for-cholera-fr.pdf

Antimicrobial Susceptibility Testing
for Treatment and Control of Cholera

" Job-aid V3

& CrioLeRA CoNTROL

OBJECTIVE : To provide instruction for d

nining in vitro susceptibilty of Vibrio c

rae 01

139

METHODS

Revised in line with new | [

NorE
mmendati
re CO e n q 1- I o n S MATERIALS REQUIRED
* Mueler deep)  Metic
 Strilecatton tipped swabs ma.mmmmmawu =
pattern and forceps " s:apny/mmusameuxArcmm :
‘Antibiotc o be tested and recommended method: 2,0
. . task_forceluse of antibioticsforhe treatment of cholera.pa7ua=1
Sl LT Stare antibiotcdisks and testsrips between-20°C and 8°C accordingto
< et FE) 51 * Confoscn(CP) e e o
 Tetacydine (E) (30g) + Dowyeycine(00) Check expi i

PROCEDURE FOR DISK AND STRIP TESTING

1. Preparation of inoculum 2. Inoculation of MHA -

Prepare a bacterial suspension with a few well-isolated » Not more than 15 minutes after

colonies from an overnight  18-24 hours at 35 = 2°C ) agar preparing the inoculum suspension.

ulur I el sline st aduted 100 Mockrand* D coton swabii bt suspersion

by comparsonto thesandar. o f idevalofth tube.
sundas Tosod 3t

B et | < Ensure th surtaceis compltly dy beforethe nextsep.

3. Application of antibiotc disks

« Not more than 15 minutes after swabbing.

« Placethe disks individually with an automatic
disk dispenser or sterle forceps, gently
pressing down onto the agar.

= Do not move disks once deposited.

« Replace ld invert the plates and placeinthe incubator.

4. Application of test-strips
Nt more than 15 minutesafter swabbing.
« Place he stips on the agar according o the
recommendations of the manufactrer.
Do not move trips once deposited.
lid

NOTE: feststrips must be cor stored in a freezer at-20 C Allow
5. Incubation: 16 = 2 hours a1 35°C 2 2°C.
6. Reading: After 18 2 2 h o ing. Read MIC
TaMic
INTERPRETATION OF RESULTS
V. ifying
V. ins wit d susceptibilt i d
oror. e ;
s e i
e s oo i il 0 o VI Messemnt Srats showin rothup o coract
;ﬂ:}"g&“‘;ﬁ:‘ﬁg ;‘:;ﬁ:};‘;ﬂ:‘u‘m":’g‘m :fﬂ’:';“”’"‘"‘ zn;ﬁ.;k shoukbe s e s uP(w%iu 25 m;ll)
uEnthrosyel I L et 3 ) ey mlmm, pn!ymyxmﬂ amgm”m, hlrmphencol rimethoprn/
Tble 20,

EUCAST: hitp:/www.eucast org/clinical_breakpoints
CASFM /EUC i i

) V1.0.pdf

English: https://www.gtfcc.org/wp-content /uploads/2024 /03 /gtfcc-job-aid-antimicrobial-
susceptibility-testing-for-treatment-and-control-of-cholera-en.pdf
French: https://www.gtfcc.org/wp-content /uploads /2024 /03 /gtfcc-job-aid-antimicrobial-
susceptibility-testing-for-treatment-and-control-of-cholera-fr.pdf
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TOOLS: JOB-AID ON RDT USE

Images updated by a designer

Slightly revised

Rapid Diagnostic Test (RDT) for cholera detection Quick Reference Guide - For mare detailed instructions please refer o the manufacturer’s Packsge Insert

Indlication of use

* RDTsare not used forindivideal diagnesis.

= ADIs are usad & 4 100l for early sutbreak detecthen amly and oace the cuthresk is dedared
fortriaging the samples in be sent 12 the laberanny.
* Perfomm RDTen fresh stzal specimens and process within I hours of ozl lectien (oracoording to

manufacterer spacificatinns).

Badore you start

* (heck the expirydate [f eapiny date has passed, use anoeher kit.
= fmad caredelly tha instructiens far wsa in its entiraty.

# Enseee the reagent bottle is intact 2nd solution is not terbid or descoleured.

Ditscand batth I engatistactory.

, GLOBAL TASKE PORCE ON

CHOLERA CONTROL

At the ond

* Flace all waste in a double- lined plastic bag labelled “Binhazard®

= Fagard the test reselts in the patient’s information receed oe ragisiers.

* Keep samples under adequate conditions and send them to the labaratoey
far oelure ar PCR (sea GTFCC packaging and shigping joaids)

Wear appiopeiaie personal
prateciive equipment.

Putan the gleves.

Utse naw glaves foraach
patiRnt,

Open the cap of the sample pracessing
wial or specimen callection tube Label
toke with patient identifier.

2 3

;
o

= LY

Solid fecal specimens: Collect thesuficient fecal
specimens using the specimen coll ectien swab.

s x o

Liquid fecal 5

1}
]

ik Draw liquid fecal
specimens up to the fill Ine using disposable drapper.

