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INTRODUCTION

The human right to physical integrity is considered 

one of the most important human rights and is one 

of the rights inherent to the personality, and is con-

sidered one of the foundations of public order. The 

general principle approved by jurisprudence and 

the judiciary is that it is not permissible to touch 

the human body except with his explicit and written 

consent:  (1). International agreements and consti-

tutions have been devoted to this right throughout 

the ages and times. This right requires that it is not 

permissible to touch the human body or assault his 

physical or moral entity, in any circumstances, and 

under any justification. Therefore, it is not permis-

sible to conduct medical research on him without 

his consent. Since medical research is necessary 

to develop medical sciences and benefits the en-

tire society (patients and healthy), it clashes with a 

basic rule in the extent to which it guarantees the 

protection of the human right to physical integrity:  

(2). The participation of individuals in such medical 

research is considered the most important means 

of its success, as it is the fastest means of devel-

oping medical sciences and discovering the appro-

priate treatment for diseases, as clinical medical re-

search aims to achieve a direct personal benefit for 

patients by finding a cure for them from a disease 

that has been difficult for doctors and with which 

treatment by other methods has failed. Traditional, 

as these medical researches aim to benefit society 

and prevent the spread of diseases and epidemics 

by treating them. Therefore, international organiza-

tions have established many international agree-

ments concerned with human rights in the face of 

medical research and experiments, standards and 

guidelines that those conducting medical research 

must adhere to, which are considered an ethi-

cal law that researchers must adhereto when con-

ducting medical experiments on humans:  (3), including
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the Declaration of Helsinki issued by the World Medical 

Association in 1864, and the Tokyo Declaration issued in 

1975, which are principles and rules related to conducting 

medical and scientific experiments on humans, the Euro-

pean Parliament’s Charter of Patient Rights in 1984, and 

others:  (4). The European Union has also issued many 

regulations related to clinical trials, including regulations 

(536/2014, 745/2017, 746/2017) :  (5), as these regulations 

support the administrative procedures of the authorities 

and sponsoring bodies throughout the stages of clinical 

trials through tools for cooperation and communication 

between sponsoring bodies and authorities as well as be-

tween authorities. It also provides workflow features, doc-

ument management and reporting. In line with European 

trends and international agreements, France issued the 

(Jardé) law, effective from 11/18/2016, which aims to de-

velop biological and medical knowledge and evaluate the 

mechanisms of the human body’s normal or pathological 

functioning, the effectiveness and safety of performing 

work, using or administering products to offer diagnosis, 

treatment or prevention of disease conditions, and inter-

ventional research that includes intervention on a person 

who does not receive usual care:  (6). The French Code of 

Medical Ethics (CODE DE DÉONTOLOGIE MÉDICALE) 

also confirmed in Article R.4127-15 that:  (7): A physician 

may not participate in biomedical research on people 

except under the conditions stipulated by law; he must 

ensure the regularity and importance of this research 

as well as the objectivity of its conclusions. The treating 

physician who participates in biomedical research as an 

investigator must ensure that conducting the study does 

not change the relationship of trust between him and the 

patient or the continuity of care. In line with international 

trends regarding setting standards for conducting medi-

cal research and many countries issuing regulating leg-

islation for this purpose:  (8), therefor, it was imperative 

for the Egyptian legislator to follow the example of these 

countries, as Law No. 214 of 2020 is considered an im-

portant national legislative shift due to the benefits it pro-

vides to patients, healthy people, doctors and society as a 

whole:  (9), as it helps to promote more studies that focus 

on widespread diseases and limit their exacerbation and 

increases the chances of access to treatments that affect 

all of humanity. This is done by establishing the princi-

ples of human rights and preventing any person from be-

ing exposed to any of his rights on the one hand and on 

the other hand, and establishing a system for conducting 

medical research without conflicting with human rights.

The importance of the study:
The importance of the study stems from the nature of the 

interest subject to protection, which is the human right to 

physical integrity, which is the essence of human rights 

and one of their foundations, and the impact of con-

ducting modern medical experiments on it as it poses 

a danger to his life. The legislative regulation of clinical 

medical experiments aims to reconcile two basic inter-

ests: the first and most important is the human right to 

physical safety and the preservation of his organs, and 

from this right stems the prohibition of touching his body 

except with his written consent, the second is the right 

of society to develop its scientific capabilities and ther-

apeutic research in order to keep pace with the civilized 

world in scientific progress and benefit from the results 

of scientific research and develop it, and this is a social 

function performed by members of society to achieve 

the public interest:  (10) The importance of the study is 

highlighted in what is required by the interest of society 

in reaching a treatment for incurable diseases that tradi-

tional treatments have not succeeded in, and establishing 

a regulation for joint efforts between medicine and law in 

order to reconcile conflicting interests, and not deprive 

society of the benefits resulting from clinical medical re-

search without violating the sanctity of the body :  (11). 

