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ABSTRACT 

The scourge caused by a virus of a size smaller than that of a pollen grain will go down as 

one of the most trying times for humankind in the annals of history. It made governments 

around the world impose lockdowns, halt international travel and roll out a slew of other 

measures to prevent the contagion from spreading. Everyone was stopped in their tracks 

and locked down in their homes, worried about the damage corona virus could cause to 

their health. This led to a heightened consciousness about health among people. The right 

to health is a fundamental right that a citizen can demand from the State. However, India 

has not seen much investment in healthcare. Addressing this concern has become 

exceedingly relevant after the Covid-19 pandemic. Corona virus had various pharma 

companies rush to become the spearhead of vaccine development programme and, clinical 

trials have been under sudden limelight and scrutiny since then. The trial protocols were 

amended by the regulators to give quick approvals. However, clinical trials have not been 

free from unethical practices that violate the human rights of volunteers. A safety checklist 

needs to be completed before approving a trial so that it does not become a trade of flesh 

and blood for money. Thus, the Covid-19 pandemic brought to fore the necessity to inspect 

India’s clinical trials research. Also, it is an appropriate time to remind the government to 

fulfil its duty towards the health of its citizens. This can be done by increasing investment 

in health infrastructure and facilities and making ‘right to health’ as a separate 

fundamental right which can be legally enforced. But, while ramping up health facilities in 

general and clinical trial facilities in particular, in the current view of the pandemic, ethical 

protocols and practises must not be compromised. 

 

I. INTRODUCTION 

Clinical research and health are closely connected because research that involves developing 

and testing vaccines, drugs, medical devices or procedures have greatly altered the health sector 

all over the world. Research through trials has helped in the introduction of vaccines for 

contagious diseases that could prove to be fatal earlier. For instance, in India, medical research 

 
1 Author is a student at Rajiv Gandhi National University of Law, India. 
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and trials have helped in developing vaccines for polio, which now stands eradicated. Research 

on human beings must be conducted for the required progress in science. However, a few 

questions are raised when trials and other basic medical experiments are conducted poorly and 

yield poor results. With the expansion in the number of clinical trials and the locations of 

conducting these trials, there are several questions regarding the ethical and human rights 

concerns and then that is compared to the necessity and significance of doing research 

involving humans as participants. Also, the increase in globalization in the area of clinical 

studies has posed new questions like whether research should be conducted in persons 

belonging to the marginalized group.2  

Laws like The Drugs and Cosmetics Act, 1940, Medical Council of India Act, 1956 and Central 

Council for Indian Medicine Act, 1970 regulate the operations of clinical trials in India. But, 

exploiting poor people by enticing them to earn by selling their blood, treating them like guinea 

pigs, disregarding their human rights, non-reporting of negative results makes the process of 

conducting trials less transparent. There has been an introduction of new drug rules namely 

The Drug and Clinical Trial Rules, 2019, but problems still remain. These rules have carved a 

path for the pharmaceutical companies to invest in the drug market in India but have not been 

equally cooperative in strengthening the rights of the volunteers who subject themselves to the 

risks of medical research. India has always been a favoured site for organising clinical studies 

but concerns have been raised because of spike in cases of death and serious adverse events in 

participants. Swasthya Adhikar Manch, an NGO filed a PIL3 in the Supreme Court which 

highlighted many malpractices in conduct of trials, like deaths caused by trials, subjecting 

vulnerable groups like tribals, children, terminally ill patients to unethical research, taking 

uninformed consent, etc. More recently, during the covid-19 vaccine trials, several adverse 

events were reported that further exposed the gaps in the clinical trial procedures. One of the 

many cases was of an alleged serious adverse event of a 40-year-old man in Chennai, who 

sought compensation of 5 crores from the Serum Institute, for an illness that he allegedly 

developed after volunteering in a trial for Covishield. The volunteer’s allegations were rebuffed 

as ‘malicious and misconceived’ and he in turn was threatened with a 100 crore fine. These 

kind of irresponsible comments from pharma companies undermine trust of volunteers and 

general public in the vaccine development process.4 

 
2Edward J Mills and Sonal Singh, Health, human rights, and the conduct of clinical research within oppressed 

populations, Globalization and Health Journal, (2007).  
3Swasthya Adhikar Manch, Indore & Anr. v. Union of India & Ors., Writ Petition (Civil) No. 33 and 79 of 2012. 
4Sherya Dasgupta, Serum Institute Fracas Exposes Loose Ends of India’s Clinical Trial Machinery, THE WIRE 

SCIENCE (Dec.12, 2020), science.thewire.in/health/covid-19-serum-institute-clinical-trials-chennai-volunteer-

communication-ethics-dcgi/.  
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The cracks in the health sector have long been exposed, especially in the public health 

institutions and are now required to be filled immediately by the government. The migrant 

crises, effectuated by the lockdown, manifested the destituteness of a large section of our 

population; that it is not possible for them to afford good healthcare facilities in private 

hospitals while the government hospitals are overburdened and understaffed. Therefore, the 

need for making ‘right to health’ as a distinct and a legally enforceable fundamental right arises, 

so that poor citizens are not left out merely because of financial disabilities. 

II. RIGHT TO HEALTH  
“The health of people is the foundation upon which all their happiness and all their powers as 

a state depend.”5 

i) Right to Health under International Instruments 

The Article 25 of the Universal Declaration of Human Rights states that, “everyone the right 

to a standard of living adequate for the health and well-being to humans including food, 

clothing, housing and medical care and necessary social services, and the right to security in 

the event of unemployment, sickness, disability, widowhood, old age or other lack of livelihood 

in circumstances beyond human control. Motherhood and childhood are entitled to special care 

and assistance. All children, whether born in or out of wedlock, enjoy the same social 

protection.”6 The preamble to the constitution of the World Health Organisation states, that, 

“The enjoyment of the highest attainable standard of health is one of the fundamental rights of 

every human being without distinction of race, religion, political belief, economic or social 

condition”.7 International Covenant on Economic, Social and Cultural Rights further state in 

Article 12 that the “States recognize the right of everyone to the enjoyment of the highest 

attainable standard of physical and mental health, and the steps to be taken to achieve the full 

realization of this right include those necessary for the provision for the reduction of the 

stillbirth-rate and of infant mortality and for the healthy development of the child, the 

improvement of all aspects of environmental and industrial hygiene, the prevention, treatment 

and control of epidemic, endemic, occupational and other diseases and the creation of 

conditions which assure to all medical service and medical attention in the event of sickness.”8  

The common thread that is predominately prevalent in the above mentioned definitions is 

