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Meeting Protocol of the "Eurasian Community for Access to Treatment" with "Molbio" 
 
September 28, 2023 
 
Representatives of the organization: 
Sumit Mitra - President – Global Sales and Marketing 
Mani Subramani – Consultant and European Lead 
 
Meeting commencement. Introduction of participants. 
 
Molbio is a wholly Indian company. Our headquarters and manufacturing are located in Goa, 
with the research and development department situated in Bangalore. Truenat is the world's 
first molecular diagnostic platform designed for point-of-care use. 
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Molbio entered the market in 2013 and has been operating for ten years.

 
 
The Truenat system is innovative and unique. It is a small, lightweight device powered by a 
battery, allowing it to operate anywhere for an extended period. Truenat can perform tests 
for various diseases, including tuberculosis, with results available within an hour. 
 
Question: How long does the GeneXpert test take? 
 
Answer: 1 hour and 54 minutes. However, it's important to note that this time includes testing 
for rifampicin resistance. 
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There are both large and small devices, and they can fit into a briefcase. 
 

 
The slide below illustrates how these devices operate directly at the point of care. Our testing 
stations have been set up in numerous international airports. The device simply sits in the 
room, and additional laboratory facilities are not required. 
 
The slide below demonstrates that the Truenat system is a comprehensive solution that does 
not require additional components. 
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The slide below showcases various international organizations we collaborate with, including 
WHO, FIND, and the Bill and Melinda Gates Foundation. Our testing system is WHO-approved, 
and soon other products from our company are expected to receive WHO approval as well. 

 
 
Currently, we have three long-term agreements in place. The first is with the United Nations, 
the second with the STOP-TB Partnership, and the third with the Global Fund. We have three 
products that we are implementing through these partnerships, with the goal of ensuring 
global access. 
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The MTB, MTB Plus, and MTB RIF DX test systems have already received WHO approval. Tests 
for resistance to isoniazid (INH), fluoroquinolones (FQ), and bedaquiline (BDQ) are at various 
stages of approval. The INH resistance test (MTB-INH) is already available on the Indian market 
and is expected to enter the global market. We plan to present final data for WHO evaluation 
soon. FQ and BDQ tests are currently unavailable, and research is ongoing. Due to their 
significant clinical importance, these products are being validated in several European 
laboratories, among other locations. 
 
Molbio has more than 36 test systems for detecting various diseases, and an additional 32 will 
be available early next year. We plan to add tests for 10–12 diseases annually on the same 
platform. 
 
Cepheid is a reputable company; they entered the Indian market six years before us, in 2007, 
and have done commendable work. However, Cepheid currently has 1700 devices in India, 
while we have 6000. We do not position ourselves as a cheaper alternative to Cepheid and do 
not consider ourselves Cepheid's primary competitors. Our context is different – we focus on 
small, mobile stations closer to the end user, and in this niche, we are the leaders. 
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The slide below features products registered under Regulation IVDD 98/79/EC. 
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The next slide provides the status of applications under Regulation IVDR, to which all 
companies are expected to transition by 2027. The transition is lengthy and challenging due 
to a shortage of experts. 

 
ERPD1The following slide illustrates the status of WHO prequalification, Emergency Use 
Authorizations, and ERPD assessments. 

 
1 https://extranet.who.int/prequal/vitro-diagnostics/expert-review-panel-diagnostics  

https://extranet.who.int/prequal/vitro-diagnostics/expert-review-panel-diagnostics
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The next slide provides a list of countries where the registration process is currently underway. 

 
The following slide lists the countries where the registration process has already been 
completed. 

.  
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As it is known, achieving the elimination of tuberculosis requires the detection of not only 
symptomatic but also asymptomatic tuberculosis. We refer to this strategy as "Tuberculosis 
360*," and within its framework, we propose several solutions. 
 

 
The first solution is mobile testing stations, which can be either large or small vehicles, as seen 
in Cameroon. The key is to reach the end consumer. The slide below presents a compact 
version. These machines have already been purchased with USAID funding and are in use in 
Kenya and Congo. 
 