The study is directed to researchers who conduct med-

ical research to encourage them to innovate and create 

research in light of their good knowledge of the limits of 

their rights in order not to fall under the burden of legal 

accountability. This requires searching for how to strike 

a balance between protecting the human right to phys-

ical integrity and the right of society to treat incurable
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diseases in which traditional methods of medical treat-

ment may fail. Since the basis for permitting medical work 

is to treat the patient as the goal of medical work:  (12), 

), developing treatment is primarily in the interest of the 

patient before the interest of society. The recent spread 

of many diseases has highlighted the need to search 

for a cure for these diseases, without infringing on the 

human right to physical integrity. The study focused on 

the regulatory and legal controls for conducting clinical 

medical research set by international agreements, Law 

No. 214 of 2020 and its executive regulations and leg-

islation. The legislator has created medical guarantees 

and reinforced them with legal guarantees through mon-

itoring them and methods of compensating the resulting 

damages. Talking about scientific experiments, especially 

clinical research, is of interest to many researchers in the 

medical field who hope to reach innovations in the world 

of medicine to reach treatments for diseases prevalent 

in society and try to advance science within society, af-

ter medical studies no longer live up to the aspirations of 

society, which hopes that all diseases will have their own 

treatments and vaccines. The study combines two main 

axes: [1] The legal axis concerned with preserving soci-

ety and the human entity from tampering with and harm-

ing humans, [2] The professional and technical medical 

axis concerned with treating diseases and epidemics and 

advancing human health. The study receives great atten-

tion from all those wishing to equalize the many rights 

related to this topic. The study emphasizes the fruitful 

cooperation between medicine and law and the estab-

lishment of a medical-legal system, as medicine provides 

hope and the law provides protection (13),  The study was 

enriched by many European regulations that regulate 

these clinical medical researches, as well as the ethics 

of medical work set by the World Health Organization.

The problem of the study:

The problem of the study stems from how to balance the 

necessity of medical and clinical experiments and the re-

sulting harm to the patient, and the extent of the effective-

ness of laws in achieving the difficult balance between the 

freedom of scientific research and medical experiments 

on the one hand, and protecting the human right to phys-

ical safety on the other. As well as the lack of clarity of vi-

sions regarding the behavior and dealing with the human 

body through clinical medical research, while adhering 

to the medical ethics drawn up by doctors and lawyers, 

and not deviating from scientific research. Therefore, the 

study raises the extent of the effectiveness of guarantees 

of both the medical and legal types and their impact on 

the scientific medical movement to conduct medical ex-

periments and the extent of their compatibility with the de-

sired goal. As well as the mechanisms adopted by the leg-

islator and their effectiveness in organizing medical work.

STUDY METHODOLOGY:

The study relied on the descriptive analytical comparative 

method by collecting information and facts about clinical 

medical research and comparing the legal organization of 

the subject of the study between Egypt and other coun-

tries that have established a regulation for clinical medical 

research and analyzing the texts that address the prob-

lem and trying to find legal solutions for it, while study-

ing the phenomena and scientific results and describing 

them accurately and knowing the extent of the positivi-

ty of the legal and regulatory rules in controlling clinical 

medical research and the extent of benefiting from them.

Study Plan:

The first section: 

The infallibility of the body betwee clini-

cal medical research and human rights

The second section: 

Legal and regulatory controls for clinical medical research

The third section:

 Civil liability for damages from clinical medical research

The first section
The infallibility of the body between clin-

ical medical research and human rights

Introduction:

The human body has a prominent position in legal juris-

prudence, and many legal studies have addressed the 

legal protection of the human body that is called the
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principle of the infallibility of the body (14); This is be-

cause the human body is a gift from God to him, so he is 

not allowed to dispose of it, as it is outside of legal trans-

actions, and some (15) point out that the human body is 

not only a material thing but it is the human being himself 

in it embodied and through it, and this does not diminish 

the fact that the human being is represented by the spir-

it and mind as well because they are all components of 

the human personality, there is no mind and spirit with-

out the body, while the body can exist without a spirit or 

mind like the dead. Since the human being is the focus 

of the law, as the law aims to regulate human relations, 

without touching the human body except with his con-

sent, the legislator granted doctors the right to treat the 

human being and set rules regulating work of the doc-

tor.Since there are common interests and a relationship 

between medicine and law, each of them affects and is 

affected by the other (16), and as a result of that relation-

ship, the law has been affected by medical progress, so 

there are things that have become permissible, such as 

organ transplantation, after it was illegal (17), and a trend 

in jurisprudence (18) goes to the fact that the doctor who 

works must do his work without fear and dread of respon-

sibility, otherwise medical work will never advance, so 

the law must establish a framework of protection so that 

medicine advances, and from here the legal organization 

of clinical medical research was found (19), where the 

researcher is granted the right to conduct this research 

on the subjects in order to achieve much good for hu-

manity that aspires to this progress, and clinical medical 

research on humans comes after ensuring the safety of 

pre-clinical research and after doctors use many animals 

as a field for their experiments, then they try to convince 

patients and healthy people to use treatments that were 

previously tested on animals to ensure their suitability for 

humans and their expected results for them, and accord-

ingly, conducting clinical medical research must be with 

the informed consent of the subject, as a person can-

not be forced to undergo any medical experiments (20). 

