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The Expert Opinion Check

Objective:

To better identify the medical neeeiscountered in TB field practices, in
order to define the intended us@ew POC diagnostic test for active TB
should have.

Opinion Check Format:

* Questionnaire composed of a mix of open, semi-@mehranking
guestions for a total of 21 questions and addrgssin

Context of practice of the participant

Gaps in current diagnostics tools

Intended use of a new TB POC test

Population needed to be targeted by a new TB ROIC t
Appropriate specimen sample type desired

 Answers and comments were captured over individhahe interviews



The Expert Opinion Check

Contact Methodoloqy

Over 75 email invitations were sent out to papide in the opinion check

30 invites did respond and participated in answgetihe Questionnaire

Opinions from all participants were collected tgh phone interviews
(approx 45 min each)

All phone interviews were done between Jafi Béb 24' 2009

Surveyed Group

An heterogeneous group composed of TB practit®mamlved at all levels
of care, together with professionals in charge Bfpfograms at national
level or working in a research institution

30 participants were surveyed from 17 differenirddes of practice
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17%

Health Care Structure Level

Overall Participant Experience

8%

12%

5%

O a. Regional Hospital
M b. District Hospital
O c. Health Centre

O d. Private Clinic

M e. Urban Clinic

B f. Rural Clinic

O g. Rural Health Post
8 h. National

B i. Research

M J. Global




Suspected TB Populations Seen

 Children <15 yrs were treated in the majority lof settings.

» The 1/3 of the participants able to estimate thef &uspected patients <15 yrs,
mentioned that this group represented > 20% cfuslpected cases in their setting.

 3/4 of the participants able to estimate the %peaed TB cases presenting with
HIV co-infection reported this group as represanti25% of suspected cases.

» 80% of the participants able to estimate the %eacted TB cases presenting
with EPTB reported this group as representing >20%ll suspected cases.

* Less than a third of the respondents were aljpeadwide data on drug resistance,
primarily due to the lack of technical means avaddan the country.
Among them, half of the settings had a DR-TB ra&o



TB/HIV Integration

HIV/TB Care Integration

@ Fully Integrated
m Partially Integrated

O Not Integrated

Most TB Patients are Tested for HIV

OYES
B NO

n=28

Most HIV Patients are Tested for TB

O YES
B NO




Expectections from
a POC TB Test



Partifcipant Interpretation
O I

Point-of-care"

Oa. at point of care where you treat the patients.
M b. at point of collection of samples where the patients can be seen by community health worker.
[Jc. anywhere else? Please complete with your own definition.




Medical Decisions to be Influenced

0%

3%
3%

94% n=30

O a. Treatment initiation (diagnostic test)

B b. Targeting the adequate treatment line (DST test)

O c. Detection of treatment failure (Treatment monitoring)
Od. Differentiation between active and latent TB




Preferred Combination of Test Analyses Among
Diagnosis, DST and Treatment Monitoring

O Diagnosis and DST
B Diagnosis and Monitoring
O Diagnosis Alone

n=30

The vast majority of participant would preferreteat which
combines Dx and DST if feasible



Acceptability of a 2-3 Test-algorithm
for Treatment Initiation

n=29



Current Gaps
Faced by Participants



Relative Importance

Current Gaps In TB Diagnostics

100%

90%

80%

70%-

60%

50%

40%

30%

20%

10%-

0%-—

n=28

. Low overall diagnostic performance of SSM due to variability of analysis

. No discrimination between dead and alive bacill _ _ _

. Results confirm presence of acid-fast bacilli, but not necessarily M.tuberculosis specie
. Lack of drug susceptibility evidence without further referral.

DO OT

h. Lengthy turn-around time to results.
I. Cost.

{i Infrastructure required.

O
|
a
a
|
a
; g. Multiple samples analysed per patient.
|
(]
]
|

. Training required.
. Health and lab workers risk exposures




Relative Importance

100% -

90%

80%

70%

60%

50%

40% -

30%

20%

10%

Populations Essential to Diagnose
In Addition to Non-HIV Adults

O a. Children / paediatrics

B b. Latent TB infection cases

Oc. HIV/TB co-infected

Bd.EPTB

Be.DR-TB

@ f. Paucibacillary / SSM negative cases

B g. Patients who are at risk of dying quickly

Oh. Other: (please specify)

n=30



Ranking Test Options -
Specification Trade-offs

100%

90%

80% |

70% —

60% —

50% —

40% |

Gained Score

30%

20% —

10%

0% -

O a. Similar performance to SSM, sputum-based, but more rapid and more accessible

H b. 90% sensitivity, 95% specificity, diagnosing active pulmonary TB, only in HIV negative adults

O c. 75% sensitivity, 95% specificity, diagnosing active pulmonary TB, irrespective of the HIV status and age
E d. 60% sensitivity, 95% specificity, diagnosing active pulmonary and EPTB, irrespective of the HIV status and age

H e. 60% sensitivity, 95% specificity, diagnosing active pulmonary, irrespective of the HIV status and age, and inicluding DST information




The Use of a Future
TB POC Test



Acceptable Turn-Around Time
fora POC TB Test

<1lh

n=30

1-4h

« Strong agreement among participants to have theegixesult available
to the patient on the same day of sample colleggeame visit)

 If DST Is also performed by the test, its resoltld take a bit longer



Relative Importance

Preferred Specimen Sample-Types

@ Venous blood

B Capillary blood
OUrine

B Sputum

B Breath

O Stool

B Saliva

n=30



Categories of Health Workers | Feasibility of Nursesand/or CHW
Expected to Usea TB POC Test to Perform the POC Test

[ a. Lab Staff [ Reasonable
B b. Nurses W Difficult
[dc. Medical Doctors

O d. Community Health Workers

JThe only way
O NA




Acceptability of a Purelyualitative Result

YES

n=30



Potential Impact of uantitative or Semi-
guantitative TB POC Test on Patient Treatment

n=28



% Participants

100%

Willingness to Rely on
Various Detection Methods

@ 1. Whole organism (live or dead mycobacterium)
M Il. Bacterial DNA

O lll. Patient breath (organic compounds)

HE IV. Bacterial antigens (proteins or lipids)

B V. Indirect marker (from human body response)

n=26



In Summary



In Summary

Main Conclusions
The POC test should be used at the place whelenfsmare treated

The POC tests should enable to communicate thit teghe patient on the
day of collection (could be longer if also provideST)

The POC tests should be designed in a way thaeramd/or CHW
could use it

The POC test should allow direct treatment ingaiand ideally also provide
DST information

The POC test should be qualitative and a YES/N€van s sufficient

The POC test should be adapted to non-invasiv@lgameither capillary
blood, urine or breath

The POC test must be able to diagnose active HBATB co-infected and
children, followed in importance by paucibacillaBR-TB and EPTB

The POC test should aim to be adapted to a brgasferiation (HIV,
children) rather than super high sensitivity irestncted population



In a Nutshell...

The POC test should AT LEAST diagnose active
PTB In ALL patients, be used by nurses or CHW
where patients are treated and allow results from
capillary blood, urine or breath samples in lessth
a day with a confidence level not lower than 75%
and preferably also give DST information .
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