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EXECUTIVE SUMMARY

Project Overview

The five-year USAID Strengthening Tuberculosis (TB) Control in Ukraine (STbCU) project,
implemented by Chemonics International in partnership with Project HOPE and the New
Jersey Medical School Global Tuberculosis Institute (GBTI), seeks to improve the health
status of Ukrainians by reducing the burden of TB through specific quality assurance and
system strengthening measures for routine TB services, multidrug-resistant TB (MDR-TB),
and TB/human immunodeficiency virus (HIV) co-infection. This report summarizes key
accomplishments and progress by objectivefor Year 1 (April 2, 2012-September 30, 2013).

Accomplishments Summary

Objective 1: Improve the quality and expand availability of the World Health Organization
(WHO)-recommended directly observed treatment, short-course (DOTS)-based TB services.

e InYear 1, new curriculaon TB and MDR-TB case management, laboratory diagnostics,
and infection control (IC) based on WHO-recommended best practices were introduced
by the project and approved for use at Ukrainian medical universities. In addition, 790
health care providers successfully completed project-organized training and started
applying best practicesin TB detection, treatment, and prevention at their workplaces.

e Nationa-levd external quality assurance (EQA) guidelines were drafted to address
deficiencies in the quality of laboratory practices. These guidelines now are undergoing
legidlative review. The health administrationsin all USAID-supported regions issued
local orders requiring that TB microscopy quality assurance be performed annually. Of
these laboratories, 78.6 percent underwent EQA with over 95 percent correct microscopy
results.

Objective 2: Create a safer medical environment at the national level and in USAID-
supported aress.

o Two regulatory documents on TB infection control (1C) were developed: one for TB
treatment facilities and one for laboratories that perform TB diagnostics. In addition, two
specific legal sections were proposed during the revision of the Ukrainian Law on
Ensuring Sanitary and Epidemic Safety of the Population that specify IC and medical
waste management procedures. Due to these and other reforms promoted by USAID, the
State Sanitary and Epidemiologica Service (SES) now implements evidence-based TB IC
measures rather than focusing on punitive actions, asit previously did. The SES also
established a new national group of TB |C experts to provide regional health facilities
with recommendations and mentorship.

e |C plansin 18 health care facilitiesin USAID-assisted regions became operational. These
plansincluded such measures as assessing transmission risk within facilities,
distinguishing high-risk zones, separating patients in accordance with resistance profiles
and contagiousness, establishing outdoor sputum collection points, and using personal
protective equipment (PPE) and ultraviolet (UV) radiators.

Objective 3: Build capacity to implement programmatic management of drug-resistant TB

(PMDT) for (MDR) and extensively drug-resistant (XDR) TB at the national level and in
USAID-supported aress.
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New MDR-TB recording and reporting (R& R) forms were adopted by Ukraine’s Ministry
of Health to improve decision-making, aimed at the application of complete
examinations, improving diagnostics and timeliness of treatment, selecting better
treatment regimens, and improving drug management. The project implemented
Ukraine’s first pilot drug-resistance survey (DRS) in Kharkiv and Kherson in partnership
with the WHO. A reliable DRSis essential to determine and justify the variety and
volume of second-line drugs (pharmaceuticals used for the treatment of TB in cases of
drug resistance) needed to control MDR-TB. These decisions should be made according
to the drug resistance profile of Ukrainian MDR-TB patients. The DRS procedure now
includes EQA of culture tests and drug susceptibility testing (DST) both within and
beyond the 10 USAID-supported regions.

With project support, the TB Center of Excellence (CoE) in Dnipropetrovsk is becoming
a key implementer of the cascade training approach. To date, the CoE has facilitated 19
training events. Additionally, during nine supervisory/mentoring visits, mentoring teams
have provided more than 100 TB specialists from the Dnipropetrovsk oblast with on-the-
job training and consultation on issues related to TB case detection in primary health care
(PHC) facilities, laboratory diagnostics, DOTS, TB/HIV management, and TB IC. The
CoE’s clinical arm aso worked to improve patient case management according to WHO
recommendations on PMDT. National TB IC experts have recognized the CoE as a model
to be followed by other TB facilities.

Objective 4: Improve access to TB/HIV co-infection services at the national level and in
USAID-supported areas.

2

The project introduced a TB screening questionnaire in AIDS Centers. All people living
with HIV (PLWH) now undergo TB screening procedures to identify TB symptomsin a
timely manner.

With project support, the MoH added anew TB section to its R&RR forms on provider-
initiated HIV testing and counseling (PITC) to capture information on TB prevaence
among individuals who undergo HIV testing. This has improved the timeliness of dua
infection detection and treatment, helping to increase patient survival.
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. ACCOMPLISHMENTS BY OBJECTIVE

Objective 1: Improve the quality and expand availability of the WHO-recommended
DOTS-based TB services.

Activity 1.1: Build institutional capacity to improve the quality of DOTS-based
programs.

Per Task 1.1.1, to strengthen the formal medical education system to include internationally
recognized, modern approachesto TB control, the project incorporated international
standards of TB care into the pre- and postgraduate medical education curricula throughout
the reporting period. The team collaborated with faculty members from leading medical
universities and the National TB Institute to develop a common vision for the revised
curricula, as summarized below.

Prominent TB experts from Ukrainian medical universities were invited to develop training
materials for PHC and laboratory training. Their role was to ensure the utility of the materials
in their own day-to-day educational activities. All new training materials were reviewed and
endorsed by the academic board of the National TB Institute and approved by the scientific
experts council of the State Service on HIV/AIDS and Other Socialy Dangerous Diseases.
These materials were then pilot-tested by postgraduate medical students specializing in
family medicine at the National Academy of Postgraduate Education and the Dnipropetrovsk
Medical Academy. The materials were modified based on feedback received from professors
and trainees during the pilot period. To institutionalize TB-related topics and integrate these
materials into PHC specialists’ education, professors of family medicine were invited to
conduct training.

Modern TB IC practices were also incorporated into curriculum materials. Until 2013,
courses in epidemiology promoted an obsolete understanding of TB transmission and
prevention. To tackle thisinformation gap, the team helped develop an elective course on TB
IC. The course was endorsed by the MoH and was offered at the National Medical University
and the Kharkiv Medical Academy of Postgraduate Education. It will now be incorporated
into the continuing medical education curriculafor medical students and TB specidlists.

Revisions of training materias related to MDR-TB case management were a so endorsed by
the academic board of the National TB Institute. The project team is preparing to pilot-test
these new materials at the Kharkiv Medical Academy of Postgraduate Education.

In total, the project devel oped three original sets of training materias:

TB case management in PHC facilities.
MDR-TB case management.

o Useof the GeneXpert technology in TB case detection (especialy designed for an
international training, which took place from July 29, 2013 to August 2, 2013 in
Dushanbe, Tgjikistan — see Task 1.1.4).

o Updated materials on TB microscopy for laboratory specialists and materialson TB IC
for epidemiologists. These materials are available on the project website and will be
linked to the TB Training and Information Resource Center (TIRC) website, when
operational.
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In December 2012, the MoH endorsed a new national protocol on TB case management that
marked a significant shift toward standardized approaches. However, the protocol also
contains discrepancies with WHO-recommended standards regarding TB care and infection
control. Most importantly, the Ukrainian protocol makes DOTS optional. While the project
team incorporated portions of the protocol into its updated training materials, the team also
emphasi zed the discrepancies at various meetings with partners and in aletter to the State
Service on HIV/AIDS and Other Socially Dangerous Diseases. On August 16, 2013, the
MoH issued an additional update to this protocol which removed some of these discrepancies.
The team recommended submission of the new TB protocol to the WHO for evaluation. The
WHO’s final feedback and recommendations were received in September 2013, and they
emphasi zed the same gaps as the project.

After the new protocol was released, the project hosted a series of workshops for 268 loca
counterparts from the USAID-supported regions of Kyiv, Dnipropetrovsk oblast,
Zaporizhzhia oblast, and the Autonomous Republic (AR) of Crimea. Participants discussed
the new national protocol with its authors, Dr. Svitlana Cherenko and Dr. Natalia Lytvinenko,
who answered questions and provide additional clarification. To continue the dialogue and
promote protocol reform, the project created a “Protocol Q&A” page where national experts
could respond to professional inquiries about the protocol and provide information on
international best practices (see Task 1.1.6).

Increased knowl edge through training and workshops. The project held a number of thematic
workshops throughout the 10 USAID-supported regions to inform medical practitioners and
institutionalize effective TB control measures such as DOT-based services, laboratory EQA,
TB I1C measures, the practical approach to lung heath (PAL), MDR-TB case management,
and TB/HIV case management (see Tasks 1.1.4, 1.2.1,2.1.1,3.1.2, 4.1.1)

Per Task 1.1.2, to establish a TB Training and Information Resource Center (TIRC), the
project, in cooperation with a U.S., woman-owned small business, The Panagora Group,
developed a strategy for implementation. The project conducted a series of in-depth
interviews with TB specialists to gain insight into the needs and expectations of TIRC users.
Additionally, the project partnered with the Bibliomist Program to conduct a sociological
survey among 600 library visitors in the capital cities of six of the USAID-assisted regionsto
clarify the personal and public health interests and needs of the public. Asaresult, the TIRC
will include awebsite providing TB information and links to resources, a quarterly e-
newsletter, e-alerts, and accessto a network of practitioners offering expert-moderated
forums and clinical case discussions. To prepare for the online TIRC, the team has begun
uploading materials to the STbCU website. Training materials, TB-relevant publications, and
aQ&A section have aready been uploaded (see Tasks 1.1.1, 1.1.3, and 1.2.4).

Per Task 1.1.3, to provide training, refresher training, supervision, and mentoring for health
care providers, the project implemented a robust training plan in which 790 participants took
part (see Exhibit 1). Each USAID-supported region received tailored coverage based on the
needs assessment conducted by the project (see Annex B). For instance, in Luhansk oblast,
which was the last to be included into the previous USAID-supported TB control project, TB
IC was identified as aweak link in the spectrum of TB control efforts. Therefore, in this
oblast, more attention was paid to the education of epidemiologists. In Dnipropetrovsk oblast,
where improper case detection mechanisms were discovered, the project targeted PHC
doctors and laboratory specialists.
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Exhibit 1. Number of Trained Specialists by Specialty and Work Venue
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PHC doctors 32| 111 1] 45| 28| 29| 44| 43| 61| 34| 428

TB specialists

(doctorsandnurses) | 34| 6| 3| 6| 5| 7| 3| 61| 6| 5136
Laboratory specialists 8| 35 1] 10 9 1 2| 31| 12| 14123
HIV specialists - - - - - 1 - - - 4 5
Epidemiologists 71 2| 7| 6] 34| 9| 2] 10| 4| 15| 9
Engineers - - 1 - 1 - - - - - 2
Total 81154 | 13| 67| 77| 47| 51|145| 83| 72790

To ensure that trainees are successfully applying the knowledge and skills gained through
project-led training in their daily work and practice, the team incorporated cascade training
and mentoring into follow-up activities. Routine mentoring and supervisory visits were
introduced in the third quarter. Since then, these visits have expanded into alarge-scale
mentoring campaign (see Task 1.1.5).

Asthe national protocol on TB case management is currently being updated, the originally
planned training of trainers (TOT) for professors of family medicine was postponed until
Y ear 2 so asto provide participants with the most the up-to-date information (see Task 1.1.1).

To encourage physician participation in training, the State Service on HIV/AIDS and Other
Socially Dangerous Diseases agreed to sign and endorse certificates of participation issued by
the project.

Per Task 1.1.4, to increase the efficiency of Ukraine’s TB laboratory network, in Year 1 the
project concentrated on ensuring implementation of an effective EQA system for smear
microscopy. The Qualitative Baseline Assessment of Local TB Control Measures (Annex B)
revealed that elements of the WHO-recommended EQA system were already in placein
many oblasts. Three EQA mechanisms are employed in these regions. onsite evaluation,
panel testing (testing alab technician’s proficiency by allowing the technician to stain, read,
and evaluate smears of known status), and blind rechecking.

Despite these encouraging findings in certain regions, significant gaps were revealed in the
EQA systemsin other oblasts. In Zaporizhzhia oblast, Luhansk oblast, and AR Crimea, EQA
implementation was sporadic, and panel testing has been replaced by irregular and selective
rechecking of positive smears by the staff of Level 2 and Level 3 laboratories. Further
collaboration with laboratory specialists then led to the discovery of additional shortcomings.
For example, dthough local regulations on EQA exist in almost all USAID-supported
regions, the means by which these regulations stipul ate that EQA should be conducted were
neither standardized nor did they adequately conform to WHO-recommendations. In some
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cases, only stained slides were used in pandl testing, and the panels used for such testing
often contained amaximum of 5 dlidesinstead of the WHO-recommended quantity of 10.
Perhaps the most troublesome finding is that the EQA process has not been conducted
regularly for a number of years. Many health care professionals attributed this |apse to the
absence of national regulations. When the team attempted to assess recent progressin the
quality of laboratory smear tests, it discovered that EQA results are neither properly
registered nor properly analyzed, and no performance feedback is given to any oblast
|aboratories, with the exception of Kharkiv oblast.

For these reasons, the project focused on providing technical assistance in developing
national EQA regul ations. The working group assigned to develop this national order
stipulated WHO-recommended standards for EQA procedures, including annual testing,
specifying the number of slidesin a panel, employment of all techniques by EQA, and
repeated EQA in case of poor lab performance. In producing the final version of this order,
proj ect representatives were able to ensure that the language used in the text matched that
used by WHO. The technical revisions have been completed, and the revised protocol is
awaiting endorsement by the Ministry of Justice.

. . . . On the Right Path in Luhansk
Meanwhile, the project team is helping to ' thi

; ; e Previously, Luhansk oblast had no EQA
develop regional regulations and providing system in place. After project trainings

techni Ca_‘ assistance to all Level 3 laboratories and technical assistance, the local
concerning EQA of |aboratory-based administration approved new regulations
diagnostics. The focusis on those oblastswhere | in August 2013 and implemented a
EQA performance gaps were discovered: system of shared responsibilities among
Zaporizhzhia oblast, Kherson oblast, Luhansk Level 2 and Level 3 laboratories to

maximize staff resources.

oblast, and AR Crimea.

The most significant progress toward improving EQA practices has been madein
Zaporizhzhiawhere 100 percent EQA coverage was achieved. The remaining three oblasts
struggle with regulations, clear delineation of roles and responsihilities, and adherence to
standards. In AR Crimea, the project initiated an overhaul of the local regulation governing
EQA procedures. As aresult, local authorities delineated roles and responsibilities for EQA
and determined the number of laboratories eligible to perform smear sputum test. As aresult,
9 out of 16 Level 1 laboratories have achieved 95 percent correct results. In Kherson oblast,
the team helped correct violations of standards relating to panel testing by inviting the head
of the national reference laboratory to the region twice. During mentoring visitsto Leve 3
laboratories, it became apparent that laboratory specialists were unable to maintain and store
WHO-recommended R& R forms. The team came to an agreement with the Bibliomist
Program to conduct joint training for laboratory specialists on basic computer skills during
Year 2 (see Task 1.1.2). In the meantime, the project recommended keeping copies of EQA
protocolsin laboratories that undergo EQA and laboratories that perform EQA procedures.

Mentoring visitsto Level 1 laboratories revea ed the need for training on EQA methods. This
need was particularly acute in Luhansk oblast, Kharkiv oblast, and Dnipropetrovsk oblast.
Theteam invited 16 laboratory specialists from these oblasts to the Dnipropetrovsk CoE to
receive up-to-date training on EQA.

Issues related to laboratory diagnostics and the results of mentoring visits were discussed at

14 roundtable meetings attended by 447 |aboratory specidists. The TB culture and DST
training originally scheduled for September 2013 were postponed until Y ear 2, as the heads
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of Level 3 laboratories had just received thorough training on these issues from a Global
Fund-supported program. Postponement will enable the SThCU project to incorporate
findings from the ongoing countrywide DRS (see Task 3.1.5) and relevant information about
the role of GeneXpert® into project training.

The EQA efficiency analysis performed by the project in 2012 confirmed that |aboratory-
based quality assurance mechanisms are satisfactory in nine USAID-supported regions, with
an average of 87.4 percent of laboratories in these regions performing microscopy with over
95 percent correct results. In Donetsk oblast, Dnipropetrovsk oblast, Kharkiv oblast, Kherson
oblast, and the cities of Kyiv and Sevastopol, the results ranged from 96 percent to 100
percent. In Luhansk oblast, routine EQA is still not in place, causing the overall indicator
throughout all 10 regions Y ear 1 to be lower, at 78.6 percent (see Annex A).

Regional regulations on EQA have now been developed in all USAID-supported regions. In
regions where regul ations existed before the project began, the regul ations were updated to
bring them into compliance with WHO recommendations and the new draft national
regulations.

Thanksto project efforts, the first reliable statistics on TB detection via smear microscopy at
the PHC level

inthe first half Exhibit 2. Smear Sputum Detection Rates, 7013
2013 were
produced — a 7
key National 6%
Tuberculosis 3%
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indicator. All 2%
et o II Il II ® 2012
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|aboratories. d‘};
Collectively,

these results show varied levels of improvement across regions (Exhibit 2).

It is worth mentioning that even in regions that consistently report poor and even have
declining rates of TB detection by smear microscopy (such as Luhansk and Odesa oblasts),
some Level 1 laboratories showed rather promising results. For example, in Stanychno-
Luhansk, Kremennaya, and Severodonetsk (townsin Luhansk oblast) a significant number of
tests has been performed and TB detection rates of 6.7 percent, 5.3 percent and 4.5 percent
were reported by these labs, respectively. In Odesa oblast, |aboratories located in the towns of
Ovidiopol, Rozdilne, and Balta reported detection rates of 7.5 percent, 6.3 percent and 5.7
percent, respectively. Thus, the project target indicator of 4.5 percent has been met in these
|aboratories. Unfortunately, TB detection rates by sputum smear microscopy at other
|aboratories in these oblasts are sharply lower than the rates achieved by these select
facilities.
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Theteam will take this data into consideration when planning mentoring activities in both
oblasts. Luhansk and Odesa oblasts have been chosen as priority targets for technical support
and mentoring activities aimed at improving laboratory servicesin Year 2. Kharkiv oblast
also hasalow overall TB detection rate; however, in contrast to the situation in Luhansk and
Odesa oblasts, the low rate in Kharkiv is most likely the result of systematic problems with
patient selection and the quality of collected sputum samples rather than problems with
laboratory performance. Data collected from Kharkiv oblast in 2012 showed that whereas the
rate of quality microscopy practicesin Level 1 laboratoriesis about 98 percent,
approximately 26.5 percent of sputum samples used for case detection in those laboratories
were collected incorrectly (that is, saliva was collected instead of sputum). The STbCU
project will address this unacceptably low quality level in mentoring visitsto PHC facilities
in this oblast.

| mplementing the GeneXpert®
Technique. The project has also
helped to introduce anew TB
diagnostic technology, the Xpert®
MTB/RIF test. Nine Level 3
|aboratoriesin USAID-supported
regions have been working with
Globa Fund (GF)-purchased
GeneXpert equipment since
December 2012. The project provided
technical assistance on the day-to day

use of the equipment in these I .
The head of Tajikistan’s national reference TB

Iocatlons.' S‘?‘” fr_om these . laboratory demonstrates TB diagnostics using a
laboratories identified several issues  genexpert machine. — Photo: Maryna Karnaukhova

with the use of the GeneX pert

machines, especially concerning the

interpretation of results and discrepanciesin the identification (or not) of drug resistance via
GeneX pert methods and standard bacterial cultures. The team analyzed this feedback and
used it as afoundation for developing a special training program on the GeneX pert
technology. The training took place from July 29, 2013 to August 2, 2013 in Dushanbe,
Tajikistan. Thislocation was chosen because international partners recognized successful
integration of Xpert® MTB/RIF testing into Tajikistan NTP. The training was designed to
address problems identified by Ukrainian lab specidists and clinicians when administering,
performing, and interpreting the results of the Xpert® MTB/RIF test. Six leading |aboratory
specialists, including the head of the National Reference Laboratory (NRL), participated.
Following this training, these specialists were able to implement the technique in their
workplaces, assist cliniciansin interpretation of the test, and share their expertise with others.

During analysis of the implementation of the newly endorsed protocol on TB case
management (see Task 1.1.1), the team identified the need to develop nationa regulations on
the use of the Xpert® MTB/RIF test and offered to provide the State Service on HIV/AIDS
and Other Socialy Dangerous Diseases with technical assistance on this matter. The project
isnow in the process of procuring two GeneX pert machines, and per the current agreement
between the State Service on TB/HIV and Other Socially Dangerous Diseases and USAID,
the GeneXpert equipment will be installed in the TB dispensary in Kryviy Rih
(Dnipropetrovsk oblast) and in the Kyiv city AIDS center. In Y ear 2, the project will
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facilitate onsite mentoring to support implementation of Xpert MTB/RIF standard operating
procedures (SOPs), as well as comparative analysis of the technology’s usein TB and HIV
facilities.

Enhancing M&E. Per Task 1.1.5, to strengthen TB-related monitoring and evaluation (M & E)
systems and TB surveillance systems, in Y ear 1 the project focused on strengthening M& E
systems at both the national and regional levels. With strong stakeholder support, a subgroup
was created within the main M& E working group to harmonize R& R systems across
Ukraine. During this process, avariety of gaps that hampered a comprehensive analysis of
current NTP data were discovered. These gapsincluded the following:

Insufficient reporting on adverse reactionsto TB treatment.

Insufficient reporting on the TB/HIV detection rate.

No gender-disaggregated epidemiological analyses.

No analysis of treatment outcomes disaggregated according to patients’ HIV status.

e o o o

The project has also been participating in aMoH working group on MDR-TB R&R forms
since the first quarter of Year 1. The team urged this group to include reporting on adverse
reactionsto TB treatment, which occur with a higher frequency among MDR-TB patients
than among patients with drug-susceptible TB, when revising the MDR-TB Treatment Card
(TB 01). Updated forms that include reporting on adverse reactions to treatment are now in
usein all TB facilitiesin Ukraine. Follow-up on adverse reactions and the management of
such reactions have also become more consistent and reliable. Fully reliable reporting on the
real prevalence and management of treatment side effectsis expected to become available by
the end of 2013.

The project also proposed including a record of whether an individual who is undergoing an
HIV test has active TB on the national recording form for PITC (see Task 4.2.1). This
revision was made and the updated forms have been endorsed by the State Service on
HIV/AIDS and Other Socially Dangerous Diseases. Now, the proportion of newly diagnosed
HIV and TB cases that undergo diagnostic and counseling services for dual infection, aswell
asthe proportion of TB patients who are counseled and tested for HIV, is being recorded
more accurately.

