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1. Introduction

{One of the core strategies for leprosy control is early diagnosis and effective treatment in
order to prevent deformities and intermupt transmission. The diagnosis of leprosy is based on
clinical, bacteriological and histopathelogical findings. However, factliies for bacteriological
examination of slit-skin smears and histopathological examination of skin or nerve biopsy-
specimens are often not available.

In an attempt to overcome the problem of the absence of diagnastic faciliies WHO has
adopted a simplified method of classification based on counting the number of lesions.
Leprosy patients with less than 6 lesions wilk receive a PB treatment regimean and patients with
& or more lesions will be treated as MB.

Several studies have shown ihal the presence of antibodies to the M. lsprae-specific
phenolic glycelipid-1 {PGL-1) correlates with the bacterial load of a leprosy patient: 15-40% of
PB patients are seropositive, compared to 80-100% of the MB patients. Detection of these
antibodies rmay thus be a useful tool for confiming the diagnosis of MB disease,

Furthermore |, it has long been known that contacts of leprosy patients run an increased risk
of developing leprosy. It was found that seropositive contacts of leprosy patients hawve a
higher risk to develop clinical leprosy (either PE or MB) compared to seronepative leprosy
contacts. These findings indicate that serology gan be used to identify people with an
increased risk of developing clinical leprosy.

until eight years age there were no Serological techniques available that could be used in
the field: the most widely used technigue, ELISA, requires expensive efuipment, trained
laboratory personnel and a cold chain and it takes about 24 hours before results are
available. At the end of the 1980's KIT Biomedical Research had developed a simple and
robust dipstick test that gave results in 3 hours in the absence of specialized equipment and
a cold chain. As par of the current project this test was further improved and medified into a
lateral flow test format. The resulting ML Flow test gives test results in 10 minutes and could
in principle be used as part of routing leprosy contrel activities, but until the start of the
implementation study described here the test had not been used for this purpose.

2. Objectives

With the intraduction of the ML Flow test we aim at the following two applications:

1. As an additional 1ool for the correct classification of new leprosy patients.

2. As a tool to identify those contacts of leprosy patients that have an increased risk of
developing leprosy in future.

The objective of this pilot introduction is to study the acceptability and feasibility of the use of
the ML flow test in routing leprosy control.

3, Approach

During an initial waorkshop the purpose of the project and the intended approach was
presented to and discussed with representatives from the three participating countries
(Bragzil, Nepal and Nigeria).

In the first year KIT Biomedical Research developed the ML Flow test and evaluated its
performance on stangdard sets of serum and blood samples, also comparing the results with .
the results obtained with ELISA. In the meantime databases and forms for data collection
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and evaluation were develnpsd and health centres and -workers were selecied in the
participating endermic countries.

During 3-cay workshops in the endemic countries the health workers were trained in the use
of the ML Flow test, the interpratation of the results, the information that should be provided
ta patients and contacts and the data collection. Afier this training, the ML Flow tests were
used for 18 months as part of the routine leprosy control activities, including both patients
and controls after obtaining informed consent. Data were collested at the local level and sent
at requtar intervals to a central national data collection facility.

For assessing the femsibility and acceptability of the test, an anthrepeological study was
formulated and discussed with three local social scientists during visits to the countries. Also
a workshop was held in Amsterdam to facilitate the progress of these country studies. The
antbropological study included focus group discussions, semi-structured and in-depth
interviews with representative samples of haalth workers (both interviews and focus group
discussions), patients, contacts (interviews) and leprosy expernts.

During a final workshop held in Amsterdam in March 2005 the country reports (2 per country:
one for the implementation and one for the anthropological study) were discussed and final
conclusions were drawn. This final report is baszed on the country reports and the
canclusions reached during this workshop.

The country reports are added as annexes to this final report.
4. Outcomes per country

Section 1 gives a shon overview of the implementation results for patients and contacts (see
implementaticn reports far further details), section 2 shows the main conclusions from the
anthropelogical study {see feasibility and acceptability reports for more details) and section 3
gives the opinion on how one would like to proceed with the implementation of the ML Flow
in the future,

4.1. Brazil

Between QOctober 2002 and March 2004 1071 patients and 2840 contacts were tested with
the ML Flow test in 13 health facilities in Minas Gerais State. In addition, 24 health workers,
171 patients, 210 contacts and 5 key informants participated in the anthropalogical study.