Despite the potential benefits that may accrue to hu-

manity from medical research, many people fear - as we 

mentioned earlier - what happened during World War II, 

which was demonstrated by the Nuremberg trials, that the 

Germans conducted medical experiments on prisoners. 

Since the end of that war, talk has begun about the need 

to develop legal texts that regulate the conduct of such 

experiments by setting controls for them, and the restric-

tions that must be adhered to when conducting the ex-

periment, and reconciling the rights of the individual and 

society with the continuation of scientific activity without 

interruption. This is what was emphasized by the rules is-

sued by international organizations such as the UNESCO 

Universal Declaration on Bioethics and Human Rights(21),  

and the standards and practical directions for reviewing 

the ethics of research related to public health with hu-

man participants issued by the World Health Organiza-

tion (22), We will discuss this through the following: First 

requirement: The nature of medical research on humans

Second requirement: The human right to physi-

cal integrity between medical research and the law

Third requirement: The stages of con-

ducting medical research on humans

The first requirement
The nature of medical research on humans

Introduction: 

The development in the field of scientific research in medi-

cal sciences has become noticeable as it opens new hori-

zons for reaching a cure for many diseases, and interest in 

it increased after what happened in the Nuremberg trials, 

as doctors were tried for their activity in the field of medical 

research, which caused doctors to refrain from research 

work, fearing the same fate as their colleagues, and since 

medical research has a special importance and achieves 

a three-dimensional interest: the interest of society, the in-

terest of patients and the interest of the researcher, which 

necessitated the establishment of a legal regulation for it 

(23). Conducting medical research is one of the import-

ant topics that would give preference to the institutions 

that conduct it,and it is also used to measure the prog-

ress of countries, and knowing the main methodological
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principles that govern medical research is essential for 

researchers and non-researchers (24). It will allow the 

development of medical scientific research, as this re-

search is conducted on experimental animals by doctors, 

scientists and researchers in these fields. The efforts of 

scientists in this field have had great merit in eliminating 

many epidemics and diseases and in completing many 

complex operations. If research has had great merit in the 

emergence of many drugs and medicines, this is due to 

their testing on humans after their successful testing on 

animals (25),  and research is tested on humans through 

simple doses of treatments that are doubled until they 

reach the required dose that benefits patients, so the 

success of the research has a probabilistic nature (26).

Research is generally defined as: those experimental or 

theoretical technical procedures and works that aim to 

reveal the truth or collect practical data or choose the ex-

tent of the validity of a certain hypothesis or reach knowl-

edge about a condition, phenomenon, event or a certain 

thing (27). The medical research experiment is defined 

as(28) the collection of data or personal information about 

each individual or group of individuals for scientific pur-

poses. This collection of data results in interference in 

the person’s private life, followed by conducting experi-

ments on him to find the best method of treatment. There 

is no difference between medical experimentation and 

medical research, as both mean scientific and technical 

experimental work in the field of medicine that aims to 

develop biological and medical sciences (29).However, 

there is a linguistic difference between medical research 

and scientific research, because scientific research 

may not be medical, but rather in other sciences(30). 

Medical research is defined as: direct research according 

to scientifically correct rules and principles, whereby the 

human being is subject to methods and techniques without 

necessity dictated by his condition, whether in the field of 

disease prevention, preventive treatment, or treatment(31). 

It is also defined as (32):  any research that is likely to 

achieve progress that leads to scientific innovation, with 

regard to the functions of human organs, whether in a state 

of health or disease, and is capable of being applied to it. 

The legislator has distinguished between a group of con-

cepts related to medical research, whether prior to medical 

research or subsequent to medical research, as follows:

[1] Pre-clinical research:

Article 1/1 of Egyptian Law No. 214 of 2020 defined 

pre-clinical research as: Research conducted in an 

early experimental stage prior to human experimenta-

tion, and aims to determine the degrees of safety and 

effectiveness of the medical intervention to be studied, 

and is carried out through laboratory tests or the use 

of laboratory animals, in accordance with the interna-

tional standards established in pre-clinical research.

The Egyptian legislator did not establish special rules for 

the protection of animals subject to scientific experiments, 

while the European Parliament established special rules for 

the protection of animals subject to scientific experiments 

(33), but some universities have established rules for their 

researchers regarding dealing with laboratory animals (34).