 
5 Benjamin Disraeli, British Prime Minister. 
6 Universal Declaration of Human Rights(1948), www.un.org/en/about-us/universal-declaration-of-human-rights. 
7 The Constitution of the World Health Organization, www.who.int/about/who-we-are/constitution. 
8 International Covenant on Economic, Social and Cultural Rights(1966), 

www.ohchr.org/Documents/ProfessionalInterest/cescr.pdf. 
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health of individuals, thereby showing that health is a basic human right and no one should be 

deprived of a it. 

ii) Right to Health in India  

The right to healthcare is primarily a claim to an entitlement, a positive right, not a protective 

fence. In the 18th century rights were interpreted as fences or protection for the individual from 

the unfettered authoritarian governments that were considered the greatest threat to human 

welfare. Today democratic governments do not pose the same kind of problems and there are 

many new kinds of threats to the right to life and well-being. Hence in the current environment 

reliance on mechanisms that provide for collective rights is a more appropriate and workable 

option. Social democrats all over Europe, in Canada, Australia have adequately demonstrated 

this in the domain of healthcare.9 The ‘Right to Health’ is not a separate fundamental right in 

the Indian constitution. However, it enshrines necessities assuring each and every person the 

right to highest achievable health, both physically and mentally, by the way of the following 

provisions:- 

i. Preamble: As per the preamble, India is a ‘sovereign socialist secular democratic 

republic’ and it secures to all its citizens ‘Justice, social, economic and political’ and 

the words ‘social’ and ‘economic’ justice are inclusive of all kinds of social and 

economic justice the state is supposed to secure for its citizens. India is a welfare state, 

the access to good quality healthcare is a part of the social and economic justice, 

especially for the downtrodden. It also secures to the citizens ‘Equality of status and of 

opportunity’ and by the words ‘equality of status’ it can be interpreted to mean that 

every citizen must be given the access to equal healthcare facilities in the country and 

this should be ensured by the government.  

ii. Directive Principles of State Policy: It has been stated that it is the duty of the State to 

raise the level of nutrition and the standard of living and to improve public health.10 

“to secure just and humane conditions of work”11,“to secure living wage”12, “health 

and strength of workers, men and women”13, “public assistance in certain cases”.14 

 
9Post, Robert, Democracy and Equality The Annals of the American Academy of Political and Social Science, 24-

36 (2006). 
10INDIAN CONST. art. 47. 
11INDIAN CONST. art. 42. 
12INDIAN CONST. art. 43. 
13INDIAN CONST. art. 39. cl. e.  
14INDIAN CONST. art. 41. 
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iii. Fundamental Rights : Article 21guarantees “the right to life and liberty”15. The 

Supreme Court’s judgements have made it abundantly clear that ‘right to health’ forms 

an inherent and essential part of ‘right to life’ and it is a solemn duty of the state to 

make health facilities available and affordable. 

iv. Health as a subject matter jurisdiction between Union and States: Health is mainly a 

subject matter of the states but the Union government and the local bodies i.e. the 

panchayats and municipalities16 also have entries related to health related to drinking 

water, health and sanitation including hospitals, primary health centres & dispensaries, 

etc.  

The policies related to health and planning framework have been provided by the 

central government. In concrete terms, the central government has pushed various 

national programmes (leprosy, tuberculosis, blindness, malaria, smallpox, diarrhoea, 

filaria, goitre and now HIV/AIDS). The States did not have much of an authority on 

this but acquiesced due to central government’s accompanying funding. These 

programmes are implemented uniformly across the length and breadth of India. Then 

there are the Centre’s own programmes for family planning and universal 

immunization which the states have to implement. In sum total, the central government 

intervention in the state’s domain of health care activities is an important feature that 

needs to be considered in the analysis of public health care services.17 

III. JUDICIAL APPROACH TOWARDS RIGHT TO HEALTH  

The Indian judiciary, by the way of its decisions has shown that it attaches immense importance 

to the health and life of the citizens. In a case18, it was observed that “Maintenance and 

improvement of public health have to rank high as these are indispensable to the very physical 

existence of the community and on the betterment of these depends the building of the society 

which the Constitution envisages. Attending to public health, in our opinion is, therefore of 

high priority - perhaps one at the top.”  

Furthermore, the judiciary emphasized the role of the government in providing healthcare 

facilities. In several instances, the Apex Court through its epistolary jurisdiction has issued 

directions to the government to fulfil its duty of guarding human life by observing ‘right to 

 
15INDIAN CONST. art. 21.  
16INDIAN CONST. art. 243-G. 
17ADV. MIHIR DESAI AND ADV. KAMYANI BALI MAHABAL(eds), HEALTH CARE CASE LAW IN 

INDIA(A READER), Satam Udyog, Parel, Mumbai, (2007). 
18 Vincent Panikurlangara v. Union of India, A.I.R 1987 SC 990. 
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health’ as a part of ‘right to life’. In a case19, a letter received by the Apex court, highlighting 

the deplorable conditions of a mental hospital in Patna was converted into a PIL. The Chief 

Judicial Magistrate visited the hospital and found it lacking in several health care parameters 

like scarcity of water, unhygienic conditions like with no proper sanitation, inadequacy of beds 

and doors in wards, no proper bedding clothes or availability of nutritious food for the patients, 

lack of medicine stock, etc. Thus, the court ordered for constitution of a management 

committee to maintain the hospital. 

In a PIL20,filed in the Supreme Court, the premise of which was a newspaper report, wherein 

it was mentioned that a person suffered an accident and died because the hospital that he was 

taken to had turned him away as it did not handle medico-legal cases. The apex court held that 

the State by the virtue of Article 21 and the doctors by the reason of their professional 

obligation have a solemn duty to provide medical care to injured persons. The court emphasised 

that the doctors cannot be cleared from performing their duty of giving treatment to save lives 

by the way of any legislation or any ruling of the government. It was also observed that it is 

duty of not only the doctors but also the police and the citizens to help the injured get the 

medical care as a top priority. 

Recently, in a case21, the Supreme court expressed displeasure on the decision of Air India 

airline for allowing the middle seats to be booked on the international flights and stated that 

this would be a direct threat of contracting the corona virus to the passengers aboard. The CJI 

said, “Outside you keep a distance of 6 feet and inside you are eliminating the even middle seat 

difference…..Will the virus know its in the aircraft and it is not supposed to infect?” He further 

questioned the airline and said, “…You should be worried about the health of the citizens, not 

about the health of the commercial airlines.” This decision by the highest court in India, when 

the country was experiencing an unprecedented health and economic crisis showed that, for the 

judiciary, the health of the people of the country takes precedence over the commercial or 

economic interests of the nation.  

