
 

 

Letter of Interest   for conducting clinical trials for evaluating   

Tuberculosis drugs and vaccines 

 
Background  
 

India is a signatory to the WHO Global End TB Strategy, which was approved by the World Health Assembly in 

May 2014. The strategy calls for a 90% reduction in TB incidence and mortality by 2035 and an elimination of 

catastrophic health expenditure.  

 

It is evident now that such a reduction cannot be achieved only with the existing tools & strategies. There is a 

strong need to undertake active research activities so as to identify newer ATT drug regimes, evaluate new 

drugs, test TB vaccines and validate new diagnostics tools. The research results should be able to guide cost 

effective treatment guidelines for local needs and the TB control program  

 

Keeping in view the stringent national and international guidelines for conduct of clinical trials, ICMR has 

decided to initiate conduct of clinical trials for regulatory submissions and for academic purposes. List of 

proposed clinical trials are mentioned below. Based on the existing capacity and interest of the Investigators, 

the clinical trial sites will be expected to carry out clinical trials for regulatory submission or for Academic 

purpose. 

 

Soliciting Letter of Interest (LOI) 

 

Letter of Interest is being solicited from: 

 

1. Government hospitals 

2. Medical Colleges/Research Organizations/Institutions 

3. Private hospitals and practitioners 

 

Along with the LOI, the attached completed signed Questionnaire also required to be submitted. The application 

may be addressed  to DG, ICMR and sent via e-mail at teamtbconsortium@gmail.com  by 20th March, 2017 by 

1800 hrs IST.  

 

Shortlisted applications sites will be visited by experts so as to assess and complete site selection. Wherever 

possible missing infrastructure shall be provided to the short selected sites and trainings as required shall also 

be provided. Past experience in clinical trials is not mandatory for submitting the LOI.  Commitment of time of 

Principal Investigator and co-investigator will be considered as one of the key factors while shortlisting the trial 

sites. 

 

Please check the boxes (☑) against following studies for which your site will be interested in participating: 

  

mailto:teamtbconsortium@gmail.com


 

 

 

S. No.  Project Title Interest in Participation 

1.  

A phase-I, open label, parallel group, pharmacokinetic and efficacy 

Study of Rifampicin (450 mg and 600mg) and Piperine (225 mg) 

compared with standard Rifampicin therapy in newly diagnosed sputum 

positive Pulmonary Tuberculosis patients as an adjuvant to the standard 

TB therapy. 

 ☐ 

2.  

A Phase IIb open label randomized controlled clinical trial to evaluate the 

safety, tolerability, pharmacokinetics and anti-bacterial activity of high 

dose rifampicin when given along with other Anti- TB drugs in adults with 

newly diagnosed Pulmonary Tuberculosis. 

☐ 

3.  
A double-blind, placebo-controlled comparative study for safety and 

efficacy of Metformin HCL in combination with ATT as adjunct therapy. 
☐ 

4.  

A Phase–III Multicentric open label randomized clinical trial to assess 

the efficacy and safety of Delamanid in combination with Bedaquiline, 

Linezolid and Clofazimine in participants with XDR-TB. 

☐ 

5.  
Inhibition of host-induced mycobacterial efflux pumps as a novel strategy 

to counter drug tolerance and virulence of pulmonary tuberculosis. 
☐ 

6.  

A randomized controlled clinical trial on the safety and efficacy of 

Delamanid in the prevention of TB among latent TB infected household 

contacts of multidrug resistant pulmonary TB patients. 

☐ 

7.  
Early bactericidal activity (EBA) of rifampicin and Feropenem in DS –TB 

patients. 
☐ 

8.  Salvage regimen for XDR-TB. ☐ 

9.  

Randomized, Controlled, Phase II Study to Evaluate Safety, 

Immunogenicity and POD after vaccination in a high risk group (IGRA 

positive subjects) 

☐ 

10.  
An open label safety observational study of inhaled gaseous nitric 

oxide (gNO) for adults with drug resistant pulmonary tuberculosis. 
☐ 

 

 

 

 

 

 
 
 

 

 

 

 

 

 

 

 



 

 

 

 

 

 

INSTITUTIONAL DETAILS 

Name of the Institution:  
 
 

Name of Applicant (s): 
(Potential Investigator and Co-investigator) 

 
 
 
 
 
 
 

Complete Address with contact details 
of Applicant (s): 
 
(Mention email ids, fax, landline, mobile 
numbers) 

 
 
 
 
 
 

Type of Institution:  
 
(ICMR/Medical College/DBT/ Private/ etc.) 

