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PEFMOHAINBbHbIX CEMUHAP MO BOMNPOCY YCKOPEHHOIO BHEAPEHUA
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TYBEPKYJE3A C JIEKAPCTBEHHOM YCTOMYMBOCTbLIO (NY-TB)

REGIONAL WORKSHOP ON ACCELERATED IMPLEMENTATION OF WHO GUIDELINES
ON TB PREVENTION, DIAGNOSIS, AND DRUG-RESISTANT TB (DR-TB) TREATMENT
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Poor-quality anti-TB medicines: a neglected risk for global TB control and resistance

. Substandard & falsified (SF) antibiotics, including TB medicines, increase the risk of adverse patient outcomes, cause economic
harms and drive AntiMicrobial Resistance (2022)*

. SF, especially substandard, anti-TB medicines are present worldwide (2023). However, TB medicine quality data are few and
are therefore not generalizable that 15.2% of global anti-TB medicine supply is SF**

WHO survey in EECA countries (2011)***
* 11% of substandard TB medicine samples

e Al WHO prequalified products complied with specifications W— | {f
as did all samples supplied by StopTB Global Drug Facility R Qs N A TR

J WHO recommendation: all TB medicine manufacturer

should consider participating in the WHO Prequalification
Programme

L USP PQM+ program active in 3 EECA countries & indirect
support to a 4™ one till recently (e.g., strengthening

regulatory authorities, QC laboratories, manufacturing
capacity)

@) b et
* https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9394205/pdf/bmjgh-2022-008587.pdf

** https://pubmed.ncbi.nlm.nih.gov/37433693/
*** https://extranet.who.int/pqweb/sites/default/files/documents/TBQuality-Survey Nov2011 1.pdf



https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9394205/pdf/bmjgh-2022-008587.pdf
https://pubmed.ncbi.nlm.nih.gov/37433693/
https://extranet.who.int/pqweb/sites/default/files/documents/TBQuality-Survey_Nov2011_1.pdf
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Global tuberculosis report 2024

% TB SITUATION AND RESPONSE

Tuberoulosis (TE) is contaglous and alrbome.

In 2023, TB retwmed to being the wond's leading Infectious disease killer, sur-
passing COVID-19. Itwas alsa tha leading killar of peaple with HIV and 2 major
cause of seaths related to antimicrobial resistance.

+ N 2023, an estimated 10.8 milllon [35% uncertainty interval [Ul]: 10.1-11.7
milBon) pecple fell Il with TEworldwise, of which S5% were men, 33% were
Women and 12% were children and young acolescents. People [IVIng with HIV
accounted for 5.1% of the total.

« The TB Inciklence rate (new cases per 100 000 population per year) Is estimat-
ed to have Increased by 4.6% betwaen 2020 and 2023, reversing declines of
about 2% per year between 2010 and 2020,

« Ghabally In 2023, TE caused an estimated 1.25 millien {35% UL 1.13-1.37 mit-
lion) ceatns, including 161 000 people with HIV. This was down from best es-
timates of 1.32 million {95% Uk 1.21-1.45 million) In 2022

« EIght countries accounted for more than two thirds of the global total: In-
dia, Insonesia, China, the Phillppines, Fakistan, Migeria, Bangladesh and the
Democratic Republic of the Congo. The top five countries accountad for 565
of the global total.

F 1B CARE AND TREATMENT

« Global efforts to combat T2 hawve sawed an estimated 72 milllon Ihves sawved
since 2000,

- Giobally In 2023, the reported number of pecple newly diagnosed with
TE was 8.2 milllon, up from 7.5 million in 2022 and far above the levels of
5.8 milllon In 2020 and 6.4 million in 2021 Those newty diagnosad in 2022 and
3023 probably incluted a sizeable backlog of peopla who caveloped TH In
previcus years, butwhose dlagnosls and tregtment was celayed by COVID-re-
Lated disruptions.

+ Thee Is still 2 l2rga giobal gap between the estimated nuMDber of people who
fell il with TE and the number of peopie Newly diagnased, with approximate-
Iy 2.7 million paopie not CIagNased with tha disaase, of nat ofMcally rapo
0 national authorities In 2023, down from around 4 miliion in both
2021 and batow the pre-pancemic level of 3.2 million in 2019,

JRUG-R }
+ lobally, an estimated 400 000 people (95% U 360 000240 08 developed

multiong-resistant or rifampicin-resistant TE (MDR/RR-TE] In

« The number of people diagnosad with MDR/RR-TE and started on ti t
was 175 823 people In 2023, A shight fall {of 1.1%) from 177 512 In 2022 3
beiow the pre-pandemic level of 181 533 In 2015,

« In 2023, treatment success rates for dnug-susceptibie TE sustalned at 88% and
for MDR/RR-T B was Improved to 65%

& ADDRESSING THE CO-EPIDEMICS
OF TB AND HIV

« Among all Incident cases of TE In 2023, 662 000 people Iving with HIV fell
1 with T2, with the highest burden In countries In the WHO African Region.

