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Presenter Notes
Presentation Notes
Welcome to the third module of this course in which will discuss cholera Rapid Diagnostic Tests, or RDTs. 



Objetivos da aprendizagem

« Compreender o que sao TDR

 Explicar quando e porqué se deve usar TDR para a colera

« Compreender as limitacoes dos TDR da colera

« Conhecer o procedimento para realizar TDR para a colera

* Ler os resultados dos TDR

« Solucionar problemas dos TDR (procedimento e resultados)

Modulos anteriores sugeridos: Modulo 1 Introducao a colera e testes da colera
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Presenter Notes
Presentation Notes
At the end of this module, you will be able to describe RDTs, explain when and why use RDTs. You will understand their limitations and know the procedure to perform RDTs for cholera. You will also be able to interpret RDT results and troubleshoot both the procedure and the results. 



Esboco

TDR: o qué, porqué, quando

Seguranca

Procedimento

Leitura dos resultados

Relatorios

000000

Avaliacao de fim de modulo
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Presenter Notes
Presentation Notes
This module is divided into the following 5 sections.


k& 0 resultado de qualquer exame laboratorial é tdo bom
quanto a amostra recebida no laboratério, y

\

)

Amostra boa Amostra ma


Presenter Notes
Presentation Notes
Before we begin, remember the result of any laboratory examination is only as good as the sample that was received by the laboratory. Refer back to the previous module to ensure the best quality samples to perform RDTs on. 



R R TDR -
O QUE « PORQUE « QUANDO



Presenter Notes
Presentation Notes
Let's dive into our first section. Rapid diagnostic tests, what are they, why do we use them and when do we use them.


O que sao TDR?

v v |
Tira Cassete
Conceito: Ensaios Embalagem: reagente
imunocromatograficos
« Cassete
de fluxo lateral —
- Detecao rapida do antigénio * Tirareagente —
O1 ou dos antigenios O1 e (tal como os testes da Banda de e
0139 (<30min COVID ou os testes de controlo
( ) gravidez caseiros ) Bandade — |} — O
- Detecao direta em amostras . Embalados em kits controlo 01 8‘19 — | =
de fezes contendo todos os 01 —» i ™
* Nao requerem instalacoes reagentes necessarios
laboratoriais complexas 0139 — o
&
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Presenter Notes
Presentation Notes
Rapid diagnostic tests or RDTs are lateral flow immuno-chromatographic assays. The RDTs commonly used for cholera testing detect up to two “types” or serogroups of Vibrio cholerae through detection of the O1 antigen or both O1 and O139 antigens. 
 
They work on stool samples and do not require any complex laboratory set up.  

The tests present themselves in two formats represented on the images on the right. They can be in a dipstick format or a cassette format. Just like COVID tests or home pregnancy tests except that they are performed on stool. 


Produtos disponiveis

Existe uma grande variedade de marcas de TDR disponiveis comercialmente com
diferentes niveis de precisao ou desempenho, tornando muitas delas menos
apropriadas para utilizacao.

Até a data, nenhuma delas foi pré-qualificada pela OMS.

A OMS ———— y
recomenda € } Gy Ve %li T —
|:I sy A B g - E

-

%
T ; g: = —
emrs |l . ey 1 Bl s e
S b X 4 i S
) |1:1_h-“‘_ g . oo s :
ROefem .., / mﬁiiﬂi — ——

Crystal VC Ag 01/0139 Bioline Cholera Ag 01/0139
(Kit com 10 testes) (Kit com 20 testes)


Presenter Notes
Presentation Notes
There are a variety of commercially available RDT. In fact, there are at least 22 brands currently on the market. Each has different levels of accuracy or performance making many of them less appropriate for use and none of them are WHO pre-qualified as of yet. However, the WHO recommends and distributes two types: the Crystal VC O1/O139 and the SD Bioline O1/O139. The crystal VC is a dipstick while the SD Bioline is a cassette. 



Porqué usar TDR?

» Utilizavel a cabeceira do doente (necessita de colheita de amostra de fezes)

» Rapido: resultados em < 30 minutos

» Preco acessivel

* Facil de usuar

* Nao exige armazenamento nem transporte da amostra
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Presenter Notes
Presentation Notes
RDTs can be used at the « bed-side » as long as one can collect a stool sample to test.
The results are available in less than 30 minutes.
The tests are inexpensive to purchase, compared to more complex laboratory tests.
Finally, RDTs are easy to use and are easy to store and transport as they do not require cold chain. 



O
Porqué usar TDR?

* Os TDR sao usados:

= No contexto da auséncia de um surto provavel ou confirmado, para
acelerar a detecao de uma suspeita de surto de célera ou um provavel

surto de colera.

= Para monitorizar um surto provavel ou confirmado (transmissao
comunitaria).

- A estratégia para atingir cada um destes objetivos esta descrita nas
recomendacoes do GTFCC para Vigilancia em Saude Publica para a Colera.
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Presenter Notes
Presentation Notes
RDTs are used : 
In the context of absence of a probable or confirmed outbreak, to speed up the detection of a suspected cholera outbreak or a probable cholera outbreak. 
To monitor a probable or confirmed outbreak (community transmission). 
The strategy to reach each of these objectives is described in the GTFCC recommendations for Public Health Surveillance for Cholera.



0 Tratar o doente

e |dentificar um caso suspeito
de colera

e Testar para a colera

° Documentar e notificar

Resumo

Sem surto

Com surto

Tratar todos, protocolos de reidratacao (ATB)

> 2 anos, com DAA e
desidratacao grave,
ou morto por DAA

TDR em todos os casos
suspeitos

Colher e enviar amostras
de todos os TDR+ para o
laboratorio

Registe imediatamente
Comunique diariamente
todos os resultados do TDR

Qualquer idade com DAA
ou morto por DAA

TDR nos primeiros 3 casos
suspeitos do dia

Colher e enviar 3 amostras
TDR+ por semana da zona
para o laboratorio

Registe imediatamente
Notificacao semanal


Presenter Notes
Presentation Notes
We described the GTFCC strategy in module 1 of this course, remember this was the summary table from Module 1 where you can see it is recommended.

