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GEORGIA

Intraduction of new drugs for the treatment of DR-TB
as part of programme management of M/XDR-TB
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Janssen provides free courses of anti-TB drug bedaquiline

T PMarrmacedod Jounal 21 OCT

Georgla has become the firs! counfry %0 receive free courses of
the costly anti-tuberculosis (TB) drug bedaguiling (Sinuro)
through an innovadve drug danation parnership between the US
ald agency USAID and Janssen Therapeutics, which developed
the drug.

*The partnership is a signifcant step forward in the giobal fight
"M against the threat of multidrug resistant-TB," said lan Kadly, the
p  US ambassador © Georgla, at an event in the Georglan capiial
Thiksi on 13 October 2015 %o mark e launch of he bedaguiine
donation programme.

Nearly 200 patents in Geargla, which ks classified as having a
high meudtidrug resistant-TE burden (MDR-TE), will begin
recelving bedaguiling after the frst shipment of the dnug was
handed 10 the direcior of e national centre for TB and ng
discases Zaza Avalan.

"This Is a historical development,” says Mario Raviglone, glodbal T8 programme director for the World Healh
Organization (WHO). *For the first time we have the release of a new drug for MDR-TB being released on a large
scale.”

Under the partnership, the marwrdacturer will donate 30,000 sbemonth courses over he naxt four yoears valued at
an estimated US$30m. To date, 28 countries have asked to be beneficlaries, but up to 100 countries may be
entitied lo receive he drug for free.

According to the WHO, only 48% of MDR-TE patients have a successiul treatment cutcome. The global healh
agency also says that in 2013 an estimaled 430,000 pecpie deveioped MDR-TB and 210,000 people died of the
diseasa.

Citation: The Pharmaceutical Joumal, PJ October 2015 online, online | DOL: 10.1211/PJ.2015.20065580
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Survey/Research Title

Research carried out by:

Evaluation of efficacy of Plasma Cluster technology for proper ICin TB NCTLD

Hospital

TB Drug Resistance Reference Materials NCTLD

Xpert Ultra trial: External Alpha Study

Xpert Ultra trial: Beta study Phase 2

Evaluation of MTBDRsl

Evaluation of Xpert OMNI system

Compensatory Evolution and Epistasis in Multidrug-resistant NCTLD

Mycobacterium tuberculosis (ERC) Swiss Tropical and Public Health
Institute

Selection of appropriate treatment and infection control measures by NCTLD

integrated high throughput genotyping and drug resistance determination

of M. tuberculosis clinical isolates

The epidemiology of adverse reaction associated with secondline anti- NCTLD

tuberculosis drugs among M/XDR TB patients in Tbilisi, Georgia Emory University

Effects of tobacco use on tuberculosis treatment : Knowledge & attitudes NCTLD
of health care workers

Prevalence of Depression and Associated Risk Factors among Multidrug- NCTLD
Resistant Tuberculosis Patients in the Country of Georgia Emory University
Clinical Impact of the MTBDRplus Assay NCTLD

Emory University
“Impact of Adjunctive Surgical Therapy in the Treatment of MDRand  NCTLD
XDR-TB”

NCTLD

Genomic characterization of multi drug resistant Tuberculosis in Georgia Emory University

Validation of new MDR-TB diagnostic tools in diverse setting EES&D
Performance of the GeneXpert for TB case finding among HIV-infected =~ NCTLD

Human Diagnostic Geogria Ltd.

Foundation for Innovative New Diagnostics (FINDF)

European Research Council (ERC) “Starting Grant”
awarded to Prof. Gagneux

Royal Tropical Institute,/Biomedical Research,
Amsterdam

Emory-Georgia TB Research Training Program
(EGTB-RTP) NIH/Fogarty International Center grant
D43TW007124

Emory-Georgia TB Research Training Program
(EGTB-RTP) NIH/Fogarty International Center grant
D43TW007124

Emory-Georgia TB Research Training Program
(EGTB-RTP) NIH/Fogarty International Center grant
D43TW007124

Emory-Georgia TB Research Training Program
(EGTB-RTP) NIH/Fogarty International Center grant
D43TW007124

Emory-Georgia TB Research Training Program
(EGTB-RTP) NIH/Fogarty International Center grant
D43TW007124

Georgian Research and Development Foundation
Emory-Georgia TB Research Training Program
(EGTB-RTP) NIH/Fogarty International Center grant
D43TW007124

The Henry M. Jackson Foundation for the
Advancement of Military Medicine, Inc.