+ The global coverage af HN testing among pecple dlagnosed with T8
re-mained high in 2023, at 80%. This was the same level as in 2022, butup
from TE% In 2021 and T3% in 2020,

TUBERCULDSIS
IS THE WORLD'S
LEADING INFECTIOUS
DISEASE KILLER
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How to ensure access to:

- quality-assured
- most affordable
- WHO-recommended TB treatments and prevention

medical produtcs to 100% of people in need?

https://www.who.int/teams/global-programme-on-tuberculosis-and-lung-health/tb-reports/global-tuberculosis-report-2024



https://www.who.int/teams/global-programme-on-tuberculosis-and-lung-health/tb-reports/global-tuberculosis-report-2024
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Prices of DR-TB medicines with multiple generic manufacturers’

Estimated cost- U change in GDF

Medicine Current price per patient per based generic price [} price, 2020 %.change in GDF

month, US§* price, 2015 to 2022
(per month), US5 + lto 2022

linezolid (600mag) 513 -3,050%

levofloxacin (500mg) 17 -23%

maxifloxacin (400mg) 4.8 -181%

gycloserine (250mg)

clofazimine (100mg)

* Lowest GDF price (multi-generic source drug)”

+ Target price ranges are based on the estimated costs of active and inactive pharmaceutical ingredients, formulation, packaging, and a cost-plus model,
which includes a reasonable profit margin. Prices could reach these levels with adequate market competition and transparency.”

GDF: Global Drug Facility

° https://msfaccess.org/dr-tb-drugs-under-microscope-8th-edition

Despite significant price decrease in the past 10 years for off-patent DR-TB medicines, unjustified high price for linezolid can be
found in some WHO EURO countries (up to 60 times GDF price)


https://msfaccess.org/dr-tb-drugs-under-microscope-8th-edition

7 N i 0
72X, World Health ° .
\\'Q‘b:wy Organization : ’ Unltald KN cv /’

’ MEDECINS
European Region SAVE LIVES FASTER TB ‘ PLUS "SANS FRONTIERES

Prices of newer DR-TB medicines

Prices,

Cost-based target generic

Medicine Purchasing mechanisms Manufacturer October 2024 i gete
prices (6-month course)*

(6-month course)

Bedaquiline GDF Johnson & Johnson $130 $48-102
100mg tablet o7 Lupin $90

GDF Macleods $90

Government tender, Russian Pharmstandard

. $1650

Federation
Pretomanid GDF Viatris/Mylan $224 $66-210
200mg tablet GDF Macleods $238

GDF Lupin $169
Delamanid GDF Otsuka $1190 $30-96
50mg tablet GDF Viatris / Mylan $800

Government tender, Russian

R-Pharm 1488
Federation >

* https://msfaccess.org/dr-tb-drugs-under-microscope-8th-edition

** Lowest GDF price

*** Target price ranges are based on the estimated costs of active and inactive pharmaceutical ingredients, formulation, packaging, and a cost-plus model, which includes a reasonable profit margin. Prices could reach
these levels with adequate market competition and transparency. https://pubmed.ncbi.nlm.nih.gov/28073970/

Despite significant price decrease for Pa (except in EU) and Bdq (except in RF, EU), still high price for DIm but generic competition
expected by Q1 2026


https://msfaccess.org/dr-tb-drugs-under-microscope-8th-edition
https://pubmed.ncbi.nlm.nih.gov/28073970/
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Republic of Republic of
Moldova Tajikistan