To summarize:

When there is no outbreak, we aim to quickly detect the first case to quickly protect the community and alert other departments to contain the disease and prevent widespread outbreaks. To do this, if RDTs are available, we test all suspected cases using the RDT’s. We also send the RDT reactive samples to the laboratory for confirmation by Culture or PCR. If RDTs are not available, we simply collect samples from all suspected cholera cases and send them to the laboratory for testing as soon as possible. We record all RDT results (reactive or non-reactive) and report any reactive RDT result to the health authorities on the same day.  

When there is an outbreak of cholera in the area or surveillance unit, we aim to monitor the outbreak. If RDTs are available, we test the first 3 suspected cases of the day in our health facility using RDTs. We also send the reactive RDT sample to the laboratory for confirmation by culture or PCR. If RDTs are not available for any reason, we collect samples from the first 3 suspected cases of the week in the health facility and send them to a laboratory for testing. We keep records of all RDT results. Finally, we report all suspect cases and RDT results to health authorities on a weekly basis.  


Amostras para TDR

Os TDR devem ser realizados idealmente em amostras de fezes frescas dentro de

2 horas apos a colheita em um paciente que esteja doente ha menos de 4 dias
e que nao tenha tomado antibiéticos.

— W
Amostras de fezes apropriadas Amostras de fezes apropriadas para
para testagem direta por TDR : testagem direta por TDR:
« Amostras liquidas * Fezes conservadas em meio de
« Amostras semi-solidas ou moles, transporte Cary-Blair
viscosas, mucoides - Esfregacos retais

Nota: estas amostras requerem
etapas adicionais (por exemplo,
enriquecimento) em laboratoério.



Presenter Notes
Presentation Notes
RDTs should ideally be performed on fresh stool specimens within 2 hours of collection from a patient who has been ill for less than 4 days and who has not been given antibiotics.

Appropriate stool specimens for direct testing by RDTs include:
liquid stool
viscous, mucoid, soft or semi-solid stool

Inappropriate stool specimens for direct testing by RDTs include:
stool preserved in Cary-Blair transport medium
rectal swabs 
Also note that these specimens require additional steps (for example, enrichment) in a laboratory.


A Limitacdes dos TDR

« Os TDR da coélera nao substituem a cultura de fezes nem qualquer teste
molecular para confirmar a colera ou para confirmar um surto de colera.

« Os TDR da colera nao podem ser utilizados para diagnostico de casos
individuais de coélera.

* Os resultados dos TDR de colera nao devem influenciar a gestao de casos.
« Os TDR da colera nao detetam a toxina da colera.

« Os TDR da colera nao fornecem dados de suscetibilidade antimicrobiana.
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Presenter Notes
Presentation Notes
RDTs also have limitations. They cannot be used to confirm Vibrio cholerae O1 or O139 and therefore never replace culture or molecular confirmation. They cannot confirm the diagnosis of a case of cholera.   

Patient treatment should never depend on the RDT result. Treatment must be based on the level of dehydration of the patient. 

The RDTs that are available today do not detect the cholera toxin.

And finally, RDTs do not provide us with any antimicrobial susceptibility data.



SEGURANGA |



Presenter Notes
Presentation Notes
A few safety notes before we discuss the procedure. 



Praticas Seguranca em primeiro lugar

basicas de

higiene Proteja-se a si proprio, os seus doentes e a sua comunidade.

Se tiver cortes ou Use luvas ao Retire as luvas e lave Siga os
escoriacoes na pele  colher e manusear as maos apos ter procedimentos
das maos, cubra-as amostras de concluido qualquer adequados de

com um penso fezes. tarefa que envolva o eliminacao de
adesivo. manuseamento de residuos.

amostras de fezes.
Tambeém pode proteger as suas roupas usando um uniforme ou uma bata de laboratorio. -,






Presenter Notes
Presentation Notes
Let’s look at the procedure for a Rapid Diagnostic Test. 



Consideracées antes da testagem

» Considere a estratégia de teste atualmente aplicada na sua zona (definicao de
caso suspeito, estratégia, quem e quando testar).

« Verifique as datas de validade dos TDR disponiveis.

* Verifique as condicdes de armazenamento adequadas dos TDR, de acordo com as
instrucoes do fabricante.

* Leia as instrucdes de utilizacdao do fabricante.

* Deixe que todos os componentes do kit e as amostras atinjam uma temperatura
de 15 °C a 30 °C antes do teste.

* O procedimento pode variar e incluir uma etapa de enriquecimento da amostra
em Agua Peptonada Alcalina (APA).
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Presenter Notes
Presentation Notes
Before you start, always return to the manufacturer’s specifications. Look at the procedure that is provided with the kit that you are using. 


Suprimentos e materiais

Os TDR devem ser realizados numa superficie estavel que possa ser facilmente limpa.

- - - -

Luvas e uniforme/bata
Papeleira ou saco para residuos
perigosos

Papel de seda

Kit de teste

Cronometro
Registo/formularios
Marcador/caneta



Presenter Notes
Presentation Notes
Here is the minimum list of supplies and materials you will need to perform RDT tests. 

Gloves and scrubs/lab coat – to protect yourself and avoid contamination 
Hazardous waste bin or bag to dispose of materials after use 
Tissue paper – for cleaning surfaces and materials and in case of any spills which might occur 
Test kit – this contains materials needed for testing, like droppers or tubes as well as the actual test 
Timer – to ensure the correct time for reading the test is followed, you can also use the timer on your phone if necessary. Be careful to avoid contaminating it! 
Register/forms – The correct paperwork to document the test was performed and the results. All tests should be documented even if invalid or negative  
Marker/pen – To write on the test and to fill in the paperwork 


Crystal® VC 01/0139, Arkray

Método de tira reagente



Presenter Notes
Presentation Notes

Note to presenter - Only review this section is country orders and uses Arkray tests to avoid confusion.

Crystal® VC O1/O139, Arkray, the Arkray RDT test is a strip with test reagents on it we call this a dipstick test. It is one of the 2 GTFCC recommended test kits available to test for Vibrio Cholerae. Here we will look at the standard operating procedures or SOP needed to perform the test correctly to ensure accurate reliable results.



Identifique o frasco de
processamento da amostra
com o identificador do
paciente e abra a tampa.

Frasco de processamento
da amostra

Amostras fecais semi-
sOlidas: recolher uma
pequena quantidade de
fezes utilizando a vareta de
colheita e transferir para o
frasco de processamento de

amostras.

