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Background and Epidemiological information:

After the Russian Federation, Ukraine has the highest burden of tuberculosis (TB) in the European Region of the World Health Organization (WHO). WHO estimates that the incidence, prevalence and mortality rates of TB in 2009 were 102 (83−122), 135 (50−234) and 27 (18−40) cases, respectively, per 100 000 population. Sixteen percent (14−18%) of newly-detected TB cases and 44% (40−49%) of previously-treated cases were multidrug-resistant TB (MDR-TB), making a number of 8700 (6800−11 000) new MDR-TB patients in need of treatment each year.

Although the limited testing capacity of the TB laboratory network could not provide evidence, he members of the review teams are convinced that an epidemic of untreatable extensively drug resistant TB (XDR-TB) is also present and rapidly increasing. Together with the spreading epidemic of HIV, which risks becoming generalized through heterosexual contact, the proportion of TB patients with HIV infection is also increasing rapidly (11% in 2009). There is already evidence of the deadly coexistence of MDR-TB and HIV infection among vulnerable groups in the population.

Drug-resistant tuberculosis, especially MDR-TB and XDR-TB, poses new challenges for doctors who must learn about new drugs, new regimens and new protocols for case management, as well as about adverse effects and interactions, including with antiretroviral drugs. Drug-resistant TB requires longer hospitalization, meaning a different use of hospital beds, as well as much longer ambulatory treatment involving the primary health care facilities. The health care reform planned by the Ministry of Health must incorporate TB care in order to allow (drug-resistant) patients to adhere to lengthy treatment. Drug-resistant TB also challenges drug management: the selection, quantification, procurement, distribution and storage within a certain temperature and humidity range of second-line drugs with short shelf-lives require trained staff and adequate infrastructure.

In addition, the rising trend in TB/HIV co-infection calls for close cooperation and coordination between the TB and HIV services. Standard operating procedures must be developed to offer patients one-stop services, where the patient is at the centre of the organizational infrastructure. This means integrating HIV interventions into training curricula for TB and vice versa, as well as integrated facility-based and outreach services. This can only be done by rigorous prevention of transmission of either causative agent. Infection control interventions for TB are, therefore, an important part of these integrated services. Shorter hospitalization can contribute significantly to a decrease in nosocomial transmission. Infection control risk assessment is the key to deciding on the interventions needed. 
The Ukrainian researchers found that 21% of the TB patients were HIV-positive, and that the rate of MDR TB was significantly higher in HIV-positive patients, who had a 50% higher risk of being diagnosed with MDR-TB as their first TB infection.

Amongst prisoners the rate of MDR-TB was even higher: 21% in newly diagnosed TB patients and 52% in those previously treated for TB. Among HIV-positive patients in prison, who comprised 17% of the 203 incarcerated TB cases), 58% had MDR-TB (a risk ratio of 1.6 compared to HIV-negative TB patients).The overlap of the two epidemics could undermine the efforts of HIV control programmes to expand access to ART to increase survival and improve life conditions of PLWH and, at the same time, weaken the attempts of TB control programmes to provide successful treatment to those with MDR-TB. TB and HIV control programmes should work together to face this emergency. Lack of action and funding to immediately address this joint epidemic could have serious consequences for disease transmission, augment TB- and HIV-related mortality,30 and signifi cantly increase the costs of TB and HIV control in the country.
The high rates of MDR-TB and the association with HIV infection found by this study have enormous implications for TB and HIV control programmes, not only in Ukraine but also in neighbouring countries with similar TB and HIV epidemiology. Urgent interventions to diagnose and treat MDR-TB and prevent further expansion of the MDR-TB and HIV epidemics need to be instituted.

Access to essential TB medicine:

Only recently, GMP compliance and attestation of bioequivalence have been introduced as a precondition for drug registration in Ukraine, but some drugs on the market were registered prior to this regulatory change. With the exception of narcotics, all drugs are freely available in pharmacies. Essential drugs are usually financed by state budget, but stock outs are frequent. It is because of incorrect calculation of regional needs, and the lack of an electronic data base for drug management in all levels. 

There is very few TB second line drugs registered in the country. Current national protocol for second line drug regimen has 7 products out of which only 3 are registered and others are either not interested in registering the products in the country or stop producing the products. 
Impact on TB: This applies in particular to the availability of some 2nd line TB drugs due to limited financing. Drug stockouts, out-of pocket payments, and/or use of some drugs of uncertain quality may result in decreased treatment efficacy, adherence and completion, particularly among the poorest segments of the population.

National TB Program:

The National TB Program was developed based on the DOTS strategy and approved as a Law of Ukraine “On Approval of the National Program against TB for 2007-2011” (further ‘Program’) on February 8, 2007
 (Law of Ukraine on Approval of the National All-State Program on TB Counteraction for 2007 – 2011# 648-V of February 8, 2007). In the framework of the Program implementation, the Committee on HIV-infection/AIDS and Other Socially Hazardous Diseases (further ‘Committee’) (governmental body of state direction) and All-Ukrainian Center on TB Control under MOH of Ukraine were established.

This Program aims at the improvement of the epidemiological situation through decreasing TB mortality and morbidity rates among the population, the prevention of MDR-TB, improving treatment effectiveness, institutionalizing the system of training and retraining of health care workers, and improving laboratory diagnostics of TB.