To harmonize R& R systems for cases of dual TB/HIV infection, the project has developed a
TB/HIV referral and monitoring database to be used by AIDS centers and raion-level HIV
facilitiesin al USAID-supported regions. This database enables the tracking of all diagnostic
procedures used for timely detection of TB among HIV patients. The database has been in
place and is operating successfully as of May 2013 in all USAID-supported regions (see Task
4.3.2). The project also proposed reporting on this data to the state AIDS reporting system.
This suggestion has been widely accepted by stakeholders, and an updated reporting form is
currently being finalized. These changes create the necessary foundation for the countrywide
use and long-term sustainability of these new reporting practices.

The team records and analyzes gender-specific data on HIV-status and TB treatment
outcomes separately. Treatment efficiency was significantly higher among female patients,
especially among those with MDR-TB. However, the measured differences between the
frequency of treatment failure, death, and loss to follow up among male patients and female
patients were statistically insignificant.
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Building a relationship with a new partner. Within the reporting period, a new state entity,
the Ukrainian Center for the Control of Socially Dangerous Diseases (UCDC), was formed
out of amerger between the Ukrainian Center of AIDS and the Ukrainian Center of
Tuberculosis. Thiswas not simply an administrative restructuring; formation of the UCDC
aso marked a significant shift in policy and produced massive staff turnover. To accelerate
the incorporation of this new entity into the NTP and to ensure mutual compliance between
the NTP and the UCDC (the principal recipient of the project’s technical support), the team
conducted a number of individua and group consultations with UCDC staff members and
participated in Skype conferences held biweekly by UCDC with oblast TB facilities.

On February 25, 2013, the project organized a stakeholder meeting to coordinate efforts for
improving the TB control M& E system in Ukraine. At this meeting, the project secured a
commitment from the head of the State Service on TB/HIV and Other Socially Dangerous
diseases to facilitate necessary updates to the TB control M& E system and to take a
|leadership role in this process.

Recently, in response to arequest from the MoH, State Service on TB/HIV and Other
Socially Dangerous diseases, UCDC, and National TB Institute representatives were included
in project-led field visits made to provide technical assistance to oblast-level facilities.
During June and July 2013, this team visited AR Crimea, Dnipropetrovsk oblast, Odesa
oblast, Kherson oblast, and Luhansk oblast. Topics addressed included the role of PHC
facilitiesin TB case detection and outpatient treatment, TB diagnosis and treatment, R& R
systems, the purpose and use of the electronic TB register (E-TB Manager), TB IC, the
management of anti-TB drugs, the need to streamline TB control funds to prioritize outpatient
treatment over inpatient treatment services, and the need for awider shift in medical practice
from hospital-based approaches to TB care to outpatient, DOT-based treatment services.
Specific recommendations for each oblast were submitted to the State Service on HIV/AIDS
and Other Socially Dangerous Diseases and presented at a meeting led by the minister of
health on September 25, 2013. Agreement to resume work on the national M& E plan was
reached at this meeting. The project will be providing technical assistance in this capacity
during Year 2.

Donor coordination for better R& R. Recognizing that quality data collection and analysis are
crucia for strengthening the NTP, the team has been collaborating closely with the USAID
Systems for Improved Access to Pharmaceuticals and Services (SIAPS) project to implement
the E-TB Manager in all USAID-supported regions. On November 20, 2012, a three-day
workshop was held jointly by both USAID projects to develop a shared vision for
implementation across regions.

Upon the UCDC'’s request, TB facilities at the oblast and the raion level in the city of
Sevastopol, AR Crimea, Odesa oblast, Zaporizhzhia oblast, and Kharkiv oblast were sel ected
to receive pilot support to strengthen data collection and analysis. In these regions, key data
quality concerns were identified and efforts were made to harmonize data analysis, with the
overall goal of improving the TB M& E system. Regional technical coordinators conducted
10 visitsto USAID-supported regions to provide technical assistance and to identify any need
for additional training on the installation and use of the E-TB Manager. The team provided
feedback on gaps in the data recorded by the E-TB Manager database system, especially gaps
in the patient data necessary for successful case management. Recommendations for
improving data management, including specific recommendations related to cases of MDR-
TB and TB/HIV co-infection, were made to SIAPS, which accepted them all. Theteam is
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tracking the incorporation of these suggestionsinto regular E-TB Manager use and practice
by USAID-assisted TB facilities.

Building upon monitoring tactics employed by earlier USAID-funded TB projects and by the
GF Round 9 program, the project devel oped a new process for providing technica support to
health care facilities based on mentoring (see Task 1.1.3). Plans and targets for mentoring
visits are based on assessment findings (see Annex B). As problems identified by the
assessment were often rooted in discrepancies between the knowledge and practice of health
care professionals and those of health care administrators, the team made sure to include on-
the-job capacity building and educational sessionsin every mentoring visit. They also
provided consultation on topics relevant to health care providers’ responsibilities and any
identified shortcomingsin their performance.

Tailored technical assistance through mentoring. Mentoring visitsinto USAID-supported
regions began during the third quarter. Since then, these visits have expanded into alarge-
scale mentoring campaign. In total, project specialists and regional coordinators have
performed 157 mentoring visitsto central raion inpatient facilities, central raion outpatient
facilities, and PHC pointsin rural areas. To date, 1,338 health care workers (HCW) have
received on-the-job technical assistance on TB diagnostics, treatment, and case management,
aswell as TB IC practices and coordination of TB/HIV services. During the reporting period,
mentoring teams visited all 10 USAID-supported regions. Recurring visits have already been
conducted at some sites.

The mentoring process focused on the following: improving TB case detection at the PHC
level (131 visits), improving laboratory diagnostics (128 visits), improving DOTS services
(108 visits), improving the management of cases of TB/HIV co-infection (52 visits), and
improving TB IC mechanisms (98 visits). The data obtained during these visits was used to
anayzetheloca situation in each region, aswell as to identify the best regional practices so
asto scale up replicable and successful models of TB control. For instance, in Rozdilne raion
of Odesa oblast, after strict DOTS implementation, treatment efficiency improved from 52
percent to 70 percent. In Shirayevo raion of the same oblast, treatment efficiency improved
from 63 percent to 100 percent in the first half of 2013.

Collaborating for better M&E. The project also provided technica assistance at summary
conferences where regional TB control programs’ performance, accomplishments,
challenges, and gaps were discussed. Performance was assessed according to key TB
indicators, and the evaluation of TB treatment outcomes was based on a cohort analysis
conducted in USAID-supported regionsin 2012. The team conducted eight meetings with TB
statisticians and specialists responsible for cohort analysis and provided technical support to
improve R&R by analyzing systemic errors and modifying data collection and anaysis tools,
data validation methods, and quality control practices. This laid the foundation for a complete
analysis of cohort data at the end of June 2013, when data on the treatment outcomes of cases
detected in 2011 and MDR-TB cases detected in 2010 became available. Statistical analysis
revealed that the reliability and reproducibility of TB treatment outcomesin USAID-
supported regions was consistently higher than in the rest of Ukraine. At the sametime,
treatment outcomes throughout USAID-supported regions can still be improved. The team
contributed to national M& E plan development by improving the R& R system, analyzing
treatment outcomes, and developing a platform for operational research (see Task 1.3).
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Per Task 1.1.6, to develop information, education, and communications (IEC) materids, the
objective was to increase health care providers’ knowledge of the WHO Stop TB Strategy
and to improve their day-to-day practices. Work began with a desk review of existing
materials developed by other donor projects. A serious shortage of materialson TB IC was
noted, and further research revealed PHC specialists’ lack of awareness of |C measures (see
Task 1.3). The team developed four new resources for distribution during training.

Per Task 1.1.7, to increase laboratory capacity for 1C, the team developed atraining module
on “Infection control in laboratories that perform TB diagnostics.” These materials were sent
to the WHO specialist on TB IC for review and will be subsequently submitted to the SES
and the State Service on HIV/AIDS and Other Socially Dangerous Diseases. Thetraining
module on TB IC in laboratories was also included in the curriculum for training on
techniques in sputum smear microscopy (Task 1.1.3).

Activity 1.2: Expand access to TB service delivery to improve prevention, diagnosis,
and treatment of TB.

A key to successin expanding accessto TB servicesis reducing the stigma associated with
TB and HIV infection. After approval of the grants manual on April 17, 2013, the project
prepared a draft request for grant applications for nongovernmental organizations (NGOS) in
four target regions (Kyiv city, Sevastopol city, Kharkiv oblast, and Dnipropetrovsk oblast) to
support TB advocacy, communication, and social mobilization (ACSM) activities to improve
TB/HIV detection and treatment.

To further mobilize civil society, expand access to services, and improve the diagnosis,
management, and prevention of dua infection among at-risk populations, the team
participated in two meetings of the MoH working group on the national ACSM strategy for
promoting NGOs’ role in advocating for these services, one in August 2012 and ancther in
June 2013. The team recommended involving communitiesin TB control and developing
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local ACSM strategies, outreach services, and socia support and follow-up services for TB
and TB/HIV patients.

Per Task 1.2.2, the STbCU project isin the process of developing a grant agreement with the
Ukrainian Red Cross Society (URCS) to support efforts to improve treatment adherence
among TB patients. Built upon previous successes of donor programs, the grant supports a
patient-centered approach to TB control. Following USAID approval, URCS will begin
DOT-based patient support and outreach activitiesin al 10 USAID-supported aress.

Per Task 1.2.3, the team sought to strengthen TB services provision at the PHC level. The
baseline assessment revealed gaps at the PHC level in both case detection and in outpatient
management. Many smear-positive cases are misdiagnosed or diagnosed only after the patient
isincorrectly treated for other pulmonary diseases. Due to the widespread use of outdated
equipment and the inexperience of radiologists conducting screening via chest X-ray, TB is
grossly over-diagnosed among smear-negative patients. PHC doctors often deny patients the
option of outpatient TB treatment, as they consider this beyond the scope of their
responsibilities. This fosters resistance to treatment among patients. Deficienciesin TB
diagnostics and treatment are mostly the result of doctors’ low levels of knowledge about
proper TB management, low levels of commitment among PHC facility administrations, and
personnel shortages. The project established the following long-term goals for PHC facilities
in USAID-supported regions:

e Create acomprehensive protocol for TB detection in PHC settings.
Implement practical approach to lung health (PAL) principlesin PHC settings.
Launch an educational campaign for PHC doctors and nurses that includes training and
educational publications in the academic journal Tuberculosis, Lung Diseases and HIV
Infection, as well as other resources for specidists.

o |ncrease theinvolvement of NGOs in educating medica personnel and providing social
support to TB patients during case detection and outpatient treatment.

The team made PHC facilities the focus of both its educational campaign (see Task 1.1.3) and
its mentoring activities (see Tasks 1.1.3 and 1.1.5). The mgjority of IEC materials for
specidistsin Year 1 were developed with thistarget audience in mind (see Task 1.1.6).

Theteam also followed the lead of aWHO and GF initiative by integrating PAL into the
routine practice of health care professionals at PHC facilities. Two joint meetings with
regional family doctor associations, onein Kyiv and onein AR Crimea, were dedicated to
promoting this approach. Participants proposed next steps for improving case detection,
including opening new sputum collection points.

The team made special effortsto improve TB services in the penitentiary system. Current
operating procedures of the penitentiary health care system are similar to those used in public
PHC facilities; however, regulations governing TB control in penitentiary settings are often
obsolete and do not reflect internationally recommended best practices. The team confirmed
that early activities successfully improved TB control practices. In particular, sputum samples
from incarcerated patients are now referred to GeneXpert testing in civil sector TB facilities
in some penitentiary settings. A local regulation stipulating the venue and procedure for TB
case detection among incarcerated persons has been developed in Kherson oblast. In Odesa
oblast and AR Crimea, TB facilities shared their approachesto TB and TB/HIV case
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detection with their regional penitentiary systems and are providing implementation
assistance, including clinical consultations and laboratory test interpretation.

The project also made progressin forging a public-private partnership to strengthen TB
control measures at the PHC level through collaboration with DTEK. On April 17, 2013, two
training sessions were conducted at DTEK’s health facilities in Rovenky and Sverdlovsk
(Luhansk oblast). Project specialists introduced current TB control strategies and DOTS
principles and then outlined methods for implementing these principles in DTEK’s medical
facilities. Special attention was given to the unique needs of coal miners, who are at a
particularly high risk for TB and other respiratory illnesses and infections from the high level
of particulate matter they are exposed to during their work, as well asto specific prevention
measures appropriate to this population.

In collaboration with DTEK |eadership, the team also organized a study tour for DTEK
medical workers on internationally recognized approachesto TB control. From September 4-
5, 2013, 10 DTEK hedlth center directors visited the department for MDR-TB in Donetsk
oblast TB hospital and the Level 3 laboratory in Luhansk oblast TB hospital. Participants
were given presentations on the epidemiology of TB and MDR-TB as aglobal and national
threat and pointed out opportunities to strengthen TB control in industrial medical facilitiesto
improve timely detection of infectious cases by means of proper triage of patients with a
cough and the organization of appropriate sputum collection points.

The project captured amix public and private sector interest in supporting TB control through
collaboration with other entities. One of Ukraine’s leading beverage companies, the Obolon
Corporation, requested technical support to raise awareness of TB in general and among its
workforce. On March 20, 2013 the team provided technical information on TB to Obolon’s
workers as part of World TB Day activities. Project staff organized a presentation on TB
prevention, diagnosis, and treatment and distributed informational materialsto nearly 1,000
members of Obolon’s staff. Training materials were provided to the factory for use at
subsequent TB awareness mestings. The team also provided on-the-job consultation on
WHO-recommended DOT-based TB services to the factory’s HCWSs. The factory has since
improved the TB screening program for its 3,500 workers. With project support, Obolon
agreed to participate in an incentive program to improve TB detection and to strengthen TB
patients’ adherence to treatment by providing TB hospitals with free mineral water, juice, and
other non-alcoholic beverages.

Per Task 1.2.4, developing IEC materials to support public advocacy campaigns, project staff
provided individual consultations for nearly 300 TB patients in Donetsk oblast, Kharkiv
oblast, and Zaporizhzhia oblast to promote treatment adherence. All patients received a copy
of the booklet “Fight Tuberculosis: Everything a Patient Should Know to Cure Themselves of
TB.” Theteam invited the press offices of its main partners — the MoH, the State Service on
HIV/AIDS and Other Socially Dangerous Diseases, and the SES — to collaborate on the
production of these materias. Through these partnerships, more than 200 articles describing
project activities and raising public awareness of TB were published. The project also
organized a number of informational campaigns to raise TB awareness, as described below.
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TB awareness campaign
called “Shared Breath”
(part of USAID’s Field
Day in Smferopol). More
than 300 Simferopol
residents participated in
the campaign, and 278
people received individual
consultations from TB
doctors visiting from the
AR CrimeaTB
dispensary. Activities
included alottery game

called "My Lung Health.” - -
Personal statementson TB USAID Mission Director Jed Barton attends the Slmferopol
by 78 people were field day. — Photo: Viktoria Gultai

displayed online with their portrait photos (see www.stbcu.com.ua/dyhaniye). Children
were given the opportunity to win a prize by entering the “Life is Brighter without TB”
drawing contest. USAID Mission Director, Jed Barton, and Victor Ageev, Mayor of
Simferopol, visited the project’s activities tent. Project representatives and physicians
from the AR Crimea TB dispensary briefed the mission director and the mayor on the
regional TB epidemic and necessary measures to control the disease.

A variety of events in March 2013 to commemorate World TB Day (March 24). These
events targeted both health professionals and the public. Events for health professionals
included a scientific/educational conference where new international approachesto TB
control, current TB research, the pros and cons of different regional TB control programs,
and the challenges that lay ahead, were discussed. For the public, the project focused on
raising awareness of TB prevention, diagnosis, and treatment. Eventsincluded TB
awareness |l ectures in schools and universities, aflash mob entitled “Tuberculosis Doesn’t
Choose,” presentations, and discussions for visitors to public libraries.

Joint TB awareness campaign with the BIBLIOMIST program. This campaign, which
started as a series of TB awareness meetings for library visitors, was expanded to include
asociological survey conducted among library visitors on “Health of the Residents of
Ukraine: Spring 2013.” The survey was implemented in six major librariesin the
southeastern cities of Donetsk, Kramatorsk, Luhansk, Odesa, Kharkiv, and Kherson. This
category of respondents was chosen to explore public awareness of TB, information
sources commonly used by the public to learn about TB and TB-related issues, and the
potential for public use of an Internet-based informational resource. The survey results
were made public through the project website, at the libraries that participated at the
survey, and in print as a booklet outlining the main research findings (see Task 1.1.2).
Cooperation with the USAID Agrolnvest project. Joint activities provided TB-related
information to some of the Agrolnvest project’s key target groups: farmers, seasona
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workers, and other members of rural communities. The STbCU team worked with the
Agrolnvest project to coordinate better accessto TB services with raion and village
administrations and arranged for continuous dissemination of health information to target
populations.

e 6th Information Fair in the Verkhovna Rada. On March 5-6, 2013, in collaboration with
the USAID Parliamentary Development Project (PDP 1), the project participated in the
6th Information Fair in the Verkhovna Rada (Ukrainian Parliament) to advocate for TB
control agenda before members of the Parliament, their assistants, and the Verkhovna
Rada staff.

The project also developed and has begun distributing four new information resources to
raise TB awareness and encourage treatment and adherence among TB patients. A fifth
resource is currently being finalized.

Activity 1.3: Conduct operational research to improve the National TB Program’s
(NTP) performance.

To lay the foundation for the operational research (OR) initiative, the project conducted
baseline surveys on patient satisfaction with TB-related services and HCW awareness of
infection control. The results reved ed that high levels of satisfaction among patients are not
correlated with the real quality of TB services available to them. A separate sub-study on
“Gender-Specific Characteristics of TB Patients’ Behavior and Life Activity” revealed that,
as compared to men, women demonstrated less delay in seeking medical care when they get
sick, greater adherence to treatment regimens, and fewer subjective reasons for treatment
interruption. They were also better able to cope with the challenges of a TB diagnosis, better
manage the side effects of treatment, and more tolerant of hospitalization in TB care facilities
where the conditions are not comfortable. These studies will help inform upcoming OR on
delaysin TB case detection, the social determinants of treatment efficacy and default, and the
overall performance of the medical system. Furthermore, the results of these surveyswill
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help the project improve and refine its interventions and provide more appropriate medical
and socia servicesfor TB patients.

To inform further technical assistance on TB IC issues, the project commissioned the
andytical center “Socioconsulting” to conduct a survey on healthcare workers’ knowledge of
TB IC practices. In the baseline survey conducting during October-November 2012, TB
speciaists displayed alow level of awareness about effective TB |C measures. In afollow-up
survey, which the project conducted in September 2013, higher levels of awareness about
personal protection and administrative control were observed (see Annex A).

In collaboration with WHO, UCDC, and the Foundation for the Development of Ukraine
(FDU), the project developed a platform for OR that was included in the draft of the national
M& E plan and shared with stakeholders. Consultations with the School of Public Health at
the National University of Kyiv-Mohyla Academy, which offers graduate training in public
health, later resulted in an agreement to cooperate on an OR grant program for the 2013-2014
academic year.

Exhibit 3 summarizes Objective 1 accomplishments to date based on expected life-of-project
results.

Exhibit 3. Objective 1 Accomplishments

LOP Expected Results Accomplishments to Date
Adoption of international standards | e Support revision of TB protocol at the national level
for TB control and facilitation of provided.
implementation at the national ¢ New, approved TB protocol analyzed and proposals for its
level and in all TB technical areas. improvement presented to MoH.
Development of the NTP’s e 790 health care providers attended project-supported
cascade in-service training system training.
using international standards within | e Cascade training and mentoring approach is routinely
the civilian and penitentiary sector, used in all 10 USAID-supported regions.
including development of a e Training materials on TB and MDR-TB case management
national standardized and developed and approved by the State Service on
accredited training curriculum. HIV/AIDS and Other Socially Dangerous Diseases.

e Training module on IC in TB microscopy developed.

e Training materials on IC adopted into official curricula for
pre-service students.

e Curricula on IC for formal postgraduate education offered
to Kharkiv Medical Academy of Post-graduate Education.

¢ In anticipation of the online TIRC, the project has begun
uploading educational resources and informational
materials to its website.

Implementation of NTP’s e Concept of “mentoring” outlined and promoted
supervisory and mentoring system | e Project-support mentoring teams conduct field visit to
to consistently improve the on-the- medical facilities of 157 raion level medical facilities.
job quality of care provided by

HCWs.

STRENGTHENING TUBERCULOSIS CONTROL IN UKRAINE: ANNUAL REPORT 17



Exhibit 3. Objective 1 Accomplishments

LOP Expected Results

Accomplishments to Date

Increased involvement of the PHC
system in the provision of TB
prevention and treatment.

e 428 PHC doctors trained on TB control.

Clinic activities begin to comply with the PAL approach in
AR Crimea and in the city of Kyiv.

Case detection and outpatient TB treatment in PHC
facilities consistently supervised during mentoring visits.
300 patients consulted and provided with informational
materials by the project in order to improve treatment
adherence.

Representatives of PHC in each raion in USAID-supported
regions informed about WHO-recommended approaches
in TB control and respiratory disease management at
project educational events.

Quality assurance system in
laboratories implemented and lab
network for TB diagnosis at the
national level and in USAID-
supported areas improved.

EQA local orders developed in all USAID-supported
regions.

EQA system resumed normal function in 9 out of 10
USAID-supported regions and initiated in one USAID-
supported region (Luhansk oblast).

WHO EQA R&R forms introduced into the TB laboratory
system in 10 USAID-supported regions.

National-level EQA guidelines developed and undergoing
legislative approval.

Strengthened M&E systems and
TB surveillance at the national
level and in USAID-supported
areas; improved quality, use, and
analysis of TB data by means of
tools for TB and MDR-TB M&E.

MDR TB R&R forms updated and approved.
Project-led recording of TB-HIV referrals introduced in 10
regions.

Recording and reporting systems
consolidated in collaboration with
the SIAPS project.

E-TB data quality analysis held in 5 regions and shared
with SIAPS.

Improved knowledge among most
at-risk populations and the general
community on TB.

Population in 10 USAID-supported regions provided with
information on TB during different educational events
(libraries, USAID field days, WDTB events).

A “private-public mix” (a WHO term), an innovative

approach for Ukraine created:

o Established a collaborative relationship with the DTEK
company and introduced standards of TB control within
the DTEK occupational health care system.

o Established a collaborative relationship with the Obolon
company. Jointly facilitated training on TB control and
health-seeking behavior for Obolon employees. Obolon
provided products free of charge as incentive for TB
patients to adhere to DOTS treatment protocols.
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Objective 2: Create a safer medical environment at the national level and in USAID-
supported areas.

Activity 2.1: Improve infection control.