IV. NEED FOR RIGHT TO HEALTH AS A SEPARATE FUNDAMENTAL RIGHT IN INDIA 

The Fifteenth Finance Commission constituted a high-level group with health sector experts 

from across the country. It was headed by Dr. Randeep Guleria, Director, AIIMS, New Delhi. 

The High Level Group(HLG) on health sector laid out the various objectives which suggested 

 
19 Rakesh Chandra v. State of Bihar, A.I.R 1989 SC 348. 
20 Pt. Parmanand Katara v. Union Of India & Ors A.I.R 1989 2039. 
21 Union Of India & Another v. Deven Yogesh Kanani & Others., SPECIAL LEAVE PETITION (CIVIL) Diary 

No(s).11629/2020. 
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methods and means for increasing the financial help and to provide the state governments’ with 

incentive on the completion of health parameters in India; assessing and examining the present 

regulatory framework of the health sector and finding out the weaknesses to ascertain what can 

help in the faster expansion of the health sector according to India’s demographic profile.22 

One recommendation out of the other important recommendations of the HLG, 2019 was that 

public health and hospitals may be brought under the concurrent list of the seventh schedule of 

constitution of India from the existing assignment under state list. It was also recommended to 

proclaim ‘right to health’ as a fundamental right on 75th Independence Day of India in 2021. 

The subject of ‘Health’ is in State List of the Seventh Schedule of the Constitution. Yet, it is 

seen that the central government has launched most of the healthcare programmes. Also, it can 

be seen by the division of subjects between the three lists like public health and hospitals are 

under the State List, subjects like population control and family planning and adulteration of 

food stuff, medical education, and prevention of the extension from one state to another of 

infectious or contagious diseases are under Concurrent List. The developing status of our 

country is improving and we as a country have progressed globally by leaps and bounds over 

the years. Therefore, now is the best time to declare ‘Right to Health’ as a fundamental right in 

India.  

A rights-based approach is being considered by the Ministry of Health and Family Welfare for 

health like with education, employment and food. The NHP 2017 has listed out ‘right to health’ 

as an assurance-based approach; meaning assured funding for creating an environment to 

ultimately realise the right to health as a basic right in the near future. If the rights-based 

approach is followed then there will be a need to consider other important parameters like 

health human personnel, capacity of the states to provide essential preventive, rehabilitative 

and curative healthcare services in both cities and villages and the infrastructure. Health is 

dependent on other factors as well which include sanitation, poverty, availability of drinking 

water, nutrition, etc. Hence, at last it can well be argued to accordingly and suitably amend the 

requisite provisions of the Constitution so as to offer to the citizenry free and worthy healthcare. 

The state may determine this right by a law.23 

 

 
22 Press Information Bureau, Government of India, Ministry of Finance, Fifteenth Finance Commission 

constitutes a High Level Group to examine the strengths and weaknesses for enabling balanced expansion of 

Health Sector, 24-May-2018 17:33 IST, pib.gov.in/newsite/PrintRelease.aspx?relid=179524. 
23The Fifteenth Finance Commission of India, Report of ‘High Level group on Health Sector, (2019), 

fincomindia.nic.in/writereaddata/html_en_files/fincom15/StudyReports/High%20Level%20group%20of%20He

alth%20Sector.pdf.. 
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V. CLINICAL TRIALS 
According to the United States Food and Drug Administration, “Clinical trials are voluntary 

research studies conducted in people and designed to answer specific questions about the safety 

or effectiveness of drugs, vaccines, other therapies, or new ways of using existing 

treatments.”24  

As per the Indian Council of Medical Research(ICMR) Ethical Guidelines for Biomedical and 

Health Research Involving Human Participants, 2017, clinical trials are described as, 

“Research on human participants pertains to a broad range of scientific enquiry aimed at 

developing generalizable knowledge that improves health, increases understanding of disease 

and is ethically justified by its social value.”25 “A clinical trial is any research/study that 

prospectively assigns human participants or groups of humans to one or more health-related 

intervention(s) to evaluate the effects on health outcomes. The intervention could be drugs, 

vaccines, biosimilars, biologics, phytopharmaceuticals, radiopharmaceuticals, diagnostic 

agents, public health interventions, socio-behavioural interventions, technologies, devices, 

surgical techniques or interventions involving traditional systems of medicine, etc.”26 

VI. PHASES OF CONDUCTING CLINICAL TRIALS 
In Phase 0 study, it is usually an exploratory study which is performed for finding out whether 

an investigational new drug (IND) is capable of adapting itself in the intended subject’s body, 

describing the body’s metabolism or to recognize its distribution in the body. An 

“investigational new drug (IND)” means a new chemical or biological entity or substance that 

has not been approved for marketing as a drug in any country27. In this phase of the study the 

trials on human beings are very less, since there is no intention of a therapy or diagnosis. This 

phase is done in the initial stages of drug development. The IND is allowed to be used in 

humans but with lower doses than is generally required for a usual Phase I study. This phase is 

habitually a part of a regulatory study.28 

In Phase 1 study, the participants involved are healthy persons. There also may be some 

volunteers like patients on whom approved treatments have not shown any results. At this stage 

 
24 U.S. Food & Drug Administration, Clinical Trials: What Patients Need to Know, (Apr. 1, 2018) 

www.fda.gov/patients/clinical-trials-what-patients-need-know. 
25Dr. Roli Mathur(ed.), National Ethical Guidelines for Biomedical and Health Research Involving Human 

Participants, Director-General Indian Council of Medical Research, New Delhi, 2017. 
26 Ibid. 
27CDSCO, Directorate General Of Health Services, Ministry of Health and Family Welfare, Government of 

India, Frequently Asked Questions on New Drugs and Clinical Trials, 

https://cdsco.gov.in/opencms/opencms/en/FAQ/ . 
28 Supra note 25. 
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the study’s attempt is to assess the extent of the activity of the drug or immunogenicity in case 

of a vaccine, its tolerance in the body, judgment of the safety and acceptability of the medicine 

in the body. The focus is on testing the distribution of the drug and at the substances produced 

by the metabolic process after the drug is administered in the body. There also may be an 

evaluation of the viability and safety of pharmaceutical or biologic delivery systems.29 

In Phase II, studies are done on a comparatively larger group of subjects but they are chosen 

based on a constricted criteria. The aim is to have an approximate idea as to the likelihood of 

success in phase III trials and then to decide upon the further course of action on developing 

the new medicine or vaccine according to the results. Thus, they are referred to as exploratory 

studies. The intention is to investigate the therapeutic efficacy of vaccines in the subjects. In 

the initial stages of the Phase II studies, the task is in designing and assessing the response of 

the dosage given and confirming the dose response is done in the later stages of the 

study.30After determining the dosage, the next step is about understanding the effects of the 

medicine, if it is producing the desired effects and also to check for side effects, if any. Under 

this, a new type of combination of drugs can also be tested. If the medicine is found to be 

showing the desired effects or results, then it is tested in the phase III trials. 