4.1.1. Implementation

Palignis

Of the 1071 patients 544 (50.8%) were found positive with the ML Flow test. The ML Flow
test results led to the reclassification of nearly a quarter of all laprosy patients,

Of the 498 patients who were initially classified as PE based on the WHO criteria, 114 were
reclassified as MB. Three of these had & positive Bl, the cther 111 had a positive ML Flow
result {97) or had both tests positive (14}. This means that using the Bl enly 17/498 (3.4%) of
the PB patients would be reclassified as MB, whereas with the ML Flow test 111/488
{22.3%) could be reclassified as MB, thus preventing under treatment.

Brazil is the only ¢ountry in this study where MB patients were reclassified as PB if both the
Bl and the ML Flow results wera negative. One hundred-thirty of the 573 patients {22.7%)
that were initially classified as MB could be reclassified as PB, thus praventing mrez[
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treatment. If only the ML Flow would have been in use another 10 MB patients {1.7%) with a
positive Bl would have been {improperly) reclassified.

Contacts

Of the nearly 3000 contacts that were tested, 20.5% were found 1o be seropositive. Health
education -and BCG vaccination, as is standard in Brazil for contacts of leprosy patients-
were given {c all contacts and seropositive contacts will be followed up for 4 years.

Impact an feprosy controf activities

The ML Flow test "gave |eprosy 2 face" and incréased the status of leprosy in the health
Programmes.

The ML Flow test increased the confidence of the health workers that they had properly
classified the patients. This led to less referrals, allowing the reference centre to concentrate
on more difficult cases and on providing lepresy training for other teams from basic health

programs. It was also felt that the ML Flow test helped in the organization of the teams in the
health centres.

The availability of a tool for contact testing was feli as a very positive development. The
implementation of the ML Flow test led to an increase in the contact examination, which
assisted the early detection of new leprosy cases thus helping deformity prevention. It gave

the opportunity to give health education to the contacts and it was felt that this would lower
the stigma.

4.1.2. Acceptability and feas|bllity

Health warkers

Health workers found the test easy to execuls, read and interpret and it made them more
confident in classifying patients.

Fatients
All patients agreed to be tested. Patients understond the relationship between the test result
and the treatment they received, leading to a demystification of the disease. They discussed

the test results with their contacts and stimulated them to go for contact examination and
testing.

Contacts

MNesarly all contacts agreed to be tested. From the health edugation given to them, contacts
understood that leprosy is a curable disease and that they should return in to the health
facility in case they have any symptoms. No need for an intervention other then the one
currently given was exprassed.

Key informarts

L Al key experts were positive about the ML Flow test, recognizing its merit for classification
~and thus proper treatment and mentioned its contribution to increasing the confidence of

health workers, increasing the status of the Leprosy Control Program and demystification of
the disease. Y
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4.1.3. Future

The Leprosy Control State Coordinator is pressursd by health workers from Minas Gerais
state to implement the ML Flow test in the whole slate. They want to use tha test for both
patient classification and for identification of high-risk contacts. They would like to implement
the test gradually at all levels, but especially in the basic health programme, including family
healih programmes. if tests and suppod would be provided they would follow the pattern of
this project, including {decentralized) training and supervision. A simplified guide should be
made available and an informed consent form would Be no longer needed. The anakysis
software of the current project could be used to perform guality control on patient
clasgification,

The use of the ML Flow test should inttially be supported by an NGO o sustain the use of
the ML Flow test unti! the government palicy makers have made a decision on the continued
use of the ML Flow test. NGO suppart could be usad to advocale the use of the ML Flow 1est
with the Brazilian Government.

4.2, Nepal

Between April 2003 and December 2004 1375 patients and 1857 contacts were tested with
the ML Flow test in 7 health facilities in Eastern Region. in addilion, 18 health warkers, 121
patients, 108 contacts and 5 key informants participated in the antnropological study.