The development of the National TB Plan is based on the findings from piloting the DOTS approach in the Donetsk region, starting in 2001-2005 in a program funded by USAID and implemented by WHO. With USAID support and in collaboration with national and local health authorities, the WHO Project on rolling out DOTS elements in five additional oblasts in Ukraine was launched in 4th quarter of 2005. The Project was planned as a part of DOTS implementation activities of different counterparts and to be synchronised with the official promotion of the adapted DOTS strategy by MOH of Ukraine. DOTS was scaled up in the following regions: Dnipropetrovska, Zaporizhska, Kharkivska, Khersonska Oblasts and Autonomous Republic of Crimea (AR Crimea) with population 2,4 millions, 1,8 millions, 2,5 millions, 1,2 millions and 1,7 millions accordingly. The choice of regions was based mostly on TB epidemic indicators, TB burden and level of primary health system development. 

The National Program contains 15 Objectives supported by several indicators for each objective with anticipated results by 2011 of a new sputum-smear case detection rate of 60%, treatment coverage of 95% and treatment success rate of 85%. The National TB Program financing for 2007-2011 is determined to be $ 240,000,000 which is not sufficient to cover all the TB response needs.

Civil society response in HIV/TV epidemics: 
Civil society is thriving in the HIV sphere where strong group of people living with HIV are battling the disease in the forefront but civil society engagement in TB is quite the opposite. There is very low level of civil society engagement to TB comparing to HIV/AIDS where civil society is leading national response. There is handful of organization such as PATH (INGO), Foundation for development of Ukraine (FDU, Principle recipient for GF R9 TB program in Ukraine), HIV/AIDS service coalition, Network of people living with HIV (PLHA), International HIV/AIDS Alliance in Ukraine etc. However, increasing HIV/TB co-infection is demanding HIV service organization to engage in TB control as well since both diseases share the same risk groups (IDU, FSW, MSM etc).   
Civil society working in the HIV/AIDS area has been harassed by the law enforcement agencies throughout the country. During the last weeks CSO’s in 7 Ukrainian regions  were inspected by the prosecutors within the new wave of crackdown on HIV-service providers initiated by President of Ukraine Secretariat based on another anonymous complaint from a non-existing person with false accusations (such as “homosexual lobby” and so on). Considering permanent inquiries, visits and inspections of territorial departments of various law enforcement agencies, the work of partner organizations has been almost paralyzed.
The level of criminalization of drug users (key driver of HIV epidemic in Ukraine) increased 20 fold damaging syringe exchange and other harm reduction programs, hence increasing the risk of general population getting infected.
Bottlenecks:

Program management: frequent changes of management in the Ministry of Health. 
Recording and reporting: technical assistance needed for training in MDR-TB data management. Laboratory capacity and quality assurance: low laboratory capacity; quality assurance is partially implemented. 

Qualified M/XMDR-TB treatment (human resources, facilities): patient-oriented approach is not implemented. 

Access to quality-assured second-line drugs: there is legislation on drug registration. 

TB infection control: poor infection control.

Financing: Lack of financing.

Financing (US$ millions)                                            2010                            2011
Total NTP budget                                                         203                                211

MDR-TB financing component:

Second-line drugs budget                                               29                                   35

Total MDR-TB budget                                                   79                                   85

Available funding                                                           18

Funding gap                                                                    62                                   85

% of budget funded                                                       22 

% available funding from domestic sources                 100

Generalized estimates of HIV/AIDS situation in Ukraine as of the end of 2008 and forecasted indicators for the period up to 2015*
	
	2010
	2013
	2015

	General number of PLWH (adults, 15+ y.o.) 
	360 000
	376 000
	377 000

	HIV-infection prevalence (adults 15-49 y.o., %%) 
	1,33 
	1,41 
	1,43 

	Estimated number of new HIV-infection cases 
	32 000
	27 000
	23 000

	Estimated number of AIDS-related deaths
	21 000
	22 000
	22 000


Conclusion:

1. The high rates of MDR-TB and the association with HIV infection have enormous implications for TB and HIV control programs in Ukraine. 

2. Urgent interventions to diagnose and treat MDR-TB and prevent further expansion of the MDR-TB and HIV epidemics need to be instituted.

3. Laboratory networks must be expanded to provide access to high quality TB diagnostic services.

4. Increase awareness on TB information in the general population, the health sector and among vulnerable groups in order to reduce stigma and discrimination among professionals and the general population.

Alliance Ukraine: 

Alliance Ukraine is private, non-profit charitable organization with 10-year experience in HIV/AIDS programs implementation. AU has developed its technical, management and financial infrastructure aimed at effective implementation of complex national level HIV/AIDS and other public health programs. Alliance Ukraine strategy is based on clearly defined organizational mission, vision and values. 

The Alliance Ukraine team consists of highly qualified and committed experts who have significant experience in the field of target HIV/AIDS prevention including HIV/TB co-infection, care and support, treatment, procurement and supply management, monitoring and evaluation, general management, implementation of procedures, risk management, communications, and management of human resources, financial and administrative activities. 

Supported by the GFATM, Alliance Ukraine has implemented the program “Overcoming HIV/AIDS epidemic in Ukraine” within GF Round 1 (March 2004 – March 2009). Throughout this time the program became the most powerful all-national initiative in the field of combating HIV/AIDS with a total budget of nearly 100 million US dollars. Alliance Ukraine currently performs the role of co-implementer of GF Round 6 Program “Support for HIV and AIDS Prevention, Treatment and Care for Most Vulnerable Populations in Ukraine”. Recently, AU was also selected as one of the main sub recipients for the GF R9 TB program in Ukraine. The area, in which the Alliance-Ukraine is engaged in R9, are HIV/TB service delivery area; procurement of medical goods within the framework of the GF project. Furthermore, the Alliance-Ukraine is identified as an organization which will help develop the PR’s capacity in M&E and procurement related to the GF project.

� Review of the National Tuberculosis Program in Ukraine,  conducted by WHO mission, October 2010


� Law of Ukraine Annex 23