In Phase III, studies are concerned with comparing the new drug with the standard-of-care 

drug. They are about determining the side effects that each drug has and thus showing which 

is the best or the better drug and are basically confirmatory studies. The number of subjects is 

above a hundred and the trials are mostly done on a random basis. The reason for randomization 

of trials is to ensure that the persons in all trial groups are not different so that the researchers 

are aware that whatever be the result of the clinical trials, it is because of the treatment and is 

not attributable to differences in the groups. Thus, to evaluate the study, there are two or more 

treatment groups designated, from which one is the control group whose members are given 

the standard treatment and the other group or groups get the new treatment. Each and every 

participant in this stage of the study is watched carefully. But, if the side effects of the new 

drug are too adverse or if one group out of all other groups portrays better results, then the 

study is immediately halted. The trials conducted at this stage are needed so that the drug can 

be introduced in the market for the public use.31 

 
29A delivery system is defined as a formulation or a device that enables the introduction of a therapeutic substance 

into the body and improves its efficacy and safety by controlling the rate, time, and place of release of drugs in 

the body. 
30 Supra, note 25. 
31National Comprehensive Cancer Network, www.nccn.org/patients/resources/clinical_trials/ , last visited at 

18/04/2020. 
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In Phase IV, the medicine/vaccine is put to test on group of hundreds or thousands of subjects. 

This permits for enhanced research for determining safety and side effects which may be both 

short-term or having a long-term impact. Also, it is possible to find the rarest of the rare side 

effects especially and only when testing goes on for a large number of people. This stage studies 

are also helpful for the researchers and physicians supervising the trials as they can know if 

and how helpful are the drugs and when they can be used in combination with other 

treatments.32 Phase IV trials are basically post-marketing trials and actually commence only 

subsequent to the approval of the product i.e. the drug or the vaccine and the approvals are 

given for using intervention only for the indications that have been permitted. This stage study 

is essential for making full use of the product. After the doctors start prescribing the drugs, the 

steps related for observing the performance of the product in the market take place. These steps 

consist of keeping a watch on the product’s safety, acceptability and efficacy which is not only 

tested in normal but in special populations as well. 

VII. CLINICAL TRIALS AND THE LAW IN INDIA 
The drug regulation in India dates back to the British rule when drugs were mostly imported 

from abroad. It was in the early part of the 20th century when the Indian market was swamped 

with fake and adulterated drugs by many corrupt foreign manufacturers. Then, a Drug inquiry 

committee was constituted because of the ‘Gigantic Quinine Fraud’. It was under the 

chairmanship of Sir Ram Nath Chopra, known as the “Chopra Committee”. The committee’s 

recommendations were later put on table in the legislative assembly as ‘The Drug Bill’ which 

was amended and renamed as The Drugs and Cosmetic Act 1940 (D and C Act) and Drugs and 

Cosmetic rules of 1945. It was now to be treated as the main law that would govern the drugs 

and cosmetic import, production, sale and distribution in India. The two main offices of the 

Central Drugs Standard Control Organization (CDSCO), and the Drugs Controller General 

India (DCGI) was also established with the coming up of the said legislation.33 

i. Legislations governing Clinical Trials in India 

There are various Acts which lay down the laws according to which the clinical trials are to be 

performed. They are namely, The Drugs and Cosmetics Act, 1940 and the rules framed 

thereunder; Medical Council of India Act,1956(amended in the year2002); Central Council for 

 
32 Supra, note 25. 
33 Imran M, Najmi AK, Rashid MF, Tabrez S, Shah MA., Clinical research regulation in India-history, 

development, initiatives, challenges and controversies: Still long way to go., J Pharm Bioallied Sci, (2013) 

pubmed.ncbi.nlm.nih.gov/23559817/. 
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Indian Medicine Act,1970; Guidelines for Exchange of Biological Material (MOH order, 

1997); ICMR Guidelines 2017; Clinical Trial Rules 2019. 

Drugs and Cosmetics Act (1940) and Drugs and Cosmetics Rules (1945):-The Act’s purpose 

is for keeping a control on the effectiveness and quality of the drugs. It also regulates their 

import, making, distribution and sale. Some changes were made in the year 2005 to the 

‘Schedule Y’ of The Drugs and Cosmetics Act, which made changes in the definition of a 

clinical trial, obtaining informed consent was deemed very important, the role and duties of the 

sponsor, investigator and ethics committee were clearly defined, the approval of the Drug 

Controller General is mandatory if there is a need for conducting clinical studies in special 

population. Before the amendment, all foreign drugs were made to be tested again; the phase 

immediately below the highest phase of testing in the foreign country was required to be tested 

again. But, after the amendment, Schedule Y there is a requirement of conducting both phase 

II and phase III trials. However, there is a requirement for conducting phase I stage for 

establishing and giving safety go-ahead to the trials that are at a matching phase in the drug 

development procedure in the other country. These amendments have discouraged the CROs 

and the big multi-national pharmaceutical companies from conducting clinical trials in India 

without complying with all the legal requirements properly. Some other amendments were 

made in the year 2013 when a few incidents regarding unethical issues were brought to the 

notice of the government. The rules that were added in the Drugs and Cosmetics Rule, 1945 

were Rule 122- DAB, Rule 122 DAC, Rule 122 DD. Rule 122-DAB talks about giving free 

medical care till it is required by the participant if an injury is suffered by them. And, if the 

injury caused is due to the trial, then the rule envisages for providing mandatory financial 

damages according to the order given by the Licensing Authority. But, if the death of the 

subject is caused, then the nominee or the nominees shall be given financial compensation, 

according to the Licensing authority. Rule 122-DAC lays down the adequate fundamentals 

conditions that are needed to be met for conducting a clinical study on human beings for the 

Licensing Authority to grant permission. It mentions additional conditions that can be imposed 

by the Licensing Authority that may be required to be fulfilled in case of performing any 

specific trial. Rule 122-DD lays down for the compulsory registration of the Ethics Committee. 