 
 
 
 
 

In-Patient Bed Capacity of Hospital: 
 
(Mention wards/specialty-wise including 
ICU/Critical care beds) 

 
 

Any  regulatory or academic clinical 
trials undertaken by you in area of 
tuberculosis 

 
(Provide brief on type, nature and duration of 
trials) 

 
 
 

 

  



S. 
No. 

Item/area/activity Yes No NA Remarks/Comments/Details 

1.     ORGANIZATION AND PERSONNEL     

1.1 

Do you have experience of doing 
regulated GCP compliant clinical trials?  
 
If yes, provide details of the last clinical 
trial mentioning type, duration, phase, 
and current status. 

    

1.2 
Are you trained on GCP guidelines,  
 
Provide detail of last training attended  

    

1.3 

Do you have adequate time to devote for 
trial related activities, besides current 
work load? Please mention number of 
hours possible to devote everyday 

    

1.4 

How many clinical trials/studies are 
currently ongoing in your department in 
Tuberculosis? 
 
Please provide status of the studies.  

    

1.5 
Do you have any research staff presently 
at your site?  
(Can they manage an additional study?) 

    

1.6 

Does your site (department) have 
professionally trained counselors to 
educate patients on TB treatment 
compliance?  

    

2.      TB DISEASE BURDEN AT YOUR SITE     

2.1 

How many cases of fresh TB are 
diagnosed/seen in OPD per month?  
 
Number of annual New TB cases seen. 
 
Provide numbers and approximate age 
distribution of new cases reported 
(children/adolescents/adults)  

    

2.2 
Is the treatment compliance ensured for 
these patients? Please describe how. 

    

2.3 
How many cases of MDR TB are seen in 
OPD per month?  

    

2.4 
Does your site screen contacts of cases 
for TB? 

    

2.5 

Does your site has capability to connect 
with these contacts and maintain regular 
follow up through a social outreach 
program and maintain a longitudinal 
cohort? Or is there a possibility to initiate 
these activities? 
If yes, give describe the process in brief. 

    

S. 
No. 

Item/area/activity Yes No NA Remarks/Comments/Details 

3.     ETHICS COMMITTEE  

3.1 
Does your site has an Institutional 
Review Board (IRB) constituted as per 
Schedule Y requirements?  

    

3.2 
Is the IRB registered with CDSCO?  
 
Please Provide the registration letter? 

    



   4.       INFRASTRUCTURE 

4.1 

Are there provisions for admitting MDR 
TB patients? 
 
Please Provide details 

    

4.2 

Is there adequate isolated space to be 
seated with a subject to administer the 
Informed consent? 
 

    

4.3 

Does your site have on-site adequate 
resources and facilities for emergency 
management of trial subjects (TB)? 
 
Please Provide details 
 

    

4.4 

Is there access controlled, temperature 
controlled and monitored dedicated store 
room/area for clinical trial (CT) supplies, 
IP supplies for instance biological 
specimen collection kits?   
 
If not, does your ward have space to plan 
such an access controlled unit in your 
ward? Please describe 
 

    

  5.       BIOLOGICAL SAMPLE COLLECTION, PROCESSING & STORAGE  
            (safety and pharmacokinetics) 

5.1 
Can your ward spare a shelf for handling 
of biological samples to be collected 
during pharmacokinetics monitoring? 

    

5.2 

Are there necessary equipment for 
processing and storage of biological 
samples like: 

    

 Centrifuges/refrigerated 
centrifuges 

    

 Refrigerators     

 Deep Freezers (-20 and -70 
degrees) 

    

If you do not have any of the above 
mentioned equipment, is there adequate 
space available to place these 
equipment in your department? 

    

5.3 

Does your site have capability and 
experience of collecting, processing and 
storing Pk Samples for trials? 
 

Provide a summary of experience and 
provisions of handling trial PK samples. 

    

  6.      Space     

6.1 

Do you have adequate space for seating 
of a 4 - membered clinical trial team and 
sufficient space to file the trial related 
documents/records? 

    

  7.      CLINICAL LABORATORY     

7.1 
Is there an on-site safety laboratory  
(hematology, biochemistry, serology)? 

    



 

Note:  If the site does not have access to 
on-site clinical laboratory, where are the 
tests referred?  
 

Mention name and details of referral lab. 

7.2 

Is the on-site / referral lab NABL 
accredited?  
 

Provide following documents of Lab: 

 List of Tests and methodologies 

 Certificates of accreditation 

    

7.3 Does the site have access to a 
specialized Microbiology for diagnosing 
TB case inducting following 
assessments? 

    

Microscopy (Bright Field, LED, 
Fluorescence) 

    

Culture (MGIT, LJ, Both)     

DST Testing (First-line or  Second-line 
anti-TB drugs) 

    

Genexpert     

IGRA (method?)     

 