Descarte o conta-gotas num recipiente para objetos cortantes ou num

Amostras fecais
liquidas: recolher
amostra liquida
utilizando o conta

a

-gotas

e transferir 2 gotas para

o frasco de
processamento da
amostra.

saco de plastico com forro duplo rotulado como “risco bioldgico”, apos

adicionar a amostra.
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Presenter Notes
Presentation Notes
After putting on your gloves and preparing all the material required, start by labeling the sample processing vial and test tube with the correct patient ID as it is written on the sample collection container. 

Open the cap of the sample processing vial provided in the kit and the sample container. Depending on the condition of the stool – semi-solid or liquid select the best sample collection method. You don’t need a lot of stool in the processing vial for the test. ��If the sample is semi solid, use the collection stick attached to the vial to transfer a small amount of stool into the bottle and close the lids of the vial and the stool cup. "Stab" do not "scoop" the stool to avoid picking up particulate matter that may clog the dipstick membrane. 

If the sample is liquid, use a plastic pipette to transfer 2 drops of the liquid into the vial. Close the lids of the vial and the stool cup and discard the dropper into the waste container. 





Feche bem o frasco
de processamento
da amostra e agite
para misturar o
conteudo.

J

Retire a tampa
transparente e parta a
ponta azul do frasco
(aponte para fora e
cubra com um lenco de
papel para evitar

salpicos). 0

Verta 4 gotas da
amostra processada
num tubo de ensaio de
5 ml devidamente
rotulado.

oo
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Presenter Notes
Presentation Notes
Check the lid is tightly fastened before shaking the contents to mix. You can use a tissue to cover the lid as an extra precaution to avoid leaks and spills while shaking.

Remove the transparent cap then the tip of the vial can be snapped off. Always make sure to point the tip away from you and use the tissue to catch any splashes. 

Dispense 4 drops of the stool/buffer mixture into the labeled tube. 

Discard the used sample vials in the biowaste container. 




Abra cuidadosamente a embalagem de
teste. Descarte, se estiver danificada ou
se 0 dessecante estiver ausente ou com
coloracao alterada. Escreva a
identificacao do doente na tira.

<« Toque apenas aqui

<«— |D aqui

< As bandas aparecerao aqui. Sem banda de
controlo = resultado invalido.

Introduza a tira com as setas

U apontadas para baixo

<— “area de imersao”

Coloque a tira no tubo de ensaio com as
setas viradas para baixo. Confirme se a
extremidade da tira esta na amostra
processada, mas as setas nao estao
submersas.

Esperar

> Ler
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Presenter Notes
Presentation Notes
Carefully open the test kit. If it is damaged, or the desiccant is missing or has changed color, throw it away and use another test. 

Only touch and hold the dipstick from the top end. 

Write the patient’s name or ID on the dipstick as indicated on these pictures and set the timer to 15 mins.

Place the labelled dipstick arrow end down into the sample mix and start the timer. The end of the dipstick must be submerged in the sample but not the arrows. 

Set up any other tests and wait 15 mins.

Dispose of the test dipstick after reading in the biowaste container. 



Bioline™ Cholera Ag 01/0139, Abbott

Méetodo da cassete



Presenter Notes
Presentation Notes
Note to presenter - Only review this section if country orders and uses Bioline tests to avoid confusion. 

Bioline™ Cholera Ag O1/O139, Abbott RDT test is contained in a plastic case known as a cassette, it is one of the 2 GTFCC recommended test kits available to test for Vibrio Cholerae. Here we will look at the standard operating procedures or SOP needed to perform the test correctly to ensure accurate reliable results. 



Rotule o tubo de colheita Amostras fecais semi- Amostras fecais

da amostra com a solidas: Recolha uma liquidas: Aspire a

identificacao do doente e quantidade suficiente de amostra liquida até a

abra a tampa. amostra utilizando o linha de enchimento

cotonote de colheita. utilizando o conta-gotas

‘ Insira o cotonete no tubo e transfira para o tubo
UL I de colheita e rode-o, de recolha de amostras.
% pelo menos, 10 vezes.

o)

¢l® X1
D) a®

AN,

Tubo de colheita
de amostras
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Presenter Notes
Presentation Notes
After putting on your gloves and preparing all the material required, start by labeling the specimen collection tube with the correct patient ID as it is written on the Specimen collection tube.  

Open the cap of the sample processing vial provided in the kit. Take care to unscrew the entire lid and not the small cap! 

Depending on the condition of the stool – semi-solid or liquid select the best sample collection method. You don’t need a lot of stool in the Specimen collection tube for the test.
�If sample is semi solid, use a swab to transfer a small amount of stool into the bottle, swirl the swab at least 10 times to transfer the sample into the liquid. 

If the sample is liquid, use the provided plastic pipette. The pipette has a line which shows you how much sample to collect. Transfer the liquid in the pipette into the vial. Note – do not use other pipettes as the fill line may not be the correct volume for this test. 


Amostras fecais semi-sélidas: Amostras fecais liquidas:

Retire o cotonete, pressionando- Descarte o conta-gotas. Volte a

0 contra a parede do tubo. Volte colocar a tampa do filtro no tubo
a colocar a tampa do filtro no de colheita da amostra.

tubo de colheita da amostra.

Descarte o cotonete ou o conta-gotas no recipiente para objetos cortantes ou no saco de plastico com
forro duplo rotulado como “risco bioldgico”, apos a adicao da amostra.
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Presenter Notes
Presentation Notes
Take care when removing the swab, gently squeeze the swab against the side of the container so the liquid remains in the container. 

Close the lids of the vial and any sample containers used. Discard the swab or dropper into the biohazard waste container. 
��




Agite bem o tubo para
garantir a mistura adequada
da amostra fecal com o
tampao de extracao.

o
y\/

Desaperte a tampa do bocal
do tubo de colheita da

amostra.
o |
4
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Presenter Notes
Presentation Notes
Check the lid is tightly fastened before shaking the contents to mix. You can use a tissue to cover the lid as an extra precaution to avoid leaks and spills while shaking. 

Twist open the small cap of the specimen collection lid.  