4.2.1. Implementation

Patienis

Of the 1375 patients 428 (31.1%) were found positive with the ML Flow test. Most analyses
focused on the results obtainad in the reference centre in Biratnagar, as they handled the
majority of the patients (1066). |t was the only facility where microscopy was available and
ML Flow and Bl resulis could thus be compared. The ML Flow test results led to the
reclagsification of 12% of al! P8 patients in Biratnagar,

Of the 602 patients who were initially classified as PB based on the WHO criteria, 78 were
reclassified as MB. Of these 72 had a positive ML Flow result and 6 had beth tests positive.
Thiz means that using the Bl onky 8/602 (1.0%)} of the PB patients would be reclassified as
MB, whereas with the ML Flow test 78/498 (12.8%) were reclassified as MB, thus preventing
under treatment.

In Nepal MB patients were not reclassified as PB, even when both the B! and the ML Flow
resufts were negative, If reclassification would have been possible, 188 of the 464 patients
{(40_7%) that were initially classified as MB could be reclassified as PB, thus preventing over
treatment. If only the ML Flow would have been in use another 13 MB patients (2.8%) with a
positive Bl would have been {improperly) reclassified.

The high percentage of MB patients with a negative Bl and ML Flow test in combination with
the relatively low percentage of PB patients that were raclassified to MB is an indication that
there may be exiensive over-classification in Biratnagar. This is an example of how
information generated by the data analysis can be used as a management information tcol
and as an indicator of quality of care, 6
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Comfacts

Of the nearly 1800 contacts that were tested, 9.¥% wers found to be seropositive. Health
education was given 1o ali contacts and seropositive contacts will be followed up for 4 years.

tmpact on leprosy controf activities

The ML Flow test increased the workload at the peripheral levels, but also the confidence in
the classification. It was, like in Brazil, fekt that the ML Flow test “gave leprosy a face” and
increased the status of the health workers. The ML Flow test provided new knowledge and
an independence from laboratory results, which were both seen as positive developments.

Contact tracing increased as part of the project, but remained lower than expected, because
most patients only wanted to discuss the fact that they had leprosy with very close family
mambers (like their spouses). Additional strategies were used to attract contacts, namely
health volunteers and home visits, it was felt that information that there is a test that can
identify high-risk contacts should be more widely disseminated to the general public and that
the availabllity of an intervention {such as chemoprophylactic treatment) would also enhance
the number of contacts that would be come for testing.

4.2.2_ Acceptability and feasibility

Health workers

Health workers found the test easy 1o execute, read and interpret, but had some difficulties
explaining "difficult results” (see 5.1). The forms and manual need to be simplified and thers
i a need for refresher training. Some health workars complained about the additional work
and it was indicaled 1o the anthropologist that health workers expect allowances for home
vigits, as this is a time-consuming activity.

Patisnts
Patients accepted being tested.

Confacts

Those contacts that came accepted to be tested. Seropositive contacts would like 1o have
some kind of "medicine”, meaning a {chemo)prophylactic intervention in addition to health
education and follow-up. The main challenge is to find ways to convince the contacts to
come for testing and to convince the patients to discuss their leprosy with their contacts and
ask them to report to the health centre for testing.

Key informants

Most key experts found the ML Flow test impressive, feasible and acceptable and helpful for
tracing comtacts. At the beginning one expert was not quite sure of the capability of the
health workers al the (SublHealth Post level to camy out the test (this opinion was
contradicted by the results obtaingd during this project).

4.2 3. Future

It was felt that it would be possible to use the ML Flow test in the future. However, this would
require sufficient political commitrment and permission from the government, and provision of
the test free of charge, similar to MDT. The {est could be used for classification of patients,
sereening of contacts and —at the peripheral level- could replace microscopy.

For political commitment/government permission it would be essential to convince the
people at palicy making level the value of the test and the feasibility to have the ML Flow test

_?Z


User
Pencil


performed by health workers. For this, a local workshop to disseminate the results from the
study will be organized.

The test could be gradually introduced, starting from the referral level and expanding first
inta higher endemic aréas. Local senior staff can provide training to new users, but training
of trainers iike the training sessions used in this project would be helpful, Training could also
be included as one additional day in the general leprasy-training module. Training of at least
two staff members of each facility would better ensure the continuesd use of the ML Flow test.