INN of the drug Kyrgyz Republic Ukraine

Amikacinum
Amoxicillinm + Acidum
clavulanicum
Bedaquilinum
Clofaziminum
Cycloserinum
Delamamdum
Ethambutolum
Imipenemunrt-Cilastatimum
Isomazidum
Levofloxacinum
Lmmezolidum
Moxifloxacinum
Natrii para-ammnosalicylas
Pretomamdum
Prothionamidum
Pyrazmamdum
Rifampicinum + Isomazidum
Rifampicinum + Isomazidum +
Pyrazmanudum + Ethambutolum
Rifapentmum
RifapentinumtIsomazidum
Rifampicinum + Isomazidum +
Pyrazinamidum
Rifampicinum + Isomazidum +
Ethambutolum

green - registered, yellow - pending registration, red - no registration

List of registered medicines by country in 2022-2023
SOURCE: ANALYZING THE PROCUREMENT OF TB DRUGS In the Kyrgyz Republic, Republic of Moldova, Republic of Tajikistan and Ukraine in 2022-2023 (TBEC)

. Important progresses made in recent years
for local registration of TB medicines

. WHO Collaborative Registration Procedure
and alternative mechanisms enhanced WHO
prequalified TB medicine registrations

. Still progress to be made, especially for
rifapentine-based formulations for adults and
children for TPT, also pediatric formulations for
DS/DR-TB
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SURVEY OF PAEDIATRIC TB POLICIES IN 14 COUNTRIES

Child-friemdly D5 TE fixed-dose combinations I A ‘ I % ‘
rifampicinfisoniazid 7 5ma!50mg dispersible tablet from Macleosds (India), Lupin {India}

rifampicindisoniazid! pyrazinamide 75mg/50mgd 150mg dispersible tablet from Macleods, Lupin Test AVOid Cure TB in Children

Child-friendly single formulations for D5-TE, DRE-TEB and TPT
bedaquilinme 20mg dispersible tablet from Johnson & jJohinson (U5A)
cycloserime 125mg capsule from Macleods

delamanid 25mg dispersible tablet from Crisuka (Japamn)

ethambutcl 50mg dispersible tablet from bicro Labs {India)
ethambutel 100mMg dispersible tablet from Macleods, Micro Labs
ethiomamide 125mg dispersible tablet from Maclkeods, Micro Labs
isoniazid 50mg dispersible tablet from Micro Labs

isoniazid 100mg dispersible tablet from Macleods, Micro Labs

levofloxacin 100mg dispersikle tablet from Macleods, Micro Lakbs

linexalid 150mag dispersible tablet from Macleods, Micro Labs TACTIC: TEST, AVOID,

pyrarinamide 150mg dispersible tablet from Macleods, Micro Labs CURE TB IN CHILDREN

rifapentine, 150 mg, dispersible tablet from Lupin A swrvey O paadiatric tubarcalosts policies
October 2024

Paediatric TE formulations that are mot child-friemdly

Clofaz imine 50mg soft capsule from Mowvartis (Switrerland}

(e B, 2@ g
cClofazimine 50mg tablet from Macleods i) AGewems TACTIC

moxifloex acin 100mg dispersible tablet from Macleocds, Micro Labs

Mote that there are some varnations across suppliers, with some medicines being available in
both child-friendly and pasdiatric-only formulations depending on the supplier. https://msfaccess,org/tactic-test-avoid-cure-tb-children



https://msfaccess.org/tactic-test-avoid-cure-tb-children

SURVEY OF PAEDIATRIC TB POLICIES IN 14 COUNTRIES

Mapping policy and implementation gaps in countries to advocate for funding and resources

Dashboard
* Policy survey in 15 countries

Afghanistan, CAR, DRC, India, o S
Mozambique, Niger, Nigeria, Pakistan,
Philippines, Sierra Leone, Somalia, South

Sudan, Uganda + -

* 8 policy questions and 11
implementation questions

e Chapters:
* Diagnosis of TB

* Prevention of TB
* Treatment of DS-TB and DR-TB Country Factsheets

* Country factsheets = %
|
[
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DS-TB treatment can be initiated on
clinical evaluation only

M | B B | ]
the policy

Xpert on stool is in the policy

no dats

KEY FINDINGS

* 9 out of 14 countries’ policies indicate that * 10 out of 13 countries’ policies recommend
DS-TB treatment for children can be initiated the use of the Xpert MTB/RIF Ultra assay
without bacteriological confirmation or chest on stool specimens as a diagnostic tool for
X-Ray. pulmonary TB and rifampicin resistance in

children, and 8 out of 10 of these countries
have materials available at the NTP to support
the implementation of this.'

* 5 out of 14 countries’ policies include
treatment decision algorithms recommended
by 2022 WHO guidelines, and 4 out of 5 of
these countries have materials available at the * 1 out of 3 countries that do not yet include
NTP to support the implementation of these. stool-based testing for TB in children in national

guidelines are conducting operational research
on this.
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