Abra cuidadosamente a embalagem do Segure o tubo da colheita na vertical e

teste. Se estiver danificada, ou se o verta 3 gotas nNo poco de amostra “S”
dessecante estiver em falta ou tiver

mudado de cor, descarte-a e utilize outro

teste.

Escreva a ID do paciente na cassete. Esperar
As bandas surgirao aqui 3 X ‘ L
Sem banda de controlo = resultado invalido er

_~

N/
icione a amostra aqui 0
SILICA GEL
DO NOT EAT j

/ T o Cholera Ag
139 01
Cholera Ag ( L A4 { @ ( (
S

ID aqui
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Presenter Notes
Presentation Notes
Carefully open the test pouch. If it is damaged, or the desiccant is missing or has changed color, throw it away and use another test. 

Write the patient’s name or ID on the cassette as indicated on these pictures and set the timer to 15 mins. 

Holding the sample tube straight, gently dispense 3 drops into the specimen well – marked with an S. Be careful to add 3 drops, adding too much or too few drops can change the test results.

Start the timer and discard the specimen collection tube.

Set up any other tests and wait the 15 mins. Do not set up too many other tests as you may go over the reading time.

The result must be read after 15 mins, waiting longer than this can lead to false results being reported.

Dispose of the test cassette after reading in the biowaste.







Solucao de problemas do procedimento

B

TDR nao
armazenados de
acordo com as
recomendacoes
do fabricante ou
fora de prazo.

g

Os fabricantes
podem ter
alterado o
procedimento.

g

Demasiada ou
pouca quantidade
da amostra
utilizada.

g

Conteudo do kit
nao verificado,
antes de realizar
o teste.
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Presenter Notes
Presentation Notes
Pay attention to these common causes of error during the procedure that can cause issues with the results. 
The RDTs may not be stored as the manufacturers recommend, or they may be expired.  
Manufacturers may have changed the procedure, and the user hasn’t checked the new instructions.  
You may have added too much or too little sample to the specimen buffer or to the test cassette. 
An item in the kit may be damaged or missing.  


-
LEITURA DOS /
RESULTADOS



Presenter Notes
Presentation Notes
Let’s look at the results and the interpretation of the results.



Esperar para ler os resultados

Tira reagente: Aguarde 15 a 30 minutos, segure o tubo de Cassete: Aguarde 15 minutos e leia os resultados de
ensaio e levante a tira para poder ler as bandas, mas nao retire imediato. Nao leia apds 15 minutos.
a parte inferior da tira do tubo para evitar fazer sujidade.

Esperar

Esperar

»Ler

Utilize um crondmetro de laboratorio ou o cronometro do seu telefone para obter o tempo de leitura correto.
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Presenter Notes
Presentation Notes
After adding the sample to the test, you must wait to read the results. The amount of time you wait depends on the test kit so please refer to the kit instructions for specifics. 

For Arkray dipstick, it is recommended to wait 15 to 30 minutes then to remove the dipstick from the test tube and read the results. 
For Bioline cassettes, it is recommended to wait 15 minutes exactly and read the results. 
 
It is important to stick to the recommended time. Waiting too little may lead to false non-reactive (negative) readings while waiting too long could lead to false reactive (positive) readings or false negatives as bands can change over time. 


Resultados: Reativo / nao reativo

Reativo
v

Nao reativo
w

A amostra reagiu com as linhas de teste.

E vista uma linha na 4rea de teste para
VC O1 ou VC 0139.

Indica uma elevada probabilidade de
infecao por colera, mas nao é
confirmatorio.

"Positivo” esta reservado para casos
confirmados apos testes laboratoriais.

A amostra nao reage com as linhas de
teste

Nenhuma linha é vista na area de teste
Nao descarta completamente a colera

“Negativo” pode implicar certeza, que o
TDR nao pode fornecer

Uma terminologia clara garante uma gestao adequada dos casos € a agcao da saude publica.



Presenter Notes
Presentation Notes
When reporting RDT results we use the term – Reactive or Non-reactive instead of Positive or Negative this is to communicate the results in a more accurate way. RDT’s do not confirm Cholera, so we avoid saying positive as it can give the impression that a case has been confirmed. We use reactive to indicate that a test line has had a reaction with the tested sample.  

We report reactive for each test line which is seen on the test rather than just saying “cholera positive” which doesn’t tell us much information. In this this way we accurately communicate the added information of which serogroup reacted. 

On the other hand, since RDT’s have limitations, we report non-reactive instead of negative as negative implies a certainty which the test doesn’t provide.  


Banda de
controlo

o1 —

0139 —

Resultados: tiras reagentes

Sem banda
. . . A de controlo

‘ E E E

B C D ‘

resultados validos resultados invalidos .


Presenter Notes
Presentation Notes
Note to presenter – You can review test results for tests in use to avoid confusion.

For Akray dipsticks, the results could look like this with presence or absence of banda de controlos, or bands for VC O1 or VC O139.


Resultados: Cassete

SR SR ) SR )

e = PN I PN P =
controlo - [ - -
0139 — — — — —| | -
o1 — — - —_— — -

P~ P~ N P~ PN P

~) =) =) ) N F

o ; : o ||

@
- [@iom

Sem
banda de
<«— controlo

- (@

resultados validos

resultados invalidos
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Presenter Notes
Presentation Notes
Note to presenter – You can review test results for tests in use to avoid confusion.

For Bioline cassettes, these are the different possible results with the presence or absence of control lines, or lines for VC O1 or VC O139.



-
Principais recomendacoes para a leitura

V
Cada kit de teste TDR,
mesmo sendo do mesmo
fabricante, pode
apresentar posicoes
diferentes para as
bandas/linhas de teste e
controlo no teste.
Consulte as instrucoes
fornecidas com o TDR
especifico em utilizacao
para obter instrucoes de
leitura corretas.

dos resultados

—
Se a linha de controlo
nao aparecer, o teste €
invalido e deve ser
repetido.

_1!"'
Mesmo uma banda de
teste fraca e
considerada reativa.
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Presenter Notes
Presentation Notes
Key recommendations to always remember:

RDT test kits, even coming from the same manufacturer, may have different positions for test and banda de controlos/lines on the test. Please refer to the instructions provided with the specific RDT in use for correct reading instructions.

If the control line does not appear, the test is invalid and the test should be repeated. 