[2] Clinical research:

Clinical research is defined as (35): a set of scientific 

data through which scientists and doctors in the field of 

practicing medicine try to discover a specific hypothesis 

for scientific medical purposes and verify its validity(36), 

and clinical medical experiments are considered part of 

the experimental method on the human body, and they 

differ according to their purpose, whether therapeutic 

or non-therapeutic. Article 1/2 of Egyptian Law No. 214 

of 2020 defines clinical research as: studies or exper-

iments conducted on human volunteers to evaluate the 

safety and efficiency of any therapeutic, pharmaceuti-

cal, surgical, nutritional, preventive or diagnostic inter-

ventions, with the aim of reaching scientific, preventive, 

diagnostic or therapeutic discoveries for diseases, as 

well as studies conducted to explore the medical data 

of volunteers to survey a retrospective evaluation of the 

effect of a drug, behavior or surgical intervention, in ac-

cordance with internationally recognized ethical stan-

dards for research. The European Directive referred 

to clinical studies (37),  where Article 2/2/1 defined
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clinical study as any investigation involving humans that 

aims to: discover or verify the clinical, pharmacological 

or other pharmacodynamic effects of one or more me-

dicinal products; determine any adverse reactions to one 

or more medicinal products; or study the absorption, dis-

tribution, metabolism and excretion of one or more me-

dicinal products; with the aim of ascertaining the safety 

and/or effectiveness of those medicinal products. The 

European Directive referred in Article 3 to a general prin-

ciple (38), which is that a clinical trial may only be con-

ducted if: (a) the rights, safety, dignity and well-being of 

persons are protected and prevail over all other interests; 

(b) the trial is designed to generate reliable and robust 

data. Clinical studies aim to evaluate new treatments or 

methods that make existing treatments more effective 

(Ils permettent d’évaluationr de nouveaux traitements 

ou de nouvelles façons de render more efficaces des 

traitements existants.). Many studies have also referred 

to the Guidelines for Responsible Conduct of Clinical 

Studies and Trials, which are the so-called guidelines 

for responsible conduct in clinical studies and trials. It is 

concerned with setting a special description of the best 

practices in clinical research for researchers and institu-

tions, and it enhances integrity in research and explains 

to researchers what is expected of them. It also guides 

and helps researchers, subjects, clinical research ethics 

committees, research institutes, pharmaceutical compa-

nies and society to understand and know what they have 

and what they are required to do and how to avoid errors 

and conduct the best clinical research. It preserves the 

rights and safety of subjects and ensures that research 

is conducted to achieve the public interest of society (39).

[3] Good medical practice:

Since it is impossible to establish a detailed system that 

can be controlled in medical research, especially since 

the problems that may occur to the cases under study 

cannot be determined, and the problems resulting from 

the research, medical research may expose one of the 

subjects to danger; Therefore, the expected risks for 

the subject must be expected and acceptable, and the 

researcher must achieve a degree of balance between 

the research results and the symptoms and consequenc-

es of the disease. A comparison is made between the 

expected risks and the potential benefits. This is called 

achieving a balance between the two poles of compar-

ison, benefit and risk. Then, the individual interest must 

be achieved first (40), because it is the interest that is 

most important to care for. This requires that the med-

ical practice be good, so the researcher chooses the 

best means and appropriate treatment methods from a 

technical standpoint (41),  and determines the expected 

risks for the subject. The more the research is consistent 

with the research controls, ethics and morals that must 

be observed, and maintains a reasonable percentage 

of risks and benefits, while ensuring the absence of risk 

and seeking the interest of the subject before the interest 

of medicine and society, this will reduce the risk to the 

subject. However, unexpected risks may arise that occur 

despite the researcher’s commitment (42). Article 1/3 of 

Egyptian Law No. 214 of 2020 defines a good medical 

practice as: a set of internationally and locally recognized 

principles and standards that are applied in the plan-

ning, management, implementation, monitoring, auditing, 

recording, analysis and reporting of medical research 

with the aim of providing confidence in the reliability and 

accuracy of the data and announced results of the re-

search and protecting the safety and rights of volunteers 

and theconfidentiality of their data from any harm (43).

 Article 2/30 of the European Directive of 2014 also defines 

good clinical practice as a set of detailed ethical and sci-

entific quality requirements for the design, conduct, imple-

mentation, monitoring, auditing, recording, analysis and re-

porting of clinical trials to ensure the protection of the rights, 

safety and well-being of participants, and that the data 

resulting from the clinical trial are reliable and robust(44). 

The ICH-E6 Good Clinical Practice (GCP) has indicated a 

number of good clinical practices, including: [1] Designing 

and conducting trials in a way that ensures the rights, safe-

ty and well-being of participants, [2] Reviewing the safe-

ty of participants periodically, as new safety information
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becomes available that has an impact on the participant 

or the conduct of the trial, [3] Balancing the expected 

risks and inconveniences against the expected benefits 

to individual participants and society. The trial should 

only be initiated and continued if the expected bene-

fits justify the risks, [4] Carefully considering the scien-

tific goal and purpose so that certain groups of partici-

pants are not unnecessarily excluded, [5] The physician 

is qualified and generally responsible for the medical 

care provided to participants and the medical decisions 

made on their behalf, [6] Protecting the confidentiality of 

information that can identify participants in accordance 

with applicable privacy and data protection regulations.

 [4] Interventional medical research:

 Article 1/4 of Egyptian Law No. 214 of 2020 defines in-

terventional medical research as: A study in which the 

subject is enrolled to receive a medical intervention with 

the aim of evaluating the effects of this intervention on 

medical outcomes in terms of effectiveness and safety. 