Per Task 2.1.1, to improve IC
policies, guidelines, and SOPs, the
team focused changing the attitudes
of TB specialists and epidemiologists
toward TB IC practices. To this end,
the project helped improve
implementation of evidence-based
policies by the SES at the central

level and among health care providers
at the local level. The team brought
together representatives from the
national and regional SESto form a
national group of expertson TB IC.
The objective isto promote
implementation of up-to-date IC
measures across Ukraine’s network of
TB servicefacilities. The group is : b b
eXpeCte_d to pfOVi(?'e_ mentoring and_ Project TB IC specialist Andriy Aleksandrin
supportive supervision and on-the-job  inspecting the ventilation system at the oblast TB
training to implement managerial, hospital. — Photo: Danylo Brindak

organizational, environmental, and

individual TB IC measures in health care and laboratory settings. It is also responsible for
developing guidelines and updating SOPs to accommodate improvementsin TB IC practices.
Under the direction of both the SES and the State Service on HIV/AIDS and Other Socially
Dangerous Diseases, this group of experts provides independent expertise on TB |C measures
in medical facilities and develops recommendations specific to each region or facility.

To increase the capacity TB IC experts and SES regional heads to implement and supervise
up-to-date approaches to TB IC, the project facilitated the participation of these individuasin
two international training events held in Vladimir, Russiain April 2012. Thefirst event was
dedicated to the prevention of nosocomial TB transmission. The second was tailored for
health care facility engineers and focused on environmental |C measures. After receiving
training, the trainees devel oped training materials on laboratory biosafety (see Task 1.1.7)
and two sanitary regulatory documents on TB IC, one for TB treatment facilities and another
for laboratories that perform TB diagnostics. The experts are currently finalizing these
regulations.

To ingtitutionalize these improved TB |C measures and incorporate the topic of TB IC into
medical school curricula, the project developed educational modules for pre- and
postgraduate medical education that were endorsed by the Educationa Board of the MoH
(seeTask 1.1.2).

The group of TB IC experts also developed training materialson TB IC (see Task 1.1.1). In
anticipation of their endorsement by the state SES and the State Service on HIV/AIDS and
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Other Socidly Dangerous Diseases, the project intends to submit these materialsto
international 1C speciaists for necessary revisions.

While working with these experts to revise one of the principal laws related to TB contral,
the Law on Ensuring Sanitary and Epidemic Safety of the Population, the team suggested text
for two specific articles, one on the provision of the infection control measures and another
on the management of medical waste. The bill has been submitted to the Government of
Ukraine, and the team will monitor progress toward adoption and implementation throughout
the TB control system.

Per Task 2.1.2, to elaborate TB IC plans, the team continued to support the revision of IC
protocolsin individual TB facilities. Before the project began, effective TB IC measures were
implemented in only six TB facilities, most located in Donetsk oblast, where implementation
of TB IC isamajor focus of the FDU. With project technical assistance, the TB IC experts
developed 18 TB IC plans that were implemented in USAID-supported regionsin Year 1.
These new plans mostly deal with administrative IC measures and respiratory protection. In
each facility, patients are triaged according to their degree of contagiousness, and DST
procedures are in place. The availability of shielded UV radiatorsin these facilities meets 34
percent of current need, and the availability of open UV radiators meets 100 percent of
current need. Currently available PPE is able to meet between 40 percent and 60 percent of
HCWS’ needs. All patients are currently provided masks. Due to funding shortages,
environmental control is the weakest link in most TB IC plans. In most facilities, artificial
ventilation is not installed or is available and functioning only in parts of the premises. For
this reason, efforts were made to ensure that TB 1C plans were as successful as possible and
in line with current evidence-based approaches while still taking into account the redistic
limitations that many TB facilities currently face. Since all of the TB IC plans mentioned here
were fully developed by mid-Year 1, the project team and the group of TB IC experts have
worked since to provide mentoring and supportive supervision for implementation. To date,
al new TB IC plans have been successfully implemented.

Serious attention was also given to strengthening TB |C measuresin penitentiary medical
facilities in Zaporizhzhia oblast and Luhansk oblast. In these regions, the project supported
mentoring visits by representatives from regional SES in May 2013. The focus of these visits
included the following:

Timely detection of TB in incarcerated people and in penitentiary personnel.

The use of means for decreasing the concentration of infectious particlesin the air.
Correct use of PPE.

Appropriate sputum collection practices.

The establishment and use of a patient triage system.

e o o o o

Per Task 2.1.3, to support TB 1C management teams, the project’s regiona coordinators
involved specialiststrained in TB |C in mentoring visitsin 10 regions. Technical assistance
by mentoring teams included TB |C recommendations and was provided to 207 different
PHC, TB, and HIV facilities asapart of 112 different field visits. Recommendations made to
TB facilities during these consultations included the foll owing:

e DevedopaTB IC plan in facilities that do not have such aplan in place.

20 STRENGTHENING TUBERCULOSIS CONTROL IN UKRAINE: ANNUAL REPORT



e Strengthen administrative IC, asthisis the most feasible and low-resource means of
sustainable policy change.

o |nstitute atriage system to separate contagious patients from others.

o Relocate sputum collection points outdoors, as most indoor sputum collection points do
not meet I1C requirements.
Correctly install and UV radiators.

e Use PPE properly in high-risk zones.

o Deveop appropriate procedures for making purchase requests for PPE, including filtering
face-piece (FFP) 2-class and 3-class particulate masks and shielded UV lamps.

o Develop and foster collaboration between TB facilities, AIDS centers, and SES.

The project initialy intended to include SES representatives on mentoring teams and to hold
quarterly meetings with local TB IC teams. Due to changesin the state SES operations and
legidative limitations on visits to medical facilities by SES representatives (only one visit per
year is alowed), the approach was changed to focus on national SES involving mentoring
visits by TB doctors trained in TB IC. Each mentoring team meets to plan each visit, and
after the visit, they produce areport and recommendations. All meetings are conducted
monthly, facilitated by project regiona coordinators.

During the first half of the Year 1, the project delivered various types of on-the job technical
assistance on TB IC measures. Activitiesincluded one- and two-day seminars for 824 HCWs
from TB facilities, AIDS centers, SES, and penitentiary medical servicesin 10 oblasts.
During 19 field visits, the project’s |C specialist and trained SES representatives provided
consultations on the most affordable administrative and environmental 1C measures and on
appropriate use of PPE at local hospital conferences and by on-the-job training according to
the project cascade training and mentoring concept (see Tasks 1.1.3 and 1.1.5). Thisformat
was used to train approximately 1,000 medical personnel in TB, HIV, and primary and
secondary medical care facilities. These efforts resulted in widespread changesin attitudes
about TB IC and improvementsin HCWs’ day-to-day practices for preventing nosocomial
TB transmission and occupational infection. These activities were especially appreciated in
TB treatment facilities, as TB 1C has been considerably under-prioritized by the national TB
control system and medical personnel were often unaware of the level of biohazard they
faced in their places of work. To provide better instructions to medical personnel on the
proper use of PPE and administrative control measures, special handouts on TB IC were
developed (see Task 1.1.6).

The recently formed group of national TB IC experts (see Task 2.1.1) held itsfirst
organizational meeting, devoted to technical, logistical, and organizational matters, from June
25-27, 2013. Members of the group practiced the mentorship approach during their visit to
the Kyiv city TB hospital and the Kyiv city AIDS center. Following these visits, members of
this group developed a checklist to guide mentoring visitsto TB and HIV medical facilities.
Using this list, recommendations were provided to the heads of the Kyiv city TB facilities,
AIDS center, and health administration.

In September 2013, the group visited TB facilities in Luhansk oblast and Dnipropetrovsk
oblast. An in-depth analysis of each component of TB IC was conducted in each of the
facilities, and a genera review of TB IC policy in both oblasts was performed. Detailed
consultations about specific local concerns and needs were also provided. The final reports
from these visits were submitted to the state SES and published on the project’s website.
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Activity 2.2: Increase the capacity of oblast SES to implement, monitor, and evaluate
IC interventions.

In December 2012, the project organized a conference on “International Standards for the
Implementation of TB IC in Public Health and Medical Education Reforms in Ukraine.” The
conference facilitated participation and effective cooperation among numerous disciplines.
Epidemiologists, researchers, and other members of academia discussed how to effectively
and sustainably implement international 1C practices by improving and revising evidence-
based norms, guidelines, and standards on TB IC. The event was supported by Ukraine’s
Bohomolets National Medical University, the SES, the State Service on HIV/AIDS and Other
Socially Dangerous Diseases, and the All-Ukrainian Zabolotnyy Scientific Society of
Epidemiologists, Microbiologists, and Virologists. During the conference, severa educational
programs on TB IC for pre-service students were presented and approved, resulting in their
endorsement by the MoH (see Tasks 1.1.1 and 2.1.1). The conference also jump-started
improved patterns of cooperation between SES decision-makers, epidemiologists, and health
care facility administrators in planning and implementation of IC activities. This
collaboration later yielded a variety of positive changesin policy, including an update to the
Law on Ensuring Sanitary and Epidemic Safety of the Population, updates to the sanitary
rules and regulations, formation of the group of TB IC experts, and the mentoring campaign
(see Task 2.1.2).

TB 1C was the main focus of the project’s educational activities during Year 1 (see Task
1.1.1), and atotal of 99 TB specialists and epidemiologists received training in five sessions
that each took place over the course of an entire work week (see Task 1.1.3). In keeping with
the mentoring philosophy, on-the-job consultations on essential TB |C practices were
included in training, and consultations have been conducted during 19 field visits to oblast
and raion-level facilities (see Task 2.1.3). These consultations were preceded and concluded
by a “day of information” where a review of local TB IC practices was carried out.

Per Task 2.2.1, to train master trainers on | C, the project supported participation of seven
national and local TB expertsin an international training event on TB IC in Vladimir, Russia.
Additiondly, the project organized a TOT on TB IC with international participationin
Donetsk from July 2-3, 2013, for 12 heads of local SES. Thus, atotal of 19 master trainers
weretrainedon ICin Year 1.

Besides improving day-to-day practices at their workplaces, these trainers also provided
effective mentoring to other health care facilities. For example, in Donetsk oblast, Luhansk
oblast, Odesa oblast, Kherson oblast, and Zaporizhzhia oblast, nine visitsto TB facilities and
AIDS centers, aswell as four visits to penitentiary health care facilities, were conducted
within ashort period of time. These visits resulted in improved TB IC plans for these
facilities (see Task 2.1.2). Requests for allocation of additional funds for PPE and UV
radiators at these facilities were made based on the recommendations of the expert mentoring
teams.

In Luhansk aoblast, the regional SES endorsed anew local order outlining a plan for
mentoring visits that covers the remainder of 2013. This marksthe first time that any officia
regulation on mentoring has been issued by the Ukrainian SES.

Exhibit 4 summarizes Objective 2 accomplishments to date based on expected life-of-project
results.
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Exhibit 4. Objective 2 Accomplishments

LOP Expected Results

Accomplishments to Date

Improved national and regional
policies, guidelines, and plans for
implementation of IC measures
according to international
standards in all civilian and
penitentiary facilities diagnosing
and treating people with TB.

e 2 regulatory documents on TB IC, Sanitary rules and

regulations, are developed:

o for TB treatment facilities.

o for laboratories that perform TB diagnostics.

Two specific articles were proposed during the revision
of the Law on Ensuring Sanitary and Epidemic Safety
of the Population:

o Provision of IC measures.

o Management of medical waste.

IC plans developed and
operationalized all civilian and
penitentiary facilities diagnosing
and treating people with TB.

18 TB IC plans were developed and implemented in
facilities located in USAID-supported regions.

All three types of IC measures
(administrative, environmental
and personal respiratory
protection) as well as biosafety
measures in facilities diagnosing
and treating people with TB.

TB IC measures strengthened in penitentiary medical
facilities in Zaporizhzhia oblast and Luhansk oblast.
An assessment of additional funds necessary for the
implementation of TB IC plans was conducted and
requests for those funds formally made.

An integrated, modern IC
management system in all TB
hospitals and TB laboratories
according to international
standards. IC measures include
improving practices, systems,
and structures to reduce health
care-acquired infections in place
in all 10 regions.

National group of TB IC experts from SES
representatives created to provide technical
assistance, consultations and on-the-job trainings for
TB medical facilities.

The group of TB IC expert performs comprehensive
monitoring visits according to detailed checklists and
guidelines that cover managerial, administrative,
environmental, and individual mechanisms of TB IC.
824 health care workers from TB facilities, AIDS
centers, SES, and penitentiary medical services
trained at joint seminars on TB IC.

Improve the capacity of SES to
provide quality supervision and
monitoring of IPC standards at
the facility level in a collaborative
manner.

19 master trainers and Heads of Oblast SES have
been trained in TB IC.

Improve the systems for
evaluation of key indicators of
the performance of IPC
measures at the facility level.

IC checklist developed to improve the systems for
evaluation of key indicators of the performance of the
IC measures at the facility level.
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Objective 3: Build capacity to implement PMDT programs for multidrug-
resistant/extensively drug-resistant TB at the national level and in USAID-supported
areas.

Activity 3.1: Provide training, supervision, and mentoring on MDR-TB case
management.

Per Task 3.1.1, strengthening the existing TB CoE in Dnipropetrovsk oblast, the project
began by assessing the needs of this facility. Two distinct categories of need were reveaded
during this assessment:

e Needs concerning the CoE as an educational institution.
o Needs concerning the day-to-day performance of the Dnipropetrovsk oblast TB
dispensary, which hosts the CoE.

To address educational needs, the project supported the NGO of the Dnipropetrovsk TB
specialists, which isresponsible for CoE operation, in administrative and organizational
issues. So far, the CoE has hosted16 project-supported training events (see Task 1.1.3).

Theteam believes that day-to-day needs are the most important since demonstrating proper
clinical practicesisacentral goa of the CoE. Thisisespecialy truein the case of MDR-TB
case management, the most complicated el ement of TB control. To this end, the team also
meets regularly with the CoE’s MDR-TB Council to improve medical practicesinside the
facility. Aninterna evaluation of clinical practices assessed the qudity of key clinical
elements, such asinpatient diagnosis and treatment, laboratory diagnosis, and TB IC
protocols. As aresult, the Council chose to modify and improve a number of practices with
project support. The Council also conducted an assessment of TB transmission risk within the
facility and subsequently distinguished high-risk zones and developed TB IC plans specific to
the needs and resources of each department. Other improvements include constant
supervision of patient triage and establishment of a separate ward for MDR-TB patients who
have become smear-negative and are therefore deemed to be no longer contagious. Project
specialists participated in Council meetings and provided technical advice on WHO
recommendations regarding PMDT follow-up.

During the final quarter of Year 1, a series of regulations were endorsed by the
Dnipropetrovsk oblast heath administration. These regulations formally established a number
of innovations at the CoE that the project had proposed:

e |mproving the performance of MDR-TB Councils.

e Establishing a diagnostic scheme whereby raion TB dispensaries are able to confirm
diagnoses of drug-susceptible TB in Dnipropetrovsk oblast.

e Creating a standard timetable for sputum investigation with GeneX pert and culture
technique to streamline the use of this new equipment.

e Creating local protocols based on the unified clinical protocol on TB case management
(such protocols are currently being finalized).

To support improvements in diagnostic and treatment practices at the Dnipropetrovsk CoE, a
number of meetings were hosted there. A total of 184 specialists were gathered over the
course of three different meetings that were dedicated to sharing essential techniques and
information on TB diagnosis and treatment.
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With project advocacy and technical assistance, the standard treatment regimen, patient
follow-up, and TB IC al significantly improved at the CoE. Currently, 83 percent of newly
detected TB cases and 79 percent of previously treated TB patients show smear negativity by
the end of the intensive, inpatient phase of their treatment. These percentages are
significantly higher than those typically observed at either the oblast or the national level.
Furthermore, the rate of conversion to sputum smear negativity among MDR-TB patients at
the conclusion of inpatient treatment is currently 55 percent, which meets the national
indicator. A database of clinical casesto be used as case studies during training has been built
and is being popul ated.

The CoE has become a key e ement in implementation of the cascade training process.
Accordingly, a plan has been developed to facilitate additional mentoring visitsin
cooperation with the CoE. A team of mentors who will conduct these visits was selected from
among the CoE’s growing pool of trainers. So far, seven supervisory/mentoring visits and
two additional follow-up visits have been conducted in Dnipropetrovsk oblast, providing
more than 100 TB specialists with on-the-job training and consultation on matters of TB case
detection in PHC facilities, laboratory diagnostics, DOTS, TB/HIV management, and TB IC.

The national group of expertson TB IC (see Task 2.1.1) analyzed implementation of the TB
IC plan in the CoE and recognized it as amodd to be followed by other TB facilities.

Per Task 3.1.2, advocate for policy and guideline change, the project has taken an active part
in developing aunified clinical protocol on TB case management. The team took steps to
ensure that the portion of the new protocol on TB case management related to the
management of MDR-TB isin line with the principles of evidence-based practice. However,
severa discrepancies between the procedures outlined in the protocol and the principles of
PMDT were identified. In response, the team produced a position paper and enumerated their
concernsin aletter to the State Service on HIV/AIDS and Other Socially Dangerous Diseases
(see Task 1.1.1). While participating in the working group assigned to revise the MoH R&R
forms, the team emphasi zed the necessity of reporting on adverse reactionsto MDR-TB
treatment (see Task 1.1.5).

Per Task 3.1.3, supporting quality diagnosis and treatment, the project remained in constant
contact with leading national expertsto follow up on MDR-TB case management. The team
supported the CoE in implementing remote conferences with the MoH, the State Service on
HIV/AIDS and Other Socially Dangerous Diseases, and the UCDC. During a Skype
conference with the UCDC held on September 19, 2013, the team helped to clarify issues
related to adverse reactions to treatment, especially procedures for registering adverse
reaction events, the definition of therapeutic diapason as a difference between therapeutic and
toxic doses, the circumstances under which a patient’s medication or dose may be modified,
and diagnosis and management of side effects from ethionamide/prothionamide therapy.
Information and clinical experience related to these issues was shared with 27 regions within
and beyond USAID-supported areas.

The project also supported the development and institutionalization of training materials on
MDR-TB case management. These materials have been endorsed by the National TB
Institute and are currently being used in the project’s training program. The team also shared
these materials with the State Service on HIV/AIDS and Other Socialy Dangerous Diseases
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and uploaded them to the project website, where they are publicly available (see Tasks 1.1.1,
11.2,1.1.3,and 1.1.6).

Given the complexity and rapid development of PMDT as part of the current global strategy
for TB control, the team made efforts to build leading TB experts’ capacity in MDR-TB case
management. The Project supported participation by a group of national TB expertsin the
first congress of the TB Association of the Russian Federation in St. Petersburg on October
18-20, 2012. Then, the project’s chief of party participated in the 43rd conference of the
International Union against TB and Lung Disease (IUATLD), which took placein Kuala
Lumpur on November 13-17, 2012. Following this conference, the chief of party was ableto
present new information and strategies for TB control to the TB specialist community in
Ukraine, including new methods for laboratory quality assurance and IC, new diagnostic
techniques, and the current status of clinical trials with new treatment regimes. Much of this
information was shared at the conference on MDR-TB that was held in Odesa on March 5,
2012. The team submitted five abstracts to the 44th IUATLD conference, which will be held
in Paris from October 30 to November 3, 2013. Three of these abstracts were accepted by the
conference organizers.

The team recently began delivering training on MDR-TB, which will eventually improve the
performance of oblast councils against the following criteria: proper registration, compliance
of treatment regimens with national protocols, compliance with local second-line drug stock-
outs, and proper treatment monitoring. Project mentoring visits indicate that there are three
MDR-TB councilsin USAID-supported regions that perform adequately across at |east three
of the four criteria. Proper MDR-TB case registration isin place in Luhansk oblast, Odesa
oblast, and Donetsk oblast (see Annex A).

Per Task 3.1.4, collaborating on second-line drug management, the project has participated in
several MoH committee meetings on drugs, medical commodities, and other equipment to be
procured on an ongoing basis as part of the NTP. While material resources are limited, the
team encouraged and, to a certain degree, helped establish an evidence-based approach to
drugs and the selection of diagnostic tools. For example, due to project advocacy, a quantity
and variety of drugs sufficient to allow doctorsto tailor a second-line evidence-based
regimen (WHO-recommended groups I-1V), including Terizidone and PAS, will be procured
at the expense of the GF Round 9 Second Phase grant and the MoH. In addition, following
the Project’s advocacy the MOH committee decided to avoid procuring kits for tuberculin
skin tests because their efficacy was not supported by evidence. Instead, they recommended
investing in immune chromatography test commodities to differentiate Mycobacteria
tuberculosis complex and MOT (Mycobacteria other than tuberculosis) in suspected cases of
TB. In September 2013, an additional meeting of the working group for procurement took
place to direct the funds that appear to have been saved in 2013 toward the procurement of
kits for liquid media-based DST for second-line TB drugs. Tool sets for calibrating MGIT960
machines will also be procured by the government within the remaining months of 2013.

Upon request from the UCDC, the project provided technical assistance on maintenance of
Ukraine’s TB drug supply, including the introduction of proper methods for calculating
necessary buffer stocks. The project’s medical director conducted athorough consultation
with UCDC representatives on methods for tracking the distribution of first- and second-line
TB drugs that are financed by different groups (either the MoH or the GF) across oblasts, as
well as the criteriafor patient selection into the GF treatment programs.
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Per Task 3.1.5, support for EQA of aculture and DST laboratory network linked to a
supranational reference lab, the project has begun supporting implementation of EQA for
culturetests and DST in anticipation of the large-scale DRS that will begin on November 1,
2013. The DRSisan epidemiological project designed to shed light on the shape and scope
of Ukraine’s MDR-TB burden. The results of areliable DRS are essential to determine and
justify the variety and volume of second-line drugs (pharmaceuticals used for the treatment of
TB in cases of drug resistance) needed to control MDR-TB. These decisions should be made
according to the drug resistance profile of Ukrainian MDR-TB patients. Thus, the DRSis key
to setting national agendas for drug acquisition and standing drug supplies.

The protocol for conducting the DRS was devel oped by the WHO in late 2011. The WHO is
responsible for conducting the DRS in Ukraine. Dueto financial limitations, it was agreed
with USAID that STbCU will beinvolved in developing DRS-related legidation, procuring
laboratory supplies and piloting the DRS. In April 2013, a special DRS working group was
formed by an official MoH order that specified the study design for Ukraine’s DRS, the
regional and interregional zones to be investigated, and the parties responsible for survey
implementation, including the role of SThCU.

In April 2013, the project organized atour that took national and international experts to
severa regions of Ukraine that were to be part of the DRS, including Donetsk oblast, Kharkiv
oblast, and the city of Kyiv. The team was joined by Dr. Girts Skenders, head of the
Supranational Reference Laboratory in Latvia; Dr. Marija Joncevska, regional laboratory
advisor of Project HOPE; Drs. Anna Barbova and Olexander Zhurilo from the NRL; and Dr.
Svitlana Cherenko from Y anovskyy National Institute for Phthisiology and Pulmonol ogy.
This expert group determined that the situation in Ukraine and the general readiness to
undertake the DRS was relatively good; however, a number of potential risks factors related
to the efficiency of the survey wereidentified. In their final report, this group outlined
mechanisms for overcoming potential obstacles and bolstering the validity of the study. As
the DRS protocol requires the use and evauation of routine TB diagnostic procedures, this
tour proved important not only for the DRS but also for Ukraine’s laboratories in general.