Even a faint / weak test band is considered to be reactive. 


.
Banda de controlo

A linha de controlo TEM DE aparecer para que um teste seja valido. Caso nao apareca, o resultado
é considerado invalido e a amostra deve ser testada novamente com um novo kit de teste.

Banda de Sem banda
controlo | — . . . . 4_ de controlo
01 — — . —> —> .
N
0139 — —_ —_ —_
- i i
‘ A B C D ‘ ‘ E E E E

resultados validos resultados invalidos .


Presenter Notes
Presentation Notes
The first thing to do when reading the results is to check to see if there is a banda de controlo. If this band or line does not appear, the test is invalid, and you must not report results. 

All 4 Arkray dipsticks on the right of this image are invalid because of the absence of a banda de controlo. 



Banda de controlo

A linha de controlo TEM DE aparecer para que um teste seja valido. Caso nao apareca, o resultado
é considerado invalido e a amostra deve ser testada novamente com um novo kit de teste.

) ) ) ) SR T Y ——
Banda o — o — o - — =
de — — — — — — — — Sem banda
controlo /R /R N\ N ) R /R N de
> fr— fr— -_— - <«
0139 — — —_ — —_ -— - - controlo
o1 — —_— e e —_— u— [ —
P PN PN A i g PN PN
\_ \_ > \_ N 4 \_ \_ N 4 \_ W
‘ A B C D ‘ ‘ E E E E

resultados validos resultados invalidos


Presenter Notes
Presentation Notes
For Bioline cassettes, these are the different possible results. The first thing to look for is the presence or absence of control lines, then lines for VC O1 or VC O139. 

All 4 cassettes on the right of this image are invalid because of the absence of a banda de controlo. 



Invalido: leitura

“"
« Sem banda de controlo visivel

banda de
controlo — "~

ACOES

o1 — I}
. banda de
1.Regls.te 9 TDR como controlo —»
invalido 0139 — o1
1 —

2.Repita o teste

3.Reporte o resultado
final

@l m
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Presenter Notes
Presentation Notes
When no banda de controlo is seen, regardless of any other lines, you must record the initial invalid result. Repeat the test using a new test device. Report the final result. If the result remains invalid it may be appropriate to send the sample for further testing at the laboratory.��If results from many samples are invalid, refer to troubleshooting methods. A high number of invalids can indicate a problem with testing methods or the kits.


01 e 0139 nao reativos: leitura

A 4
- Banda de controlo visivel

* Sem banda para O1

« Sem banda para 0139 vandade _~ | —
controlo —
ry 01 — banda de /:\
ACAO 0139 —» controlo — -
0139 —
Reporte o 01 — | |
resultado Q
nao reativo vy

do TDR
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Presenter Notes
Presentation Notes
When the banda de controlo is apparent, but there are no bands for O1 or O139 the result can be interpreted as non-reactive (negative). You can then report the RDT as a non-reactive result. 


O1 reativo: leitura

s 4
- Banda de controlo visivel

« Banda 01 visivel

- Sem banda para 0139 bandade _~ |

controlo —

01 — banda d —

. caontaroli —_— /:\

| 0139 — 0139 —

ACAO U -
Reporte TDR O
reativo para O1 -
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Presenter Notes
Presentation Notes
When the control and O1 bands are observed, and the O139 band is not observed, this is a reactive RDT result for O1. You must report this as RDT reactive for O1.  


0139 reativo: leitura

Atualmente, o VC 0139 nao circula fora do Sudeste Asiatico. Os testes atuais nem sempre apresentam
bons resultados para o 0139; por vezes, a banda 0139 pode aparecer incorretamente.

A 4
» Banda de controlo visivel

« Banda 01 visivel

* Sem banda para o1

~ banda d
ACOES e — M

1.Repita o teste 01 — banda de
2.Se obtiver o mesmo 0139 —» controlo —»
resultado, reporte 0139 %
reativo

3.Envie a amostra para um
laboratério para
confirmacao

@l m


Presenter Notes
Presentation Notes
Now, if both control and O139 bands are observed but not the O1 band, let us pause a little. The test is valid because there is a banda de controlo, and it appears to be O139 reactive.  

However, it is good to know that Vibrio cholerae O139 are not yet found outside of certain regions of South Asia. So, the result should be considered in your country context. 

The O139 test lines do not always perform well and sometimes we have false results, where a band is seen for O139. If this is an unexpected result in your context, we recommend to redo the test, and report that result.  
If you obtain the same result, O139 reactive, send the initial sample to a laboratory for further confirmation. 




.
01 e 0139 reativos: leitura

Atualmente, o VC 0139 nao circula fora do Sudeste Asiatico. Os testes atuais nem sempre apresentam
bons resultados para o 0139; por vezes, a banda 0139 pode aparecer incorretamente.

W
- Banda de controlo visivel

« Banda 01 visivel
- Banda 0139 visivel

ACGES banda de —» |l

controlo
1.Repita o teste

. 01 — . banda de
2. Se obtiver o mesmo controlo —,
resultado, reporte O1 e 0139 — 01 —>
0139 reativos 0139 —

3. Envie a amostra para
um laboratério para
confirmacao

@lnm


Presenter Notes
Presentation Notes
This is a similar situation where all control, O1 and O139 bands are observed. Let us pause again. The test is valid because there is a banda de controlo, and it appears to be both O1 and O139 reactive.  

This is, however, an unusual result. Keeping in mind what we said about O139 being rare and mostly found in South Asia, it is even more rare to find a patient that has been infected with both VC O1 and O139. In fact, this has never been documented.  

So, this may be false or incorrect line, for O139 while still being a correct reaction, Reactive, for O1. Again, we recommend redoing the test, and reporting that second result. If you obtain the same result, report and send the initial sample to a laboratory for further confirmation. 

When you report on these types of results, a comment can be added to the report.��




Solucao de problemas dos resultados

W — A 4
Resultados nao Interpretacao A auséncia de
lidos no prazo incorreta dos banda de controlo
recomendado resultados. invalida o teste,
(esperou muito Leitura incorreta que tera de ser
tempo ou pouco de bandas fracas. repetido.
tempo).