Interventional medical research aims to evaluate the 

direct effects of treatment and preventive measures on 

the disease with the aim of measuring specific results, 

including the effectiveness of treatment and transition 

from one treatment stage to another. It is defined as 

an activity carried out with the aim of improving human 

health by preventing disease, treating or reducing the 

severity or duration of an existing disease, or restoring 

lost function due to disease or injury(45). The research-

er provides doses of the proposed treatment in specif-

ic proportions to the subjects and measures the degree 

of the subjects’ response to the proposed treatment and 

the extent of benefit and evaluates those results to first 

determine the extent of the treatment’s success and 

then the appropriate doses for treatment for each case.

 [5] Non-interventional medical research:

Article 1/5 of Egyptian Law No. 214 of 2020 defines 

non-interventional medical research as: a study in which 

the subject is included for observation with the aim of 

collecting information about an approved medical in-

tervention or health data about him. The European Di-

rective of 2014 defines a non-interventional study as: 

a study that does not include clinical trials, and is re-

ferred to as an observational study. It is a type of study 

in which all participants receive routine clinical care and 

are not exposed according to the protocol to a specific 

treatment or health intervention. Data from these studies 

are often evaluated using epidemiological methods (46).

The researcher examines cases that have been treated 

with traditional treatments to determine their response 

to traditional treatments. He prepares and monitors 

these studies to benefit from them in subsequent stud-

ies when trying the new treatment on those cases pre-

viously studied, and then reaches knowledge of the 

benefit that can be achieved for the subjects when try-

ing the new treatment on them. These are studies pri-

or to conducting clinical medical research on them.

Observational studies aim to make observations and 

collect information on humans (examine human behav-

ior, analyze health data, etc.) in order to develop health 

knowledge. Observational studies can be used to better 

understand a medical condition, or to see if people are 

following their usual treatment. No new drugs are given 

and no interventions are performed during an observa-

tional study. Observational studies are carried out in col-

laboration between specialized medical bodies and for-

mulate hypotheses about the causes and risk factors of a 

particular disease or medical condition. Article L1121-8-1 

of the French Health Code, as amended by Law 800 of 

2016, provides that uninsured persons may participate in 

non-interventional research, and mayenter interventional 

research with an exception; this article states that: Per-

sons who are not members of the social security system 

or beneficiaries of this scheme may be asked to partici-

pate in non-interventional research. As an exception, the 

Personal Protection Commission may authorize a person 

who is not members of the social security system or ben-

eficiary of this scheme to participate in interventional re-

search and this authorization is justified. It must be based 

on at least one of the following conditions: [1] The impor-

tance of the expected benefit to these persons is such that 

it justifies the expected risks incurred; [2] This research is
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justified in light of the expected benefit to oth-

er persons who find themselves in the same le-

gal situation. In this case, the expected risks 

and limitations of the research must be minimal.

[6] Research or medical intervention:

Article 1/6 of Egyptian Law No. 214 of 2020 defines re-

search or medical intervention as: the focus of clinical 

medical study, and includes medical interventions such 

as medicines, medical devices, vaccines, interventional 

procedures in the human body and other products that 

are subject to testing or are already available. This re-

search intervention may also include non-invasive meth-

ods such as health surveys, education and question-

naires. In order for the research intervention to have its 

effect, the aspects of the disease, symptoms, risk factors 

and pathophysiology must be evaluated, and evaluation 

studies must be conducted for the necessary treatments 

to manage, control or prevent the disease. Research or 

medical intervention is defined as any activity carried 

out with the aim of improving human health by prevent-

ing disease, providing treatment, reducing the severi-

ty or duration of disease, or restoring functions that are 

present due to disease. It includes all necessary health 

measures, including providing medications and prevent-

ing diseases and injuries. Intervention is divided into 

two types(47): (a) Preventive interventions, which aim 

to prevent or reduce the occurrence of disease, includ-

ing vaccines, which provide long-term protection against 

disease by stimulating a variety of immune mechanisms, 

protecting against subsequent infection, and are provided 

to healthy individuals, infants, or pregnant women (48),  

(b) Therapeutic interventions, which aim to treat, mitigate, 

or postpone the effects of disease and thus reduce mor-

tality, disability, or disease. These also include improv-

ing the foods consumed by research subjects, fortifying 

foods with essential substances such as iron and vitamin 

D, and changing nutritional pathways. Therapeutic in-

terventions include: surgical and radiological treatment, 

diagnosis to guide treatment (49),  and disease assess-

ment and development of a treatment plan. Research 

and medical intervention also includes educating sub-

jects about the causes of diseases and how to prevent 

them, and participating in behavioral change programs 

such as smoking cessation, avoiding infectious diseases, 

and medications used to prevent diseases and antivirals.

