


Questionnaire for Assessment of the Implementation L
Scenarios of the BPaLM regimen () Orsonteion

G ::--.-‘... QFFICE FOR Europe

To understand different scenarios for introduction and implementation of novel 6-month treatment regimens
(BPaLM and BPalL) for MDR/RR-TB or pre-XDR-TB under routine programmatic conditions in high TB
priority countries of the WHO European Region, the WHO Regional Office developed and launched a
guestionnaire that is structured around five programmatic areas:

v National treatment policy

v’ Service delivery

v" Drug supply and management
v’ Laboratory diagnosis

v Monitoring and evaluation

Learning on different implementation can inform:

a) WHO and other international partners and funding institutions (Stop TB Partnership/GDF, the
Global Fund) to better plan the country tailored technical or financial assistance, make relevant

planning and needs forecasting for drugs and consumables at the global level and better inform
future policy

b) NTPs to revisit existing challenges and reinforce further solutions



Sub-group of mSTR task force on introduction of novel 6-month
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Results: Countries @

Six countries participated, 5 of which belong to the WHO list of high MDR-TB
burden countries (listed in alphabetical order):

QBelarus

aGeorgia

AKyrgyz Republic
ARepublic of Moldova
QUkraine

aUzbekistan
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Recommendations on Recommendations on
implementation of modified Short implementation of 6-9
Cou ntry Treatment Regimens (MSTR) for months BPalL regimen, for
MDR/RR-TB patients without MDR/RR-TB patients
resistance to Fluoroquinolones resistant to fluoroquinolones
(6/6 100% -Yes) (5/6 83% -Yes)

Belarus Yes Yes
Georgia - Yes Yes
Kyrgyz Republic

Yes Yes
ool .
Ukraine — Yes Yes

Yes Yes



Results: National Treatment Guidelines and Policy (cont’'d)
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rewons orrce on EUFOPE
Mechanism of direct adoption of The updated nat. guidelines The updated guidelines
the WHO policy documents exists will include the mSTR include the longer or salvage
Cou ntry (3/6 33% -Yes) regimen regimen in case of BPaL(M)

(4/6 67% -Yes) failure or ineligibility?
(6/6 100% -Yes)

Belarus

No Yes Yes
Georgia 2 E No Yes Yes
Kyrgyz Rep o NG Yes
vordova M1l o o
Ukraine Ves Yes Yes

Uzbekistan Yes Yes Yes 6




Results: Implementation coverage of the treatment policy
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rewons orrce on EUFOPE
% enrolled on standard 9-month, % enrolled on mSTR % enrolled on fully oral
all-oral, bedaquiline-containing regimen in 2021 under longer 18-20 month regimen
COUﬂtl’y regimen in 2021 regional or country cohorts in 2021

(Average 9%) OR (Average 43%)
(Average 32%)

Belarus 0 65% R
Georgia g 0 61% 259,
Kyrgyz Republic
yragy p 89 o .

@
Republic of
Moldova .*. 40% 22% 5%
Ukraine - 6% 27% 29%
Uzbekistan == 29/ 10% 86% 7



Results: Implementation coverage of the treatment policy
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% enrolled on 6-9 months BPaL % enrolled on a salvage plan to start or continue the
regimen in 2021 within operational regimen in 2021 implementation (enrollment
research (Average 9%) of patients) of the BPaL OR

COU ntry (Average 4%) Salvage regimen is a type of treatment in 2023 and beyond

given to a patient after failure or non- 0
response to other above mentioned (5/6 83% - Yes)

therapies

Belarus

3% 6% Yes
Georgia s 6% 7% Yes
Kyrgyz Republic
yray p 3% 0% Yes
Republic of.g&. . .
Moldova 0% 11% No
. [ ]
Ukraine 7% 32% Yes
Uzbekistan 39% 0% Ves ;




Results: Implementation coverage of the treatment policy
and service delivery (3) (@) ord feat
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% of registered countrywide DR-TB | Average hospitalization length | VST coverage of TB patients in

C ntr patients hospitalized for treatment in of stay in days for DR-TB percentages as in 2021
ou y 2021 patients in 2021 (Average 35%)