—

Pode ocorrer falso
reativo/falso nao
reativo.
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Presenter Notes
Presentation Notes
Difficulties with the reading test results may arise in certain situations. These could be linked to 
Not waiting the appropriate amount of time before reading the results (waiting too long or too little) 
The misreading of results (for example when we fail to check which band corresponds to which result)
The absence of a banda de controlo which directly invalidates the test
And finally, poor performance of the test (false reactive/false non-reactive). 




Interpretacao dos resultados

* TDR reativo = forte probabilidade de que um caso suspeito esteja infectado com
VC, mas nao 100% de certeza

* TDR nao reativo = ainda maior probabilidade de um caso suspeito nao estar
infetado com VC, mas nao 100% de certeza

« Se um TDR for reativo ao VC 0139, interprete os resultados com base na situacao do
} seu pais e consulte os diapositivos 39 e 40 para saber como agir. A probabilidade de
o doente ter colera € baixa ou insignificante, exceto em contextos especificos (por
exemplo, um caso importado de uma zona onde o 0139 esteja a circular).
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Presenter Notes
Presentation Notes
When you have a reactive RDT for cholera VC O1, there is a strong probability that the patient has cholera, but you do not have 100% certainty. 
When you have a non-reactive RDT, there is even a stronger probability that the patient does not have cholera, but you are not 100% certainty. 
When you have a reactive RDT for cholera VC O139, interpret the results based on the situation in your country, and refer to slides 39 and 40 for the appropriate course of action. 
Treatment and care should be provided to a suspected case on the basis of their symptoms and level of dehydration, and not on the basis of an RDT result. 


NOTIFICAGAO |



Presenter Notes
Presentation Notes
Reporting.



v

Todos e quaisquer resultados dos TDR devem ser imediatamente
anotados num registo eletronico ou em papel.

A 4

Todos e quaisquer resultados dos TDR devem ser comunicados,
mesmo que o TDR seja nao reativo ou invalido.



Presenter Notes
Presentation Notes
All RDT results should be recorded immediately, as soon as an RDT is read, into a local log or register. You should record the results even if the test is invalid or needs to be repeated. 
All RDT results should also be reported in the appropriate surveillance and laboratory referral forms to the health authorities, again even if they are invalid or non-reactive. 
It is important to account for all tests used, so 20 tests in a kit will have 20 results in the logbook for accurate stock forecasting.  
This can also be critical to identify potential challenges with the test. Too many invalids or false results may indicate that staff need a refresher training, or that the kit is not working as expected. This can be communicated up the chain of command to resolve the issue and avoid wasting time, effort and resources. 


Notificacao dos resultados dos TDR

- Quem notificar: autoridades de saude locais e o laboratorio, se a amostra for
enviada para la.

- Porqué: as autoridades de saude necessitam dos resultados dos TDR para
tomar medidas e adaptar a resposta a um surto; o laboratorio tem em conta os
resultados dos TDR durante os seus proprios testes.

- 'O que notificar: informacao sobre o doente e a amostra e resultado do TDR.

« Como: Os resultados dos TDR devem ser comunicados no formulario de
notificacao de casos e se uma amostra for enviada para um laboratorio, os
resultados do TDR também devem ser comunicados no formulario de
referéncia da amostra.


Presenter Notes
Presentation Notes
RDT results should be reported into the national cholera surveillance database through the surveillance teams so that an outbreak can be appropriately responded to or to adapt a response to an outbreak. In this case there is generally a reporting mechanism in place that can involve reporting the RDT results in the case investigation forms. 

If a sample is being sent to the laboratory and an RDT was performed in the field, then it is good practice to share the RDT result with the laboratory too. They will take into account these results when they further analyze the sample. In this situation, patient and sample information together with the RDT result are shared through the sample referral form.  


Principais recomendacoes para os relatorios

Escreva e verifique o ID do paciente/ID da amostra, para que os resultados
possam ser associados a uma pessoa

# Dizer que nao tem informacao tambem é informagé#

* Reportando 01397 Pare e reflita sobre a situacao
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Presenter Notes
Presentation Notes
When reporting the RDT result, pay particular attention to using the correct patient or sample ID.  
As always, saying when you have no information is information by itself. For example, if an RDT was not performed it is best to report “RDT not done” than to leave a space empty. 
And finally, before reporting an O139 reactive result, “pause and reflect”. Did you redo the test first? Does this result make sense? 


Formulario de referéncia laboratorial do
GTFCC para caso suspeito de colera

GLOBAL TASK FORCE ON

CHOLERA CONTRO Patient

Last name:

GTFCC Laboratory Referral Form for Cholera Suspected Case Patient D: Sex: 01 Male [ Female
D MM oYYy
X ) ) B Age: ___ Years/____Months/____Days or Dateofbith __/ /[

The referring health worker is P d send a copy to th ry with the P F— o
Fpacioien sonil Date of onset of illness: ___/____/__ —
Please attach a copy of the Admission and Triage Form. Where did th iek? ReganiPonince Disti Toun
For r'wrmr sctons | ‘p:L:iugmgIE"d e please refer to Specimen Packaging and Domestic Transportation for Patient outcome at time of request: [ Hospitsized [ Discharged O Deceased O Selfischarged
Laborstor Confimationof o chlrze 010139 O Referred, specify. . O Unknown
Request made by Antibiotics treatment received prior to collection of sample:’ CINo [ Yes

“Any antibiotics received by the patient prior to sample collection may negatively i

Specify which antibiotic:
Name of health facility (or stamp or health facility identifier) Specify dose of antblotic: ify duration of

[ MM Yyyy
D MMy Oral Cholera Vaccine (OCV) received: ~ [JUnknown [CINo [ClYes When? /[
Date of request: ____[___ Name of OCV:
Name ofreferring health worker: Reloant vl ity
Address:
Phone: E-mail: Signs & symptoms.
O Waterystool ... O Respiratory distress
Request made for Y praery
O Bloody stool ... 3 Sunken eyes
ot ’ Cholerz 01 Testing - [0 Other,specy O Vomiting [0 Unable to drink or drinking poorly
Specimen OFever.. 03 Skin pinch going back very slowly (>2 seconds)
DD MM YyYy Hour  Minute O Lethargy Other symptoms ...