The French legislator, in Article L1121-1, divided research 

involving  human  subjects in to three categories  of  research:

[1] Interventional research involving an intervention 

on the subject that is not justified by his usual care;

[2] Interventional research involving minimal risks 

and restrictions, the list of which is set by deci-

sion of the Minister responsible for health, after ad-

vice from the Director General of the National Agen-

cy for the Safety of Medicines and Health Products;

[3] Non-interventional research involving no risks 

or restrictions where all procedures are car-

ried out and products are used in the usual way.
The second requirement
The human right to physical safety between medical 

research and the law

Introduction:

The human body is considered one of the most import-

ant elements of its existence. God Almighty said: {By the 

fig and the olive. And Mount Sinai. And this secure city.

We have certainly created man in the best stature.} (50),  

so the Almighty Creator created man and made him 

the best so the body is the pillar of the person himself 

according to the origin, and the law does not only pro-

tect the human right to life, but also protects the safety 

of his body by criminalizing acts of aggression against 

him (51). The human right to physical safety gives him 

a legal status that authorizes him, within the limits of the 

law, to monopolize the elements of physical safety that 

focus on the human being maintaining his physical in-

tegrity and maintaining the level of health that he lives 

in and his freedom from physical and psychological 

pain(52). Therefore, practicing medical procedures on 

a human being requires touching the human body. If it 

aims to achieve the safety of the body in the first place, 

then it is legitimate because it achieves a confirmed inter-

est; It is the maintenance and preservation of the body’s 

substance, not the waste of its interest or harm to it.
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The purpose of treatment is to achieve the body’s inter-

est, and any medical procedure that is not justified by a 

therapeutic purpose that takes into account proportion-

ality is considered a breach by the doctor of his obliga-

tion to maintain physical safety (53). The established 

and stable principle is that the body’s safety may not be 

violated except in order to maintain its entity and com-

plete its existence (54). The meaning of the right to phys-

ical safety is that the human body remains in a certain 

form that it has chosen for itself according to what the 

Almighty Creator created it to be, and that it maintains 

the physical structure according to the natural course of 

its functions. This is the essence of physical integration, 

where its complete objective value is integrated, repre-

sented in its preservation of all its parts (55). Conduct-

ing medical research on humans is the most dangerous 

thing that a human being is exposed to, because medi-

cal research is not guaranteed to succeed or fail, and it 

also carries many risks that affect those subjected to it. 

Therefore, the legislator, in agreement with internation-

al agreements, requires those who carry out this work 

to avoid prohibition while conducting research work and 

respect the ethics of medical work and respect the hu-

man entity and the necessity that such research be pre-

ceded by extensive studies on animals, and that it can 

be carried out under direct supervision by the relevant 

authorities, through a comprehensive medical and techni-

cal file that includes studies, benefits and expected risks, 

and the procedures that will be followed in the event of 

any risks. We will address this topic through the following:

[1] Definition of the right to physical integrity

The right to physical integrity is defined as: the legal sta-

tus that entitles its occupant, within the limits of the law, to 

monopolize his physical integrity, health level, and phys-

ical and psychological tranquility. Legislation prohibits all 

forms of tampering with the substance of the body unless 

there is a therapeutic necessity that justifies it (56). It is 

also known as the legal interest protected by law in that 

his body continues to perform all its functions in the nat-

ural physical manner so that none of these functions is 

disrupted, even if it is the least important or the disruption 

is temporary, and that the method of performance does 

not deviate from the manner specified by natural laws 

(57). Some (58) believe that this right has three aspects: 

the first is objective and is represented by the physical in-

tegrity of the human body, the second is individual and is 

represented by the individual’s right to have his body pro-

tected and no one attacks him, and the third is related to 

society, which has the right to protect the body of any hu-

man being from attacks that occur to it. Some (59) believe 

that the human right to physical safety is based on three 

elements: [1] The right for the body’s organs to continue 

to perform their functions in a normal and natural manner, 

and therefore any interference that leads to a malfunction 

in the natural course of these organs is considered an 

attack on the human right to the safety of his body. . [2] 

The right to keep all body parts intact, and therefore any 

act that leads to compromising this integrity, whether by 

amputation or removal of a part of it, or simply making a 

change that undermines the cohesion of cells or tissues 

or weakens them, is also considered an assault on the 

human right to the integrity of his body. [3] The right to be 

free from physical pain, and thus from any act that leads 

to harming the human feeling of comfort and tranquility, 

is considered an assault on the human right to the in-

tegrity of his body(60). We see that the right to physical 

integrity is a right with two characteristics: it is a material 

right based on its connection to the human body, and a 

moral right based on the human being himself, and this 

right gives the individual an interest that the law protects 

against any interference with the vital functions of the hu-

man body and his freedom from the pain that may befall 

him (61).  Physical integration is not in the absence of the 

organ or the loss of its ability to perform its function, but it 

can be due to the occurrence of pain as a result of an as-

sault on the body, which causes the person to lose peace, 

tranquility and comfort, and is considered an infringement 

of the right to physical safety. The feeling and sense of a 

degree of comfort must be due to freedom from physical 

pain, and the degree of comfort is determined on the basis
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of the ratio of pain that the person suffers or feels and 

that which he does not suffer or feel, and this degree de-

creases if it increases and increases if it decreases(62).