Supervision, refresher trainfng and cross checking {and other quality control aspects) can be
provided by the referral centre.

4.3. Nigeria

Between Novernbar 2002 and Apri! 2004 186 patients and 528 contacts were tested with the
ML Fiow test in 28 health facilities in Jigawa Slate. In addition, 34 health workers, 39
patients, 118 contacts and 5 key informants parficipated in the anthropological study,

4.3.1. Implemeantation
Fatierls

Of the 186 patients 117 (62.9%4) were found positive with the ML Flow test. Microscopy to
determing the Bl was not done in the leprosy control programme in Jigawa State. During the
data analysis we found out that health workers in Nigeria defined MB leprosy as "5 or more
iesions” ingtead of the WHO definition "6 or more legions”.

The Nigerian heailth workers initially classified only 8 patients as PB; all of these patients
were ML Flow negative, meaning no reclagsification. If the WHO definition had been used 43
patients would initially have been ciassified as PB. Of these 24 (56%) had a positive ML
Flow result and could be reclassified as MB, thus preventing under treatment.

In Nigeria ME patients were not reclassified as PB if the ML Flow resuft was negative. If
reclassification wouid have been possible, about a third of the patients that were initially
classified as MB (regardless of whether the Nigenan or WHO definition was used) couid be
reclagsified as PB, thus preventing over freatment.

The high percentage of seropositivity among the newly diagnosed patients is an indication
that there is & diagnostic delay in the study area. This 1s ancther example of how infermation
generated by the data anaiysis can be used as a performance indicator and management
information tool.

Contacts

Of the 549 contacts that were tested, 22.9% were found to be seropositive. Seroposifive
contacts received a single dose of ROM ({rifampicin-ofloxacin-minocycline). The high
percentage of seropasitivity amang corntacts (the highest of the three study areas) indicates
that there is active transmission,

impact on leprosy controd activities
During the project, the ML Flow test had no impact on the classification of patients: the 8

patients that were ciassified as PB were all seronegative. If the definition of MB leprosy
would be adjusted, the use of the ML Flow test would lead to some rectassification of PB
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patients to MB. However, the impact of the ML Flow test on classification could onty be
maximized if it would also be used to reclassify MB patients as PB.

The ML Flow test increased the confidence of the health workers in the classification, and
gave a new impulse to the leprosy control activities, especially the contact tracing. The
implementation of test and the subseguent data analysis alse contributed to a better insight
into the quality of the Leprosy Contrel Programme in Jigawa State,

4.3.2. Acceptability and feasibility

Healfth workers

Almost all health workers thought the test was feasible and more than half of them felt that
carrying out the test during the service routine was easy. The training they bad received was
perceived as very good, but revised, locally adapted training moedules should be developed.
The health workers indicated that they needed motoreycles and/or petrol in erder to perform
the contact tracing and testing.

Fatients

All patients accepted to be tested, but some thought that the test led to treatment, and had
apparently not understood that the test result determined the type of treatment they would
receive. They understond the test, but some indicated that they needed more explanations
about the test, :

Contacts

All contacts interviewed accepted {o be tested,; the provizion of ROM to saropositive contacts
may have influenced this acceptability. More than half had a clear understanding of the test,
but others definitely needed more information and clarification. A sizeable number of
contacts felt that the test gave them the opportunity to check if they can fall ill.

Key informants
All key experts were positive about the ML Flow test, mentioning that it was useful for
lenrosy control, feasible to be implemented and that the training for the health workers was
well conducted.

4.3.3. Futurs

Despite the fact that the ML Flow test currently makes no sizeable contribution to the
classificatlon of leprosy patients in Nigeria {see 4.3.1.) it was still felt that the test coukd make
a contribution in contact tracing and in classification if the WHO definition of ME would be
followed. It could be used at all service levels where leprosy diagnosis and treatment takes
place, exceapt in those services where they directly refer suspected leprosy cases.