Specimen ID: . .. Dateand time of collection: ____/___/______ __ _ _ O Loss of consciousness Any known contacts with anyone with similar symptoms?
Locati llcted: [0 Absent or weak pulse ONo - DOYes,speciy .
Type of specimen collected: [ Stool [ Rectal swab [ Other, specify:

Blood observed in stool: [JYes [JNo
Appearance of specimen: [JFormed [1Soft  [1Watery 1 Bloody-mucus To be completed upon reception of the specimen by the receiving

Conditioning of stool sample’: 1 Stoolin container o added reagents) [ in CaryBlair 03 in Alkaline Peptone Water (APW)
Dlonfiter paper DI other, specify:

Recipient laboratory (name/ address or stamp)

DD MM YYvy
Date specimen sent to referral laboratory: /[
Ifdate ofspecimen collect i ae different, i o, Name of b personnel performing sample intake:
DD MM YYYy Hour Minute

Date and time of specimen received: /[ ___ __ __
Was an RDT performed on the same specimen? CINo 1 Yes, specify: 03 Enriched RDT 1 Direct RDT S - -
Result: [ ReactiveO1  CJ Reactive 0139 1 Reactive O and 0139, T Non-reactive. O Invalid S aniorof Dl Aequate T
Name of RDT kit used: g If not. pecify (e.q. leaking, missing i ion, inadequate
! ) E  Followupactions: [ obtain a secondsample  C1 complete missing information 1 other,spedi

Page 1 of 2/ SpecimenD:... Page 2of 2/ SpecimenD:..........

https://www.gtfcc.org/resources/gtfcc-laboratory-referral-and-results-reporting-forms/
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Preenchimento dos resultados dos TDR para

as amostras enviadas para o laboratorio
(2

©— | FoirealizadoumTDR no mesmo espécime?? CINGo [0 Sim, especificar: I TOR enriquecido [ TOR direto
©—| Resultado: JO0Treato 019 reatvo [J0Te 019 reativo [ Ndoreativo  [Jinvélco
Sim = TDR realizado Direto = TDR Comunicar o
na mesma amostra realizado com fezes resultado do TDR,
que foi eljviada para frescas quais as linhas que
o laboratorio Enriquecido = TDR foram reativas
realizado com fezes Fabricant
< < incubadas em APA abricante € nome
:Ieaac:iz—a'I(;ISR nao durante 6 a 8 horas do kit TDR

3/48


Presenter Notes
Presentation Notes
[Note for script: they will have to do this on the case report form as well]

Let’s look at how to correctly complete the example GTFCC laboratory referral form for clear communication. This is the level of information which is recommended for completion. There are only 4 things to fill in, but this small amount of information can tell the laboratory and Epi teams a lot and is important to ensure the laboratory can follow the testing strategy and provide the best quality information to inform the response. 

Was the RDT performed on the same specimen as is sent to the laboratory, this can be used by the laboratory to compare the laboratory results to the RDT, if the samples were not the same it may explain why the results on the sent sample are different from the ones in the laboratory.  
"Same specimen" means the patient sample was collected into the appropriate container, and either the sample was tested by RDT and then processed for transport, or one pot was collected to be tested by RDT, and a second portion of sample was processed for transport. In both cases the sample was from the same patient from the same collection time. 
A sample from the same patient collected at a different time is not the same sample. 

It is rare for the healthcare facility to perform RDT’s on “enriched” samples. To do this requires additional reagents and equipment as well as an 8-hour incubation time. It is most common and encouraged to perform the RDT directly from the stool sample. Tick the method your facility used. 

There are 4 options for results – the control and VC O1 line reacted, – the control and VC O139 line reacted, –the control and VC O1 and O139 line reacted, or the control line was absent. Always remember to check the control line is visible before reading the results.  

Write in the name and manufacturer of the test, this tells the laboratory if a recommended test kit is used, which results to expect, for example a facility using a test which only looks for VC O1 should never report reactive 0139. The lab and surveillance can also gather information on the test performance to ensure the test is working as expected. 



Exemplos
Foirealizado um TDR no mesmo espécime?? 1 N&< [0 Sim, especificar: 01 TOR enviguecido 1 TDR direto N3o foi realizado
} Resultado: O 01reatie 30139 reativo [J0Te0139reativo [J Ndoreativo  Cinvalido TDR
Foi realizado um TDR no mesmo espécime?? CINGo 1 Sim, especificar: 1 TOR enviquecido (3 TDR direto Sem informagao, o
P Resltado: 001 eativo C019reatvo D01e019reativo ONoreativo Cnvdlid ‘Cii‘igasf,‘”‘g -
, " nao foi realizado ou
NOME G0 Kit TOR UHIZATO0: s ———— nao foi reportado?
Foi realizado um TOR no mesmo espécime?? I Nao  1Sim, especificar. [JTOR enviquecido TR direto Sim, TDR realizado
P Resultado: 301 reatio 0019 reatio 00Te0139reatio O Nioreativo Clinvalido Eg;ltﬂ?cgg}%?s?g;’tivo
tili test
Nome do kit TOR Utzado: ................cB00Line VEOT JOTIT | .. s Bioline VC 0170139



Presenter Notes
Presentation Notes
Let’s look at some examples when completing the form: 
No RDT was performed, if this is a facility which should have RDT’s then the laboratory might be alerted to a stock out and that this facility requires more tests. Or this could be from a health facility which doesn’t have RDT’s, depending on the epidemiological situation, the lab can determine if they should process this sample. If the site is in an outbreak and are sending 50 samples per week, this is outside the testing strategy, to save resources the laboratory would not test and may retrain the site on the correct testing strategy. You can see already how just this small piece of information can be used for action. 

This is the worst case scenario for the laboratory and epi teams. There is no information, none of the above decisions can be made. This can lead to tests being performed unnecessarily, waste or resources and time. If a test was performed and not recorded that test was essentially wasted, the results do not inform the response which can delay action. 

This is good information, The lab now knows that the RDT test was performed on the sample. The HCW did the test directly on the stool sample (without enrichment) and the result was reactive for VC O1 using one of the 2 GTFCC recommended kits. Now when the laboratory finished testing, they can compare their results to the RDT results and understand if there is a difference. Depending on the epidemiological situation this clear information may alert the response teams to take action.  

Clear data communication can mean the difference between a timely response and an outbreak. 