Therefore, it is not permissible to interfere with the in-

tegrity of the body except in order to preserve its entity, 

complete its existence and flourish, and for this reason 

surgical intervention that targets the therapeutic inter-

est of the patient is considered legitimate, and the law 

has licensed the doctor to practice medicine by provid-

ing him with a license to practice the profession of medi-

cine(63),  and this is the basis for permitting the practice 

of medical work for the doctor (64),  as the law licens-

es him to practice work that targets the preservation of 

the human body and its interest in proceeding normal-

ly and naturally, as these works target the maintenance 

of his body regardless of the outcome of the treatment, 

and the condition for the availability of the reason for 

permission is that the purpose of the medical interven-

tion is to treat the patient, and accordingly the reason 

for permission does not exist if the goal is to conduct a 

scientific experiment for the purpose of satisfying a sci-

entific desire or achieving personal propaganda(65). 

[2] Protecting the body from medical progress

As previously mentioned, the principle of the inviolability 

of the body is one of the established principles in juris-

prudence, law and divine laws, which prohibits touching 

the human body except in cases of necessity. The invi-

olability of the body means not neglecting it, tampering 

with it, violating it, or touching its elements and properties 

except in cases of necessity, and that any exception to 

this is for the benefit of the body and within the narrow-

est limits (66). The legislator has prohibited harming the 

human body, whether by beating, wounding, or giving 

harmful substances. With the development of medical 

sciences, the human body has become a subject of med-

ical and scientific research, and it has become necessary 

to research how to balance the right of the person to the 

integrity of his body with the interest of society in medi-

cal research, as the right to physical integrity justifies the 

rejection of any touching of the integrity of the body and 

subjection to medical experiments on it, and this is what 

all international agreements and Egyptian legislation have 

emphasized (67). In order to touch the sanctity of the hu-

man body, it is required to obtain the consent of the per-

son subject to it, in order to legitimize medical research. 

Some (68) point out that the right to protect the body may 

be against the owner of the body himself; It is not per-

missible for a person to conclude an agreement with a 

doctor to interfere with his body, as the body is outside 

the scope of dealing, as the right of a person over his 

body is limited by the rights of the group and the laws 

regulating it in society because they are laws related to 

public order. A person suffering from severe pain has 

no right to request that his death be hastened, no mat-

ter how much suffering he is exposed to, and it is pro-

hibited for the treating doctor to agree to that, even out 

of compassion, even if he is hopeless. Article 36 of the 

Doctors’ Regulations in Egypt states that: It is prohibited 

for a doctor to waste life under the pretext of compassion 

or mercy (69). The World Medical Association’s code of 

ethics has permitted non-therapeutic experiments on hu-

mans (70), and has set certain conditions that must be 

adhered to in order to preserve the body of the subject, 

namely (71): [1] The doctor must ensure the protection 

of the life and health of the subject of the experiment. 

[2] The subject of the experiment must be a volunteer 

in good health or a patient with a disease different from 

the disease under study or research. [3] The experiment 

must be stopped if the experimenter sees that continuing 

it poses a risk to the subject. [4] The benefits of science 

and society may not outweigh or outweigh the interests or 

benefits of the individual in medical research. The Egyp-

tian Court of First Instance ruled in its ruling issued on 

October 3, 1941 that a doctor’s choice of one method of 

treatment over another cannot lead to his liability for the 

method of treatment he followed as long as this method 

is actually followed in treating patients, and the doctor’s 

liability for a treatment error is not based absolutely on 

the typeof treatment he chooses because this is consid-

ered interference in the assessment of scientific theories 

and methods, which is not permissible to research (72).
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[3] Medical research and the right to health