National Institutes of Health (NIH), under

Nestani Tukvadze Co-
PI

Zaza Avaliani PI
Nestan Tukvadze Co-PI

Rusudan
Aspindzelashvili PI

Rusudan

Aspindzelashvili PI

Mariam Buziashvili I

Lasha Darchia I

Maia AlkhaziShvili I

Maia Kipiani I

Sergo Vashakidze PI

Nino Bablishvili PI

Nestan Tukvadze PI
Eka Zangaladze Co-PI
Nika Chkhartishvili PI
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. Research Main Contact Person (Study
i —— PI/Co—PI)

NCTLD Medecins Sans Frontieres Nana Kiria

Implementation of New Drug-Resistant Tuberculosis Treatments (Output 1)

Compassionate use of delamanid (OPC-67683) for patients with P MDR-TB with
limited therapeutic options

END-TB Clinical Trial

Intracavitary Drug Levels and Drug Resistance in Tuberculosis NCTLD Emory univercity Sergo Vashakidze PI

Expanding global knowledge of tuberculosis by establishing the Georgia NCTLD NIAID Sergo Vashakidze PI
Tuberculosis Portal

Efficacy and safety of Fluticasone Fuorate/Vilanterol Inhalation Powder NCTLD GlaxoSmithKline Research and Development Kakha Vacharadze PI
100/25mcg with placebo in Subjects with moderate COPD and a history of Ltd

increased cardiovascular diseases Clinical Trial

Efficacy and Safety of 2.5 mkg and 5 mkg Trotropium Inhalation Solution NCTLD Bochringer Ingelheim Pharma Ges mbH Kakha Vacharadze PI
Clinical Trial

"Efficacy and safety of new ihaled antibiotic Pulmaquin" Aradigm Corporation 101512 (Sl e At 2
Clinical Trial

A Phase ITI Open- Label Partially Randomized Trial to Evaluate the Efficacy, =~ NCTLD TB ALLIANCE/Quintiles Leila Goginashvili PI
Safety and Tolerability of the Combination of Moxifloxacin plus PA-824 plus

Pyrazinamide after 4 and 5 months in Adult Subjects with Drug-Sensitive

Smear- or GeneXpert Positive Pulmonary Tuberculosis and after 5 months of

Treatment in Adult Subjects with Multi-Drug Resistant, Smear Positive

Pulmonary Tuberculosis (NC-006 (M-Pa-Z))

NCTLD

NIX-TB TRIAL Lali Mikiashvili PI
STREAM Phaze II NCTLD UNION Lamara Vashakidze

Study of TB lesions obtained in surgery: in search of best biomarkers Institute Germans Trias | Pujol

correlating with TB pathology, clinical features, MDR cases and prognostic
(SH-TBL) Sergo Vashakidze

Double-Blind, randomized, masked, placebo-controlled, Clinical Trial to
Investigate the efficacy of the nutraceutical Nyadtum rasae administered to Sergo Vashakidze
contact of active TB
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N. Tukvadze, RR. Kempker, I. Kalandadze, E. Kurbatova, MK. Leonard, R. Apsindzelashvili, N. Bablishvili, M. Kipiani, HM. Blumberg. “The Use of a Molecular Diagnostic
Test Greatly Reduces Time to Detection of Multidrug Resistant Tuberculosis in a High Prevalence Area” PLoS One. 2012; 7(2):e31563

NS. Desai, N. Tukvadze, JK. Frediani, M. Kipiani, E. Sanikidze, MM. Nichols, G. Hebbar, RR. Kempker, V. Mirtskhulava, I. Kalandadze, S. Seydafkan, N. Sutaria, T.C. Chen,
H.M. Blumberg, T.R. Ziegler, V. Tangpricha “Effects of Sunlight and Nutrition on Vitamin D Status of Pulmonary Tuberculosis Patients in Thilisi, Georgia” Nutrition. 2012
J. K. Frediani, N. Tukvadze, E. Sanikidze, M. Kipiani, G. Hebbar, K. A. Easley, N. Shenvi, U. Ramakrishnan, V. Tangpricha, H. M. Blumberg, T.R. Ziegler “A culture-specific
nutrient intake assessment instrument in patients with pulmonary tuberculosis” Clinical Nutrition (2013)

S. Vashakidze, S. Gogishvili, K. Nikolaishvili, N. Dzidzikashvili N. Tukvadze H.M Blumberg , RR. Kempker “Favorable outcomes for multidrug and extensively drug
resistant tuberculosis patients undergoing surgery” Ann Thorac Surg. 2013
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Multidrug-Resistant Tuberculosis: A Cohort Study from the Country of Georgia. PLoS ONE 9(4)
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