O que fazer depois

2 G g

Se nao existir nenhum surto Se for confirmado um surto,
conhecido em curso ou se o envie, pelo menos, 3 amostras
surto ainda nao tiver sido TDR+ por semana por unidade
confirmado, envie as amostras de vigilancia para confirmacao
TDR+ imediatamente para um laboratorial adicional.
laboratorio para confirmacao

adicional.

Para mais informacoes, consulte Public Health Surveillance for Cholera.



Presenter Notes
Presentation Notes
You have performed a rapid diagnostic test, and you have a RDT reactive result. You have reported that result. What should be done now? 
 
We refer you back to the testing strategy in place in your country. 

Ideally, if there is no confirmed cholera outbreak in your area the sample that is RDT reactive should be sent to the laboratory of reference for them to confirm cholera.  If there is an ongoing confirmed outbreak, there is no longer a need to laboratory-confirm all RDT reactive results. The GTFCC recommends in that case, only 3 RDT reactive samples per week per surveillance unit be sent to a laboratory for confirmation and further characterization. 

https://www.gtfcc.org/resources/public-health-surveillance-for-cholera/

Links para o material de apoio GTFCC

Recomendacodes para vigilancia em saude publica para a colera:
https://www.gtfcc.org/resources/public-health-surveillance-for-cholera/

Teste de Diagnostico Rapido (TDR) para detecao de colera:
https://www.gtfcc.org/resources/rapid-diagnostic-test-rdt-for-cholera-detection/

Formulario de referenciacao laboratorial para caso suspeito de colera:
https://www.gtfcc.org/resources/gtfcc-laboratory-referral-and-results-reporting-
forms/

Modelo de formulario de relatorio de caso de colera:
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.gtfcc.org%?2
Fwp-content%2Fuploads®»2F2024%2F03%2Fgtfcc-template-cholera-case-report-
form.docx&wdOrigin=BROWSELINK

3/51


Presenter Notes
Presentation Notes
Further information you can access to support your learning.
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AVALIACAO DE FIM DE
MODULO




Avaliacao

1. Os TDR devem ser idealmente realizados em amostras de fezes frescas atée 4
horas apos a colheita de um paciente que esteja doente ha menos de 2 dias e
que nao tenha tomado antibioticos.

Verdadeiro ou Falso

2. Se o TDR indicar a presenca de O1 e a linha de controlo nao for visivel, o
resultado sera considerado reativo.
Verdadeiro ou Falso

3. E importante comunicar os resultados dos testes nao reativos e se foi ou nao
realizado um TDR.
Verdadeiro ou Falso



Avaliacao

4. Os TDR para a colera nao podem ser utilizados para confirmacao de um caso
de colera.
Verdadeiro ou Falso

5. Um cotonete retal pode ser utilizado para um TDR

Verdadeiro ou Falso

6. Se o TDR mostrar bandas para O1 e 0139, e a banda de controlo estiver
visivel, o que faria? (selecione todas as respostas adequadas)

Repetir o teste
Comunicar O1 e 0139 como reativos

Comunicar como invalido
Enviar uma amostra



Avaliacao

/. Como comunicaria um teste TDR em que nao é visivel qualquer linha?

Foi realizado um TDR no mesmo espécime?? ] No 5 Sim, especificar: 0 TOR enriquecido  B2TDR direto
} Resultado: [J01reativo [ 0139 reativo [J01e0139 reativo [ Nao reativo - [Invdlico

NOMe 40 K DR UZAA0: 0 e 07 O3 e

8. Como comunicaria um TDR em que apenas a linha O1 estava visivel?

Foi realizado um TOR no mesmo espécime?? ] Nao £ Sim, especificar: [1TDR enriquecido  &TDR direto
} Resultado: [J01reativo [J0139reativo [10Te0139reativo [J Naoreativo  Oinvélido

Nome do K IR UZAd0: B0 lire 07 TG e




Respostas da Avaliacao

Os TDR devem ser idealmente realizados em amostras de fezes frescas até 4 horas apos a
colheita de um paciente que esteja doente ha menos de 2 dias e que nao tenha tomado
antibioticos.

Falso; para reavivar a memoria, veja o diapositivo 11

Se o TDR indicar a presenca de O1 e a linha de controlo nao for visivel, o resultado sera
considerado reativo.

Falso, o resultado seria invalido sem a linha de controlo; para reavivar a memoria, veja
os diapositivos 33 e 36

E importante comunicar os resultados dos testes ndo reativos e se foi ou nao realizado um
TDR.

Verdade, isto evita a repeticao desnecessaria de testes e fornece informacoes
epidemiologicas vitais; para reavivar a memoria, veja o diapositivo 44



Respostas da Avaliacao

4. Os TDR da colera nao podem ser utilizados para confirmacao de um caso de colera.
Verdadeiro; para reavivar a memoria, veja o diapositivo 12

5. Um cotonete retal pode ser utilizado para um TDR.

Falso ou apenas com uma etapa adicional; para reavivar a memoria veja o diapositivo
11.

6. Se o TDR mostrar bandas para O1 e 0139, e a banda de controlo estiver visivel, o que
faria? (selecione todas as respostas adequadas)

Repita o teste e comunique os segundos resultados, se os resultados do TDR se
mantiverem 01 e 0139, envie a amostra para teste laboratorial; para reavivar a
memoria, veja o diapositivo 40



Respostas da Avaliacao

7. Como comunicaria um teste TDR em que nao é visivel qualquer linha?

Resposta : Invalido; para reavivar a memoria, veja os diapositivos 48/49

Foi realizado um TDR no mesmo espécime?? ] No 5 Sim, especificar: 0 TOR enriquecido  B2TDR direto
} Resultado: [J01reativo 00139 reativo [J01e0139 reativo [ Noreativo walido

NOMe 40 K DR UZAA0: 0 e 07 O3 e

8. Como comunicaria um teste TDR em que apenas a linha 01 estava visivel?
Resposta : O1 Reativo; para reavivar a memoria, veja os diapositivos 48/49

Foi realizado um TDR no mesmo espécime?? I Nao 5 Sim, especificar: O TOR enriquecido  &TDR direto
> Resultado: 0T reativo (10139 reativo 1010139 reativo [ Naoreativo  Clnvalido

NOMe 0 Kt IR UZA00: 0 e Y 07 TG s
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