=

O |

Taghtly recap sample precessing vial
oroallection bube and shake bo mix

= Rapertrsults scordingly.
4
|
!

L 4 0
j@

= Bamch wil sppmas e

\
Sample processing vial  Specimen collecti b
P " on tube Discard the swab o dioppear in the tharps czntamerar deuble-lined plastic bag lakelad * huhl:u\d‘aluraﬁngwmmm
Bragk oropen theauter and Carafully ogan test powch. Bitscard if damaged, o # desiocant Dipstick: Flacathe  Cassette: Fald Dlpstic: Walt15:30 Camsatte: Wakt 15 minaries e
5 aifthe cag (paint awa or e 6 is migsing o chanped in coloe. Write patient’s name on the dipstick imihe tast the tellection babe J:“'" b "t and read the results I _—
with tissue toavaid splash). dipstickor cassetie. tubswith the arrows  wertically and dipansa Femave dipstick and amd
Di 4 i dacing desan, Condem 3 drops inte sgatiman raad the result. !
pr?:ﬁusm"m 1Mahnﬂuim§ﬂimtt wall 5" P
labelied 5 ml testube. - ssubmeegad in e
it = ok inch e e peocessad samgle
= E e

Az zach EDT bype, even from the mame manufacturer,
may have difherent pesitions fzr pesitive and contral

Ao Gortrol borw et @ ..' ¥ lines zn the strip, please use the instrections provided - ‘
& with the specific RDT in use far carvect interpeetation.
L R 8 T | | oottt R
corcidered invalid and the specimen shoeld Be
Dipstick Casseite Test bube with dipstick Cassette rebasted using a new iast kit
Walld fests Invalid tasis
V2.0 April 2024
! English: https://www.gtfcc.org/wp-content /uploads/2022/01 /gtfcc-job-aid-rapid-diagnostic-test-for-cholera-detection-en-1.pdf
French: https://www.gtfcc.org/wp-content /uploads /2023 /07 /gtfcc-job-aid-rapid-diagnostic-test-for-cholera-detection-fr-1.pdf



https://www.gtfcc.org/wp-content/uploads/2022/01/gtfcc-job-aid-rapid-diagnostic-test-for-cholera-detection-en-1.pdf
https://www.gtfcc.org/wp-content/uploads/2023/07/gtfcc-job-aid-rapid-diagnostic-test-for-cholera-detection-fr-1.pdf

TPP FOR A RAPID DIAGNOSTIC TEST FOR SURVEILLANCE OF CHOLERA OUTBREAKS

Development of this TPP document coordinated by FIND with a financial support by Gavi
TPP development leadership team (5 personns) S

TPP development focus group (13 personns)
Public consultation review and comments involving memebers of the Lab Working group

Level of agreement averaging 95%

- TPP for cholera RDTs first published in 2017
- Need to update the TPP due to some criteria too stringents and advances in the

field

surveillance
of cholera

CHARACTERISTIC MINIMAL PREFERRED

Clinical sensitivity' > 90% for each assay target? > 95% for each assay target®

Clinical specificity' > 85% for each assay target? > 95% for each assay target®

! https: / /www.gtfcc.org /resources/target-product-profile-for-a-rapid-diagnostic-test-for-sur veillance-of-cholera-outbreaks /



https://www.gtfcc.org/resources/target-product-profile-for-a-rapid-diagnostic-test-for-surveillance-of-cholera-outbreaks/

3. IN PROGRESS




DOCUMENTATION TO ACCOMPANY SHIPMENT OF ISOLATES

CHOLERA CONTROL
GTFCC Laboratory Referral Form for Cholera Suspected Case

specimen sent).

Laboratory Confemation of Vibeo cholrae OVD135.

Name of heskh fcby for 1ot healt ity dontfe]

Owectimgoest __[___|
Nome of ket halth wecker

L

Phone. Emal

o o % 00t sprcfy

Specimen

Specimes . Dote ofspecmencellecon: __/__ 1
Locaton pecimen collcted

Type of specimen colected: [)Stocl 0 Rectel swab 0] Othar, spacify.

Blood obsered imstool: Ol¥es O

Appesiance o specimen Qlfermed D1Soh OWetery O Bloodymucus

OnCayBar O

o
Do e paper
D cther speclfy.

Date specion sent o reenal lsborsory. |
tempersture?

Was an RDT periormed on the same specmsen? CNo 01 Yes, specd. 0 Eneched ROT [0 DirectROT
Result: CJPostive [ Negatwe ] Indeterminate
Name of ROT bt uzed

* Lab referral form: for health care
workers to fill and send to laboratories
with samples collected from suspect
cases. Minimal data for laboratories to
perform tests and interpret test results.