In May 2013, the project launched the DRS pilot in Kharkiv and Kherson oblasts. Results
from pilot data collection were analyzed during monitoring visits in August 2013 and
subsequently presented at the September 13, 2013, meeting of the DRS working group. The
working group discussed the laboratory and clinical aspects of the DRS, and working group
members suggested some changes in the DRS protocol to better implement the DRS. Based
on the results of the pilot study, the project proposed certain EQA measures that are
necessary for DRS and that could also be implemented sustainably after the survey is
completed. Specificaly, the team recommended carrying out the DST not just in one-in-five
zonal (interregional) laboratories, but dso in all Level 3 laboratories, with subsequent blind
rechecking performed by the interregional laboratory, NRL, and Supranational Reference
Laboratory. In its negotiations with the working group on the National Order for EQA (see
Task 1.1.4), the team proposed requiring the creation and maintenance of a set of relevant
bacterial strainsto facilitate quality control efforts for decontamination, sample preparation,
preparation of liquid and solid media, and DST.

In accordance with the task order, the team has consistently worked to improve the quality of
work provided by the NRL to TB services and to regiona laboratories for DST. The head of
the NRL carried out mentoring visitsto Level 2 and Level 3 laboratoriesin six USAID-
supported regions: Donetsk oblast, Kharkiv oblast, Odesa oblast, Kherson oblast, AR Crimea,
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and the city of Kyiv. International experts on laboratory diagnostics were part of the team
visiting Kyiv, Donetsk oblast, and Kharkiv oblast. After assessing the local situation in these
regions, a number of recommendations were made. The project followed up by organizing
repeat visitsto Leve 3 laboratories in Kherson oblast and AR Crimea, where the greatest
difficultiesin carrying out the laboratory processes necessary for the DST were observed.
These visits confirmed improvements and implementation of the experts’ recommendations.
Quality improvement was noted in the following areas in particular:

Internal quality assurance (IQA) of microscopic and culture tests consistently performed.
Following SOP.

Accurate recordkeeping.

Provision of feedback on the quality of samplesto clinicians.

e o o o

As SOP violations were frequently noted in Level 2 laboratories, the head of the NRL visited
these |aboratories in Donetsk oblast, K harkiv oblast, Odesa oblast, Kherson oblast, and AR
Crimea. During these visits, the following errors were discovered and corrected:

o First sputum samples were not sent to Level 3 laboratories for testing with GeneX pert.
e DST was performed without quality assurance confirmation.

The mentoring team recommended closing the Level 2 laboratory in Feodosiia, AR Crimea,
duetoitslow throughput, significant equipment shortages, and low level of biosafety.

Exhibit 5 summarizes Objective 3 accomplishments to date based on expected life-of-project
results.

Exhibit 5. Objective 3 Accomplishments

LOP Expected Results Accomplishments To Date
Improved policy and legal ¢ DRS MoH order based of WHO protocol developed and
environment for implementation approved.

of PMDT according to
international standards.

National guidelines for MDR-TB | e The section of the new Ukrainian TB protocol on MDR-TB

consistent with international case management is in line with the principles of evidence-
standards developed. based practice.

Develop a group of national e MDR TB expert panel created. Panel provides consultations
experts to provide MDR-TB during field visits and clarifies issues of PMDT on the project
expertise. website’s Q&A page.

Develop an external quality e Additional third-level laboratory included into an EQA network
assurance network for culture for culture and DST in USAID regions

and DST with a supranational ¢ 10 Level 3 laboratories eligible to perform bacterial culture
reference lab and DST, according to EQA.

o EQA of culture tests and DST is included in the DRS
procedure in and beyond the 10 USAID-supported regions.

Improve case management of e MDR TB case management in CoE improved. CoE clinical
MDR TB patients practice has improved in terms of PMDT and TB IC.

28 STRENGTHENING TUBERCULOSIS CONTROL IN UKRAINE: ANNUAL REPORT



Objective 4: Improve access to TB/HIV co-infection services at the national level and
in USAID-supported areas.

Activity 4.1: Identify gaps in TB/HIV co-infection services and build capacity to
address them.

Per Task 4.1.1, the project conducted a gap analysis of TB/HIV co-infection services.
Between April 2013 and June 2013, the team, in cooperation with international partner New
Jersey Medica School Global Tuberculosis Institute (GTBI), performed thisinvestigation
and devel oped the following recommendations:

Develop anational order on collaboration among TB, HIV, and PHC facilities.

Develop unified indicators for TB and HIV specialists for effective M&E.

Decentralize TB/HIV co-infection services.

Expand the involvement of primary health care providersin TB/HIV detection and

management.

Develop the capacity to cover needsin ART and co-trimoxazole.

Administer isoniazid preventive treatment by HIV specialists.

e |Improve monitoring of TB/HIV patients referred to different facilities. Ensure avail ability
of contact information of both services. Facilities should issueinternal ordersto maintain
feedback across services.

o Use NGO mobile primary health care sites for TB/HIV co-infection support, HIV testing,
and sputum collection.

e Involve NGOsin TB/HIV patient follow-up and support, informing persons from risk
groups about TB/HIV issues, and referring clients suspicious for TB/HIV co-infection for
diagnostics and treatment.

e Review the Law on Combating HIV-Related Diseases and on Legal and Social Protection

of PLWH to consider the possibility for information exchange among health professionals

(TB specialists, HIV specialists, and family doctors), specifying the situations where this

information must remain confidential.

e o o o

e o

Per Task 4.1.2, the team continued to address gapsin TB/HIV co-infection services by
facilitating the institutionalization of international best practicesin TB/HIV care. The project
paid significant attention to improving integrated TB/HIV services and capacity building for
specialists dealing with TB/HIV patients.

Throughout Ukraine, some patients are routinely referred to TB/HIV co-infection services
while others are not. Referral systems are neither standardized nor consistently used when
necessary. To ensure effective and sustainable patient referral, the project promoted the
development of local regulationsin anumber of pilot regions (Dnipropetrovsk oblast,
Kherson oblast, AR Crimea, and Kyiv city).

Mandatory TB control measures among PLWH, such as screening interviewsto identify
symptoms of presumptive TB, PITC, and preventative co-trimoxazole treatment for TB/HIV
patients, were included in all of these regulations. These successes came as aresult of six
roundtabl e meetings with regional health administrations and representatives from AIDS
centers, TB facilities, and regional PHC facilitiesin four regions. Importantly, each new
regulation stipulates that TB specidists and HIV specidists are jointly responsible for
ensuring the provision of co-infection services. PHC physicians were also encouraged to
participate in the provision of these services. Such orders were approved by the regional
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Champion for Resources

The Project advocated funding increases
to support the provision of TB/HIV co-
infection services. As a result, the Kherson

health administrations in nine USAID- oblast state administration decided to
supported regions with exception of Kyiv increase funding for new regional TB and
where adocument is currently being TB/HIV programs. They also earmarked
finalized funds in the regional TB program budget

for providing preventive co-trimoxazole
] ] regimens to all TB/HIV co-infected patients
In the last quarter, the project continued in the oblast.

collaboration with the SIAPS project to
improve the information systems used for managing TB/HIV-related servicesfor TB patients.
Specialists from both projects developed a questionnaire for mentoring teams to use while
monitoring the use of the E-TB Manager in health care facilities, especially in instances of
TB/HIV co-infection case management. Project specialists offered recommendations for
improving the E-TB Manager components related to the management and documentation of
TB/HIV co-infection. All of the project’s suggestions were accepted by SIAPS, and the
project will monitor the integration of these changes into the E-TB Manager system. By
implementing these recommendations, Ukraine will be able to collect and make available
necessary information on TB/HIV co-infection, monitoring activities, and patient referral.
This will facilitate effective planning and action for controlling Ukraine’s TB/HIV epidemic
at the national and regional levels.

To discuss the causes of ineffective referral at the regiond level, the project led 14 workshops
between November 2012 and July 2013 for TB specialists, HIV specialists, and PHC
specidists in USAID-supported regions. PHC specialists were included at the project’s
recommendation, as they are the medical practitioners primarily responsible for TB case
detection and DOTS. The workshops focused on ways to improve available TB/HIV medica
care and referral services for TB patients, including HIV counseling and testing for TB
patients and screening for TB among HIV patients. Participants clarified region-specific
mechanisms of patient referral, revealed local shortcomings of the referral systems, and
reviewed region-specific regulations. Practical recommendations were offered to align
regional procedures with internationally recognized standards of TB/HIV patient care.

The project made 17 mentoring visitsto AIDS centers and TB hospitalsin al USAID-
supported regions. During these visits, 66 individuals were mentored at the workplace. Also
the regional project coordinators were instructed to pay special attention to matters
concerning TB/HIV co-infection during visitsto PHC, such as TB case detection among
PLWH and HIV testing of TB patients (see Task 4.3.1).

Among the findings from these visits was the confirmation that project-initiated screening
guestionnaires are being used by medical professionalsin all oblast AIDS centersin USAID-
supported regions (see Task 4.3.1). Project representatives also noted that patient datais
being entered properly into the project-recommended table for standardized data collection
on TB/HIV referra services. In Luhansk oblast, referral mechanisms and |C conditions have
improved at the raion level. In all regions, the project promoted provision of immediate TB
consultations, when necessary, in the same health care facility where the patient originally
sought medical services. More often than not, this would mean providing TB consultation to
patients at an AIDS center or a PHC facility. Such apracticeis essential for the prevention of
nosocomia TB transmission to PLWH. Such practices are now in place in Luhansk oblast,
Kerch city (AR Crimea), Odesa oblast, and Zaporizhzhia oblast. As aresult, the average time
to diagnosis has decreased, as has aloss to follow-up among patients with presumptive TB.
In these oblasts, isoniazid preventive courses are provided in both AIDS centers and PHC
facilities.
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Per Task 4.1.3, the project conducted training on TB control for HIV service providers and
training in HIV diagnosis, treatment, and prevention for TB providers.

To ensure the consistency and sustainability of educational efforts related to issues of
TB/HIV case management, the team is collaborating with the Ukrainian National Training
Center on HIV for the purpose of certifying training curriculaon TB/HIV at the National
Medical Academy of Postgraduate Education.

The project developed a TB/HIV module for PHC doctors to improve integration of TB/HIV
services at the raion level and to emphasize the involvement of PHC providersin TB/HIV
case management.

In May 2013, the project reviewed training materials already in place at the National Training
Center on HIV. The materials were found to be in compliance with project objectives and
principles. As anew national protocol on TB/HIV is under development, planning and design
of new educational materialsis set to being after its finalization and approval. In anticipation
of new training materials, workshops are being held to clarify the most complicated issues of
TB/HIV case management (see Task 4.1.2).

The project also developed training materials on effective follow-up and social support of
TB/HIV patients for NGO staff, social workers, and psychologists.

Activity 4.2: Ensure HIV testing for TB patients and effective referral of those found to
be HIV positive.

Per Task 4.2.1, the project continued to build on existing models to scale up high-quality HIV
testing and referrals for TB patients. The team has developed an approach that incorporates
civil society into the support systemsfor TB/HIV patients.

Project specialists worked with a partner, the Coalition of HIV Service Organizations, to
identify the most important and productive approachesto ACSM activities. A project
specidist sat on the selection committee reviewing grant applications received by the
Caalition from NGOs and presented information about the needs of TB patients as a potential
target audience for funded NGO activities. The Codlition offered insights on which NGOs are
the most important or active at the local level, as well as the methods and activities of those
organizations. As aresult, the project and the Codlition were able to harmonize their
respective grant requirements (see Task 1.2.1).

To andyzethe efficiency of PITC among TB patients, the project promoted revision of MoH
R&R forms on PITC to capture information on TB prevalence among those who undergo
HIV testing (see Task 1.1.5). Thiswill allow for amore reliable assessment of HIV
prevalence among TB patients, improve the detection of dual TB/HIV infection, and hasten
the initiation of proper treatment, in turn increasing overall patient survival.

Toimprove M&E of TB/HIV cases, the project participated in aworking group on the
regulatory basis for M& E in this sphere (see Task 4.3.1). The team emphasized the
importance of testing not only for new cases of TB but also for other categories of TB
patients, such as relapse cases and cases of MDR-TB.
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On February 21-22, 2013, the project participated in a workshop supported by USAID’s
Improving HIV/AIDS Services among Most-at-Risk Populations in Ukraine project. The
workshop gathered representatives of HIV program stakeholders to discuss coordination and
scaling up the quality of HIV testing and referrals. The SThCU team recommended paying
attention to the referral agorithm and explained that following HIV testing in TB hospitals,
patients diagnosed with HIV should be referred to an AIDS center to ensure follow-on
support to TB/HIV patients after an in-hospital phase of TB treatment.

Per Task 4.2.2, ensuring HIV testing for TB patients and effective referral of those found to
be HIV positive, the project continues to promote the availability of HIV testing for TB
patients and referra to appropriate services for those who are HIV-positive.

All USAID-supported regions are currently being provided with HIV tests. The ELISA test is
acquired through local budgets. The cost of rapid tests for vulnerable groups is covered by
various agencies in different regions. The project monitors the supply, availability, and use of
ELISA tests and rapid testsin the 10 pilot regions.

The project is also promoting PITC of TB patients, as TB is the main opportunistic infection
among PLWH. Information on PITC was included in the training materials for PHC
providers TB management. Specialized training on PITC for TB specidistswas held in AR
Crimeafor 28 participants. To improve the mechanisms for conducting PITC, the project
organized aroundtable meeting for 22 TB and HIV speciaists and PHC providersin the city
of Kyiv. These locations were selected because they have the lowest coverage of PITC
among TB patients.

Activity 4.3: Provide TB screening of HIV patients and referral to TB services for those
with suspected cases of TB.

Per Task 4.3.1, the project continues to build on existing models for scaling up TB screening
and referral for HIV patients. To increase awareness of TB among the population at risk of
TB and HIV, the team supported alocal NGO in providing individual consultations on
symptoms of presumptive TB for approximately 100 persons at risk in Luhansk and
Dnipropetrovsk oblasts and the city of Sevastopol. These clients were also provided with
essential information on TB and advised to seek medical attention if symptoms develop.

The vast mgjority of TB referrals provided to HIV patients are handled by the same medical
professionas who manage HIV service referrals for TB patients. As such, much information
on project activities related to Task 4.3.1 are discussed under Task 4.2.1.

To ingtitutionalize evidence-based TB/HIV case management, the team took an activerolein
revising the unified clinical protocol on TB/HIV care at the primary, secondary, and tertiary
levels of health care by participating in a multidisciplinary group organized for this purpose.
The project recommended the following revisions to the protocol:

o When referring patientsto TB care, observe all necessary |C precautions for TB/HIV
patients.

e Provide DOT-based treatment of TB/HIV co-infection.

o Clearly define the roles and responsihilities of different health care providersinvolved in
TB/HIV care or referral processes.

o Recommend the isoniazid preventive course for all PLWH when active TB is ruled out.
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o Define the term “TB screening,” to indicate a comprehensive approach to case detection
that includes screening interviews to detect symptoms suspicious for TB and/or chest X-
ray, and/or tuberculin tests.

o Administer ART to al TB/HIV patients, regardless of their CD-4 count.

The mgjority of these proposals were under consideration when the draft order was reviewed.

To streamline procedures for reporting the rate of TB screening among PLWH, the project
proposed using the PEPFAR system of reporting which reports the number of PLWH who
received at least one service on TB case detection. The project emphasized an evidence-based
clinical approach to case detection, i.e., screening interviews rather than obsolete screening
through X-rays. Thisled to promising results (see Task 4.3.2). During discussions of this
indicator, project representatives recommended retaining it as part of the MoH M&E plan, as
it isa particularly important parameter for monitoring TB/HIV service and care. Project
representatives al so observed that including this variable on reporting forms used in AIDS
centers and PHC facilities could provide additional opportunitiesto monitor this indicator.
Project representatives emphasi zed the importance of allowing access to and maintaining
HIV-related components of the E-TB Manager database in AIDS centers.

The project also advocated policy reform to improve follow-up of TB/HIV cases at the
central level. The following statements were included into the draft of the M&E plan:

e The parties responsible for reporting on specific indicators (TB services or AIDS
services) should be clearly specified in maintaining efficient and effective M& E.
All TB/HIV data should be desegregated by gender.

e Resultson TB screening among PLWH should be specifically reported.

To promote these improvements, the project held a series of working meetings with UCDC
and participated in a Skype conference held by UCDC with regional TB and HIV service
providers.

To improve TB detection among PLWH, the project focused on activities to improve the
knowledge and practices of infectious disease specialists working with HIV-positive patients.
From February 2013 to June 2013, the project led three workshops for 94 HIV specialists on
the topic of TB case detection in the city of Kyiv and in Odesa and Luhansk oblasts. On July
17, 2013, asimilar workshop was held for 44 HIV specialistsin Donetsk.

In Year 1 the project provided technical support to atotal of 797 TB specialists and infectious
diseases specialists at meetings and workshops on improving integrated TB/HIV services
(under Tasks 4.2.2 and 4.3.1). In addition, with support, these professionals elaborated a
common vision of current

practical issuesin TB/HIV Exhibit 6. Results of Screening Interviews

management through
roundtables.

. 7,991 patients
Per Task 4.3.2, the project underwent
supports screening HIV patients screening
interview

for TB and referral to TB
services. In May 2013, the
project initiated screening for
TB among PLWH through

2,807 were found
to have a cough

176 of thosze tested
Were smear-positive
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regular use of aspecially designed screening questionnaire at AIDS centersin all project-
supported regions. Clinica screening of PLWH is recommended by WHO as the most
affordable way of TB case detection. Ukrainian specialists have not used this approach
before. The project ensured that AIDS centers in have screening questionnaires that arein
accordance with international recommendations.

The project also developed a TB/HIV and referral monitoring database for AIDS centers and
raion-level HIV officesin project-assisted regions, aswell asinstructions for itsuse. This
innovative tool is designed to facilitate M& E of TB/HIV care. Project monitoring
coordinators from the 10 regions were instructed on the use of this database. Regional
meetings and mentoring visits held for doctors also focused on instructions for managing this
database and the quality of data entered, among other issues. These meetings provoked
discussion on the importance of analyzing TB/HIV-related data and triggered implementation
of significant follow-on actions (see Tasks 4.2.2 and 4.3.1). An additional meeting on the
importance of monitoring TB/HIV care and referrals using the new database was held in
Donetsk oblast. As aresult of meetings and mentoring visitsto regional AIDS centers
Donetsk in August 2013, the staff of the AIDS center began using the database.

Monitoring of TB/HIV services and referras using the new database began in May 2013.
Since that time, screening data on 8,013 PLWH in all 10 USAID-supported regions has been
entered into the database. These patients have been screened using one or more WHO-
recommended methods. A total of 7,991 individuals have undergone a screening interview to
detect symptoms of presumptive TB. Of these, 2,807 were found to have a cough and were
given a sputum smear test; 176 (6.3 percent) of those tested were smear-positive. Thus, the
percentage of presumptive TB cases that were found to have positive smear microscopy
results among this risk group significantly exceeds the overall level of TB case detection by
microscopy at the PHC level of 1-3 percent. This confirms the efficiency of selecting patients
eligible for specific TB tests based on a screening interview. Thisis of particular importance,
as TB/HIV patients expectorate TB bacteria much lessreliably than HIV negative patients.

The databaseis also used for documenting the number of patients who received preventive
treatment with isoniazid and co-trimoxazol. Now it is confirmed that during the reporting
period, 1,774 (22.1 percent) and 2,066 (24.3 percent) of patients under observation received
each treatment, respectively.

Exhibit 7 summarizes Objective 4 accomplishments to date based on expected life-of-project
results.

Exhibit 7. Objective 4 Accomplishments

LOP Expected Results Accomplishments to Date
Identify the gaps for TB/HIV ¢ Gap analysis of TB/HIV integrated services has been
integrated service delivery and performed.

referral systems and develop a plan
for addressing the gaps.

Improve the capacity of local e 14 seminars were held in USAID-supported regions
organizations provided with e 797 TB, HIV, and PHC specialists received updated
technical assistance for HIV and information on TB/HIV through a training and workshops.
TB/HIV-related activities capacity.

Improve the policy environment e National protocol on TB/HIV case management has been
among local organizations to developed.

support HIV and TB/HIV-related e Advocacy for improving TB/HIV related activities reached
activities. 148 key decision-makers at 12 local roundtable meetings.
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Exhibit 7. Objective 4 Accomplishments

LOP Expected Results

Accomplishments to Date

Adapt and implement the HIV
testing and referral model for TB
patients at USAID-assisted sites.

The project advocates making PITC mandatory for all TB
patients.

Increase TB screening and referral
model for HIV-positive patients
implemented at USAID-assisted
sites.

TB screening and referral model for HIV-positive patients
adapted for implementation in USAID-supported regions.
TB screening is being performed for HIV patients by
means of evidence-based methods.
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36

. SCHEDULES

Asthe national protocol on TB case management is currently being updated, holding
TOT for professors of family medicine was postponed until Year 2 so asto provide TOT
participants with the most the up-to-date information.

The project is procuring GeneX pert machines. The timeline was shaped by the fact that
the project’s sole recipient, UCDC, is a newly developed entity that replaced the original
recipient, which was dissolved during Year 1. UCDC secured customs authorization in
August 2013. Prior to this, UCDC was unable to accept or even confirmits ability to
accept this equipment.

TB culture and DST training sessions originally scheduled for September 2013 were
postponed until Y ear 2 as the heads of Level 3 laboratories had just received training on
these issues from a GF-supported program. Postponing the training will enable the project
to incorporate findings from the ongoing countrywide DRS (see Task 3.1.5) and relevant
information about the role of the GeneXpert® into the training module.

A grant agreement with the Ukrainian Red Cross Society was postponed due to delayed
approval of the grant manual. To date, the grant description and budget have been
finalized and submitted to the parties.

To better address issues on access to quality TB/HIV servicesviasmall grants, the project
studied the role of NGOsin TB/HIV service provision as a part of TB/HIV gap analysis
conducted by GTBI. The results were considered when developing the small grants
programs and solicitations. The award of grants was postponed to accommodate the
scheduled TB/HIV gap analysis and will be implemented early in Y ear 2.
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[ll. CHALLENGES

During Year 1, the team worked to overcome a number of challenges, described below.

