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Clinical Trials is complex process involving various stakeholders from the fields 

of scientific, medical and translational research background. In India, the 

process for conducting clinical trials has been involved very much in last decade 

at par with international standards. Clinical Trials are regulated and governed 

in India by national regulatory authority, i.e, COSCO and Ethics Committees. 

The standards and requirements for conducting clinical trials have been laid out 

in New Drugs & Clinical Trials Rules 2019, Drugs & Cosmetics Rules 1945 and 

Good Clinical Practice guidelines. These standards clearly delineate the 

responsibilities and expectations from various stakeholders involved in the trial 

such as Principal Investigator, Institution, Study Team, Clinical Research 

Organisation & Sponsor involved in such studies. 

To conduct a clinical trial at any Hospital it is essential that the Study site is 

equipped with adequate resources and infrastructure to address the needs of 

study protocol. Upon completion of feasibility, the staff and Investigators 

involved in trial should be imparted adequate training and should possess 

requisite background to participate in such studies. 

Clinical Trials which happen as per required standards not only bring scientific 

and academic value for the institution and investigators who participate but also 

provide the source of an additional revenue stream for them to compensate for 

the resources used in such studies. Considering the time sensitive requirements 
of clinical trials and involvement of financial revenue, it is advised by experts 

across the world that such clinical studies should be conducted planned and 

administered through a process which allows for fair and equitable distribution 

of resources and revenue from such studies while ensuring that the factors 
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which may cause coercion and undue influence to any stakeholder are removed 

at beginning of any such clinical study. 

To comply with national / international standards while ensuring timely 

completion of such studies, an operational process / guideline has been 

prepared which will be used to plan, allocation, monitoring and conduct of such 

clinical studies: 

1. Two Core committees (Operational Committee & Administrative 

Committee) to be constituted with clearly defined responsibilities & scope 

which will be responsible for activities related to clinical trials. 

2. Each committee to consist of at least two members and should meet on 

weekly basis to assess the progress of ongoing clinical trials and to decide 

way forward for new /upcoming projects 

3. The Operational committee should consist of at least three members, 

namely, Head of Institution, One Member with experience in clinical trials 

and One Representative from Management. The role of operational 
committee will be to guide and handhold the stakeholders of clinical trials 
for: 

a. Setting up of clinical trial projects 

b. Training and guidance to new prospective PI's on the relevance and 

benefits of clinical research for PI and Institution 

c. Handholding & guidance in devising strategies for early execution 

& completion of clinical trial projects 

d. Support to Administrative Committee in conducting feasibility & due 
diligence at the time of taking up new projects 

e. Providing suggestions for prospective PI who can take up the study 
f. Troubleshooting activities and support in resolution of hurdles 

which will allow for faster execution of trials 

4. The Administrative Committee should comprise of at least two members 

with representation of Institute (preferably Head of Institute) and one 
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representative from Management. The scope of activities of Administrative 

committee will be as follows: 

a. Conduct Preliminary discussions with Sponsor / CRO regarding 

feasibility of upcoming clinical trial projects 

b. Risk-benefit assessment of each clinical trial prior to initiation 

project considering the factors such as scientific / academic value 

of the clinical trial and prospective risks involved vis-a-vis financial 

benefits for PI/Institute. 

c. Verification of necessary legal & statutory compliances such as 

regulatory & Ethics Committee Approvals, Mechanism for 

Indemnification for PI/Institute from Sponsor/CRO to safeguard the 

PI/Institute 

d. Suggest Prospective PI after discussion with Operational Committee 

& PI consent for participation 

e. Execution of Clinical Trial Agreement between PI, Institute & 

Sponsor/ CRO as per prescribed format. 

f. Budget negotiation & finalization of study budgets with Sponsor / 
CRO & PI 

g. Distribution / Allocation of study related revenue to appropriate PI 

/ Institute Accounts 

h. Monitor and review the progress of ongoing trials and track the 

payment of outstanding dues to the Institute / PI in timely manner 

i. Plan, develop and execute strategies to bring more clinical trial 
projects 

j. Provide overall monitoring and support to operational team and PI 

in cases where there may be delay in starting new projects. 
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