The country study supervisor from Jigawa State held the opinion that extensive training of
staff is needed with revised modules and training of trainers. ML Flow tests should be widely
available for free, subsidized by NLR andfor state government. NLR vehicles could be used
for contact examination and supervision, A strategy for quality control needs to be designed
and put in place,

In the opinicn of the Dutch expers it is mandatory to first enhance the basic leprosy control
of the Jigawa control programme, since this study showed that there are some very basic
problems. After this, the next step {as suggested above by the country study supervisor) can
be made.



5. Similarities and differences

During the final workshop results from the three countries were summarized and compared.
This was particularly facilitated by identifying and discussing the similarities and differences
between the three study settings (Brazil, Mepal and Nigeria). The main similarities and
differences are listed below.

5.1. Similarities

In all three settings health workers, patients and contacts readily accepted the ML Flow
test and the implementation of the test was feasible.
Caollection of the small amount of blood required was painless and no prablem
Test execution, reading and interpretation was found o be easy, except for the
explanation of "difficult results”™, such as;

a. Positive results for contacts

k. Positive result for a contact from a seronegative patients

¢. MNegative result for patients classified az MB according to the WHO rulas,

d. Positive Bl and negative ML Flow

e. Negative Bl and posifive ML Flow
These points will need further attention in future training and in manuals.
Seropositive PB patients were reclassified as MB because there was confidence in the
ezt results and it was perceived as very important to prevent under treatment. Patients
liked to be tested because it made themn feel more comfortable with the diagnosis and
classification.
The use of the ML Flow test boosted the contact tracing, but this depends also on the
enthusiasm of the health worker.
The test "gave leprosy a face” and made it 3 more "nommal’ disease, leading o
demystification of the disease.
The fallowing needs were identified:

a. Need for counselling, especially of seropositive contacts, because the emational

impact.
b. MNeed for a simplified manual andfor & 1-page leaflst for referral during routine
work.

c. Meed for refresher/fongoing training and supervision.

d. Need for quality control,
The test ingreased the status of the health system and {in combination with political
commitment) may motivate health workers.
The information generated from the data anzalysis could be used as management
information todl, quality of care measurement andfor performance indicator.

5.2. Differences

Context, partners and organization of work differed between countries and influenced the
use of the ML Flow test. This was actually exactly what we wanted to study and thus the
reason for choosing study areas in three different countries.

Only Brazil was prepared to reclassify seronegative and Bl negative MB patients as PB.
This may have been due to the fact that the Bl result was available for all patients in
Brazil and that all patients are seen by a doctor, who aise uses his/her clinicat judgment
to decide whether reclassification is appropriate. 'n Nepal and Nigeria the government
was not {yet) willing to change the classification.

The opinicns of the key informantsfexperts differed between countries. The more critical
opinion of one of the key experts in Nepal was probably also due to the fact that this
person was not present at the initial project workshop. It emphasizes the nesd to involve
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people holding key positions from the beginning in the implementation of 8 new tool like
the ML Flow test.
The information provided to and understanding by the patients and contacts varied
between countries, probably duge to the educational levels of both health workers and
patients/contacts, the socizl stigma involved, the quality of the information provided and
the time available for explanation,
The increase in contact tracing was lower in Nepal than in Nigeria and Brazil, probably
due to the social stigma invelved and cultural differences: in Nepal people who are not il
feel that there is no need to be checked, whereas Brazilian psople like to be checked.
Also, due to differences in stigma, family structure, gender issues etc, psople in Nepal
felt less free to discliss their disease with their family and other contacts, leading to less
sontacts coming for examination. This lowers the impact of the ML Flow test.
The availability of & (chemojprophylactic intervention would help strengthen contact
tracing in Nepal, where seropositive contacts wanted a “medicing” to prevent them from
getting leprogy. In Brazil this need was nat felt.
In Brazil and Nigeria the ML Flow taest increased the motivation and the status of the
health workers, whereas this was less the case in Nepal. This may be due to the fact that
almost ali health workers have a private practice on the side: mora activities means less
time to spend on their private practice.
Sustainability of the implementation may vary between countries due to differences in
available funds, logistics, political commitrment and permission. All of these factors need
o be in place for a successful and sustainable implementation.
The impact of ML Flow testing on classification and treatment differed.

a. In Mepalit reduced under treatment.

b. In Nigeria it had more or less no impact, but it would make a difference if the

WHO criteria would be followed.
£, In Brazil the exchange between PB and MB resulted in a better classification and
more appropriate treatment,

6. Qutcomes SWOT analysis

During the final workshop a SWOT analysis for the ML Flow test was performed and major
elerments within each category were prioritised, The analysis was based on the results of the
study and the experiences of the workshop-participants when conducting the study. The
SWOT analysis was particularly relevant because the necassary condition that the test was
feasible and acceptable was met by the study.