[ ]

Thelegal basis of Ukraine’s health care system lags behind in instituting evidence-based
practices. As aresult, implementation of international best practices at the regional level
isconsiderably delayed. In Year 1, project efforts were directed at accelerating legal
reform through legal analysis, participation in government working groups, development
of recommendations and revisions to existing and new legisation, and assistance to
supported regions in developing local regulations to implement national policies (e.g.,
revision of the national protocol on TB case management, introduction of EQA in sputum
microscopy through local orders, development of R&R formsfor MDR-TB, and TB/HIV
case management).

Limited government funding for the NTP discourages implementation of WHO-
recommended approaches. The project is supporting conceptualization and
implementation of cost-effective approaches (e.g., use of natural ventilation as an
important |C measure and application of low-cost EQA methods in the TB laboratory
network).

State counterparts (namely the State Service on TB/HIV and Other Socially Dangerous
diseases and UCDC) lack adequate knowledge and expertise to fully implement the NTP.
To build their capacity in supportive supervision and data analysis, the project has started
involving their representativesin field visits.

The Dnipropetrovsk CoE does not yet have sufficient support or recognition at the local
and national level and from other oblast authorities. The project is promoting the CoE
through educational activities, training of CoE staff, attracting TB experts from the
national and regional level, expanding CoE training services to other regions of Ukraine,
and helping the CoE implement up-to-date IC and MDR-TB case management practices.

The following key lessons were learned during Y ear 1.

[ ]

The project should be flexible and apply a combination of top-down and bottom-up
approaches to achieve best results. For example, gapsin national legislation can be
overcome through regulatory adjustments at both the regional and local levels.
National TB institutions (e.g. State Service on TB/HIV and Other Socially Dangerous
diseases, UCDC, and the National TB Institute) should be involved in the project’s
training interventions to achieve sustainabl e results and systemic changes.

National TB institutions’ personnel capacity should be strengthened in the areas of
effective national TB program management, partner coordination, monitoring and data
anaysis, and decision-making. In general, medical staff are receptive to new knowledge
and skills and are ready to implement new approaches and best practices.
Cost-effective approaches in TB control can be successfully implemented.
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ANNEX A. PERFORMANCE MONITORING AND EVALUATION

REPORT

Exhibit A-1. Strengthening Tuberculosis Control in Ukraine (STbCU) Project Indicators

Indicator

Frequency

Reporting
Period

Baseline

Year 1
(2013)
Targets

Year 1
(2013)
Results

Project Objective: Decreased TB burden, contributing to

a reduction of TB morbidity and mortality, decreasing the burden of TB through specific quality assurance and
systems strengthening measures for routine TB services, and MDR-TB and HIV/TB co-infection

Project Intermediate Result (PIR) 1. Improved quality and
expanded availability of the WHO-recommended DOTS-based TB services in USAID-supported areas

TB incidence (notification rate) in

January —

L USAID-supported areas, per 100,000 Annually December 2012 2.9 710 733
TB mortality rate in USAID-supported January —
2. areas, per 100,000 Annually December 2012 17.9 16.9 175
Treatment success rate in USAID- January — o o o
3. supported areas (cohort indicator) Annually December 2011 54.2% 60% 48.5%
Default rate in USAID-supported areas January — o o o
4. (cohort indicator) Annually December 2011 9.4% 9.0% 8.6%
5 Treatment success rate nationally Annuall January — 56.6% 60.0% 55.00
" | (cohort indicator) y December 2012 o7 o S
Treatment success rate in non-USAID- January — o o o
6. supported areas (cohort indicator) Annually December 2012 67.1% 65.0% 63.1%
Percent of laboratories in USAID-
assisted areas performing TB January — o o o
£ microscopy with over 95% correct Annually December 2012 72.3% 71.0% 78.6%
microscopy results
Smear microscopy TB detection at the January — o o o
8. PHC level Annually December 2012 2.2% 2.5% 2.6%
Percent of smear-positive individuals January — o o o
S with positive TB culture Annually December 2012 46.0% 48.0% 54.3%
Percent of estimated number of new TB January — o o o
10. cases that were detected under DOTS Annually December 2011 73.0% 73.0% 86%
Percent of public sector TB treatment
facilities with health care professionals April 2012 — 0 o o
1. trained in TB case detection and Annually September 2013 0% 30.0% 32.8%
treatment based on DOTS!
Number of health care workers who Aoril 2012 —
12. | successfully completed an in-service Quarterly P 0 700 790

training program (PEPFAR H2.3.D)

September 2013

1 Reflected in the Task Order as indicator “Number of people (medical personnel, health workers, community
workers, etc.) trained on DOTS with USG funding”
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Reportin Year 1 Year 1
Indicator Frequency porting Baseline | (2013) (2013)
Period
Targets | Results
Percent of Ukrainians with access to January —
13. | DOTS services that meet international Annually Y 50.0% 50.0% 50.7%
December 2012
standards
PIR 2. Creating a safer medical environment at the national level and in USAID-supported areas
TB incidence among health care January —
14. workers, per 10,000 Annually December 2012 7.5 7.0 72
Number of facilities with proper infection April 2012 —
15. control practices in place Annually September 2013 6 16 24
Proportion of health care workers that Aoril 2012 —
16. | are knowledgeable on proper infection Annually P 0% 20.0% 9.7%
: September 2013
control practices
PIR 3. Build capacity to implement PMDT programs for
multidrug-resistant/extensively drug-resistant TB in USAID-supported areas
MDR-TB treatment success rate among January —
17. | new MDR-TB cases (cohort indicator) in Annually y 36.6% 40.0% 46.6%
December 2010
USAID-supported areas
MDR-TB default rate among new MDR- January — o o o
18. TB cases (cohort indicator) Annually December 2010 12.3% 9.1% 12.7%
Percent of Level 3 laboratories in January —
19. | targeted regions performing quality- Annually Y 64.0% 67.0% 71.4%
December 2012
assured culture and DST
Percent of health facilities with proper April 2012 — o o o
20. MDR-TB management Annually September 2013 0% 28.0% 30.0%
Percent of Ukrainians in USAID- January —
21. | assisted areas with access to PMDT Annually Decembery2012 50.0% 50.0% 50.7%
that meets WHO international standards
PIR 4. Improve Access to TB/HIV Co-infection Services at the national level and in USAID-supported areas
Percentage of TB patients who had an
HIV test result recorded in the TB Semi- January —
22. | register among the total number of annuall Decembery2012 80.0% 80.0% 87.4%
registered TB patients in USAID- y
supported sites
Proportion of newly diagnosed HIV and
23 TB |nd|V|dua_Is who qndergo diagnostic Semi- January — 80.0% 80.0% 84.3%
and counseling services for dual annually December 2012
infection in USAID-supported sites
Number of individuals provided with . .
24. | technical assistance for HIV-related aﬁﬁgﬁ SeA?grln%)(t);ZZC_JIB 0 350 797
capacity building (PEPFAR indicator) y P
Number of individuals provided with . .
25. | technical assistance for HIV-related aﬁﬁggﬁ SeA?élrlnzb%%ZZaB 0 75 148
policy development (PEPFAR indicator) y P

40

STRENGTHENING TUBERCULOSIS CONTROL IN UKRAINE: ANNUAL REPORT




Reportin Year 1 Year 1
Indicator Frequency Pp ring Baseline | (2013) (2013)
eriod
Targets | Results
Proportion of TB patients who are Semi- January —
26. | counseled and tested for HIV at USAID- Y 80.0% 80.0% 87.4%
. . annually December 2012
assisted sites
Number of individuals who received .
27. | testing and counseling (T&C) services aﬁﬁgﬁ ;Ct%bggsgggﬁ 12,000 13,200 | 14,140
for HIV and received their test results y P
Percent of HIV-positive patients who .
28. | were screened for TB in HIV care or aﬁr?lrj?ill-l ;Ct%brﬁ[é?%gl; 80.0% 80.0% | 81.6%
treatment settings (PEPFAR C2.4.D) y P
Number of HIV-positive adults and .
29. | children receiving a minimum of one aﬁr?ggl-l SOeCt'?ebrﬁ[)gg(z)l_S 0 67,000 76,979
clinical service (PEPFAR C2.1.D) y P
Number of eligible adults and children .
30. | provided with a minimum of one care Semi- October 2012 — 0 67,100 | 77,079
annually September 2013

service (PEPFAR C1.1.D)
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Comments on the Indicators

PIR 1. Improved quality and expanded availability of the WHO-recommended
DOTS-based TB services in USAID-supported areas

Indicator 1. The TB incidence rate in USAID-supported areas in 2012 reached 73.3
cases per 100,000 population, which exceeded the project’s target of 71.0 cases per
100,000, as well as the baseline year incidence rate of 72.9 cases per 100,000
population. The increased incidence rate may be due to improved TB diagnostic
procedures rather than to the real growth of infectious process.

Indicator 2. The mortality rate in USAID-supported areas in 2012 cameto 17.5 cases
per 100,000 population in 2012, exceeding the 16.9 case target by 4 percent but
nevertheless 2 percent lower than the baseline of 17.9 cases.

Indicators 3-6. These indicators measure the treatment success rate in USAID-
supported areas (cohort indicator), the default rate in USAID-supported areas (cohort
indicator), and the treatment success rate nationally in non-USAID-supported areas
(cohort indicator) (Exhibit A-2).

The project conducted an analysis to evaluate the reliability of these state statistics. At
first glance, treatment success rates appear higher in the western regions than in the
eastern regions, although most of the eastern regions have been covered by USAID
TB-control programs for the past few years. However, amore detailed anaysis
revealed a considerably lower level of datareliability in non-USAID-supported
regions.

Thus the data from USAID-supported regions indicates that the capacity of local TB
R&R systems in these areas has been systematically and sustainably improved. The
result of that improvement is monitoring and reporting practices that are
incrementally more reliable than previoudly.

Inconsistent drug supplies affect treatment outcomes more than any other factor. The
seriousness of this problem became especially apparent in 2011, when a shortage of
both first- and second-line drugs arose and remained unresolved for most of the year.
Despite these historical barriers to successful TB contral, it is premature to conclude
that weaknesses in the drug supply chain are solely responsible for the low levels of
treatment efficiency. Analysis of treatment effectiveness and the default rate (Exhibit
A-3) indicates that treatment efficacy is being affected by factors independent of the
drug supply chain. The irregular fluctuation occurred during different quarters and
was not coincident in different oblasts. Only in Luhansk oblast did treatment
effectiveness dramatically decline during the last half of 2011, when the drugs
shortage was most acute. It isworth noting that the occurrence of treatment default
varies more significantly and irregul arly than treatment success; and in Kharkiv and
Kherson aoblasts, the default rate was even higher in 2010, when the supply at least of
the first-line drugs was sufficient (Exhibit A-4).
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Exhibit A-2. Treatment Outcome Disaggregated by Oblast?!

Regon | (et | Completed) Sccess | et | rave | Defeut,
(Percent)
AR Crimea 45.1 2.2 47.3 18.8 24.1 6.5
([))é‘l'f':srfpe”o"s" 38.4 9.0 474 15.8 23.8 95
Donetsk oblast 49.2 2.5 51.7 18.0 24.2 3.8
Kharkiv oblast 48.8 2.9 51.7 11.6 22.7 8.8
Kherson oblast 26.2 11.2 37.3 16.4 35.8 7.2
Luhansk oblast 45.1 5.8 50.8 19.3 15.5 12.5
Odesa oblast 33.8 115 45.3 14.0 25.9 9.9
gs&g:thma 35.8 12.7 485 18.3 18.3 10.5
Kyiv city 42.8 11.0 53.8 13.2 17.0 11.4
Sevastopol city 44.9 2.6 47.4 10.3 24.4 154
USAID-supported 415 7.0 48.5 16.4 23.2 8.6
's\'lj’g;grfg'} 54.0 1.2 67.7 11.3 14.8 6.6
Ukraine 46.1 8.9 55.0 14.1 195 75

1Source: UCDC

Exhibit A-3. Dynamics of the Treatment Success Rate by Quarter
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Exhibit A-4. Dynamics of Treatment Effectiveness by Quarter
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Exhibit A-5. TB Treatment Outcomes Disaggregated by Gender and Oblast
Cured Completed Treatment Death in Failure Default
i (Percent) (Percent) sSuccess Cohort (Percent) (Percent)
Region (Percent) (Percent)
M F M F M F M F M F M F
E&f;fpe”o"s" 388 | 416| 87| 90| 475|506 | 156 | 157 | 241 | 204 | 96| 86
Donetsk oblast | 49.8 | 47.5 2.7 22| 525 | 49.7 | 178 | 186 | 23.8 | 255 3.8 3.8
Kharkiv oblast 30.1 | 436 | 120 | 10.0 | 42.1 | 536 | 15.8 93| 270 | 22.9 9.6 | 10.7
Kherson oblast | 35.4 | 36.9 | 13.8 9.7 | 493 | 466 | 183 | 184 | 164 | 23.3 | 11.2 8.7
Luhansk oblast | 25.2 | 29.1 99| 149 | 351 | 439 | 164 | 16.2 | 395 | 25.0 58| 115
Odesa oblast 429 | 50.2 6.1 49 491 | 55.1 | 196 | 185 | 15.7 | 152 | 14.1 8.6
ggg‘;'zmh'a 46.7 | 542 | 28| 34| 495|576 | 127| 85| 226 | 229| 99| 59
AR Crimea 443 | 474 1.8 35| 46.1| 50.9 | 183 | 20.2 | 24.3 | 23.7 7.5 3.5
Kyiv city 42.0 | 45.2 9.7 | 143 | 51.7 | 595 | 15.0 95| 166 | 175 | 11.6 | 10.3
Sevastopol city | 42.0 [ 50.0 4.0 0.0 | 46.0 | 50.0 | 10.0 | 10.7 | 30.0 | 143 | 120 | 214
USAID- 406 | 446 | 68| 72| 475|517| 168 | 156 | 236 | 21.5| 88| 7.9
supported

[—1-P-value<0.05

The data obtained in USAID-supported regions were al so disaggregated by gender

(Exhibit A-5). Thisrevealed that treatment success is higher among female patients.

This pattern is explained by the findings of a'Year 1 project survey that explored
gender-specific characteristics of TB patients’ behaviors. The survey showed that
women tend to seek care with presumptive TB symptoms earlier, on average, than

men. It also revealed that women are more likely than men to remain adherent to TB

treatment. Despite these differencesin behavior, differences observed in the death rate
and treatment failure between genders are statistically insignificant.
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Indicator 7. The proportion of laboratoriesin USAID-assisted areas performing TB
microscopy with over 95 percent correct results was 78.6 percent, exceeding the target
of 77.0 percent. Ukraine’s national regulations stipulate the number of clinical
|aboratories eligible to perform smear sputum tests according to the size of the
population in the region. In reality, these regulations are not always followed. For
example, in Odesa oblast, the real number of |aboratories exceeds the recommended
number by 11. In Donetsk oblast, the number of laboratories that underwent EQA is
within the recommended number but exceeds the number which that are officialy
recognized. As EQA is performed annually, the data available to date illustrate the
results of rounds performed in 2012 (see Exhibit A-6). Datafrom Luhansk oblast
were not included because in 2012 the routine EQA process was not in place. The
local order on EQA in thisregion was endorsed in August 2013.
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Exhibit A-6. EQA results in USAID-supported regions

Maximum Number of Percent of
Number of . )
number of . laboratories laboratories
h Actual number laboratories . .
Region laboratories of laboratories that performing TB | performing TB
9 recommended in the reaion articipated microscopy microscopy
by national 9 particip with over 95% with over 95%
. in EQA
regulations correct results | correct results
Dnipropetrovsk o
oblast 36 36 36 36 100%
Donetsk oblast 80 70 77 75 97%
Kharkiv oblast 40 40 40 39 98%
Kherson oblast 31 24 24 24 100%
Odesa oblast 35 46 32 8 17%
Zaporizhzhia o
oblast 37 28 26 22 79%
AR Crimea 25 — 16 9 56%
City of Kyiv 26 26 26 25 96%
City of 7 6 6 6 100%
Sevastopol

Indicator 8. The smear microscopy TB detection rate at the PHC level in USAID-
supported regions during the reporting period came to 2.6 percent and met the Year 1
target. It also significantly exceeds the Ukrainian average of 1.4 percent, aswell as
the average in non-USAID-supported regions of 0.84 percent. The disaggregation by
region is presented in Exhibit A-7.

Exhibit A-7. Smear microscopy TB detection in the USAID-
supported regions

2011 2013

Region (Percent) 2012 first hélf

(Percent)

(Percent)
AR Crimea 2.7 3.0 3.4
Dnipropetrovsk oblast 3.0 3.7 4.2
Donetsk oblast 4.2 4.4 5.2
Kharkiv oblast 11 1.3 1.2
Kherson oblast 3.7 4.4 5.2
Luhansk oblast 1.3 1.3 1.2
Odesa oblast 14 1.9 1.6
Zaporizhzhia oblast 21 2.3 2.3
Kyiv 3.1 3.1 6.2
Sevastopol 2.9 3.4 2.6
Average USAID-supported regions 2.2 2.6 2.9

This confirms the sustainability of the improvements achieved through project
activities. Still, thisleve is significantly lower than what the WHO recommends. In
response, the project isfocusing not only on lab performance, but also on improper
patient selection at the PHC level as areas where significant improvements need to be
made. This approach isjustified by the extremely high levels of saliva samples
frequency in PHC lab logbooks in some oblasts, indicating systemic over-selection of
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patients. For instance, in Kharkiv oblast, thislevel in 2012 was 26.5 percent (Cl 25.3-
26.8 percent).

Indicator 9 records the percentage of smear-positive individuals with positive TB
culture. Significant progress in laboratory confirmation of TB diagnosis (54.3 percent)
exceeds the target rate by 18 percent, indicating improved laboratory performance.

Indicator 10 records the percentage of the estimated number of new TB cases that
were detected under DOTS. The project used the official datathat is presented annual
in the WHO TB global report. The project established atarget of 73.0 percent, as
recommended by WHO for 18 high-burden countries in European region, including
Ukraine. The data presented in the official report in 2012, 86.0 percent, exceeds the
target.

Indicator 11 records the percentage of public sector TB treatment facilities with
health care professionalstrained in TB case detection and treatment based on DOTS.
Project training built the capacity of TB doctors and |aboratory specialists from 23 out
of 70 TB facilitiesin USAID-supported regions. These trained staff shared
information among their colleagues and were also involved in mentoring and
providing TB services according to DOTS strategy requirements.

Indicator 12 records the number of health care workers who successfully completed
an in-service training program. The Qualitative Baseline Assessment of Local TB
Control Measures conducted by the project in July-August 2012 showed that
Ukraine’s low TB treatment efficiency rate isdue in large part to delays in diagnosis
and low levels of treatment adherence during the continuation treatment phase.
Treatment adherence is particularly problematic among TB patients who receive TB
treatment in PHC facilities; therefore, the knowledge and practical skills of PHC
medical workers play acrucial role in determining the level TB treatment efficiency
in the region. These health care workers are key to the achievement of both national
and project indicators. The percent of smear-positive TB patients among newly
diagnosed cases is another indicator that relies on the knowledge and practical skills
of PHC and family physicians, as they are the ones who will first interact with
potential TB cases and refer them to smear screening. It isworth noting that nearly all
TB specialists were trained as a part of the Globa Fund project on TB, whereas the
majority of PHC medical workers were never offered such training. STbCU decided
to concentratein Year 1 on training medical professionals working in PHC facilities
and laboratory technicians who perform sputum smear microscopy (see Exhibit A-8).

The largest number of training sessions per region was held in Dnipropetrovsk oblast
at the Dnipropetrovsk CoE (19 training events for 337 specialists from all USAID-
supported regions). TB I C training sessions were hosted by the Donetsk oblast TB
dispensary, asit is currently the only TB facility in Ukraine that is able to demonstrate
proper environmental control practices. During Y ear 1, threeinternational training
events were held as well: onein Dushanbe, Tgjikistan, and two in Vladimir, Russia
(see Exhibit A-9).
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Exhibit A-8. Number of Trained Specialists by Specialty and Work Venue

Region
~ +— - 4
«| ¢ | Ble | & g g
i | 8. 3| ®xl 8| 8%| 5| 22| 8| &| S
Specialty € 32 S| 88| S| 28 s | =8 c o o
(8] g5 9 532 9 = % 83 o] 2
x 5° © | a° | O0° & ¥ © s 2
< = ) ﬁ 5 2 <
[a) [a)] a %) X
PHC doctors 32 111 1 45 28 29 44 43 61 34| 428
TB specialists
(doctors & nurses) 34 6 3 6 5 7 3 61 6 5 136
Lab specialists 8 35 1 10 9 1 2 31 12 14 123
HIV specialists - - - - - 1 - - - 4 5
Epidemiologists 7 2 7 6 34 9 2 10 4 15 96
Engineers - - 1 - 1 - - - - - 2
Total 81 154 13 67 77 47 51 145 83 72| 790
Exhibit A-9. Training Activities by Location
Name of Training Location Nq. of Nq. of
Trainers Trainees
Dnipropetrovsk CoE 10 206
Kherson 2 40
Sevastopol 2 43
. - Kharkiv 1 28
TB case management in PHC facilities Zaporizhzhia 1 19
Kyiv city 1 34
Luhansk 1 25
Odesa 1 24
Study tour on Implementation of |nter_nat|onaglly” Donetsk-Luhansk 1 10
recognized approaches to TB control in Ukraine
TB detection and diagnostics by sputum smear Dnipropetrovsk CoE 7 83
microscopy; quality control of investigations Kyiv 1 12
TB infection control in medical facilities of Ukraine | Donetsk training center 5 929
International Training
Prevention of nosocomial TB transmission Centeron TB IC, 1 5
Vladimir, Russia
Engineering aspects of nosocomial TB . -
oY e L o . International Training
transmission risk reduction; design, installation,
) . Center on TB IC, 1 2
balance, commission, and maintenance of . .
L Vladimir, Russia
ventilation systems
S_ystem (_)f quality control for TB laboratory Kharkiv 1 10
diagnostics
_TB ml_crot_)lologlcal diagnostics; quality control of Kharkiv 1 14
investigations
Dnipropetrovsk CoE 2 48
MDR-TB case management Kharkiv 5 56
Rapid TB/MDR-TB diagnostics by GeneXpert Dushanbe 1 6
Provider-initiated counseling and testing on HIV Simferopol, AR Crimea 1 26
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Indicator 13 records the percentage of Ukrainians with accessto DOTS services that
meet international standards. In 2011, 50 percent of the population was taken as a
basdline. In 2012, DOTS coverage in Ukraine was at 50.7 percent. The slight increase
reflects a population drop in the western regions, where access to DOTS is limited.

