
Clinical Studies- 
Role of Regulators, FBOs and CROs  

 

DR. BIKASH MEDHI  
PROFESSOR & EX-AMS, 

COORDINATOR PGIMER PHARMACOVIGILANCE AND MATERIOVIGILANCE CENTRE, 
REGIONAL RESOURCE CENTRE FOR NORTHERN REGION FOR TRAINING AND 

TECHNICAL SUPPORT, 
COORDINATOR NADA, NORTH INDIA, MINISTRY OF YOUTH AND SPORT,GOI 

CHIEF EDITOR, INDIAN JOURNAL OF PHARMACOLOGY (IJP) 
DEPARTMENT OF PHARMACOLOGY 

PGIMER, CHANDIGARH 160012, INDIA 



INTRODUCTION 

 

• Clinical studies play a crucial role in 
ensuring the safety and efficacy of new 
drugs and food products.  

• The successful conduct of these trials is a 
collaborative effort involving regulatory 
agencies, food business operators (FBOs), 
and contract research organizations 
(CROs).  



Role of Regulatory agencies  

• Clinical trials in drugs are governed by strict regulations to 
ensure patient safety and the efficacy of the products.  

• Regulatory agencies, such as the Food and Drug 
Administration (FDA) in the United States and the Central 
Drugs Standard Control Organization (CDSCO) in India, 
play a vital role in setting guidelines and monitoring 
clinical trials.  

– These agencies are responsible for approving clinical 
trial protocols, ensuring adherence to good clinical 
practice (GCP) guidelines, and evaluating trial results.  

– They review and approve trial protocols, monitor study 
conduct, and evaluate the safety and efficacy of 
investigational products. 



Role of FBOs 

• Food business operators (FBOs) are responsible for 
complying with regulatory requirements and ensuring 
that their products are safe and of high quality.  

• FBOs, including pharmaceutical and food companies, are 
responsible for developing and testing new products in 
accordance with regulatory requirements.  

• This is particularly relevant for functional foods and 
nutraceuticals, which may have therapeutic benefits 
similar to drugs.  

• They collaborate with CROs to design, implement, and 
manage clinical studies, leveraging the specialized 
expertise of CROs in areas such as data management, 
statistical analysis, and regulatory compliance. 



Role of CROs 

• Contract research organizations (CROs) provide 
essential support and expertise in conducting 
clinical trials, helping FBOs and pharmaceutical 
companies navigate complex regulatory 
landscapes.  

• CROs offer various services, including trial design, 
patient recruitment, data management, and 
statistical analysis.  

• The use of CROs can improve efficiency and 
reduce costs for companies conducting clinical 
trials. 



Present Status of 
Clinical Trials in 

Drugs and its 
Proposed 

Similarities for 
Food 

• In recent years, there has been a 
shift towards a more streamlined 
and efficient approach to 
conducting clinical trials, 
facilitated by the adoption of new 
technologies, such as electronic 
data capture and remote 
monitoring.  

• The food industry is progressively 
adopting similar approaches in 
response to the increasing demand 
for evidence-based functional 
foods and nutraceuticals. 



Present Status of 
Clinical Trials in 

Drugs and its 
Proposed 

Similarities for 
Food (Contd…) 

• The current landscape of drug 
clinical trials is characterized by a 
growing emphasis on personalized 
medicine, increasing complexity of 
study designs, and a shift towards 
decentralized trials.  

• Similar trends are emerging in food 
clinical trials, as the concept of 
personalized nutrition gains 
attraction.  

• As with drug trials, the focus in 
food trials is shifting towards 
understanding the unique 
nutritional needs of individuals and 
developing products that cater to 
these requirements.  



Present Status of 
Clinical Trials in 

Drugs and its 
Proposed 

Similarities for 
Food (Contd…) 

• Recent advances in genomics, proteomics, and 
metabolomics have facilitated the development 
of targeted therapies tailored to individual 
patients, resulting in improved outcomes and 
reduced side effects. 
 

• As with drug trials, the focus in food trials is 
shifting towards understanding the unique 
nutritional needs of individuals and developing 
products that cater to these requirements.  
 

• Similarly, shift to the concept of personalized 
nutrition gains necessitates the development of 
robust methodologies, biomarkers, and 
endpoints for evaluating the safety and efficacy 
of novel food products. 



 
 
 

 Clinical Trials in Nutraceuticals 
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Pharmaceuticals  
Versus 
Nutraceuticals 
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Related Regulations…. 
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Need for clinical Data 
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Claims versus Indications 

• Claims – Nutritional claims, Health claims 
(ingredient function, enhanced function, 
health maintenance, disease risk reduction, 
immunity claim, anti ageing), product led 
claims.   

• Indication – disease or health condition in 
which drug is indicated 
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Nutraceutical product is designed for multiple claims against drug is indicated in one 
indication. 



 
 
 
 Types of studies & Clinical Phase 
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Type of Studies 
Cause-Effect Relationship (Scientific Research) 
•Prospective randomized controlled trial (RCT) 
• Systematic review of multiple RCTs /  
Pooled Data 

Association/Observation (Scientific Research) 

• Observational study, PMOS (no 
randomization) 

• Correlational studies, Single arm trial, non-
randomized comparative trial 

• HEOR, QIP outcomes study 

Observation (Commercial Research)  

•Consumer market research 
•In-home use tests 
•User experience / Survey 

Pharma Research 

Nutraceutical Research  
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Needs of various studies  

• Social studies – impact of various dietary 
pattern on various chronic diseases, 
nutritional pattern, fortification and its 
impact, nutritional impact on health indices  

• Product led studies – Interventional studies, 
nutritional intervention and health outcomes, 
HEOR, impact of nutritional protocols, novel 
ingredients etc.   
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RECENT DEVELOPMENTS 





 



Overview 
• New Drugs and Clinical Trials Rules, 2019 comprises of  

– Chapters - 13 
–  Rules - 107 
– Schedules - 8 
– Forms - 28 

• Definition of  
– Academic Clinical Trial 
– Bioequivalence Study 
– BA/BE study centre 
– Biomedical and Health Research 
– Good Clinical Practices Guidelines 
– Global Clinical Trial 

 



 
– Investigational New Drug 
– New Chemical entity 
– New Drug 
– Orphan Drug 
– Pharmacovigilance 
– Phytopharmaceutical drug 
– Placebo 
– Post trial access etc 
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Regulation to build quality  
Health is a human right and access to healthcare including essential 
medication is a derived right. 
Goal of the National Health Policy (NHP 2017)  
• Attainment of the highest possible level of health and wellbeing for all at 

all ages, through a preventive and promotive health care orientation 
• This would be achieved through increasing access, improving quality and 

lowering the cost of healthcare delivery. 
 

Objective of NHP 2017  

• To improve health status through concerted policy action in all 
sectors and expand preventive, promotive, curative, palliative and 
rehabilitative services provided through the public health sector 
with focus on quality.  
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