It also says that the Ethics Committee needs to first get the trial registered with the Licensing 

Authority before reviewing and giving approval for carrying out the clinical trial and the 
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application for registration should be as per the format specified in the Appendix VIII of 

Schedule Y of the Rule and the procedure thereof.34 

Indian Good Clinical Practice Guidelines (2001):- Good Clinical Practice is a compendium of 

guidelines that are made to govern various aspects of biomedical studies on humans which 

includes the design of the study, performance plan of the study, audit plan, reporting, analysis 

and preparing documents of the studies. The basic rule of GCP is that the health of the subject 

of the study is more important than the interest of science and society. These guidelines are a 

culmination of efforts by the WHO, ICH, USFDA, European GCP guidelines and Ethical 

Guidelines for Biomedical research on Human Subjects issued by the Indian Council of 

Medical Research. They are expected to be adhered to at every stage of conducting any 

biomedical research in India, whether before or after to registration of the product in India.35  

ICMR Ethical Guidelines, 2017:-The guidelines 'Ethical Guidelines for Biomedical Research 

on Human Participants' were given in 2006 and the latest version is given in 2017, titled 

“National Ethical Guidelines for Biomedical and Health Research Involving Human 

Participants, 2017”. This guideline gives an outline of the basic principles of research that 

should be followed in the field of conducting medical research. The persons conducting the 

research must abide by the guidelines as laid out in the research document. Some of the changes 

brought out by the ICMR Guidelines 2017 are that the previous principles mentioned in the 

2006 guidelines have been shortened and reorganized more properly. There have been added 

two new principles ‘Principle of social responsibility’ and the ‘Principle of environmental 

protection’ which talk about conducting research by maintaining harmony in the society and 

by also taking care of the environment. Two principle i.e. the ‘principle of accountability and 

transparency’ and ‘principle of public domain’ have been merged while the ‘principle of 

compliance’ has been done away with. The ICMR lays down a ‘Statement of General 

Principles’ which has been divided into twelve principles. The guidelines describes the four 

fundamental principles that need to be followed when any biomedical and health research is to 

be done on human subjects. Those four principles are, namely, respect for persons (autonomy), 

beneficence, non-maleficence and justice.36 

 
34 CDSCO, Directorate General Of Health Services, Ministry of Health and Family Welfare, Government of 

India, Acts and Rules, //cdsco.gov.in/opencms/opencms/en/Acts-Rules/. 
35 Medline India.com 

//www.medlineindia.com/acts/good%20clinical%20practice%20guidelines/introduction.html last visited 

21/04/2020. 
36 Supra, note 25. 
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Drugs and Clinical Trials Rules, 2019:- They aim at changing the existing rules and the 

governing the field of clinical research in India. The time limit for allowing the applications 

has now been reduced to a period of thirty days for drugs made in India and for those drugs 

made outside India, the period has been reduced to ninety days. These rules have been framed 

for the purpose of promoting clinical studies in our country by the way of faster and easy 

availability of drugs to the Indian population and this can only be ensured by making such 

regulations for clinical trials that are easily predictable and efficacious. But, if there is no 

response from the DCGI i.e. Drugs Controller General of India in regards to the application, it 

will be treated as approved. The damages to be provided for any injury or disability or in case 

of death of the participant of the trial will be decided and given by the Drug Controller General 

of India. Also, the DCGI after getting approval from the government will specify in a list, the 

name of countries, from where the new drugs will be coming so that the local trials of such 

new drugs will be waived off. The ethics committee will be responsible for overseeing the trials 

and also deciding on the total damages that need to be given if any adverse event takes place. 

There is also a provision for giving medical treatment if the subject suffers from any injury and 

it will be given till the time the investigator thinks it fit. The new rules also provide that new 

drugs will be easily and automatically permitted for use in India if in their global trials, Indian 

patients were also taken as subjects and the waiver would also include drugs for which the trials 

are still undergoing in India. The tests on animals have also been done away with if the drugs 

have been permitted to be marketed for more than two years in the foreign well-regulated drug 

markets.37 

VIII. REGULATORY BODIES FOR CLINICAL TRIALS IN INDIA 
The Central Drugs Standard Control Organization (CDSCO): It is the National Regulatory 

Authority in India. its mission as safeguard and enhance public health by assuring the safety, 

efficacy and quality of drugs, cosmetics and medical devices. It is the key body under the 

Ministry of Health and Family Welfare and is in charge of giving consent for new drugs, 

assessing the quality of imported medicines, conducting clinical trials, helps in coordinating 

the activities of the various State Drug Control Organisations to allow for uniformity in the 

implementation of the Drugs and Cosmetics Act and is also responsible for formulating 

procedures for regulating and prescribing the benchmarks for various medicines, medical 

 
37 Ref Ministry of Health GSR Notification #227 dated March 19, 2019. 

//cdsco.gov.in/opencms/opencms/en/Notifications/Gazette-Notifications/ 
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devices, diagnostics, etc. Basically its purpose is to set certain standards for research in the 

medical field thereby making sure that only safe drugs are allowed into the Indian market.38 

The Indian Council of Medical Research (ICMR): It is the apex body for the formulation, 

coordination and promotion of biomedical research. The ICMR was formed for adopting a 

research culture and developing and enhancing community involvement and support, 

improving and evolving the health set-up therefore, helps in playing a very important function 

in monitoring clinical trials in the country. The ICMR gives guidelines for being followed while 

conducting clinical trials, the latest one being ICMR Guidelines,2017.39 

The Drugs Controller General of India(DCGI): It is the top government that is responsible for 

approving the clinical trials in India. The role of the Drug Controller General extends to giving 

regulatory permissions and licenses for carrying out clinical trials and introducing drugs in 

India. The DCGI receives its advice from the outside experts and other agencies of the 

government. The system of approval of application is very elaborate. Initially when the 

application is filed, it is firstly reviewed by the controller and the time within which it should 

be permitted is dependent on the regulatory system prevailing in other countries. The DCGI 

has made two separate categories A and B for the purpose of speeding up the process of 

approval especially when some studies or trials have already been approved in other countries. 