The next solution involves cough signature analysis using a microphone with a sponge. A 
person coughs into the microphone, and artificial intelligence recognizes respiratory diseases 
based on the unique cough signature. This is not limited to tuberculosis but includes all 
respiratory diseases, including COVID-19. The system fits into a small cabin that can be easily 
installed in various gathering places. The analysis takes 80 seconds. 
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Question: How much does the device cost? How often is the sponge changed and by whom? 
 
Answer: The sponge is changed after each testing, and it can be purchased anywhere at a very 
low cost. The diagnostic accuracy is high because the analysis is based on a library containing 
millions of cough signatures. 
 
Question: Are you aware that there are other Indian companies doing the same? 
 
Answer: Yes, we collaborate with the Indian company DOCTURNAL (Timbre system Timbre2). 
 
Another diagnostic method is a serological test. This method was developed by an Indian 
scientist working in New York. The method is based on detecting specific peptides that appear 
in the body only if a person has come into contact with mycobacteria. The test takes 15 
minutes. 
 
In each country where we operate (currently in more than 45 countries), we initially conduct 
training for operators and healthcare professionals. We do not sign contracts until training is 
completed. 

 
2 https://docturnal.com/timbre/ (video) 

https://docturnal.com/timbre/
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Molbio has a platform for testing HIV (HIV-1, HIV-2), viral hepatitis, papillomavirus, and other 
infectious diseases. The algorithm is very simple: the sample is loaded into the platform, and 
the result appears. Serum, whole blood, and plasma can be used. For viral load tests, plasma 
is the preferred choice. 
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Comment from a representative of the patient community: In whole blood, the virus is still 
inside cells in the form of proviral DNA, which can falsely increase the viral load result. Plasma, 
being devoid of cells, provides a result based solely on the volume of pure blood, making it 
more accurate. 
 
Continuation of the response: Since we diagnose various diseases, samples can vary: plasma, 
blood, saliva—basically anything that can be sampled. The gold standard for HIV and hepatitis 
is 250 microliters of whole blood or 500 microliters of plasma/serum. The limit of detection is 
the minimum amount of international units per milliliter. International units are copies that 
allow the determination of the presence or absence of any pathogen. 

 
The first process is extraction, taking approximately 20 minutes. The testing process itself 
takes 40 minutes. HIV-1 and HIV-2 follow separate channels, are compared, and the virus type 
is determined. It is also possible to conduct tests specifically for HIV-1 and HIV-2 separately. 
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The slide below provides information on Hepatitis B. The cartridges for all diseases are the 
same. A special small interchangeable thermocycler is used for the PCR reaction. This 
technology is patented. Similar to the HIV test, it takes 40 minutes for detection. Whole blood, 
plasma, and serum can be used. The limit of detection (LoD) is 55 international units per 
milliliter. 
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Comment from a representative of the patient community: The PCR reaction consists of three 
stages. The first stage is the extraction of nucleic acid, the second stage involves amplifying a 
small piece of nucleic acid into a larger quantity that can be subsequently identified, and the 
third stage is the detection. The small chip on the slide is the thermocycler, where the 
amplification of nucleic acid takes place. Typically, this process occurs in a large box. 
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Question: Do we understand correctly that there is a higher risk of contamination with a larger 
thermocycler? If the cleaning was done poorly, could the result be distorted upon subsequent 
use? 
 
Answer: Firstly, a larger thermocycler requires more energy, whereas ours operates on lithium 
batteries. The design of our chip practically eliminates contamination. The white part is a 
biological port, and the green part is electronics. The white part glows and is covered with a 
polymer that allows light to pass through completely. The polymer has two functions, which 
are important considering that only 6 microliters are used (micro-PCR technology), and 
considering the "hot start" technology (the temperature instantly rises to 94 degrees Celsius). 
The first function is that the polymer starts melting at 56 degrees, pulling the sample 
underneath itself to prevent evaporation. The second function is also protective. After 35-40 
cycles, let's say the test shows a positive result based on billions of generated amplicons. After 
this, the polymer solidifies, forming protection for the amplicons. Then it is pulled out and 
placed in a solution. It can be spoiled only if extracted and, for example, poked with a pencil 
or pen. 
 
