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Aims of the mission:  
 

1) To present the data of the BACDOT study 
2)  To assess the current situation in the TB laboratory in Sychiv Hospital 
3) To evaluate the current implementation of the Stop TB Strategy in Lviv 

 
Executive summary:  
 

1. The BACDOT study started in summer 2011, including patients from Lviv city 
with new smear-positive drug-sensitive pulmonary tuberculosis (S+PTB), is now 
completed (110 patients recruited and followed for one year).  

2. The analysis shows a 21% proportion of MDR-TB among new S+PTB. The cure 
rate in 69 non-resistant cases with complete data is 75% (69% in cases with 
DST). A majority of patients in the ambulatory phase did not receive direct 
treatment supervision. 

3. There was no shortage of first-line drugs, but interruption of the delivery of 
laboratory consumables this year. 

4. A new TB law (New guidelines for programmatic treatment in national TB 
program) was implemented in 2013 

5. The TB lab is under complete reorganization  
6. GF money has caused positive development in TB strategy mainly in pushing fast 

laboratory diagnostic with GenXPert, quality control with regional, national and 
supranational reference laboratory and reduction of TB hospitalisation time.  

 
 
Developments since the last visit (May 2012): 
 

1. A new TB law was implemented in 2013 
2. A GenXpert equipment has been installed in the lab but, due to shortage of 

consumables, is not working currently (no delivery of consumables in the last 3 
months) 

3. There was no shortage of first-line drugs since the last visit. Among second-line drugs, 
linezolid and clofazimin are not available. 

4. The inclusion of patients in the BACDOT study, started in June 2011, is now finished 
(110 patients included, 67 with complete DST and follow-up data). 

5. Contacts were taken with the new WHO representative for TB in Ukraine, Dr Andrej 
Slavuckij. 

 
 
Meeting with Dr S. Nakonetchny and Dr. L. Rak Sychiv Hospital 
 
The new TB law implemented in 2013 brings several important changes compared to the 
previous law: 

- Cases of TB are registered in a computerized register (e-TB Manager) by trained 
specialists in TB hospitals and at oblast level. The computerized registry will allow for 
an immediate calculation of the drug needs for the patients. 

- The new patients with risk factors for drug resistance have to have a rapid test for 
rifampicin resistance with GenXpert. Cases with sensitive strains are tested for all four 
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first-line drugs (with liquid or solid media), cases with resistance to rifampicin have to 
pass drug sensitivity testing (DST) for second-line drugs 

- The treatment schedule is according to the WHO recommendations (2 months of 
isoniazid, rifampicin, ethambutol and pyrazinamid followed by 4 months of isoniazid 
and rifampicin: 2HREZ / 4HR) 

- Patients with a positive GenXpert test with rifampicin resistance receive immediately 
a standardized treatment with second-line drugs, susceptible to be adapted according 
to the results of the DST. The standard treatment is Amikacin, Levofloxacin, 
Cycloserin, Prothionamid and PAS (pyrazinamid is optional, clofazimin is not 
available, high-dose isoniazid is not considered) 

- Only patients with positive smears have to be hospitalized. The hospitalization is 
terminated when the culture is negative. This will lead to a progressive reduction in 
the number of hospital beds for TB, closure of several TB hospitals, and creation of 
centers for palliative care for patients with untreatable TB forms. Phtisiatricians and 
TB nurses fear that they will lose their job and that their profession will be 
disconsidered. 

- Provisions for ambulatory treatment are under re-organization. Most of the patients 
should be treated at primary health care level including general practitioners. A formal 
DOT with community nurses is not provided 

 
The routine laboratory will be moved to a new location within the hospital, rooms available 
will be renovated and used for the TB lab. 
 
In 2013, there was no shortage in first- and second-line TB drugs, but shortage in laboratory 
consumables for GenXpert and Bactec. 
 
Meeting with the clinical team, Sychiv Hospital 
 
The results of the Bacdot study were presented and discussed with the team (see annex). The 
participants insisted that the follow-up of the patients during the ambulatory phase should be 
better organized but that stigmatization was an obstacle to the regular home visits of 
community nurses. 
 
The main conclusions are: 

1. The study was conducted as scheduled until the end 
2. The proportion of MDR-TB among new patients was high (21%) 
3. The proportion of patients without drug sensitivity testing (for any reason) was high 

(12%) 
4. The cure rate is moderately satisfactory (75% of cases with complete follow-up, 69% 

of cases with DST and no R resistance) 
5. The rate of failure is high for new drug-sensitive cases (6%) 
6. Home visits during the ambulatory phase was seldom performed 
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Visit to the TB lab 
 
The TB lab will soon be extended in surface and occupy the rooms left empty by the clinical 
lab, which will be moved to another section of the hospital. 
The fluorescence microscope is broken and is no more in use. Repair is currently not 
scheduled. Only Ziehl-Neelsen stain and classical microscopy is performed. 
Both Bactec 960 are working, there was a temporary shortage of consumables during this 
year. 
A new GenXpert (MTB-RIF) has been installed. More than 1800 tests were performed in 
2013 but there are no more consumables since summer (cartridges were ordered late and were 
not distributed on time) 
The indications for an examination with MTB-RIF are relapses, children, patients with risk 
factors for MDR-TB and patients with unfavourable evolution under treatment. Testing all 
new patients, including those without risk factors for drug resistance, is not requested by the 
new law but is sometimes performed. Strains with sensitivity to rifampicin are tested against 
all four first-line drugs, strains with resistance to rifampicin are tested against second-line 
drugs. 
 
