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¢ƘŜ ά.ŀƴƎƭŀŘŜǎƘέ ƻǊ άф-ƳƻƴǘƘέ 
regimen 

ÅObservational cohort analysis 
ÅBangladesh 
ÅDamien foundation project 
Å427 MDR TB (incl 2 XDR) 
Å206 on Gfx-based regimen 

9+ months  
88% success rate 



Setting - Karakalpakstan 

ÅPopulation 1.7 million 

ÅCurrent TB prevalence 100.3/100, 000  

ÅCurrent National MDR prevalence  

 

 

 

ÅCurrent success rate in KK 
ïMDR (all cases) ς 57%  

1 Euro Surveill. 2013;18(42):pii=20609 
2 MoH Karakalpakstan 

Uzbekistan1 Karakalpakstan2 

New diagnosis  23% 

Retreatment cases  62% 



Main Study objective 

ÅTo describe outcomes at end of treatment, 
relapse rate at 1 year and safety following 
treatment completion of a short course (9 -11 
months) MDR TB treatment without 2nd line drug 
exposure or documented resistance (Cm/Km or 
Ofl) in patients under programmatic conditions in 
the Karakalpakstan, Uzbekistan. 

 



Trial Summary 

Study design: Prospective single-arm cohort study 

 

Sample size: 147 MDR TB adults and children 

 

Study sites: Kegeily, Shumanay rayons and Nukus City 

 

Recruitment start date: 1st September, 2013 

 

Ethics approval: Both OCA and MOH Uzbekistan ERB with an 
independent Drug Safety Monitoring Board appointed  

 



 
 

Recruitment Status (December 2014) 
  
 

 

Target  
N=147 

Screened 

N= 299 

Enrolled 
N=119 

Active on study 
N=90 

Active on 
treatment 

N=66 

Treatment completed with 
successful outcome 

N = 24 

 Loss to follow-
up (Default) 

N=10 

Withdrawal from 
study 
N=14 

Non MDR-TB with SL 
Drug resistance 
(XDR/pre-XDR) 

N = 11 

Non-MDR 
(DS/PDR) 

N = 3 

Died                       
N=2 

Failure                
N = 3 

Excluded  

N = 180 



 

Demographics N % 

Total enrolled 119 

Male 60 51.7 

Day 1 ambulatory care 106 91.4 

Age (median, IQR) 
<15 
>65 

28 (24;42) 
2 
5 

 
1.7 
4.3 

BMI (median, IQR) 19.9 (18; 21.5) 

HIV positive 0 

Cavity present 47 40.5 

Diabetic 5 4.3 

Smear positive 60/116 51.7 

Registration group 
New cases 
Previously treated with first line drugs 
Previously treated with second line drugs 
Unknown 

 
78 
35 
1 
2 

 
67.2 
30.1 
 



No. of 
patients       

(as 31.12.2014) Reason for exclusion 

46 History of use for > 1 month any second line drug  

34 Lack of consent 

21 Diagnosed but lost 

20 Ofloxacin resistance by Hain MTBDR sl or MGIT (incl. XDR) 

15 
Known both Kanamycin and Capreomycin resistance by conventional DST 
before inclusion 

13 Extrapulmonary TB 

8 Critical clinical condition 

7 Not willing to live in Kegeily, Shumanay rayons or Nukus city 

5 Died before SCR started 

5 Contact with drug-resistant or failing patient 

6 Other 

180 



Withdrawn cases (after receiving 
treatment) 

ÅDrug sensitive 

ï1 DS case 

ï2 PDR cases 

ÅDrug resistant 

ï7 Cm/Km resistant MDR 

ï1 Ofl resistant MDR 

ï3 XDR  



Smear conversion 
Ån = 61 

ÅSmear negative n = 26 (not included) 

ÅSmear positive n= 35  
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Culture conversion 
ÅCulture negative n = 5 (not included) 
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Culture conversion 
by month 2 = 73.2% 
(95% CI 61.6; 84.8) 



Outcomes to date 

Å66 Still on treatment 
ï35 on Intensive phase 
ï31 on Continuation phase 

Å24 successful outcomes 
ï20 cured 
ï4 completed 

Å2 deaths 
ï1 unrelated; 1 cause of death unknown 

Å3 failures 
ï2 bacteriological failures 
ï1 failure due to ECG changes 

Å10 lost-to-follow up (defaulters) 
 



Outcomes 

0%

10%

20%

30%

40%

50%

60%

70%

80%

90%

100%

Q4 2013
(n= 18)

Q1 2014
(n=15)

Q2 2014
(n= 27)

Q3 2014
(n=31)

Q4 2014
(n=28)

Withdrawn

Still on treatment

Loss to follow up

Failure

Death

Successful



CXR 