PIR 2. Creating a safer medical environment at the national level and in USAID-
supported areas

Indicator 14 records the incidence rate of TB among health care workers. A slight
decline against the baseline was observed (7.2 per 10,000 against 7.5 per 10,000). At
the same time, in 2012, the average incidence rate of TB among HCW employed in
TB unitswas 16.2 times higher than the average incidence among HCW in al
facilities (116.7 per 10,000 and 7.2 per 10,000, respectively). The most serious
situation can be seen in Kherson oblast, where incidence rates reached 316.4 per
10,000 and 14.6 per 10,000, respectively. In AR Crimea, the occupational risk isaso

Exhibit A-10. TB Incidence Rate among All HCW and HCW of TB Facilities, Per 10,000
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elevated compared to other regions (10.7 for al HCW and 197.6 for HCW for TB
facilities; see Exhihit A-10).

Indicator 15 records the number of facilities with proper infection control practicesin
place. With project support, TB |C plans have been developed at the following
facilities:

o Dnipropetrovsk oblast: Krivyy Rih city TB dispensary and the central oblast
AIDS center

Luhansk oblast: Slovyanoserbsk TB hospital and the oblast AIDS center
Kharkiv oblast: Kharkiv oblast TB dispensary and AIDS center

Kherson oblast: Kherson oblast TB dispensary

Odesa oblast: Odesaoblast TB dispensary

Zaporizhzhia oblast: Zaporizhzhia oblast TB dispensary and AIDS center
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e City of Kyiv: Kyiv’s Central TB hospital;
e City of Sevastopol: City of Sevastopol’s Central TB hospital.

Beyond project activities, the Donetsk oblast SES, together with the Donetsk oblast
TB dispensary encouraged by project advocacy and educational activities, provided
technical support in development of IC plansin six TB fecilities: Dzerzhinsk,
Slovyansk, Makiivka, Kostyantinivka, Kramatorsk, and Starobeshivka.

When the project began, TB IC plans were already established at six facilitiesin
USAID-supported regions:

e Dnipropetrovsk oblast: Dnipropetrovsk oblast TB dispensary
e Donetsk oblast: Donetsk oblast TB dispensary, city TB facility in Donetsk, TB
facilities in Shakhtarsk, VVolnovakha, and Horlivka

Indicator 16 records the proportion of health care workers that are knowledgeable on
proper infection control practices. To assess HCWs’ knowledge, the project repeated
the survey conducted at the start of the project at the end of Y ear 1. The number of
HCWswho demonstrated essential |C knowledge and practice had increased to 9.7
percent but still fell short of the target of 20.0 percent. This could be dueto
discrepancies between the WHO approaches promoted by the project and
administrative pressure in some HCW workplaces to conceal the real level of the
occupational risk. This type of pressure slows implementation of proper IC
knowledge and practice. In response, the project advocated political changes at the
local level, i.e. funds allocations for |C measures, and SES mentoring aimed at proper
implementation of evidence-based |IC practices.

A significant increase in knowledge of proper individual respiratory protection was
achieved in Year 1. Knowledge of administrative |C measures also showed a
statistically significant increase. The baseline level of knowledge of environmental
control approaches was high, thus the increase was not as impressive. The proportion
of respondents who demonstrated excellent knowledge on all approaches and
correctly answered all questions increased significantly in accordance with the
Student’st-criterion (see Exhibit A-11).

Exhibit A-11. Increase in HCW Knowledge and Practices

Knowledge or Practice 2012 2013 Increase

(Percent) (Percent) (Percent)
Administrative approach 2.7 9.1 +6.4
Environmental approach 30.9 33.3 +2.4
Individual protection and respiratory hygiene 2.4 194 +17.0
Excellent knowledge on all approaches 0 3.4 +3.4
Essential knowledge and practice 0 9.7 +9.7

[—1=P-value<0.05
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PIR 3. Build capacity to implement PMDT programs for multidrug-
resistant/extensively drug-resistant TB at the national level and in USAID-
supported areas

Indicators 17-18 record MDR-TB treatment outcomes among new MDR-TB cases
(cohort indicator). Asin the case of drug-susceptible TB, the rate of treatment success
was high among femal e patients, and the difference was even more pronounced. The
gender difference in the frequency of unfavorable outcomes was statistically
insignificant (Exhibit A-12).

Exhibit A-12. MDR TB Treatment Outcomes Disaggregated by Gender and Oblast

. Cured Completed Tsrﬁitcnéggt Dcsc?;rc])rltn Failure Default
Region (Percent) (Percent) (Percent) (Percent) (Percent) (Percent)
M F M F M F M F M F M F

Dnipropetrovsk | 37.4 | 47.8 2.0 65| 394 | 543 | 273 | 174 5.1 65| 212 | 152
oblast
Donetsk oblast | 50.0 | 59.6 47 38| 547 | 635 | 128 | 154 | 14.2 9.6 | 135 | 115
Kharkiv oblast | 30.2 | 40.0 | 189 | 32.0| 49.1 | 72.0| 28.3 | 16.0 5.7 4.0 7.5 4.0
Kherson oblast | 21.1 | 45,5 | 23.7 9.1| 447 | 545 | 23.7 | 27.3 0.0 0.0| 237 9.1
Luhansk oblast | 16.7 | 57.1 | 13.3 0.0| 30.0| 57.1 | 46.7 | 28.6 33 00| 16.7| 143
Odesa oblast 26.1 | 70.0 43| 10.0 | 30.4 | 80.0 | 56.5 | 20.0 43 0.0 8.7 0.0
Zaporizhzhia 35.0 | 30.8 0.0 7.7 35.0| 385 | 40.0 | 23.1 50| 154 | 150 | 231
oblast
AR Crimea 250 57.1 0.0 00| 25.0| 571 | 125 | 143 | 25.0| 143 | 25.0| 143
Kyiv city 38.7 | 455 | 194 0.0| 58.1| 455 9.7 | 27.3 6.5 91| 16.1| 18.2
Sevastopol city 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 | 100.0 0.0
USAID- 37.0 | 50.5 8.6 8.8 | 457 | 59.3 | 24.2 | 18.7 8.0 71| 160 | 121
supported

[——] =P-value<0.05

Indicator 19 records the percentage of Level 3 laboratoriesin the targeted regions
performing quality assured culture and DST came to 71.4 percent against a target of
67.0 percent. In 2012, oblast TB dispensariesin oblast Level 3 laboratories
successfully underwent EQA. Theremaining Level 3 laboratories (onein
Dnipropetrovsk oblast and three in Donetsk oblast), which were recently designated
Level 3, have not been provided with national EQA, although tests were conducted by
the oblast Level 3 laboratories.

Indicator 20 records the percentage of health facilities with proper MDR-TB
management. To evaluate the quality of MDR-TB case management, the project
assessed the work of MDR-TB councilsin each USAID-supported region. The MDR-
TB council is an oblast-level consultative board of specialists who are responsible for
setting the diagnosis of MDR-TB, prescription of treatment, monitoring drugs stock-
outs, and supervising doctors regarding treatment monitoring, side effects
management, and registration. Although MDR TB councils are mentioned in
Ukrainian regulations as being responsible for MDR-TB diagnostics and treatment,
thereis no national legidation specifying the functions of the councilsin
implementation and monitoring of proper MDR-TB case management. Therefore, the
project considered case management in the regional TB facilities to be proper if at
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least three of four criteria were met by the local council (see exhibit A-13). The best
result was achieved in compliance of treatment regimens with national protocols (70
percent). Unfortunately, only three facilities (Donetsk, Luhansk, and Odesa oblasts)
were found to be implementing proper treatment monitoring, while in the rest, the
reguired examinations were not performed in time and/or the course of treatment was
being needlesdy prolonged or shortened.

Exhibit A-13. Quality of MDR-council operation

Proper

registration and | Compliance

timely treatment | of treatment Compliance with | Proper Average

Region provision (within | regimens local second-line | treatment value per

seven days after | with national | drug stock-outs | monitoring region

obtaining DST protocols

results)
([))tg}fsr;)petrovsk no yes no yes 50%
Donetsk oblast yes yes yes yes 100%
Kharkiv oblast no yes no no 25%
Kherson oblast no yes yes no 50%
Luhansk oblast yes yes yes yes 100%
Odesa oblast yes yes yes yes 100%
Zaporizhzhia no no no no o
oblast
AR Crimea no no no no 0!
City of Kyiv no no no no 01
ggz;sftopol yes yes no no 50%
Average by the 40% 70% 40% 30% 48%
criterion

NOTE: 0 = The criterion was not assessed.

Indicator 21 records the percentage of Ukrainiansin USAID-assisted areas with
accessto PMDT that meets WHO international standards. See the explanation of
Indicator 13.

Indicator 22 records the percentage of TB patients who had an HIV test result
recorded in the TB register among the total number of registered TB patientsin
USAID-supported sitesin Year 1. Against atarget of 80.0 percent, the project
recorded aresult of 87.4 percent. The disaggregation by region is presented in Exhibit
A-14.
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Exhibit A-14. Percentage of TB Patients who Had an HIV Test Result Recorded, 2012

. All new TB Cases in which thg Per.centage of cases in
Region cases results o_f HIV testing whlc_:h the result; of HIV

were registered testing were registered
Dnipropetrovsk oblast 4,191 3,343 79.8%
Donetsk oblast 3,991 3,879 97.2%
Kharkiv oblast 1,765 1,669 94.6%
Kherson oblast 1,696 1,543 91.0%
Luhansk oblast 2,440 2,369 97.1%
Odesa oblast 3,129 2,631 84.1%
Zaporizhzhia oblast 1,543 1,458 94.5%
AR Crimea 1,472 959 65.1%
Kyiv city 1,564 1,138 72.8%
Sevastopol city 407 401 98.5%
USAID-supported regions 22,198 19,390 87.4%

Indicator 23 records the proportion of newly diagnosed HIV and TB individuals who
undergo diagnostic and counseling services for dual infection in USAID-supported
sites came to 84.3 percent against 80.0 percent target rate. During the reporting
period, 26,488 of 31,432 newly diagnosed TB and HIV cases were covered by TB and
HIV counsdling.

Indicator 24 records the number of individuals provided with technical assistance for
HIV-related capacity-building (PEPFAR indicator).

The capacity of 797 individuals was built through 18 seminars for 769 specialists and
one training session for 28 specialists, far exceeding the project’s target. The decision
to provide more capacity building on TB-HIV issues so as to improve quality of
services was based on the project’s baseline needs assessment (Annex B), which
revealed that the majority of TB and HIV specialists have little awareness of
evidence-based approaches to dua infection management. Besides, the recently
published management of TB/HIV co-infection clinical protocol for the WHO
European region has contributed to innovations that local HIV specialists are not
familiar with.

In addition, opportunities such as the GTBI-led gap anaysis and the 17 mentoring
visits to the AIDS centers conducted by the project were used to provide further on-
the-job capacity building.

Indicator 25 records the number of individual s provided with technical assistance for
HIV-related policy devel opment (PEPFAR indicator). To date, the project has
provided this type of technical assistance to 148 decision-makers through 12
roundtable meetings. Baseline survey results led the team to undertake additional
work in this area.

Indicator 26 records the proportion of TB patients who are counseled and tested for
HIV at USAID assisted sites. See the explanation of Indicator 22.
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Indicator 28 records the percentage of HIV-positive patients who were screened for
TB in HIV care or treatment settings (PEPFAR C2.4.D14). During the reporting
period, this indicator slightly exceeded the target, reaching 81.6 percent.

The project developed a TB/HIV referra monitoring database for AIDS centers and
raion-level HIV officesin the project regions, as well asinstructions for its use.
Monitoring of TB/HIV services and referrals using the new database began in May
2013. Sincethat time, in al 10 USAID-supported regions, screening data on nearly
8,013 PLWH have been incorporated into the database (see Exhibit A-16, A-17).

Since the database was implemented only recently, data disaggregation according to

PEPFAR requirementsis available for only afour-month period. Therefore, for
Y ear 1, data has been reported based on routine data collection by the UCDC.
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Exhibit A-16. Results of PLWH Screening (May, 2013-September 2013)

Age Screening Coverage
Sex (Individuals) (Percent)
Younger than 18 Older than 18
Female 102 4,099 3,499 85.4
Male 86 3,726 3,132 84.1
Total 188 7,825 6,631 84.7

Indicator 29 records the number of HIV-positive adults and children receiving a
minimum of one clinica service (PEPFAR C 2.1.D). The number of peopleliving with
HIV who were registered and under medical supervision (i.e., receiving medical services
on aregular basis) was recorded at 76,979, or 115 percent of the target of 67,000.

There was no opportunity to provide the required combined disaggregation, as neither the
registration nor the reporting M& E system stipulates this data collection profile. The
project developed database tool to enable collection of disaggregated data for this
indicator, but afull year of data are not yet available. See comment on Indicator 28.

Indicator 30 records the number of eligible adults and children provided with a minimum
of one care service (PEPFAR C 1.1.D). Thetotal was 77,079, exceeding the target by 15
percent.

Thisindicator covers both HIV-infected people under medical observation who received
aminimum one service at speciaized heath care facilities (AIDS centers) and 100 clients
of the PLWH network, representing key populations (injecting drug users, female sex
workers, and homeless people) who were counseled on TB and HIV issues by project
consultants.
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ACRONYMS

AFB
AIDS
AR
ART
BSC
CcMC
cT
DOT
DOTS
DST
EQA
HCW
HIV

IC
M&E
MDR-TB
MRI
MTB
NGO
oST
PHC
PLWH
PMDT
STbCU
B
USAID
UVGI
VTC
WHO
XDR-TB

Acid-fast bacillus

Acquired immune deficiency syndrome
Autonomous Republic

Anti-retroviral therapy

Biosafety cabinets

Central Medical Council

Computer tomography

Directly observed treatment

Directly observed treatment, short course

Drug susceptibility testing

External quality assurance

Health care worker

Human immunodeficiency virus

Infection control

Monitoring and evaluation

Multidrug-resistant tuberculosis
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EXECUTIVE SUMMARY

Ukraine’s tuberculosis (TB) control system has undergone noteworthy improvements in the
last decade. Thisis due, in large part, to successful cooperation with international donors,
such as USAID, the Global Fund to fight AIDS, Tuberculosis, and Maaria, and the Royal
Netherlands Chemical Society (KNCV) Tuberculosis Foundation. One major

accomplishment is the recent revision of national standards of TB control in Ukraine, which
are now more closely aligned with World Health Organization (WHO)-endorsed international
standards. As aresult, the safety and effectiveness of numerous routine health care procedures
in Ukraine have significantly improved. Thisis especially true concerning TB case detection,
TB treatment, and the management of TB/HIV.

Despite these encouraging achievements, a number of systemic failures and weaknesses were
detected in Ukraine’s TB control program during a qualitative assessment of this system,
which was conducted by the USAID Strengthening Tuberculosis Control in Ukraine
(SThCU) project in July and August 2012. Most of the problems identified were caused by
discrepancies between the knowledge and practices of health care professionals (clinicians
and laboratory speciaists) and those of health care administrators. Requirements imposed by
local administrations, such as redundant fluoroscopy protocols or the use of the TB incidence
rate as the primary indicator of the Oblast State Administration director’s job performance,
are often confusing and counterproductive. In combination with the limited financial,
material, and human resources available in Ukraine’s health care system, these local policies
are capable of derailing the advancements that have already been made and preventing future
advancements in medical services, which are necessary for decreasing the national TB burden
in Ukraine.

The findings of the STbCU project’s assessment, presented here, will inform the content of
STbCU’s future training and advocacy campaigns, guide the Project’s efforts to improve
health care practices nation-wide and, ultimately, help lower the incidence of TB infection in
Ukraine.
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INTRODUCTION

The primary
goal of the
WHO “Stop TB Lo
Strategy” isto
achievethe
Millennium 24
Development
Goal of reducing
the global TB a0 W MirrLaalily rale, pere 100000
burden by 2015. !
In 2005, the . .

WHO set the FFF IS E S
following FFF ST e
objectives for & :

achieving this
god: (1)
diagnosing 70%
of al people
with infectious TB and (2) curing 85% of diagnosed TB cases. Currently, several challenges
prevent the achievement of thisgoal in Ukraine, include rising incidence and mortality rates
(see Figure 1), the severe vulnerability of at-risk populations, and the persistent under-
diagnosis of TB.
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Figure 1. TB incidence and mortality, by oblast.

Theincidence rate of TB in Ukraine reached epidemic levelsin 1995. By 2011, that incidence
rate had risen to 67.2 cases per 100,000 persons. Moreover, the rate of successful TB
treatment in 2011 was discouragingly low: 56.6% for new smear-positive cases and 40.1%

for recurrent smear-positive cases (see Figure 2). The numbers of multidrug-resistant TB
(MDR-TB) and extensively drug-resistant TB (XDR-TB) cases are also rising rapidly. Due to
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distribution of individual or behavioral risk factors (i.e. rates of acohol and drug abuse, HIV
infection, homelessness, and criminal activity) throughout different populaionsin Ukraine.
In spite of this poor evidence base, high mortality rates and consistently poor treatment
outcomes allow usto infer that government reports indicating unusually low TB incidence of
TB are the product of systematic under-diagnosis and delayed diagnosis, not evidence of
successful TB interventionsin Ukraine. The fact that, currently, only 1.16% of smear tests
performed at the primary health care (PHC) level test positive for TB, merely adds evidence
to the conclusion that many real TB cases are going unrecognized.

METHODOLOGY

In the months of July- August, 2012, the Project assessed the state of the National
Tuberculosis Program in 10 USAID-supported regions. Donetsk oblast, Kharkiv oblast,
Dnipropetrovsk oblast, Zaporizhzhia oblast, Kherson oblast, Odesa oblast, Luhansk oblast,
the Autonomous Republic (AR) of Crimea, and the cities of Kyiv and Sevastopol. In order to
better inform the planning and implementation of the Project’s activities, monitoring visits
were conducted by Project staff to a number of health care facilitiesin these regions, as
recommended by regional administrations. Selected sitesincluded TB dispensaries and
hospitals, local and regional AIDS Centers, local polyclinics, central raion hospitals, family
doctors’ officesin urban and rural areas, and regiona boards of the Ukrainian Red Cross
Society. Through the course of this assessment, atotal of 20 PHC facilities, 23 TB units and
10 AIDS-Centers were visited.

At each site, Project staff
assessed multiple clinic
functions, including the
organization of TB, MDR-TB,
and TB/HIV diagnostic services;
outpatient and hospital care
provided to TB, MDR-TB, and
TB/HIV patients; psychological
and socia support services,
infection control (1C) measures;
and the adoption of the E-TB
Manager system.

B : This assessment utilized avariety
of qualitative data collection methods including tours of health facilities and direct
observation of staff performance, expert assessments of medical records, interviews with
health care staff and patients, and a systematic analysis of previously conducted site
assessments.

PROJECT BACKGROUND

The primary aim of USAID’s five-year STbCU project is to decrease the TB burden in
Ukraine. In meeting this goal, the Project places special emphasis on the management and
reduction of MDR-TB, XDR-TB, and TB/HIV co-infection. The Project aims to achieve
these godls by strengthening TB-related diagnostics, case management, and prevention
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capabilitiesin Ukraine on two levels. First, it will assist national and regional facilitiesin
planning, implementing, and monitoring WHO-endorsed standards of care. Second, it will
assist in the implementation of best practicesin TB control at the PHC leve.

In line with these broader goals, the Project maintains the following 4 program objectives:

1. Improvethe quality and accessibility of directly observed treatment, short course,
(DOT9)-based diagnostic, treatment and prevention services, asrecommended by
the WHO: These activities include the implementation and improvement of DOTS-
based TB treatment programs, the expansion of accessto improved TB prevention,
diagnostics, and treatment services, and operational research and awareness campaignsin
order to improve the overall performance of the national TB control program.

2. Create a safer medical environment for patientsand health care staff: These
activitiesinclude improving IC and strengthening the capacity of the regiona Sanitary
and Epidemiologica Servicesin implementing, monitoring and evaluating |C practices
and technologies.

3. Build the capacity to implement Programmatic Management of Drug-resistant
Tuberculosis (PMDT) programs for MDR-TB and XDR-TB control: These activities
include training health care staff and improving the supervision and monitoring of MDR-
TB and XDR-TB case diagnostics, according to WHO guidelines.

4. Improve accessto TB/HIV co-infection diagnostic and treatment services: These
activities include the identification of existing gapsin TB/HIV co-infection management
and the establishment of the key institutional capacities necessary for overcoming these
barriers, supporting HIV testing effortsfor TB patients, and working to effectively
prevent and ensure early diagnosis of TB in HIV patients.

FINDINGS

TB Detection

This needs assessment identified a number of strengths in Ukraine’s current TB detection
capabilities. For instance, most Ukrainian health care facilities have established sputum
collection points where Ziehl-Neelsen staining is available. In the mgjority of USAID-
supported regions, triple smear testing is performed, and more than two tests are conducted
per patient, on average. In all USAID-supported regions, patients with an acid-fast bacillus
(AFB)-positive smear tests are usudly referred to a TB specialist within three days of their
test results. In Donetsk oblast, TB facilities use their own vehicles to transport smear-positive
patients to the TB speciaist within the three days following a positive smear test. According
to unconfirmed verbal reports from PHC staff, adequate contact is maintained between the
patient and the specialist following thisinitial referral.
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Despite these stringent referral
processes, WHO-recommended
procedures for TB detection are not
well implemented at the PHC level.
TB specidists are, in generd,
aware of DOT S-based protocols for
TB detection and diagnosis,
however, the diagnostic procedures
currently in use are often
redundant, and alternative
diagnostic methods frequently take precedent over DOT S-based standards of care. A primary
example is the continued use of x-ray imaging as a diagnostic tool in PHC clinics. In some
instances, patients with clinical symptoms of TB, including persistent cough lasting more
than two weeks, are referred to both chest x-ray and smear microscopy services for
simultaneous screening. General practitioners and family doctors are often not aware of early
signs of TB and frequently fail to refer patients for further consultation when it is warranted.
Instead, it is usually the x-ray specialist, not the general practitioner, who determines whether
apatient should be referred to TB services. Thisisillustrated by the comments of a health
care worker in Kherson, who claimed that the decision to refer a patient to TB services “...is
up to the x-ray specialist to decide.”

In Kherson oblast, the TB specidist is obliged to examine al pneumonia patients with
suspected TB before antibiotic therapy can begin. Many cases of suspected TB that are sent
to aTB specialist for examination are patients with TB-like symptoms but who do not satisfy
the minimum diagnostics standards for TB referral. Rather than following WHO-standard
protocols for patient identification, general practitioners often refer patients who have had a
cough for just afew days. This practice efficiently transfers all responsibility for potential
mi sdiagnoses away from the PHC physician to the TB specidist. In Dnipropetrovsk oblast,
Luhansk oblast, Kharkiv oblast, Zaporizhzhia oblast, Odesa oblast, and AR Crimea,
physicians follow a similar procedure, referring all patients with abnorma chest X-raysto a
TB specidist for differentia diagnosis prior to conducting sputum microscopy to test for
AFB. In Donetsk oblast, many patients receive treatment for TB despite having never
received a differential diagnosis at all.