In A Category the countries that are included are US, UK, Switzerland Australia, Canada, 

Germany, South Africa or Japan and for them, acceptance of the protocol in such countries is 

the criteria for granting permission. The whole time frame for completing the process of review 

and approval takes about two to four weeks. Then, category B type of country applications take 

the normal approval route which is getting the application reviewed and the allowed by a 

committee of experts. There is another requirement for getting permission by the DGFT i.e. 

the Director General of Foreign Trade for the purpose of exporting blood samples and it may 

take about a time of about two to four weeks. Also, side by side the submissions can be made 

to the ethics committees of the would be trial sites and these sites are generally the hospitals or 

the clinics. The total time taken to complete the process within time frame or the delay caused 

in its completion depends on how quickly the concerns raised by the approving authority are 

addressed and then the corrections are made. The guidelines which are followed by the Ethics 

committees are the ICH-GCP guidelines (International Conference on Harmonisation of 

technical requirements for registration of pharmaceuticals for human use)40 and schedule Y as 

 
38 CDSCO, Directorate General Of Health Services, Ministry of Health and Family Welfare, Government of 

India, https://cdsco.gov.in/opencms/opencms/en/Home/ last visited on 21/04/2020. 
39 https://www.icmr.gov.in/aboutus.html last visited on 21/04/2020. 
40A standard for the design, conduct, performance, monitoring, auditing, recording, analyses, and reporting of 
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given in the Drugs and Cosmetic Act,1945 which mentions the responsibilities of the 

independent ethics committee. The Ethics committees are either independent ones or associated 

with the study sites and generally it takes about four to six weeks for getting approval from the 

ethics committee. Mostly the trial sites even have the scientific review committees (SRC) for 

the purpose of reviewing the scientific justification of the study being conducted. Therefore, if 

a trial site has both, an ethics committee and a scientific review committee, then the results of 

the study have to be first approved by the scientific committee and then by the ethics 

committee.41 

The Clinical Trials Registry, India (CTRI): It is a free online system for maintaining all public 

records for clinical trials registration conducted in India. The researchers are expected to 

register the trials before recruitment of the first subject when they plan to conduct trials on 

humans related to any medical devices or drugs or changes in lifestyle, procedures of surgery, 

preventive measures, strategies for rehabilitation, rehabilitation strategies and trials performed 

by the Department of AYUSH. The steps involved in the registration of trials include public 

announcement and identifying trial investigators, interventions, sponsors, sample size of 

patients, etc. The pre-requisite for the registration of any trial is getting an approval by an ethics 

committee and DCGI. The multi-centre trials that are performed in multiple countries and are 

also registered under the international registry of trials, also if India is one of the countries, 

then the trial also has to be registered under the CTRI. The information relating to the Indian 

investigators, the size of the sample of the Indian population, trial sites in India and date of 

recruitment are to be noted. It further goes on to state that the although the register is to maintain 

the information related to trials conducted in India, the CTRI also accepts the registering trials 

that have been conducted in other countries who do not have their own trial register. There will 

be monitoring of the trials registered for making sure that there is voluntary disclosure of all 

items related to the trial. The CTRI on its official web portal mentions working in joint effort 

with WHO ICTRP (World Health Organisation International Registry Platform) for warranting 

that results of all the trials conducted are duly registered with the CTRI and are reported 

effectively with being easily available in the public domain.42 

 
clinical trials that provides assurance that the data and reported results are credible and accurate, and that the 

rights, integrity, and confidentiality of trial subjects are protected. Ethical and scientific quality standards for 

designing, conducting, recording and reporting trials that involve participation of human subjects to ensure that 

the RIGHTS, SAFETY and WELLBEING of the trial subjects are protected. Ensure the CREDIBILITY of clinical 

trial data. at, https://ichgcp.net/ last visited on 20/04/2020. 
41Sharma H, Parekh S, Clinical Trials Regulations in India, PROA, (2012), hilarispublisher.com/open-

access/clinical-trials-regulations-in-india-2167-7689.1000e118.pdf. 
42CTRI-India, ICMR National Institute of Medical Statistics, ctri.nic.in/Clinicaltrials/cont1.php#mission. 
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IX. CLINICAL TRIALS CHALLENGES 
Conducting clinical trials come with several challenges for the organisations, officials and 

regulatory bodies involved. India adopted TRIPS in 2005 and became a favourable place for 

clinical studies. But, the landscape for clinical trials changed and only a few trials were given 

approvals after the year 2012, because NGOs and activists started bringing to light numerous 

discrepancies in the system of regulation of trials, manipulation of poor subjects and luring 

them to earn money without adequate safeguards for protecting their right to health, ignoring 

the requirement of taking voluntary consent from the participants, problems of inadequate 

compensation, death of participants caused because of the trials, etc.  

Resultantly, the government introduced several new rules like requiring the compensation to 

be given to patients who suffered damages either because of the trial or otherwise, an audio-

visual recording of ‘informed consent’ to be taken from the recruited persons has also been 

made compulsory. Such new policies forced the pharmaceutical companies to take away 

clinical trials from India to another places thus causing irreversible damage to the clinical trials 

in India.43 

Now, there is a slow revival of clinical trials being conducted in India. There was a time in 

2013 when the Drug Controller General of India (DCGI) approved as low as just 17 clinical 

trials but it has gradually grown to 97 in number in 2017, which is a jump of more than 400%. 

This revival has been attributed to the new guidelines that are balanced and suited to all 

stakeholders like regulators and domain experts. But, the trials approved are not as much in 

number as they were before 2013 like for instance, in 2012, the approved number of trials by 

the DCGI were 253 trials as compared to 2011 when they were 283 and in 2010, the number 

was 529. Yet, the experts are of an opinion that India still has a watertight system with regards 

to monitoring of the clinical trials. 44 

i. Research on Marginalised Population In India 

The development of India's economy is necessary for the progress of healthcare but with that, 

there arises a responsibility and opportunity to maintain a health equity in the population of the 

country. There is a requirement of taking care of the health needs of the marginalised 

populations, for instance the Scheduled Tribes (STs). There is a lack of understanding in 

 
43 Chetan Tamhankar, Clinical trials in India – Changing regulatory environment, PHARMABIZ.com, last 

visited 24/04/2020, www.pharmabiz.com/NewsDetails.aspx?aid=100125&sid=9. 
44 Jyoti Shelar, After a lull of five years, clinical trials on the rise in India, THE HINDU (June, 2018), 

www.thehindu.com/news/national/after-a-lull-of-five-years-clinical-trials-on-the-rise-in-

india/article24069487.ece. 
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improving their health,45 46 and there is a requirement for more extensive research for studying 

the health of the STs and other marginalised people. Since such populations suffer from many 

problems, the likes of which are material deprivation, violation of rights and cultural 

oppression, so such questions need deliberations on the ways of doing research so that they are 

not just treated as 'objects' of scientific study.47  

ii. Clinical Trials Data and Concerns of Privacy for The Participants 

The concerns for safeguarding the privacy of the citizens has been a topic of debate since 

Supreme Court decision in the landmark judgement of Justice K.S. Puttaswamy(Retd.) v. UOI, 

wherein the right to privacy was held to be and intrinsic part of right to life.48 It is a truism that 

the right of privacy of every citizen must be protected by the government at all costs and such 

protection must also be applicable for the patients/trial subjects, who voluntarily take part in 

clinical trial studies and allow the trial officials to access their personal information. Even if 

the recruits have given their voluntary consent to join the studies, such studies are essentially 

meant for benefitting the society and thus the rights of privacy of the participants must be 

guarded. However, according to a report by a German cybersecurity firm, it was found that 

details of information regarding medical history, conditions, etc. of millions of Indian citizens 

was existing and easily accessible on the Internet platform. The information that was available 

was confirmed by the firm as studies related to 1.02 million Indian patients, images of 121 

million medical documents like CT Scans, MRIs, etc. It is feared that the amount of information 

that being available so easily on the internet can be a cause of worry since it can be misused. 

