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CLINICAL TRIAL OF 

DRUGS AND OTHER 

INTERVENTIONS 
The biomedical and health research related clauses extracted from 

New Drugs and Clinical Trials Rules-2019 
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https://naitik.gov.in/DHR/Homepage#
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https://ethics.ncdirindia.org
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• Indian GCP guidelines

• Declaration of Helsinki

• National Ethical Guidelines for Biomedical and Health 

Research Involving Human Participants (2017)

• Amendments to the Drugs & Cosmetics Act (1940), and 

Rules (1945)
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• Drugs

• Vaccines

• Biosimilars, biologics

• Phytopharmaceuticals

• Public health or socio-behavioural interventions

• Devices

• Surgical techniques 

• Traditional systems of medicine, etc 
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PRE-REQUISITES FOR THE 

STUDY

• Investigational Pharmaceutical Product

• Pre-clinical supporting data 

• Well defined research protocol

• Ethical and Safety Considerations

• Submission 

• Decision 
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• Students - thesis, guides/and institutions should take the 

responsibilities of sponsor. 

• Registration with  CTRI - mandatory for clinical trials under the 

purview of CDSCO. 

• Patients should not be charged 

• Ancillary care

• Adverse effects of drugs should be reported in a timely 

manner.

• Clinical trials should be scientifically and ethically sound and 

preclinical studies should precede trials on humans.
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Clinical Trials

Nature of trials

Permission for trials
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• Regulatory trials - clinical 

evaluation of new drugs 

and medical devices

• Academic clinical trial -

not funded by 

pharmaceutical or 

biotechnology company for 

commercial ends but by 

public-good agencies 

(usually universities or 

medical trusts) to advance 

medicine.
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http://ctri.nic.in/Clinicaltrials/lo

gin.php

17



http://ctri.nic.in/Clinicaltrials/faq.php#1a
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https://cdsco.gov.in/opencms/opencms/en/Home/
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Medical device 
• Inert , does not achieve any of its 

principal intended purposes 

through chemical action

• Prosthodontic appliances 

(dentures, obturators, crowns 

and bridges)

• Orthodontic appliances 

• Appliances that facilitate 

surgical procedures such as 

arch bars and wafers for 

orthognathic surgery
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Drug /device combination

• Where the components 

are physically, chemically 

or otherwise combined

• Eg - Photosensitizing 

drug and activating 

laser/light source

• Local drug delivery -

scaffold + drug Eg -

CHX chip 
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Bioavailability / Bioequivalence 

• Measuring active drug 

ingredient available at site of 

action 

• Healthy volunteers 

• Safety and efficacy of drug 

dose 
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• Non-drug intervention 

• Supportive Therapies

• Physical and occupational 

therapy

• Repurposing an existing 

intervention

• New therapeutic use(s) for 

old/existing/available drugs
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• Indian system of 

medicine (AYUSH)

- Ayurveda, Yoga 

and Naturopathy, 

Unani, Siddha and 

Homeopathy

• Phytopharmaceutic

al drug - extract of a 

medicinal plant or 

its part
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Trial design 

• Randomized clinical trial 

• Non Randomised Clinical trial 

• Parallel clinical trial

• Crossover 
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Stratified Clinical Trials 
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Adaptive Design 
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• Randomisation 

• Allocation concealment 

• Adverse events 

• Serious adverse events 

• Use of placebo 
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Thank you 

39

JANUARY 8TH 2021 - LAST DATE TO 

RECEIVE DOCUMENTS 

SCIENTIFIC REVIEW 

JANUARY 20TH (tentative)  2021 - ETHICAL  

MEETING / APPROVAL 

JANUARY 13TH  2021 - INSTITUTIONAL 

REVIEW BOARD MEETING 

JANUARY 31ST 2021 - SYNOPSIS 

SUBMISSION TO RGUHS 

For details - Contact 

ethicalcommittee@kcdsh.org

mailto:ethicalcommittee@kcdsh.org