A number of barriers, both financial and administrative, hinder the adoption of standardized
diagnostic procedures in Ukraine. Due to a shortage of funds, additional diagnostic
techniques like computer tomography (CT), magnetic resonance imaging (MRI) and
histological tests are underused or unavailable in most regions; thisis especially true among
patients with suspected HIV/TB co-infection. In Kherson oblast and AR Crimea, sputum
smear microscopy is only performed by PHC staff after a patient has been consulted by aTB
specialist, which can pose procedural complications and delays.

In Kharkiv oblast, Kherson oblast, Odesa oblast, and Zaporizhzhia oblast, regional heath
administrations require that a minimum number of patients be referred for triple smear
microscopy on an annual basis. Striving to fulfill these requirements, doctors often ignore
standardized selection criteriafor smear microscopy and refer patients for this screening
procedure though the test is not indicated. This has even been known to occur with patients
whose TB diagnosis has already been confirmed. The appearance of abnormalities on chest x-
raysis frequently used to justify these unnecessary referrals to sputum microscopy. This all
resultsin a systematic over-reporting of TB diagnosis via smear microscopy. For this reason,
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statistics generated from smear microscopy tests do not reflect the real state of TB detection
at the PHC level.

Finally, there are a number of unrelated inconsistencies across regions that hinder the uniform
adoption of DOT S-based diagnostic protocols. For example, there is disagreement among
doctors about the primary clinical symptoms of TB. Some physicians pay more attention to
fatigue and sweating than to more significant clinical symptoms such as persistent cough.
These inconsistencies interrupt triage procedures designed to identify the most contagious
patients. In another example, the outpatient files of the acting pulmonologist at one of the
facilitiesvisited in AR Crimeadid not even contain referral slips for sputum microscopy.

While progress has been made over the past decade in the implementation of WHO-
recommended procedures for case detection, non-standard approaches to diagnosis, triage,
and follow-up continue to be widely used. The redundant and inconsistent use of both
conventional and WHO-recommended approaches has led to inaccuraciesin available
epidemiological data and has seriously affected the rate of TB notification.

Patient Follow-up in Outpatient PHC Settings

In most regions, special rooms are designated in PHC facilities for the specific purpose of
providing DOTS services to patients with drug-susceptible TB. The best practices of thiskind
were found in AR Crimea, Donetsk oblast, and Dnipropetrovsk oblast. In these regions,
patients are also provided with social support services including food allowances and, for
patients with HIV, organized meetings for peer-to-peer support as well.

In those regions where narcological (addiction treatment) facilities offer opiate substitution
treatment (OST)—Donetsk oblast, Kherson oblast, and AR Crimea—TB and HIV treatment
programs have been integrated with OST services, and all three therapies are available under
directly observed treatment (DOT) protocols in the same location. Activities are underway to
improve outreach services in these three regions as well. In AR Crimea, for instance, amobile
health care point has been established in rural areas to examine and treat patients, many of
whom are not officially registered. Such patients often consist of migrants, seasonal workers,
or the homeless. Many livein aremote areain AR Crimea called “Collective Gardens.”

This assessment a so identified significant differences in the locations of and levels of access
to DOT facilities. In some oblasts, there are no DOT sitesin PHC settings at al. Local
administration officials offer a number of explanations for this, including the absence of any
regulatory mechanism for transferring TB medications from the TB dispensary to aloca
PHC clinic, which is considered by Ukrainian regulations to be an unlicensed “third party.”
Local NGOs echo this complaint. In oblasts where TB treatment is strictly limited to TB
dispensaries, patients living within the catchment area served by the dispensary must
commute to that dispensary in order to receive DOT-based treatment; for some patients, this
can be a considerable distance.

In regions where DOT rooms have been established in PHC facilities, the degree of direct
observation of outpatient treatment varies. For example, there are DOT sites that provide
patients with their daily dose of antibacterial medications on-site each week day under the
observation of the nurse, but then dispense to patients enough medication to continue their
treatment at home over the weekend when they leave the DOT site each Friday. Such
programs are able to ensure direct observation for the mgjority of each patient’s treatment
course. There are also designated DOT sites where no direct observation of treatment is
conducted at all. These sites smply provide patients with enough medication to last a period
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of seven to ten days, allowing patients to administer and monitor their own treatment at
home. Such practices were observed, for example, in Odesaoblast. It is also apparent that
some DOT sites, when experiencing shortages or stock-outs of necessary medications, are not
taking any proactive steps to receive new supplies from the TB service or to inform the TB
service about treatment defaults arising from drug shortages.

Inconsistencies were also found in recording practices and supplemental servicesin DOT
facilities. Severa gaps in the use and completion of TB 01 Treatment Cards (the individual
TB case management form) were identified at DOT sites. Instances were observed in which
forms were completed in advance, forms were not completed on the day of the visit, or data
was missing from the forms entirely. Project staff also observed that the distribution of food
assistance did not correlate with patients’ adherence to supervised drug consumption. The
food allowances program was originally designed as an incentive program; thus, the lack of
attention to patients’ treatment adherence when allocating these allowances dramatically
undermines the potential motivation to adhere that the program provides. Genera
inconsistencies in services were a so found, such as variation in the extent and availahility of
psychological support for TB patients across health care settings. Additionally, PHC facilities
have no ability to treat MDR-TB patients, and some TB specialists are not aware of the
option to cooperate with Ukraine’s Red Cross Society.

It has become clear that DOT is not aroutine practice in most PHC settings, and this
assessment of existing TB service at both medical and non-medical institutions reveals poor
cooperation in providing outpatient treatment follow-up and support. Unfortunately, medical
professionals are not optimistic about the future of these services. Administrative staff at local
health care facilities are concerned that new health care reforms may lead to the closure
infectious disease outpatient departments and DOT sites established at PHC facilities.

DOT Management of Drug-susceptible TB

In the mgjority of the settings visited, inpatient DOT treatment isinitiated in atimely manner
following hospitalization. Inpatient DOT services are managed by the Central Medical
Council (CMC). Inall regions, drug susceptihility testing (DST) is performed for smear-
positive patients, but only afew regions have started using the E-TB Manager (a web-based
electronic database that facilitates the collection of data on TB detection and care in line with
WHO standards and indicators) for registering TB patients, drug prescriptions, and side
effects. Site visits also reveal ed that remote consultations, such as a consult between TB
specialists and patients via Skype or some other remote communication technology, have
been established in Donetsk oblast.

Case registration, case management, and record keeping practices for monitoring the
treatment outcomes of drug-susceptible TB patients frequently violate both WHO standards
and Ukrainian regulations for statistical monitoring. Certain systematic errors were identified,
which are likely creating significant distortionsin the epidemiological data. For example, a
number of TB patients are classified as “other” in the TB case taxonomy (available
classifications include “new,” “recurrent,” “treatment failure,” etc.). Being designated “other”
could mean that there is something terribly unique about the patient, but more likely it means
that proper medical paperwork was not transferred with the patient from the previous facility
providing care. These “other” TB cases are not included in the calculation of TB morbidity;
however, these cases are included in nation-wide cohort anal yses assessing treatment
outcomes and the success of TB care. These inconsistencies in record keeping and monitoring
can easily produce an artificially low estimate of the morbidity rate.
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During interviews with the staff of different clinical sites, respondents identified additional
mechanisms by which estimates of the morbidity rate may be artificially reduced in their
region. A patient could be lost to surveillance if one or more of the following occurs:

e The patient moves outside of the region and islost to monitoring and follow up.

e Thepatient hasaprior history of TB infection, but has moved to aregion without aTB 09
form (form documenting patient referral to anew facility).

e Thepatient isaformer prisoner.

e The patient ishomeless or has no registration in the catchment area.

Itis clear that approved standards for monitoring treatment are not followed, resulting in the
unnecessary prolongation of both the intensive and continued treatment phases. Additionally,
examinations are not always completed due to limited facilities and TB specialists’ poor
knowledge of (or adherence to) approved testing protocols.

Several factors wereidentified that hinder timely referral to TB services. In Kharkiv oblast,
several instances were noted in which treatment began as late as 10 to 14 days after the
diagnosis was confirmed. Cases are typically managed according to the recommendations of
the CMC, but at times case management progresses without a full consideration of DST
results and other case management standards. With the exception of Donetsk oblast, thereis
only one CMC per oblast. The CMC in most regions only meets once per month to review
cases of drug-susceptible TB in their specific territory. This causes delaysin the approval of
prescribed treatment regimens.

Previously, Category 1 patients could be administered either the four-component or the five-
component treatment regimen. Protocols clearly identify the indications for different
treatment regimens; however, TB specialists in most regions appeared to be predominantly
guided by a rule of thumb: “the more, the better.” This frequently led to inappropriate
administration of the five-component treatment regimen. As aresult, a patient whose
treatment outcome is determined to be “failure,” and is thus transferred to Category 2,
immediately received second line drugs when, according to clinical protocols, fivefirst line
drugs should be used. The legidation governing this particular protocol has recently been
changed, however, and, at the time of writing, only the four-component regimen is approved
for Category 1 patients.

Other violations of treatment protocol were also identified. In Zaporizhzhia oblast, some
patients with first line drug-susceptible TB are receiving second line drugs, particularly
fluoroguinolones. Physicians justified this practice by attesting to the severity of the patients’
condition, poor responses to other treatments, incorrect DST results, and the belief that
fluoroquinolones are a more effective medication. Additionally, the duration of treatment in
both the intensive and continuation phases is frequently prolonged without proper
justification, as many Central medical councils support the belief that smear and culture
conversion should not be considered a principal indicator of treatment efficacy. Rather, they
consider the presence of cavities on the chest x-ray, concomitant diseases, and patients’ social
status to be more informative indicators of their condition. There are also cases of patient
hospitalization in the continuation phase of treatment due either to outpatient DOT being
unavailable near the patient’s residence or due to concerns over the patient’s social status.

A mechanism has not yet been established in any region for transferring patient records from
the hospital to the TB specialist after the patient is discharged from inpatient care. This results
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in delays of up to amonth in the transfer of TB Treatment Cards (TB 01, TB 09). Instead of
being sent directly to the location of outpatient TB care, the discharge documents are
generally given directly to the patient or are sent to the statistics department, where the cards
accumulate until they are collected by personnel from local medical facilities.

Cases of treatment outcome misclassification were also observed. For example, in AR Crimea
and Odesaoblast, TB cases are not re-registered following a diagnosis of MDR-TB; instead,
the same TB Treatment Card (TB 01) is used. Patients who experience treatment failure are
sometimes immediately labeled as “chronic” and transferred into palliative care. Thistransfer
isusualy justified by claimsthat second line drugs are in short supply or that or that the
patient’s adherence to treatment was unacceptably low. In TB facility staffing plans, there are
positions available for patronage nurses which are not filled. This staff shortage often results
in the failure to conduct patient follow-up, despite the allowance of personnel to perform
these dutiesin the origina staffing plan. In addition, the age-old strategy of preventative
treatment (or so-called “seasond treatment,” which consists of bi-annual courses of isoniazid
over aperiod of 90 days) isstill practiced in the AR Crimea and Odesa oblast.

Despite some progress in the timely onset of treatment and the use of DST, many gapsin
care, mostly related to poor patient follow-up, have been identified. These inconsistencesin
DOT coverage are usualy the result of low adherence to continuous DOT on the part of
patients and medical personnel, as well as inadequate resources for necessary staffing,
outreach, and social support.

Risk of Acquiring and Management of MDR-TB

Manageria personnel at regional TB hospitals are making efforts to accelerate the transfer of
MDR-TB patients to specialized units after the confirmation of drug-resistant infection. In
Luhansk oblast, thistransfer is often completed as quickly as the same day that DST results
arereceived. In this oblast, these transfers are handled among staff during regular meetings
with the chief physician.

In dl regions, MDR-TB diagnoses are verified and second line drug treatment regimens are
prescribed and modified by the CMC alone. In contrast, MDR-TB diagnoses in Zaporizhzhia
oblast are postponed until a second DST is conducted, which causes delays in the
administration of treatment and patient transfer to appropriate, specialized facilities. In
Kherson Oblast TB dispensary, MDR-TB patients are never fully isolated from other patients.
Instead, they are placed in the same space as chronic patients in palliative care. Furthermore,
CMCsdo not always consider DST results and case management standards in their detection
of MDR-TB cases.

In dl the regions except Odesa oblast and Donetsk oblast, MDR-TB treatment regimens are
tailored without any consideration for the expected availability of second line drugs during
the duration of treatment. This results in frequent substitutions when prescribed drugs
become unavailable. These substitutions are often made without regard for the patient’s drug
susceptibility profile. Additionally, Project staff observed that patients with new cases of
MDR-TB are sometimes switched to first line drug regimens due to the unavailability of the
second line drugs to which they have been deemed susceptible. This pattern was observed in
Donetsk oblast, Dnipropetrovsk oblast, Odesa oblast, Luhansk oblast, and AR Crimea.

The same, previoudly identified gaps in the management drug-susceptible TB, including

inappropriately long durations of treatment, improper monitoring and record keeping, and the
absence of DOT, were also observed in the management of MDR-TB. In Odesa oblast, the
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interruption of treatment for detoxification purposes (in response to toxic hepatitis, for
example) is vastly over-practiced, resulting in unreasonable suspensions of treatment. In all
regions, there are facilities where adverse effect monitoring cards are not maintained; on
some the forms used for TB care, a space for noting adverse effects are not even available. As
mentioned above, patients receiving palliative care are hospitalized in most regionsin the
same facility with MDR-TB patients. Isolated palliative care departments only exist in
Luhansk oblast and the city of Sevastopol. Moreover, MDR-TB patients do not receive
psychological support in health care facilities in any regions except Zaporizhzhia oblast,
Odesa oblast, and AR Crimea. This needs assessment also revea ed that MDR-TB patients do
not receive socia support in the outpatient treatment phase except in Donetsk oblast, and
MDR-TB outpatient treatment is only provided at PHC facilitiesin AR Crimea. Finally, poor
social and psychologica support and improper management of adverse reactions were
observed in most of the regions visited during this assessment. These factors significantly
affect patients” treatment adherence. This may be contributing to Ukraine’s national MDR-TB
treatment success rate, which remains low at 42.3%.

Thus, there are a number of problemsin the management of MDR-TB in Ukraine, which, in
combination with an irregular supply of second line drugs, contribute to the low rate of
observed treatment success.

Quality and Reliability of Medical Records
Today, Ukraine has three TB monitoring and assessment systems. Although these systems are
patient-oriented, they are neither coordinated nor synergistic. Ukraine’s AIDS Service
facilities use their own system of TB case registration for people living with HIV (PLWH),
while the Sanitary and Epidemiologica Service has a separate TB registration system. The
development of a standardized register of TB cases, the E-TB Manager, has been ongoing for
the last 10 years, thanks to support from USAID projects and from the Global Fund to Fight
AIDS, Tuberculosis and Mdaria. Due to understaffing, lack of necessary equipment, and lack
- ' of internet access at raion level
facilities, however, the system
still is not being properly used.

| Often, the details of registered
cases, as recorded by different
services, do not match up,
creating discord in national TB
data. Further, some data
monitoring regquirements are
redundant, such as regulations
on the collection of
pharmacovigilance data,
(mandated in Order of the
Ministry of Health No. 1005,
dated December 29, 2011, “On endorsing the Order of monitoring adverse effects of
medications allowed for medical use,”) and the mandate describing the use of the “adverse
effects card” during patient TB care (found in Order of the Ministry of Health No. 109, dated
March 31, 2009, “On endorsing temporary forms of registering and reporting cases of drug-
resistant TB”).

Due to these many regulations, doctors have to spend much of their time filling out multiple
and redundant registration forms, which are sometimes unfamiliar and difficult to
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comprehend. This leads to frustration and fosters an unwillingness to complete necessary
reporting. Project staff identified incomplete and incorrectly completed TB Treatment Cards
(TB 01) in eight of the regions observed. Recorded protocol violations included non-
compliance with reporting instructions, drug intake being registered after adelay or up to five
days ahead of schedule, unjustified extensions of the intensive phase of treatment, and alack
of notes on treatment monitoring.

In four regions (AR Crimea, Zaporizhzhia oblast, Kharkiv oblast, and the city of Kyiv), this
needs assessment revealed cases in which the information on TB 03 forms (used for the raion
level TB registry) did not match the information on TB 01 forms. Mistakes in the completion
of forms TB 05 (referral and results for laboratory diagnosis by smear microscopy) and TB
06 (referral and results of laboratory diagnosis by culture and DST) were also found in most
of the sites visited. Furthermore, health care staff does not understand the necessity of
collecting this kind of datawhen it is requested from government entities. When datais not
logged eectronically, personnd from state medical services are forced to collect information
from hard copies of patient records. This creates unreasonable complications and delaysin
the collection of basic medical data across regions. These systematic and pervasive
difficulties with data collection at the national level will likely affect Project effortsto collect
datafor its purposes, as well.

These problems are exacerbated by the fact that medical statistics departmentsin all regions
lack adequate staffing for statistical reporting and analysis. This situation is the result of
outdated legislation on department staffing, which does not provide for current reporting and
analysis needs, including but not limited to the use and maintenance of the E-TB Manager
system.

The E-TB Manager is used locally in al observed regions; however, its use is not routine, as
most regions lack the necessary human and financia resourcesto do so. In the oblasts
currently using E-TB Manager, only a portion of raion specialists have been properly trained
initsuse.

Therefore, all regions require technical support to improve the skills of their staff in
completing TB registration forms. There is also a prevailing need for mentoring support in
order to scale up the use of E-TB Manager and for strengthening the analytical capacity to
monitor all aspects of the national TB program, problems of TB/HIV co-infection, and the
general epidemiological situation in Ukraine.

Laboratory Diagnostics

Level 1 laboratories
et TB diagnosticsin Level 1
~ laboratories were observed
. tobewell organized.
Laboratory staff utilize
WHO-endorsed standard
techniquesfor biologica
material work-up, smear
preparation, Ziehl-Neglsen
staining, smear microscopy,




and the interpretation of results. In the majority of Level 1 laboratories, specialists have been
trained in microscopy and are adequately experienced in the use of thistechnology. They also
presented to Project staff as committed to TB detection efforts, recognizing the significance
of their work. Laboratory staff expressed satisfaction with the knowledge and skills they have
received from trainings organized by the USAID Ukraine Tuberculosis Control Partnership
project, implemented by Partners for Appropriate Technologiesin Health; however, dueto the
high turnover of laboratory personnel, there is a great need for additional microscopy
trainings, as many health professionals have received neither supplemental support nor
continuing education on these methods in more than three years.

Unfortunately, the proportion of poor (i.e. uninformative) sputum samples remains high: up
to 30-35% in some laboratories. Thisislikely an indicator of problems in the pre-laboratory
stages of the screening process, such as poor patient selection and poor sputum collection
techniques (including improper or incomplete instructions given to patients who provide
sputum samples for testing).

A review of many laboratories’ sputum sample registration logs revealed a dramatic increase
in the number of diagnostic tests performed in winter months. Project staff suspects that this
pattern is the result of inappropriate patient selection, motivated by clinics’ need to meet
administrative requirements on the number of smear tests performed annualy. In an attempt
to conduct the minimum number of mandated sputum tests, clinics often refer patients to this
diagnostic procedure when they present with respiratory symptoms that do not necessarily
indicate TB screening, such as a cough that has lasted only afew days. Thus, higher rates of
inappropriate sputum testing can be reasonably expected during periods of higher incidence
of respiratory disease (such as the winter season).

In dmost al of the facilities visited, sputum samples are collected in secure plastic containers
with screw caps. The medical staff responsible for sample collection transports them to the
laboratory in special containers.

According to the TB 04/1 log (the TB laboratory register for smear microscopy), the work
load in a number of laboratories meets WHO standards, averaging 18 smears per day or 70
smears per week. The average number of smears per patient is 2.2; however, because of
inappropriate location and ineffective triage procedures, the throughput of some laboratories
does not meet the WHO standard of 4 to 20 cases per person per day.
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Figure 3. Rate of TB detection by sputum smear microscopy in each
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microscopy is not met. In all Level 1 |aboratories, admission, registration, smear preparation,
and staining of sputum samples are conducted in different zones. Handouts describing
endorsed smear preparation, staining techniques, and test result interpretation are availablein
the workplace. Standard registration and reporting forms are completed in the lab, and test
results are delivered on time. Internal quality assurance of microscopy methods iswell
maintained.

The majority of laboratories possess an adequate supply of disposable dides and other single-
use materials, but supplies remain insufficient in several locations. Laboratories have
sufficient supplies of unstained mycobacterium tuberculosis positive (MTB+) and MTB-
smears, and the results of internal quality assurance measures are properly recorded and filed.
All of the laboratories observed are equipped with binocular microscopes and mobile tables.
Smears are prepared in safe conditions in ventilated cabinets; however, a number of
laboratories use ventilation cabinets with low inward flow rates or with no regular
maintenance or testing conducted by the technical and laboratory staff. In some laboratories,
the staff works in ventilation cabinets which are out of order or which are placed directly onto
their work benches.

When working with contaminated material, the staff wears personal protective equipment
such aprons, gloves, and goggles. Many laboratories also have FFP2 particul ate respirators,
but these respirators are not in adequate supply, and staff has not received training in the
appropriate use, storage, or disposal of these respirators. In one laboratory visited by the
assessment team, all personnel wore respirators while the assessment team was on site even
though no work with contaminated material was being performed at that time.

Interviews with laboratory staff showed that al personnel (including administration and
laboratory staff) are aware of the significance of 1C mechanismsin order to reduce the rates
of occupational TB infection; however, their level of knowledge on laboratory biosaf ety
appears to beinadequate. For example, the laboratory personnel interviewed by Project staff
did not show any familiarity with the emergency procedures required in a biohazard incident.

Externa quality assurance (EQA) of smear microscopy in Level 1 laboratories is performed
by higher-level laboratories. In many oblasts, a well-established EQA systemisin place, in
accordance with WHO recommendations. Three EQA approaches are maintained: on-site
evaluation, panel testing, and blind rechecking. Despite this, significant gapsin the EQA
system were revealed in afew oblasts. In Zaporizhzhia oblast, Luhansk oblast, and AR
Crimea, administration of EQA appears to be sporadic, and panel testing has been replaced by
irregular, selective rechecking of positive smears by the staff of Level 2 and Level 3
laboratories.

PHC reforms have also affected the work of the microscopy centers assigned to serve each
PHC facility. Dueto lack of financing, microscopy centers only serve patientsin the
catchment area assigned to their partnered PHC facility. Sputum smear microscopy is not
performed by microscopy centers at al, but rather by laboratories affiliated with each
polyclinic in which a sputum collection point is located. This decentralization of smear
microscopy services creates additional challenges for EQA efforts. Understaffing at the Level
3 laboratories responsible for EQA poses an additional and significant obstaclein
Dnipropetrovsk ablast, Zaporizhzhia oblast, and Luhansk oblast.
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Level 2 laboratories

Level 2 laboratories are based in municipal and inter-raion TB facilities. According to
regulations that establish the scope of work for laboratories of al levels according to WHO
recommendations, Level 2 laboratories should be capable of performing sputum smear
microscopy and mycobacterial culture on solid media. MTB+ cultures should be sent to
Level 3 laboratory for DST.