Comment and recommendation:  
1. consider the equipment with a microscope equipped with a LED solid state lamp and re-
start using the auramine staining and the fluorescence examination, as recommended by 
WHO and instructed in the TB Lab Initiative, in order to increase the sensitivity and save time 
for the microscopic examination. 
2. Consider the performance of a GenXpert examination in all patients with TB suspicion, if 
the number of consumables allow it (in accordance with WHO recommendations!). Order the 
consumables in time and follow the delivery (if necessary, with the intervention of local health 
authorities) 
 
 
Meeting with the specialist for data entry in the computerized system (e-TB 
Manager) (Dr Jarina Melnik) 
 
The new eTB Manager system for the registration of all TB cases in Ukraine has been 
implemented. Currently, one trained specialist in each oblast enters the data, based on 
documents transmitted by the clinicians. In a later phase, it is planed that treating physicians 
will also enter the data directly. The data are entered according to the categories mentioned in 
the last version of the TB law (2012) and correspond broadly to the WHO requirements. In 
addition, information about the radiological extension are added and the name of the 
categories (1 to 4 with subcategories) are still the traditional categories used in Ukraine. 
 
The eTB Manager programme will allow a permanent evaluation of epidemiological aspects 
of TB in Ukraine, provided the cases are correctly notified. The specialist met in Sychiv has 
been trained and masters the programme with ease. 
 
 
Meeting with Prof N. Stupnitsky, director of the Health protection agency, 
Lviv oblast  
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The director insisted that the report contains recommendations for an improvement of the 
situation in Lviv oblast based on the findings of the study. The following recommendations 
were made on site and will be transmitted to all concerned partners: 

Recommendations to the local health authorities and to the medical staff for 
improving the management of TB in Lviv oblast: 

Aims: 

Ø No undetected MDR-TB 
Ø No failures / no secondary MDR-TB 
Ø No default 

 
• Ensure regular supply of consumables to the laboratories in order to allow for a rapid 

detection of drug resistance and timely initiation of an appropriate treatment 
• Ensure regular delivery of first-line and second-line TB drugs 
• Perform a control of the drug sensitivity testing at least in all patients with 

unfavourable course (persistence of smear and culture positivity at 2 months) to detect 
secondary drug resistance. If the availability of consumables allow it, consider the 
performance of a GenXpert examination in all TB suspect cases, according to the 
newest WHO recommendations. 

• Organize the management of the patients during the ambulatory phase of treatment, 
taking into account the risk of default, the possible stigmatization associated with TB 
and the options for a regular drug intake (incentives and enablers) 

• Release non-infectious patients from the hospital as soon as the ambulatory phase of 
treatment is secured 
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Agenda:  STOP TB LVIV MEETING 3 – 7 Nov 2013 
 

Participants:      U. Bischler, J-P. Zellweger,   
 
3 Nov  Arrival of U. Bischler 
4 Nov  Arrival of J-P. Zellweger. Meeting with S. Nakonetchny 
5 Nov  Meting with the clinical team at Sychiv Hospital. Meeting with Prof N. Stupnitsky 

the director of the Health Protection 
6 Nov   Visit of the renovated laboratory.  Return of J-P. Zellweger  
7 Nov  Return of U. Bischler 
 
 
 
Thanks to Alexander Denysenko for the excellent translation of the meetings. 
 
 
Mailing list: 
 
 
Dr Urs Bischler, Bär und Leu, e-mail upbischler@sunrise.ch 
 
Dr. Luybomyr Rak, Chief Physician , Lviv Regional Phtisio-Pulmonological Center, 79000 
Sykhiv - MSP Zelenka Str. 477  e-mail : lrfpkldc@gmail.com 
 
Dr Sinowij Nakonetchny, Deputy Director, Sychiv Hospital, Study Coordinator BACDOT, 
e-mail nakonechna_m@yahoo.com 
 
Dr Martha Mykychak, assistant to the study coordinator, e-mail  
nakonechna_m@yahoo.com  
  
Prof N. Stupnisky, Directorate of Health Protection of Lviv Oblast, Konopnizki Str. 3 79008 
Lviv e-mail : dephealth.lvivoda@gmail.com   
 
PD Dr Thomas Bodmer, labormedizinisches zentrum Dr. Risch 3097 Liebefeld-Bern, e-mail 
thomas.bodmer@besonet.ch  
 
Dr Masoud Dara, WHO Regional Office for Europe, Copenhagen, e-mail 
MDD@euro.who.int  
 
Dr Pierpaolo de Colombani, WHO Regional Office for Europe, e-mail pco@euro.who.int  
 
Dr Andrej Slavuckij, WHO country office in Ukraine,  e-mail: sla@euro.who.int  
 
Olena Kheylo, Technical officer TB/HIV, WHO Country office in Ukraine, 30 Borychiv Tik 
St.,04070, Kyiv, Ukraine, e-mail: okh@who.org.ua 
 
J-M. Egger, Swiss Lung Association, e-mail j.m.egger@lung.ch 
 
Alexander Denysenko, e-mail tuag@is.lviv.ua or tuagtuag@gmail.com  
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Annex : The BACDOT study 
 
 
 

 
 
 

 
 
 
 

 
 



Stop TB Lviv nov 2013 
 

 8

 

 
 

 



Stop TB Lviv nov 2013 
 

 9

Fig 1 : BACDOT study summary 

 
 