Comment from a representative of the patient community: The amplification process 
involves heating and cooling. New copies are formed with each cycle, and many cycles need 
to be performed. This polymer allows this process to be conducted rapidly. 
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Question: We are glad that Cepheid has a competitor now, although you don't position 
yourself as a competitor to Cepheid. Some of our colleagues are already suggesting including 
Truenat in Global Fund applications, and the Global Fund is not against it. At the same time, 
Cepheid has built a system of service, support, and deliveries over many years. What is your 
price for one test for rifampicin resistance? How does it compare to the price of Cepheid? To 
compete with GeneXpert in our region, an attractive price for equipment needs to be offered. 
To work on your equipment, all healthcare workers in the country need to be retrained. What 
will your company do in this regard? It would be preferable for the training to be done at your 
expense, as it is a marketing promotion of the product. 
 
Answer: Our presence at this meeting should be an indicator for you that we are very serious 
about working in the SEAR region. As our Prime Minister says: one land, one world, one 
heart—and we add "one health." Regarding training, as already mentioned, we do not sign 
agreements for product supply until we train a specific number of personnel at our facilities 
in India over a period of 10 to 12 days. Our team consists of individuals from a scientific 
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background who are highly committed to their work. We collaborate with national 
tuberculosis programs, universities, and the scientific community, explaining our technologies 
to them in simple terms. 
 
When comparing with Cepheid, I always have a smile on my face. We don't aim to compete 
with Cepheid because we have a different model. Cepheid is a big, good company, but it is 
founded by people in the USA. Most likely, these people have not faced real-life situations 
that we encounter in India, you in the SEAR, our brothers in Africa, Asia, etc. It took us 12 years 
of hard research to achieve what we have. The Truenat project started in 2000, and we 
entered the market in 2013. We are not trying to replace Cepheid. In India and other countries, 
there are many service points with large 16-module Cepheid machines. However, very often, 
Truenat machines are placed next to them. 
 
Regarding the price, all necessary information is in the Global Fund/USAID brochure. You may 
have read Cepheid's press release about reducing prices, but it took them 12 years, more than 
35,000 machines worldwide, almost a billion tests. Only in 2022, during the Covid-19 
pandemic, did the Global Fund purchase 20 million TB tests from Cepheid; this is public 
information. With such volumes, it's time to lower the price. We signed the first long-term 
agreement with the UN in 2018, in 2019—a long-term agreement with the STOP-TB 
Partnership. In 2020, we started the iNTP project, sponsored by USAID, aimed at implementing 
innovative technologies. Nine countries, 300 machines, about a million tests. Then the Global 
Fund requests a price reduction, even though not even two years have passed. We reduced 
the price by 20%. The catalog contains the new, reduced price. We do not align with Cepheid's 
strategy; we have our own strategy. We are grateful to you and people like you who achieve 
access. 
 
Question: Please share the price for the test for rifampicin resistance. For Kyrgyzstan, an 
attractive price is of great importance. Cepheid is an American company with strong lobbying, 
but India can gain an advantage through pricing, as was the case with ARV drugs. 
 
Answer: All prices are listed in the brochure, including separate prices for testing and services. 
Even with the latest price reduction from Cepheid, our price is still 7 cents cheaper. 
 
Comment from a representative of the patient community: This is still insufficient; it would 
be preferable to have 70 cents or a dollar.iNTP3,  
Answer: All prices are listed in the brochure, including separate prices for testing and services. 
Even with the latest price reduction from Cepheid, our price is still 7 cents cheaper. 
 
Comment from a representative of the patient community: This is still insufficient; it would 
be preferable to have 70 cents or a dollar. 
 