Currently, only Kharkiv oblast has a laboratory network that is effectively optimized with
responsibilities distributed and streamlined among laboratories of different levels. In this
organizational schema, DST is performed by Level 3 laboratories located in oblast TB
dispensaries. In other regions, including Dnipropetrovsk oblast, Zaporizhzhia oblast, Luhansk
oblast, and AR Crimea, only afew samples are sent to Level 3 laboratories for culture and
DST on liguid media using the BACTEC® technique.

Most Leve 2 laboratories are well equipped to perform sputum smear microscopy and
culturesin solid media. The staff is experienced in sputum smear microscopy and
mycobacterial culture and follows WHO-endorsed standard investigation techniques. In all
Level 2 laboratories visited, internal microscopy quality control and growth media quality
control is performed using control strains with specific characteristics; some laboratories
have their own collections of sample strains with verified resistance profiles.

In many laboratories, the total size of the premises and surface area available for work space
do not enable the safe and effective flow of samples through the lab. Many labs have no
operating ventilation system, and
environmental control in high risk
zones is maintained only by Class 2
biosafety cabinets (BSC), which
undergo neither scheduled
maintenance nor annual certification.
Technical and laboratory staff is also
unaware of necessary techniques for
assessing BSC operation. Inthe
laboratory located in Mélitopol city
TB dispensary (Zaporizhzhia oblast),
the staff has access to two BSCs, but
they only use these cabinets when
they are switched off, asoneis out of
order and staff doubts the effectiveness of the other. Some Level 2 |aboratories also lack other
necessary equipment. For example, the aforementioned Melitopol 1aboratory has no high-
speed centrifuge, which significantly affects the quality of bacterial culture tests.

Level 2 laboratories are sometimes obliged by local authorities to perform activities that fall
outside of their scope of work, such as DST. They also do not have sufficient supplies of
equipment and consumables required to conduct DST properly. Specificaly, Level 2
laboratories are not supplied with pure chemical substances for DST, forcing them to use pills
and pharmaceutical grade solutions instead. In some laboratories, staff could name neither the
technique nor the critical concentrations of anti-TB drugs that they use for DST, and
standardized instructions for diluting anti-TB drugs for this procedure were unavailable. In
some laboratories, DST is performed viathe absol ute concentration method, but the critical
concentrations used are too high (S—50.0 ug/mL, H — 5.0 pg/mL). One laboratory used high
turbidity standards for DST (5 McF), the absolute concentration method, and critical anti-TB
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drug concentrations, which meets neither the WHO standard criteria nor the national
recommendations for DST. Bacterial speciesidentification is not routinely performed, not
even by the accessible culture technique using sodium salicylate media asis done in Kherson
oblast. Some laboratories perform a quantity of sputum smear microscopy tests, culture tests,
and DSTsthat exceed WHO standards. Finally, adequate EQA is performed in Level 2
laboratories only for microscopy, not for culture tests.

Despite inadequate working conditions and inappropriate equipment, staff in Level 2
laboratories is committed to implementing evidence-based techniques. Members of
laboratory management and staff emphasized the serious need for trainings in laboratory TB
diagnostics and infection, in particular.

Level 3 laboratories

Level 3 laboratories visited by the team followed WHO-standard techniques the majority of
the time. Nevertheless, prior to culturing samples using the BACTEC® technique, some
laboratories perform direct microscopy in addition to bleach sedimentation microscopy, thus
doubling the workload of laboratory staff. In contrast, WHO standards recommend that
bleach sedimentation microscopy only be used for culture tests. These |aboratories are
equipped in accordance with
Ukrainian national
regulations; however, in some
|aboratories, there are no
heated magnetic mixers, no
incubator ovens for drying
smears, and insufficient
supplies of dispenser devices.
Importantly, the BSCs are
certified in only 4 of the
observed Level 3 laboratories.
Inthe remaining Level 3
laboratories, certification has
not been obtained due to lack
of funds.

The majority of Level 3 laboratories have sufficient supplies of consumables; however, some
lack test tubes with screw caps for bacteriological examination, and the number of utensils
available for DST with BACTEC® technology is often insufficient. The consumables for
BACTEC® are supplied by central administrations on an irregular basis and are often
received by laboratories with little time remaining before their expiration date. This
frequently results in violations of standard examination protocols. Numerous necessary
chemical materials are entirely unavailable; some |aboratories have small quantities of frozen
aliquots of pure chemical substances for DST, but these supplies are only sufficient for oneto
one and a half months of work.

The standard protocol for examination is generally followed, but it is frequently monitored
and recorded only by the laboratory staff, as the el ectronic database is often unavailable in the
laboratory. This poses challenges for coordinated monitoring and reporting. When conducting
DST, identification of mycobacterial speciesisonly performed by bacteria culture, as
chemical and immunochromatographic assays are unavailable in Ukraine.
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Interna quality control is performed regularly, with appropriate records maintained. Level 3
laboratories have recently undergone EQA for DST capabilities as part of the EQA System,
but there are no plans to routinely repeat this procedure. In generd, the laboratory staff use
standard operating procedures when working with contaminated materials; however, Project
staff observed improper use, storage, and disposal of personal protective equipment.

Physical accessto laboratories is effectively limited, which helps to ensure successful IC.
Many laboratories have undergone repairs and now possess sufficient surface areafor
laboratory work, which is divided into different work zones. In contrast, the avail able surface
area and floor plansin Dnipropetrovsk oblast, Odesa oblast, and Kherson oblast |aboratories
do not allow for the effective flow of samples or personne through the Iab.

Summary of findings regarding laboratory diagnostics

Overal, this needs assessment determined that Level 1 laboratory performance is mostly
satisfactory, athough such diagnostic-related procedures as patient selection, sputum smear
microscopy, and microscopy EQA could be considerably improved. More significant
problems were identified in Level 2 and Level 3 laboratories, mostly related to poor
implementation of standard operational procedures and gaps in the supply chain for
consumable materials. Laboratory |C was found to be poor in al laboratories, regardless of
their level.

Infection Control (IC)

Organizational and administrative IC measures

In most TB health care facilities, IC measures are implemented primarily to prevent contact
infection, not droplet nuclei (airborne) infections. Commonly implemented control measures
include:

Maintaining the general cleanliness of the health care facility and its territory.

The use of disinfection solutions and autoclaves.

Waste decontamination and disposal.

Seawage decontamination with chlorine solution, according to Ukrainian regulations.

Health care administration and staff understand the need for effective controls to reduce the
risk of occupational TB infection among medica staff and nosocomial transmission of TB
among patients. Some health care administrators are aware of internationally recognized,
WHO-recommended TB IC mechanisms, but the mgjority of health care workers need
training on this subject.

All facilities assessed maintained some form of administrative control mechanism. Examples
include the establishment of IC commissions and the delegation of responsibility for IC to
specific staff representatives. Funding for 1C has not been allocated to PHC facilitiesin al
regions. Only the TB dispensaries in Donetsk oblast and the city of Kryvyi Rih
(Dnipropetrovsk oblast) have filed specific requests justifying the need for such funding.

Most sputum collection sites are located outdoors, which is the most cost-effective way of
safely performing this high-risk procedure. In some health care settings, specially designated
rooms are used for sputum collection. These rooms typicaly do not comply with IC
standards. For example, there is no exhaust ventilation in the Dnipropetrovsk oblast TB
dispensary, and natural ventilation is not properly used. A similar situation was observed in
the Kyiv city TB hospital.
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Some good examples of effective patient triage were observed at the entrance to PHC
facilitiesin Donetsk oblast, where persons with suspected TB and other respiratory symptoms
wereidentified immediately and referred for further testing. Both adults and children are
isolated during admission, and sputum collection is performed in a designated site outside of
the facility. Project staff found multiple examples of urgent smear microscopy being
performed for patients with suspected TB for the purposes of rapid detection of more
contagious strains and the immedi ate hospitalization, treatment, and isolation of patients with
a confirmed diagnosis. However, waiting areas in many PHC facilities are crowded, and no
environmental control measures are taken, despite the fact that these premises can host
smear-positive patients.

Severa TB dispensary buildings have the capacity to split patient inflows according to risk of
transmission; however, some dispensaries still employ more obsolete measures of triage,
which distinguish patients according to clinical symptoms or age. Furthermore, many staff
members do not understand the need to triage patients. For this reason, common facilities,
such as cafeterias, are often open for use by all patientsin oblast TB care facilities. It isalso
common practice to situate wards for MTB+ and MTB- patients together in asingle
department.
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Figure 4. TB incidence among health care workers (HCW) and the
general population of Ukraine, cases per 100,000

As rapid molecular and genetic diagnostic tests for MTB species identification and DST are
unavailable, there is no opportunity for early triage of MDR-TB or other highly infectious
patients, which creates a serious risk for nosocomial infection. Occupational TB morbidity
rates are high (0.6-0.8 cases per 10,000 employees per year), indicating arisk of infection
among health care workers that is 12-16 times higher than for the rest of the Ukrainian
population (see Figure 4). This high rate of occupational TB infection among health care
workersimplies equally high or higher rates of nosocomial TB transmission between
patients. Unfortunately, the unavailability of genetic fingerprinting techniques for bacteria
strains in Ukraine prevents confirmation of this assumption.
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Some oblast TB dispensaries have drafted blueprints and budget estimates for the
construction of new premises in which to locate MDR-TB departments and bacteriological
laboratories, which would include appropriately demarcated risk zones. Unfortunately,
locating adequate funding for such upgrades continues to be a challenge. The current building
codes for Ukrainian TB facilities have been in effect since 2001, and they do not meet current
IC requirements.

In most AIDS centers, triage procedures are not designed to separate patients with TB
symptoms, and proper measures for respiratory hygiene (to mitigate the spread of disease
though airborne droplets produced by coughing) are not promoted. WHO standards for the
identification and management of opportunistic infections are also poorly followed. In fact,
the practice of “diagnostically” hospitalizing patients without a confirmed TB diagnosis to
high risk TB hospital's continues.

While the heads of al health care facilities possess copies of the WHO document Sandards
of TB Infection Control in Healthcare Settings, Congregate Settings, and Householdsin
Ukrainian, these critica guidelines are not made available to the entire staff. Despite the fact
that this document was issued in 2010, many health care professional remain unfamiliar with

its key messages.

Environmental control
With the exception of Donetsk oblast, environmenta control activitiesin TB health care
facilities are not in place in any USAID-supported regions.

In al facilities, traditional, unshielded ultra-violet germicidal irradiation (UV GI) devices are
used to decontaminate the air and hospita surfaces when no people are present. Most
facilities implement conventional operating schemes for these devices (“quartz disinfection”
2-3 times a day, with records produced each time they are used). The mgjority of UVGI
devices are equipped with good quality Philips TUV-30 lamps, which provide sufficient
electro-magnetic output for sterilization (ultra-violet light with awave length of 254nm at
100 pW-s/cm?). Despite these advantages, UV GI devices are not effective at reducing the
concentration of infectious droplet nuclei in sites where such airborne droplets are
continuously generated (e.g. wards and hallways of the high risk departments, waiting areas,
laboratory high risk zones, and bronchoscopy rooms). Locally endorsed protocols for the
“quartz disinfection” of premises are inadequate. For example, such protocols require a fixed
exposure time and do not require use of the device after possible generation of infectious
droplet nuclei, such as sputum collection and the counseling of MTB+ patients. Regular
cleansing of the lamps with a 70% alcohol solution is not common practice.

Some facilities use recirculating air decontamination devices in high risk zones (mainly
mobile and wall-mounted UV GI recirculation devices). Such devices do not actually decrease
the risk of infection. In fact, they may create false sense of security, resulting in
compensatory neglect of other, more effective means of 1C.

In general, the technical support staff of TB facilities appear committed to implementing
effective environmental controls and to conducting regular maintenance and performance
monitoring of 1C equipment. Such commitment is especialy high in the city of Kyiv,
Dnipropetrovsk oblast, Luhansk oblast, and AR Crimea. At the same time, the staft’s
knowledge of current I1C proceduresisinsufficient, and the necessary regul atory guidelines
are not available to them.
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Personal protective equipment
Medical staff at TB facilities and
AIDS centers uses FFP2 or FFP3
respirators some of the time;
however, an individual
respiratory protection program is
not fully implemented in any
region. Medical staff’s
knowledge about the correct
fitting, use, storage, and disposa
of respirator equipment is
insufficient, as are the funds
necessary for purchasing these
respirators. Coordinators are not
appointed to implement any = - .

respiratory protection program. The need to purchase additional respiratorsis not properly
recognized or documented, and neither the equipment nor instructions for proper fit-tests are
available. In some sites, respirators have been purchased that are not approved for TB
protection and are of alow quality, such asthe “Lepestok” and “Alina” varieties. In other
sites, respirators have been purchased that are known to offer lower levels of protection than
is needed (such as FFP1 instead of FFP2 or FFP3 respirators). Training activities designed to
teach patients cough etiquette and respiratory hygiene are currently being conducted in some
facilities.

Summary of findings relating to IC

In all Project regions, with the exception of Donetsk oblast, serious gaps were identified in IC
policy and implementation. Often, it isthe head of the health care facility who demonstrates
(and models to staff) alow commitment to improving the quality and implementation of 1C
measures. This attitude has an effect on the entire facility. Apart from financial resources,
significant educational and advocacy campaigns are needed to improve knowledge, attitudes,
and practices related to |C among health care staff.

TB/HIV Co-infection Services

In most USAID-supported regions, the coverage of HIV testing in TB hospitalsis quite high.
In contrast, HIV testing israrely conducted in outpatient TB care. Not every TB headlth care
facility maintains voluntary testing and counseling (VTC) logs, and, as aresult, the VTC data
for 2011 is not easily available and remains unanalyzed.

In nearly al of the oblasts visited, afull-time or part-time infection disease speciaistis
included in staffing plans of regional TB facilities. Only in AR Crimea, Sevastopol city,
Kharkiv oblast, and Odesa oblast do the staffing plans not include such a position. In these
four regions, infectious disease specialists provide their services only when appointed to
consult with specific TB patients. HIV management among TB patientsis not routine.

In Odesaoblast, the local health administration has issued an order regarding the diagnosis of
extrapulmonary TB in PLWH. This order specifies the health care facilities to which PLWH
presenting with suspected extrapulmonary TB should be referred.

Project staff noted an increase in the rates of HIV-related TB cases in some oblasts, which
can be interpreted as a sign that TB detection among PLWH has improved. This appears to be
the case especidly in regions supported by HIV-service NGOs, as these organizations often
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provide funding for expensive diagnostic techniques. The staffing plans for each oblast’s
AIDS Center provides for aquarter-time (or higher) TB specialist.

In all theregions, chest x-ray remains the primary method for TB-screening among PLWH.
Sputum smear tests, tuberculin skin tests (the Mantoux test), and symptomatic screening are
also used; however, reports indicate that coverage of diagnostic testing of any form varies
from 78% to 89% across regions of so-called “active dispensary groups.” Thus only PLWH
who adhere to patient follow-up procedures are consistently screened for TB. If a patient’s
adherence to HIV treatment isinsufficient or if the patient does not visit an HIV specialist on
aregular basisthe likelihood that he or she will be screened for TB islow.

Five AIDS Centers (those located in AR Crimea, Donetsk oblast, Odesa oblast, the city of
Kyiv, and the city of Sevastopol) have no sputum collection sites at all. Other AIDS Centers
do not have a sufficient supply of sputum containers.

In al regions, theineffective interaction of HIV and TB services complicates the diagnosis of
extrapulmonary TB. Thisissueisrarely treated as a concern by PHC staff. The high cost of
such diagnostic tools as CT scanning, MRI, and diagnostic endoscopy aso contribute to
complications and delays in diagnosis. A lack of TB specialists who are experienced in the
detection and management of extrapulmonary TB exacerbates the problem even further.

The overdl incidence

of HIV-related TB,
including its
pulmonary and
extrapulmonary forms,
varies from region to
region (see Figure 5).
In the neighboring
Dnipropetrovsk,
Kharkiv, Donetsk, and
Luhansk oblasts, for
example, the incidence
rate of HIV-related TB
was 22.8, 2.7, 18.3,
and 5.9 per 100,000
persons, respectively,
in the year 2011. In
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contrast, the local prevalence of risk factors for HIV and TB in each of these oblasts appears
to be quite similar. This means that the variation in recorded incidence of HIV-related TB is
most likely a caused by poor HIV diagnostics among TB patients and poor TB detection in
PLWH, not by atrue variation in these incidence rates.

In many regions, the directors of AIDS Centers claimed that anti-retrovira therapy (ART) is
administered to each patient according to their prescribed regimen. Many aso claimed that
there are currently no drug shortages to speak of. However, detailed conversations with
doctorswho treat patientsin the AIDS Centers revealed that the only patients who actually
receive ART are those who satisfactorily adhere to treatment, those with stabilized TB (i.e.
TB that has responded to treatment), those with no signs of active hepatitis, and those who
are already two monthsinto their TB treatment regimen. Delayed administration of ART is
fueled by insufficient knowledge among infectious disease and TB specialists of the
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pathogenesis, diagnostics, and treatment of inflammatory responses characteristic of immune
reconstitution syndromein PLWH. In most regions, ART coverage among TB/HIV patients
ranges from 30-50% of those patients who should be receiving the treatment. In Kyiv, TB
specialists and infectious disease specialists are unaware of the WHO’s recently revised
standards for administering ART to patients undergoing treatment for TB. For this reason,
ART is often administered at the end of the intensive phase of TB treatment, rather than
simultaneously with TB treatment, as is recommended by the WHO. Physicians often justify
the delay of ART in these cases with claims that staggering the initiation of treatmentsin this
way will improve a patient’s ability to tolerate both treatments at the same time.

Sometimes, TB treatment is administered to HIV-positive patients by infectious disease
specialists without verification of the diagnosis. Thisis especially true among HIV-positive
patients with smear-negative and extrapulmonary TB. Unfortunately, such cases are not
recorded either in the registry or on reporting forms, as the infectious disease specialist
administersthis treatment “over the head” of the local TB facility. While they acknowledge
that it does happen, infectious disease specialists claim that such cases are rare. In a number
of regions, patients are referred to the Gromashevskyi Institute of Infectious Diseases or to
the Yanovskyi Institute of Phthisiology and Pulmonology for consultation, rather than to the
head of the local TB service. These patients often receive prescriptions for TB treatment
before their diagnosisis verified, which generally does not comply with WHO standards of
TB management. This also makes case registration and treatment monitoring impossible, as
these patients are not registered at their local TB facility. Thus, these conditions are ripe for
the (intentional or unintentional) artificial manipulation of statistical data in each region.
Importantly, the matter of assigning cause of death to TB/HIV patients who have died also
remains unsolved in all regions. Staff at AIDS Centers often report TB as the main cause of
death, whereas staff at TB centers report the death as AlDS-related.

Administration of the isoniazid preventive course to PLWH is not common practice. While
such preventative care, when provided, is administered in AIDS Centersin the majority of
regions, the assessment team identified cases in which the isoniazid preventive course was
provided to patientsin TB dispensaries, which increases these patients’ risk of nosocomial
infection by virtue of the fact that they are regularly reporting to a TB facility. In general, the
isoniazid preventive course coverage among PLWH is very low, reaching between 5%-40%
of the total population of PLWH. Overall, Ukraine’s health care professionals are not
convinced of the efficacy of the isoniazid preventive course for PLWH. This attitude among
medical staff has a negative effect on patients’ adherence to this course of treatment.

Summary of Findings related to TB/HIV Co-infection Services

Overdl, the 10 USAID-supported regions have made notable steps toward improving
cooperation between TB and HIV services. A full-time or part-time TB speciaist ison staff in
every oblast AIDS Center. In some regions, special departments have been established for
treating PLWH with smear-negative and/or extrapulmonary TB. Both Odesa oblast and
Donetsk oblast administrations have endorsed local orders supporting the improvement of
TB/HIV care. In every region, Oblast or City CMCs are functioning to combat the HIV and
TB epidemics. Hedth administrationsin all oblasts have endorsed local orders for working
groups to coordinate, monitor and eval uate the effectiveness of TB control activitiesin the
region. Such orders have also been issued to outline procedures of interaction between TB
and HIV service facilities aswell as monitoring and evaluation (M&E) indicators with which
to ensure the effectiveness of TB/HIV control activities. Administrators of both HIV service
and TB service facilities often rate the level of integration of care as satisfactory and do not
deem any changesin the system to be immediately necessary.
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Neverthel ess, cooperation is deficient in some areas; this prevents these two services from
functioning together effectively. Specifically, PHC providers are not represented in the
CMCs, and the reporting and analysis of data, the frequency of group meetings, the taking of
minutes at meeting, and the delegation of responsibilities on these boards is happening
sporadically—if at all. Dueto the structura isolation and differential regulations governing
TB care and HIV carein Ukraine, a situation about which partner specialists are not well
enough aware, these two services often raise mutual complaints about over- and under-
diagnosis, non-compliance with TB or HIV detection protocols, violation of treatment
standards, and more, rather than fostering a dialogue of collaboration. However, some regions
do regularly cross-check the statistical data on TB/HIV case detection, in line with approved
M& E procedures.

In most regions, PHC facilities are not involved in the screening of PLWH for TB or in any
other diagnostic processes. They are excluded from these processes for many reasons,
including limited knowledge among the staff and |egislative barriers that hinder the exchange
of medical records.

TB is currently the most prevaent opportunistic infection among PLWH in Ukraine. Some
steps have been taken to optimize the management of co-infected individuals, including
contiguous counseling by HIV and TB specidists, and the exchange of statistical dataand
medical information begun to improve. On the other hand, Ukraine remains the one of the
few countries where TB and HIV are managed by different services; therefore, the integration
of care could be significantly improved.

CONCLUSION

The data obtained during this baseline assessment revea that deficiencies in Ukraine’s TB
control and treatment efforts, which were described in the WHO’s Review of the National
Tuberculosis Program in Ukraine (10-22 October 2010), are still prevaent. Currently, it
appears that none of the recommendations made in the 2010 WHO report have been
implemented. Broadly speaking, both clinicians and health care administrators are aware of
international standards in TB care; however, a deep-seated skepticism of WHO-recommended
practices still remains, and TB specialists prefer to rely on their own clinical experience and
expertise rather than the evidence-based practices that the WHO has endorsed. Major
administrative and financial difficulties also act as barriers to the implementation of up-to-
date TB control measures, especialy TB diagnosis and IC strategies.

Based on these findings, the Project intends to focus its efforts on improving TB control
interventions by means of technical assistance, the cascade training system, and advocacy for
appropriate decision-making at the regional and the local level.
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