An deeper analysis of the data can be done for the purpose of making profiles that can be 

ultimately be used for committing various internet frauds like social engineering, online 

identity theft and also become vulnerable to other data malpractices on the Darknet. Thus, it 

calls for a comprehensive data protection law like that of the European Union or the U.S.49  

iii. Luring Clinical Trial Participants for Blood Money 

There is a troubling trend which shows that people who are in need of finance are the serial 

volunteers in clinical trials for the purpose of supplementing their financial needs. The main 

 
45 Radhakrishna M., Starvation among Primitive Tribal Groups, EPW,(2009), 

www.epw.in/journal/2009/18/commentary/starvation-among-primitive-tribal-groups.html.  
46 Mohindra KS, Labonté R, A systematic review of population health interventions and Scheduled Tribes in 

India, BMC Public Health, (2010), bmcpublichealth.biomedcentral.com/articles/10.1186/1471-2458-10-438. 
47 Tribes: Ethics of Research, EPW,(2003), www.epw.in/journal/2003/41/editorials/tribes-ethics-research.html. 
48 2017 10 S.C.C. 1. 
49For a data firewall: On need for a data protection law, THE HINDU, (Feb.7, 2020), 

www.thehindu.com/opinion/editorial/for-a-data-firewall-the-hindu-editorial-on-need-for-a-data-protection-

law/article30755070.ece.  
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issue comes when volunteers deceive the trial investigators about important parameters like 

their age, their health and what medications they consume just so that they can be recruited in 

trials. Experts believe that most volunteers belong to the poor and uneducated class. The Indian 

Drugs and Cosmetics Act, mentions about an ethics committee which is an independent body 

comprising of members who are doctors and laypersons. The work of the committee is to 

supervise trials and also ensuring that the rights recruits are safeguarded. However, the 

bioethicists are of a view that this is not being done as per the rules. The dishonesty by the 

volunteers poses a threat not only to the participants themselves but also the CROs i.e. the 

contract regulation organisations because the truth and result depicted by the data is 

compromised. Various persons who have worked as volunteers in clinical trials, mostly from 

Hyderabad, Mumbai and Karimnagar, gave their interviews to The Hindu admitted that they 

broke rules for earning quick money by taking part in more than 30 clinical studies over a 

period of ten years. They even admitted to have hopped on from one trial to other ignoring the 

essential gap of three months that was needed to be taken between two trials, not disclosing 

their health history and also consuming alcohol. This kind of deceptive behaviour by the 

volunteers causes distortion of the data and for avoiding such problems UK and France have 

made a national registry for registering the name of the volunteers. But, India which could 

benefit from having a registry like this has none. Bioethicists are of the opinion that the 

volunteers are likely to ignore the risks involved if the payment is high. The ethical guidelines 

of the ICMR have laid down that the compensation by the companies is given for reasons like 

the inconvenience caused and earnings lost because of the trial, it further states to refrain from 

any kind of undue inducement or gratuitous payments that may influence the decision-making 

procedure. There is huge demand for people to take part as volunteers in the trials and 

complementing that demand there is an adequate supply of volunteers. The information about 

various trials is easily available on the messaging platform of WhatsApp that has groups with 

names like “Anytime Money” which share information regarding the ongoing trials. A 

volunteer said that it is very common that volunteers lie and do not follow the trial rules 

completely. They may do so because they might need the money for some kind of emergency 

in the family. who took part in quite a few clinical trials until 2015, says that some volunteers 

even take iron and folic-acid supplements to hide their health conditions like anaemia. 

Bioethicists are of the view that such kind of wilful deception by the volunteers is hard to flag. 

Some of the volunteers even do not inform their families that they take part in clinical trials 

which leaves them without any safety net to fall to when they actually fall ill or when they are 

oppressed by the trial companies. The most important method for reducing this kind of 
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behaviour is by raising awareness through social campaigns. But ethics committees should also 

perform their job diligently. When it comes to the CROs, they aim at recruiting volunteers to 

earn their profits quickly.50 

iv. Challenge of Obtaining Informed Consent from The Trial Participants 

Informed consent is mistakenly understood just as asking a research participant to sign on the 

form of consent and that getting a participant’s informed consent in oral or verbal form is only 

a small part in the process. Thus, informed consent is about involving the potential participants 

and giving them the adequate amount of information so that the participants are able to make 

an informed decision for taking part in the clinical investigation, helping to facilitate the 

information to be understood by the potential participant, suitable time must be given to the 

patients so that they can have a discussion with their friends and family members regarding the 

protocol of the research and if they should participate or not. The persons who are going to 

consider to take part in a clinical trial should understand what role will they have as a subject 

of research. They are made to know that as research subjects they might be able to avail some 

treatment benefits but they might also be at risks of being exposed to certain kinds of risks and 

that taking part in a study can be unlike any form of the known standard medical practices they 

are aware of. It will enable them to make an informed decision about participating or not since 

they will be given the necessary information regarding what exactly will be done to them, what 

kind of risks they will be exposed to and the discomforts they will have to bear and how will 

the protocol i.e. the plan of research going to work.51 

X. CONCLUSION  
In a welfare state it is the duty of the government to take care of its citizens from cradle to 

grave. There has been a string of PILs filed for the purpose for setting the law in motion for 

compensating the poor for rejection of health care services, establishing blood banks in the 

district hospitals, making water availability at health facilities, etc. The judiciary has done its 

duty efficiently by upholding the rights of the citizens as regards their health. So, now the 

responsibility now rests on the government to strengthen the public health infrastructure, 

especially in India’s hinterland. There should be a proper legislation for aptly laying down the 

rights, duties and punishments for non-compliance of this duty.52 Investing in a health 

