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As per TBfacts.org “Among patients with pulmonary TB who were notified in 2014 an estimated 300,000 had MDR-TB. Globally in 2014,  123,000 patients with MDR-TB or rifampicin  resistant TB (RR-TB) were notified. This was just 41% of the number of estimated cases of 300,000. There were also approximately 190,000 deaths from MDR-TB and more than half of these patients were in India, China and the Russian Federation”. 
Open Source Drug Discovery (OSDD) unit of the Council of Scientific and Industrial Research (CSIR) took forward a new drug regimen for MDR TB into clinical trials. This regimen consisted of a combination of PA-824, Moxifloxacin and Pyrazinamide (PaMZ) which has already been tried predominantly in Drug sensitive TB patients by TB Alliance. The trial was a three arm study to be undertaken in 180 patients. 
Due permission from the Drug Controller General of India (DCGI) to conduct the clinical trial entitled “A Phase II Open Label Randomised Clinical Trial to Evaluate the Anti Bacterial Activity, Safety, Tolerability and Pharmacokinetics of a Combination of PA-824, Moxifloxacin and Pyrazinamide, or PA-824 When Administered with the Category IV Regimen of RNTCP in Adult Males with Newly Diagnosed Multi-drug Resistant Pulmonary Tuberculosis: An 8-weeks study” was obtained. Subsequently permission has also been obtained from OR committee of RNTCP board and Institutional Ethics Committee at the site. 
In the above study, out of a total of 1638 MDR suspected patients who visited the tertiary site and 840 were referred for pre-screening for the study. Out of these 743 were included for further screening. Of the total 743 patients, 514 were found to be smear positive and were subjected to LPA and 164 were smear negative and were subjected to MGIT culture. Of the smear +ve patients, 75 patients were found to be diagnosed with MDRTB. But only 33 patients could be finally screened looking into various criteria.  Out of these why only 8 patients were administered drug combination in the study and the various observations made during the trial will be presented.

Biography: Dr. Sarala Balachandran, Project Director of OSDD and  Chief Scientist, CSIR, specializes in drug discovery and development and has research experience in academics and pharmaceutical industry in India, Europe and the US in oncology, inflammation  and anti-infectives. Has  in the past has worked at New Drug Discovery Research division at Ranbaxy Research Laboratories(RRL), Gurgaon and at Piramal Life Sciences (PLS), Mumbai, before joining CSIR. Dr. Balachandran has been instrumental in leading close collaborative projects with multinationals like GSK and Merck while working in RRL and PLS.

 Has also carried out postdoctoral work at Cambridge University, England in the area of biosynthesis and synthesis of vitamin B12 and  has also worked in the area of synthesis of paclitaxel analogs at Institute Armand Frappier, Canada and Virginia Tech, US. Dr. Balachandran has about 40 publications and patents to her credit. 
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