6.1, Strengths

1.

o ha

The ML Flow test can be used for the proper classification of leprosy patients. In Brazil
this lead to re-classification of both PB patients into MB and MB patients into PE, in
Mepal and Nigeria the test was only used for reclassification of PE patients into MB and
thus for the preyention of under treatment.

It assists in early contact tracing and the identification of high-risk contacts.

The availability of a touchable (ML Flow) test helped in demystifying feprosy: it provided
people with an opportunity to discuss leprosy, it gives leprosy a face and it makes
leprasy a maore "normal’, mainstream disease.

The test is simpte, robust, easy to perform and practical for the field and there is no need
for a laboratory technician like for microscopy.

It enhances the motivation of the individuzl health worker and may give increased status
to the control pragram.

Additional information can be used as a management information tool to measure quality
of care.
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Other points raised were:

* Increased confidence in classification at lower levels of the health care system
diminizhes referral to and thus workipad al the referral centre. This means lass time and
costs for the patients and the oppartunity for the referral centre to concentrate on more
complicated cases.

Training leads to capacsity building.
Better coverage.

6.2. Weaknesses

1. Az serclogy cannot be used for diagnosis (the majority of the PB patients are
seronegative), the ML Flow test has a limited applicability, namely only for the proper
classification of leprosy patients and for the identification of high-risk contacts

2. Zerolegy is {cumently) not well accepted for reclassification of MB patienis to FB, and in
some situations, ke the Nigerian situation in our study where extremely high
percentages of MB leprosy were found, reclassification from FPB to MB may have no
profound effects on the contral program.

3. The cost of the test (currently about 2 eurcitest), the needs for investments {training,
counselling and an intervention for seropositive contacts) and the incentives that are in
some settings expacted by the health workers arg all potential financial constraints,

4. It may be difficult and time-consuming to trace contacts and if there is no infervention
tsuch as chemoprophylaxis) available for seropositive contacts this may limit the value of
the ML Flow test for contacts.

Other points raised were:

*  Additional administration and the current, very extensive project manual, but these are
part of the project and not weaknesses of the ML Flow test as such.

* The ML Flow test misses some MB patisnts.

+ In some instances it was felt that the workload increased, but complaints diminished over
time. Also, other groups claimed that the worklgad diminished due to proper
classification at a lower level in the health system.

6.3. Opportunities

1. Clinically, the ML Flow can be used in those facilities where no microscopy services arg
available. It may even replace Bl determination, as it seems to be more sensitive in
detecting MB leprosy.

Anthropologically, the ML Flow tast for the first time "gives leprosy a face” with visible
results, making it easier to discuss leprosy. This makes working on leprosy more
attractive to health workers.

2. The additional information gathered can also be used as a management tool for the
program manager

Z When leprasy control is integrated into the general health services the ML Flow provides
an easy tool for inexperienced health workers to halp classify leprosy.

4, Early detection of high-risk contacts in combination with prophylactic treatment may help
to bring down transmission.

5. The ML Flow test may provide a tangible tool for advecacy towards keprosy decision
mzkers

5. Health workers can use the Format of the test and the training for similar tests aimed at
uther disgeases.
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6.4, Threats

1. If WHD decides to implement uniform MDT {6 months treatment for all patients),
classification is no longer necessary and ML Flow testing for patients becomes
superflucus. However, the ML Flow test could be used to identify the (limited} group of
patients with high bacterial Inads that will need more than 6 months treatment.

2. The ML Flow test is NOT a diagnostis tool, but can be used for classification and contact
tracing as described above. Improper use of the ML Flow test as a diagnostic tool may
lead to a bad reputation if wider digsemination is not guided properly.