Average 86% Average 83 days
( g ) ( g ys)

Belarus 100% 128 49%

Georgia -3 - 80% 28 100%

+ e

Kyrgyz Republic

NA 73 0%
Republic of
Moiljdova .*. 87% 88 L2
Ukraine T 77% 100 40%
Uzbekistan == NA NA 5% ;



Results: Implementation coverage of the treatment policy
and service delivery (4) (@) oo peatts
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aDSM framework implemented with baseline and| 7 days / week DOT possible for MDR/RR-
regular safety monitoring and established safety | TB patients countrywide at outpatient

Country

recording and reporting system level

(6/6 100% - Yes) (5/6 83% - Yes)
Belarus Yes Yes
Georgla ol I Yes Yes

+ e

Kyrgyz Republic

Yes Yes
KB

nldova
% Yes No

Republic of
UZkalStan S YeS YeS 0



Results: Drug supply and management @
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BPalLM drugs reqistration Status, availability and funding

d

U O

Bedaquiline and Linezolid are registered in 50% of countries
(Belarus, Kyrgyz, Ukraine — yes)

Moxifloxacin registered in 100%
Pretomanid registered in 5/6 (except Moldova)

All regimen drugs are available in 100% of countries, except for
pretomanid in Moldova

Funding source of regimen drugs: 4/6 both TGF and Government,
2/6 only GF (MSF involved in Belarus)

Allocated funding is sufficient for 100% of the countries



Results: Drug supply and management (2)
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5/6 countries plan countywide implementation of the BPaL(M), Uzbekistan in
pilots

Belarus, Uzbekistan report they already started enrolment on the BPaLM
regimen, Georgia, Kyrgyz Republic, Moldova, Ukraine plan after official
recommendations or in 2"d quarter of 2023

In total 1408 patients are expected to be enrolled on the regimen during the first
year of implementation within the 6 countries

5/6 countries have a mechanism for importing unregistered pharmaceutical
products into the country (question not applicable for Kyrgyz Republic as all
BPaLM drugs are registered)

100% (6/6) countries conducted an assessment of the drug need taking into
account the introduction of the new BPaLM regimen, and based on the
assessment:



E

orld Health
rganization

Results: Laboratory Diagnostics

Q Access to rapid molecular WRD (Xpert MTB-RIF ultra) ensured for all presumptive cases
countrywide for 100% of cases in these countries

QO >90% coverage of access to rapid molecular second line DST (Xpert XDR or HAIN MTBDRsI)

Q 4/6 report National TB Diagnosis guidelines are updated in line with the 2021 WHO guideline
on rapid diagnostics (module 3)

O Technical assistance is needed to update the patient triage and laboratory algorithm for
BPaLM implementation in 4/6 countries

O 100% of countries have access to phenotypic DST (recommended by WHO) to the BPaLM
regimen drugs plus delamanid

QO 2/6 countries report there are not enough funding allocated for procurement of the laboratory
reagents/equipments in state budget or the Global Fund Grant (Kyrgyz Republic and
Uzbekistan)

aQ 3/6 countries (Bel, Geo, Krg) report they have equipment for the Whole Genome Sequencing
(WGS)
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National treatment guidelines will include recommendations on 6 months BPaLM regimen as
a regimen of choice for MDR/RR-TB patients in all 6 countries in 2023;

4 countries will preserve mSTR for certain target groups

On average in 2021 coverage of MDR/RR-TB patients with: shorter regimens was 45%, fully
oral longer regimens 42%, salvage regimen 11% (2% unknown)

Quite high percentage of hospitalization (86% of MDR/RR-TB patients) and long
hospitalizations (average 83 days, min-max range 28-128 days)

Low coverage with Video supported treatment, VST (Average 35%, min-max range 0%-100%)
Well implemented aDSM framework and good supply of drugs
Access to rapid molecular WRD to 1st and 2"d line drugs ensured for >90% of cases

Challenges with adequate funding for procurement of the laboratory reagents/equipments for
some countries
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Thank you!
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