Answer: This is a very important point. Why were there so few demands for a price reduction 
from Cepheid over the last 10 years? They are reducing the price now because there is a risk 
of losing market share. Another question is why, with such volumes of machine and test 
deliveries, the burden of tuberculosis has not decreased? Six to eight years ago, XDR-TB and 
MDR-TB were not widespread. Thirty-three percent of all people with tuberculosis live in India. 
According to our estimates, for every identified TB case in a laboratory with Cepheid 
equipment, there are approximately five missed cases. This happens because the primary test 

 
3 https://www.stoptb.org/sites/default/files/intp_overview_sep_2022.pdf  

https://www.stoptb.org/sites/default/files/intp_overview_sep_2022.pdf
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for TB worldwide is still the sputum test. When the World Health Organization stated the need 
to use another molecular test as the primary test (in smear microscopy centres), it was Molbio 
that responded to this request. The reason why, in our view, Cepheid's products have not had 
the necessary impact is their product being a central laboratory model and not a product that 
can be taken to the last mile.  
 
Question: It would be interesting to learn more details about the agreement with the Global 
Fund for the implementation of portable PCR analyzers for the diagnosis of rifampicin and 
isoniazid resistance. Has the agreement been signed? What are the implementation 
timelines? 
 
Answer: As mentioned earlier, it involves 9 countries, 300 machines, approximately a million 
tests. Detailed information is available in the brochure. We have had global-level meetings 
with Mark Edington. If your country is interested in purchasing Truenat, write to Mark 
Edington, copying us. He can assist. 
 
Question: What registration challenges do you observe in the SEAR region, including in the 
EAEU countries? 
Answer: In Europe, we did not encounter registration issues due to a unified regulatory 
system. The first agreement in the SEAR region was signed in Belarus with IVD Group, and we 
are willing to share contacts. We have engaged with regulators in most countries in the region, 
and according to their feedback, the registration process typically takes up to three months. 
The key requirement for equipment is compliance with CE marking (European Union), which 
is not a problem for us. 
 
Question: In Russia, there is the "third extra" rule, and almost all Indian manufacturers have 
been pushed out of the drug market. A similar situation is now unfolding in the diagnostic 
field. Have you studied the Russian market and the entry mechanisms? 
 
Answer: [Not included in the protocol at the company's request]. 
 
Question: What challenges exist in translating materials into national languages in the SEAR 
countries (instructions and others)? 
 
Answer: We are very careful in choosing distributors. Translations into Spanish, French, 
Slovak, and Czech are always done by local distributors. So far, there have been no problems, 
and moreover, they do not charge extra for this service. We are aware that in all countries 
that have joined the IVDR regulation, there must be instructions in the national language. We 
also understand that translating into 15 national languages will require time, resources, etc. 
At this stage, we believe Russian may be sufficient, but perhaps you have a different opinion. 
 
Comment from a representative of the patient community: The new generation of specialists 
in countries does not always speak Russian. Regulators often require translation into the 
national language. 
 
Answer: In that case, we will need a list of languages for translating instructions and 
accompanying materials.IVD Group4,  
 

 
4 https://ivd.by/contacts/  

https://ivd.by/contacts/
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Question: How is the situation with WHO prequalification? 
 
Answer: Our tuberculosis tests have been approved and are soon to receive WHO 
prequalification certification. We conducted a multi-country assessment in collaboration with 
the Foundation for Innovative New Diagnostics (FIND). Over 3,000 samples were examined, 
with GeneXpert used as the comparison system. The correlation coefficient was 
approximately 0.98 (very high – note by ECAT). In India, the evaluation took place over 5 years 
with a sample of just under 14,000 specimens (Cepheid was the comparison system). Out of 
these approximately 14,000 specimens (let's assume 13,500), 78 did not match. Of the 78 
specimens that did not match, 74 were positive on Truenat and negative on GeneXpert, and 
4 were negative on Truenat and positive on GeneXpert. To confirm the results for these 78 
specimens, a third test, Next-Generation Sequencing (NGS), was used. According to the 
sequencing results, out of the 74 specimens with a positive result on Truenat and negative on 
GeneXpert, 72 showed TB sequences. Publications on this study are available on the Molbio 
website.  
 