CHOLERA CONTROL
GTFCC Laboratory Reporting Form for Suspected Cholera Case

Choternaberatry bt Othe st and reclts oy b eparind

NamelAddress of Wbocatary (e samp)

Name o labesstery deecteccentact przon
Phaow Emal
Sigature

Patent full name: PatentID: Sex: OMale O Fomale

Age:___Yeors__ Mornthel___ Day: or dateofbith (I

Daeclfonsetofillness: (| SpecimenID:
st e sty Sy
O Adequete O podly
v
o1 Culture N
Pedormed inlab. CINe. DonTCBS: Directy frem ample 0 Yes 0N
Vs, spaciy. O Enichad 0 abtc annchment in Akalioe Pegtane Wate (P}
DOm0 Ove: Olo e
Name of kit wsed

OlonNon Selective Agas (NSA:
Ouecty from ample: Qe ONo
Al enichmestin APH. O ¥es Mo
O0thers, pacly

Dutetestperboomed /|

Dote st prcformed
Result: O Pesitve 0 Negative 1 Indeterminste

Results
O Growth e TCBS, specty celor and aspect o colonis of
growth

Rosult: 1 Posivve 01 Negative | O Gomtheanss

* Lab reporting form: for laboratories to
report results back to clinicians and/or
public health authorities. To contain
minimal data to be further included in
National database.

GTFCC Isolate submission form GCHOLERACONTROL

Cholan Q130 Job s

Namelkdsees of Labortoryfor camp)

Name ofabseateey drectcksntactpeezon

Phone i

Tests) oquested:

O Conhrmatory diegroct: Specify ) Identation, zertyping () Toun teztng. 0 Antimicrobisl Susceptiblity Tezting (AST)
OGemmicsaquenceg(NGS) O Othe ey

Isolate

Ealae D
o specdy medum’
O coture incclated onstock cuture aga, zpecty type of sgar”
O cuture o et ier paper’
D other specty.
Ot o piary specimen callection. (|
Lecation it specimen collected: Provnce Ragion Distt Townilage
Pationt

Pationt10: Sox: O Male O Female

Mg Vews__ Mot Dy o Dateolbirth

Oateofonsatof s (|
Suspected ocation of ontamination. Pronce Feon Ditret TownsVilge

Patient cutcome: 0 Heepitsized 0] Discharged O Decesced 0 Selfdscharged 0 Rfised, spacy Dunkeoun
. 0% O%

tthere anotion ofdusterof cases? Do D0 Vex specy
Relevant travel history

* Isolate submission form: for laboratories to
accompany any shipment of isolates to a
secondary/referral laboratory for further
testing (such as AST or sequencing) or
even for confirmatory purposes.



SUPPORTS FOR TRAINING : STANDARDISED TRAINING MATERIALS

Training package 1 for field staff, Module 1 “Introduction to Cholera and Testing for Cholera”
Training package 1 for field staff, Module 2 “Sample collection, Preparation and Transport for Cholera”

Training package 1 for field staff, Module 3 “Cholera Rapid Diagnostic Tests”

COURSE OUTLINE
\

Introduction to cholera and testing for
cholera

I ;

Sample collection, preparation and
transport for cholera

Cholera rapid diagnostic tests (RDTs) ‘

sssssssssssssssss

SAMPLE COLLECTION, PREPARATION
AND TRANSPORT FOR CHOLERA

TFCC recommendations
CHOLERA RAPID DIAGNOSTIC
TESTS (RDTs)




LABORATORY CAPACITY ASSESSMENT TOOLS

» A necessary tool to help identify the needs of laboratories and the actions to
be developed.

= First version re-developped in 2023
= Used for field evaluation in two countries in 2023 and 2024, DRC and Cameroon
= Their use in the field has highlighted a number of difficulties

= A new version is currently developed by a new consultant.



TPP FOR MOLECULAR DIAGNOSTIC

* Document under development on the same principle as TPP for RDTs

= Conducted by FIND funded by GAVI

= Effective surveillance requires diagnostic testing at all levels of the healthcare
system, from communities and primary care to reference laboratories in public
health institutions

= Positive RDT results require confirmation by either culture or molecular
methods

" Molecular diagnostic tests can improve the quality and availability of
laboratory data, easy-to-use, fit-for-purpose, well-performing, validated
diagnostic tests are needed



JOB-AID STOOL SPECIMEN COLLECTION

= A focal point had been identified last year

®= No draft document was provided but some comments and
instructions were discussed

= This work is still ongoing



4. INTRODUCTION OF NEW
ACTIVITIES




TRAINING

= Initiated in 2023 and funded by CDC and WHO IMST

" Includes the development of training materials and training of trainers in
countries

* Implemented this year in an emergency context to support three countries:
South Sudan, Somalia and Comoros Islands.

20



LAB CAPACITY ASSESSMENT

= Re-initiated in 2023.

= Funded by CDC

" [Included the development of capacity assessment tools and the
piloting of assessment in 4 priority countries

= First set of tools developped

" Two countries were visited

21



Continuation of ongoing activities,
finalization of documents

Large diffusion of documents and

5. NEXT STEPS guidelines produced

Definition of a new working plan

for the coming year based on

discussions and exchanges at this
meeting

Call for more Focus people to
draft documents




GLOBAL TASK FORCE ON

CHOLERA CONTROL
THANK YOU
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