 
50Priyanka Pulla, Lured by blood money: serial volunteers set a disturbing trend, THE HINDU, (Dec. 30, 2017), 

www.thehindu.com/opinion/op-ed/lured-by-blood-money-clinical-trials/article22328296.ece. 
51U.S. Food & Drug Administration, Informed Consent for Clinical Trials, (Apr. 1, 2018), 

www.fda.gov/patients/clinical-trials-what-patients-need-know/informed-consent-clinical-trials.  
52 KS Jacob, Health care for all, THE HINDU, (Jan. 26, 2012), www.thehindu.com/opinion/op-ed/Health-care-

for-all/article13380789.ece. 
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insurance to cover the health costs should be made mandatory. It will go a long way in securing 

the future of the needy people in particular and citizens in general. It is observed that almost 

every year the average cost of treatments increase by 12% even as compared to the increase in 

inflation rate which is at 7%. Hence, huge costs of healthcare has made it impossible for most 

part of the population to access it. The second reason is to take a cue or learn from the practices 

of the developed countries like Switzerland and Germany as they have made getting a health 

insurance obligatory for all their citizens regardless of the age and medical condition of the 

citizens.53 The centre’s scheme of Ayushman Bharat has not been adopted by certain states. 

The states have given several reasons for not doing so and this inaction by the states may be 

taken as a sticking point for centre-state federal relations. The states must agree to adopt the 

union’s scheme as it will help the inter-state migrants the most in availing health services. The 

healthcare spend by India from its GDP has not been more than 2%. The recent impact of the 

corona pandemic has even upset the states of Kerala and Tamil Nadu which are considered to 

have good healthcare facilities. Experts believe that if there has been one positive impact of the 

COVID-19, then it has been the opening up of the eyes of the common public to the most 

essential need for a strong and quality system of public health services, which must be 

accessible by all. The impact of this epidemic has been greatly felt in large cities like Mumbai, 

etc. and it largely affected the poor migrants and the middle class, thus, the need for good 

healthcare is being felt as a high priority.54 The government should evaluate the current out-of-

pocket healthcare model in India and alter it too strengthen the healthcare facility for every 

citizen. There is high incidence of poverty and a very large portion of the population is working 

in the informal sector in India. The insurance cover provided by the employers and the 

government covers only a small proportion of the costs of healthcare and do not cover the 

expenditure which occurs due to prolonged outpatient care which forms a very large part of the 

out-of-pocket costs. Thus, the only solution to this problem is by adopting a universal 

healthcare coverage model and the pathway for improving it can be done by increasing and 

bolstering at all levels, the network of public sector facilities. And this in turn needs to be done 

by following various steps like increasing the public financing, investing in training of health 

personnel, incentivising their placements and enhanced management by forming a 

management cadre for public health. All these measures are already mentioned in the National 

 
53 Why Should Government Make Health Insurance Mandatory in India?, THE DECCAN HERALD, (Mar. 30 

2018), www.deccanherald.com/content/667497/why-should-government-make-health.html.  
54 Ramya Kannan, Should healthcare be a fundamental right?, THE HINDU, (May 8, 2020), 

www.thehindu.com/opinion/op-ed/should-healthcare-be-a-fundamental-right/article31528818.ece. 
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Health Policy of 2017 and await their implementation.55 

India is one of the top emerging spots for conducting clinical trials and mainly the reasons that 

can be attributed to this include acceptance of international guidelines by India, friendly and 

good regulatory practices/policies, the acceptance of TRIPS agreement in the intellectual 

property rights, well-qualified health professionals and staff, the costs of performing a trial in 

India is almost 40-70% less than what it is in Europe or US, the accessibility of a large pool of 

patients who are genetically diverse and the hospitals in India are very well equipped. Also, 

the new Drugs and Clinical Trials Rules 2019 and the ease with which the pharma companies 

can conduct their business activities are also the reasons for fuelling the growth of the clinical 

trial market in India.56 However, the 2019 rules have ignored the interests of trial volunteers. 

For instance, if the investigator will be given the job to evaluate whether the injury caused to 

the volunteer was trial related or not, it will prove to be a conflict of interest and the patient 

will be put at a high risk, especially when the investigator has been hired by the trial sponsoring 

company. A fair position for patient must be made by making them equal participants in the 

trials else the trials will not be transparent regarding the injury or death of the patient, if it was 

directly related to the trial or not.57  

There are many cases of death, injuries and serious adverse events that take place during the 

course of clinical trials. Although, there are guidelines, rules specifying ‘good clinical 

practices’ but are only followed in theory. Human rights violations like under-reporting the 

total of serious adverse events, denying that injuries are trial related thereby escaping to pay 

the compensation to the subjects, not taking informed consent of the patients, unethically 

sharing the personal data of the clinical trial volunteers, etc are rampant in India. There are 

ICMR guidelines of 2017 and Clinical Trial rules of 2019 that have laid down principles and 

guidelines to be followed in awarding compensation, etc. But, there is no separate legislation 

that deals with such issues and it needs to be formulated because there needs to be a balance 

between the rights of the volunteers and making India an emerging country for clinical studies. 

It is generally when the trials reach in their fourth phase, the marketing stage when doctors are 

enticed to rope in more and more patients for prescribing them the new drug, vaccine or 

treatment that has been researched by the way of clinical trials. Thus, a special monitoring 

during the fourth phase is needed by the government bodies. It is suggested that the laws and 

 
55 K. Srinath Reddy, Universal health coverage is the best prescription, THE HINDU, (Dec. 7, 2017), 

www.thehindu.com/opinion/op-ed/universal-health-coverage-is-the-best-prescription/article21284698.ece. 
56 Dr. Chandrashekhar Bolmall, Growth opportunities for clinical trials in India, PHARMABIZ.com, (Nov. 
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policies governing the trials must be formulated by keeping in mind a humanitarian outlook 

along with the main goal of scientific advancement which is promoted by researchers and 

CROs. The regulations pertaining to the financial disclosures should be made more strong. 

Also, disclosing financial interests must be a burden or duty of the CRO/investigator.58 Most 

of the trials that are conducted are for diseases that have a western origin. The trials 

indigenously conducted are very small in number which make use of the methods for 

diagnosing and treating the diseases native to India. Moreover, these trials are not poorly made 

and managed which leads to them being dropped at the station of evaluation or the likes of 

them are being conducted somewhere else in world. Therefore, it is suggested that this practice 

needs to halt with incentives to be given to those researchers who are work on indigenous 

conditions and test those new treatments/methods that are common to India.59 
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