At the Global Fund summit in India, Mr. Mubangizi Deusdedit, Head of WHO Prequalification 
in India, openly acknowledged the presence of limitations and barriers to prequalification that 
slow down the process. WHO is currently planning to collaborate with regional supranational 
laboratories and recognize the results of their assessments as an alternative to 
prequalification. You can contact Mr. Deusdedit on this matter. To summarize the quality 
response, I want to emphasize that we have already sold several million tests worldwide, 
including COVID-19 tests, and the quality of Molbio products is recognized globally. Our first 
long-term contract with the UN was signed for the supply of COVID-19 tests, and later we 
supplied tests for various diseases (including COVID-19, malaria, STIs, TB – a total of 18 
products) to UN missions in conflict zones. 
 
Question: Can you share the contacts of distributors in the region? 
 
Answer: At the moment, we have one distributor – in Belarus, and we signed a contract just 
yesterday. We will share the contacts. 
 
Question: What is the lifespan of your machine? How expensive is the maintenance, and how 
often is it required? 
 
Answer: Machines are electromechanical devices. Any mechanisms of this kind typically last 
7–8 years on average. The lifespan depends on usage conditions and operator competence. 
The price of comprehensive service is specified in the Global Fund brochure. We don't make 
money from services; we earn from machines and reagent supplies. If your machines are 
operational, we make a profit through reagent deliveries, and that's sufficient for us. If you 
allow me a bit of humor, on September 19, Cepheid announced that they would supply tests 
at cost. However, even at that price, we will still make a small profit. 
 
Company's request: We would appreciate contacts for dedicated distributors in your 
countries.у5 NGS6  
 

 
5 https://www.molbiodiagnostics.com/uploads/publication/26_publication_2620210619.135142.pdf  
6 https://www.who.int/publications/i/item/WHO-CDS-TB-2018.19  

https://www.molbiodiagnostics.com/uploads/publication/26_publication_2620210619.135142.pdf
https://www.who.int/publications/i/item/WHO-CDS-TB-2018.19
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Answer: Currently, we have one distributor - in Belarus, and we signed the contract just 
yesterday. We will share the contacts. 
 
Question: What is the lifespan of your machine? How expensive is the maintenance, and how 
often is it required? 
 
Answer: Machines are electromechanical devices. Typically, devices of this kind have an 
average lifespan of 7-8 years. The duration of service depends on usage conditions and the 
operators' competence. The cost of comprehensive service is outlined in the GF brochure. We 
do not profit from the service; our revenue comes from machine and reagent sales. If your 
machines are operational, we make a profit through reagent supplies, which is sufficient for 
us. On a lighter note, on September 19, Cepheid announced that they would supply tests at 
cost. However, even at that price, we will still make a small profit. 
 
Request from the company: We would appreciate contacts with dedicated distributors in your 
countries. 
 
Question: Can you lower the price for a specific category of clients, non-governmental 
organizations, to conduct diagnostics at the community level and gain access to people who 
are usually underserved? The more you reduce the price, the better you will appear. Indian 
company Tata is preparing to enter the market with its product and already claims that their 
price will be lower than Molbio's. 
 
Answer: For all non-governmental organizations, the GF price applies. We are already working 
with organizations in Vietnam and Myanmar. In Myanmar, for example, there is a mobile 
service where NGO staff on motorcycles travel to hard-to-reach areas and test various 
communities within 2-3 days. All residents of India take pride in Tata. However, in diagnostics, 
the company faced failure. In 1991-92, Tata was already in the diagnostics field through its 
subsidiary Merind Diagnostics. In 1995, this company disappeared. In 2020, during the Covid-
19 pandemic, many companies began to invest in diagnostics, including Tata. In conclusion, 
without going into details, I will simply say that in October 2023, Tata is closing its diagnostic 
division and is leaving the market again. 
 
Comment from the patient community representative: We invite you to meet with 
community representatives at the tuberculosis conference in Paris (UNION 2023). 
 
Answer: Molbio will participate in this conference, including organizing a workshop on AI 
solutions and testing technologies in point-of-care services (Truenat). We would be happy to 
meet.  
 
End of the meeting. 