3. The implementation of the ML Flow test depends on political commitment and on the
commitment of the persons involved at the implementation, management and decision-
making levels.

4. The diminishing government commitment to leprosy and the increased difficulties to raise

funding for leprasy contral may hamper the implementation of the ML Flow test and the
sustainability of its use,

Other points raised were:

+ Reclassification decision depends on national policy {see Weaknesses point 2)
Weakness of certain leprosy control programs

Availability requires good planning at the level of the individual health care facilities
Too high expectations of what the test may achieve

This project was carried out in & field regearch setting. Implementation on a wider scale
may fead to unforeseen problems.

* 0 " @

7. Conclusions and recommendations for future use

The main conciugion from the final workshop is that the implementation of the ML Flow test
is acceptable and feasible from the perspective of health workers, patients and contacts and
the key informants. The implementation had an impact on classification in Brazil and Nepal
and led to an increase in contact tracing.

The first step needs to be the dissemination of the results of this project to ILEP, WHO,
policy makers, control officers and leprosy experts and scientists all over the world and to
adyocate the use of the ML Flow test for classification of patients and testing of contacts.

A cost-effectiveness study, preferably using different scenarics, would shed light on the cost-
benefit aspects of the use of itha ML Flow test. Different scenarios could include one or more
of the following elements for analysis:

Use for reclassification PB into MB

Use of reclassification MB into PB

Contact tracing with health education for all contacts

Contact tracing with follow-up for seropositive contacts

Contact tracing with chemeprophylaxis for seropositive contacts

Use at different levels of the health care systemn

O fe G P =

From the discussions it became clear that sustainability would depend on commitment by a
funding agency as well as pelitical commitment. If NLR {or another funding agency) decides
to proceed with the ML Flow test, the following steps need to be taken intc account for
implementation. !t should be noted that involvement of exparts and policy makears should be
ensured from the beginning.

1. Determine for which application{s) the ML Flow test is going to be used. This may differ’
per country.
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Reclassification of PB patients to MB

Reclassification of MB patients to PB

Identification of high-risk persons through contact testing. IF this latier application

is used, one also needs to determine which intervention is going to be used for

sercpositive contacis (health educsation, follow-up, prophylactic treatment)

Determine whether tha expecied impact would merit the introduction of the ML Flow test

Set up the logistic systern for the provision, imporation and dissemination of the 1ests.

An interesting suggestion was made that this could be done in parallel to the MDT

provision system,

4, Setup a system of counselling, especially for seropositive contacts,

5 Discuss the nesds for appropriate facilties andfor incentives, especially for contact
tracing,

6. Preparation of a simplified manual, adapted to lacal needs,

7. Decide which data need 10 be collected and analysed and adapt the current forms and
databases accordingly. We showed in the project that the collection and analysis of
additional data may provide valuable information for program managers, but this has to
be balanced against the extra burden for the health workers.

B. Training (of irainers). This can be done in regional andfar national workshop; the local
trainers can then train any new users in their country or state.

9. Previde information for the general public, to ensure that the availability ang merits of the
test are widely known

10. After training of the users: introduce a system of gquality control, supervision (and if
neaded refresher courses) lo ensure the continued quality of test performance, reading
and interpretation

pow
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It seems t0 be advisabie o introduce the test in a “stone-in-the-pond” like way, starting at the
referencefreferral level and expanding from there to the lowsr levels of the health care
system, first info higher endemic arsas and then into lower endemic areas. Training in the
usé of the ML Flow test could also be included in the cumiculum of the leprosy training
received by general health workers,

At the morment two of the three countries used the ML Fiow test only for reclassification of
PB patients to MB to prevent under treatment, If countries/programs would be prepared to
use the ML Flow test also for reclassification of MB patients to PB, this would maximize the
impact of the ML Fiow test,

Follow-up of all patients of the Brazilian pant of the study may shed light on the quesiion
whether the risk of relapse did not increase in ME patienis reclassified as FB compared to
ME patients who remained MB. I the risk of relapse did not increase, this would be a good
argument to use the ML Flow test alse for reclassification of MB to PB.
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