With the continued pace of medical research, its develop-

ment and the expansion of its scope, the need arose to 

discuss this new type of medical practice on a wide scale 

from all its legal and ethical aspects. Therefore, confer-

ences and seminars were held frequently between legal 

and medical men in an attempt to find a legal system that 

balances the requirements of this scientific development 

on the one hand and preserving the safety, integrity and 

health of the body on the other hand (73). Therefore, it 

was necessary for the humanities to keep pace with the 

successive scientific developments continuously so that 

there would be no conflict between science and law. If 

each society has its values, heritage and traditions that 

are glorified by legal rules, then medical research must 

be consistent with these values and traditions and con-

tribute to preserving the right to health. It has become a 

stable and fixed principle that the continuation of scien-

tific progress should draw a new picture of a future that 

preserves physical safety and the right to health (74). If 

the human being is the focus of the protection of the law, 

then this protection requires that he enjoy the necessary 

amount of health and the development of health policies 

for him to ensure that the human being performs his func-

tion in society. Some point out that a disturbance in the in-

tegrity of the body necessarily means a disturbance in the 

health of the human being, which reveals that the integrity 

of the body and health go in one direction (75). The right 

to health is the logical way to preserve the human right to 

life, and the right to physical safety is the most important 

component of this right and is included in the content of 

this right. Violation of this right constitutes an attack on 

the physical and psychological entity of the human be-

ing in its various forms, a flagrant violation of his right 

to health, whether this attack is limited to merely affect-

ing his physical safety or leads to him contracting one of 

the diseases or various types of disability (76). Scientific 

medical research works to develop knowledge of medi-

cal aspects to reach solutions to some of the problems 

that patients suffer from, and includes a group of medical 

studies related to human health in general, practical phys-

iological studies, or biochemical studies, etc. Therefore, 

legal and medical men agreed on the necessity of scien-

tific medical research through the use of ethical methods 

and rules, and includes establishing ethics for scientific 

research that include strategies to ensure the compatibil-

ity of scientific research with maintaining physical safety 

and thus protecting the health and safety of patients par-

ticipating in the research, so it is considered important 

to prevent harm to patients or participants, so legislation 

requires compatibility between scientific research and 

the right to health and thus the right to physical safety.

[4] Ethics of medical research

The Nuremberg trials showed that medical research was 

conducted either in secret by researchers who dealt with 

poor subjects and became victims of a violation of their 

rights, or openly by the ruling authority, which exploit-

ed prisoners and detainees to conduct experiments on 

them as if they were lab rats. Researchers were busy with 

medical research that would bring them wealth without 

regard for human rights. Since medical research became 

an important part of developing the medical system, it 

was necessary for the subjects in charge of the clinical 

medical research system to be reassured about the med-

ical research being conducted on them, and at the same 

time for researchers to work according to a correct legal 

medical system (77). This required serious consideration 

regarding research ethics, and the question that arises is 

whether the research ethics committee is able to meet the 

requirements of the new scientific environment? Will ethi-

cal and legal standards be able to prevent what happened 

during World War II? Therefore, it was necessary to form 

a research ethics committee inspired by society, deter-

mined by biologists alone and called on the entire society 

to participate in the public discussion of medical research. 

These deliberations ended with the need to form research 

ethics committees to review the research presented and 

ensureits compatibility with human rights. In fact, the so-

ciologist John H. Evans put forward the hypothesis that 

the fault lies with bioethics and the experts it created, i.e. 

bioethicists. Their presence led to the exclusion of citizens 

from the discussion, and it seems that the presence of 
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experts in law and human rights provides better protec-

tion for the public through citizen participation (78). The 

French health law stipulates that medical research may 

not be conducted on a clinically dead person without pri-

or consent from him or his family, as Article (L1121-14) 

of the law amended by Law 300 of 2012 stipulates that: 

No research may be conducted on a brain-dead person 

without his consent during his lifetime or through the tes-

timony of his family. However, when the deceased per-

son is a minor, this consent shall be expressed by both 

parental authorities. If it is impossible to consult one of 

the parental authorities, the inspection may be carried 

out provided that the other authority approves. The pro-

visions of Article 225-17 of the Penal Code (referred to 

above) do not apply to this research. Law 214 of 2020 

stipulates in Article 2 the objective of the law, which is 

to establish the foundations, standards and controls 

necessary for conducting clinical medical research and 

protecting subjects, whether this research is preventive, 

diagnostic, therapeutic, or non-therapeutic, intervention-

al or non-interventional. It includes the commitment of 

research to internationally recognized ethical standards 

and principles. The World Health Organization has de-

veloped a document on standards and practical guide-

lines for reviewing the ethics of health-related research 

with human participants(79),  and UNESCO has devel-

oped the Universal Declaration of Bioethics and Human 

Rights, both of which, along with other trends related to 

medical research, seek to preserve physical integrity and 

provide a framework of principles and procedures that 

guide countries when formulating their legislation and 

policies, while recognizing the freedom of scientific re-

search and the benefits derived from it, with the aim of 

achieving a high level of health without harming humans. 

We can address a number of points regarding the ethics 

of medical research, including:
•	 Full respect for human dignity and human rights 

and giving priority to the interests and safe-
ty of the individual over the interests of science.

•	 Enabling research participants to obtain the maximum 
direct and indirect benefits resulting from the research.

•	 Obtaining prior approval from medical commit-
tees specialized in medical research ethics.

•	 Human weakness should be taken into ac-
count when applying and developing scientific 
knowledge, medical practices and related tech-
nology, and respecting their physical integrity.

•	 Equality, justice, fairness, and non-dis-
crimination should be taken into ac-
count when selecting research participants.

•	 Confidentiality of medical work and respect for 
the privacy of participants in medical research, 
and not knowing the identity of the participant ex-
cept within the limits required by medical work.

•	 Complete independence of the committees special-
ized in discussing the ethics of medical research 
and supporting them in performing their tasks.

•	 Absence of conflict of interest between participants 
in medical research and those in charge of the re-
search, as well as members of the medical com-
mittees specialized in medical research ethics.

•	 Legitimacy of funding medical research and that 
the goal is to reach treatments that serve hu-
manity and patients and not for other purposes.

•	 Emphasis on providing care to the sub-
jects before, during and after medical work.

•	 Continuous evaluation of the results of medical re-
search to ensure its effectiveness and its com-
patibility with scientific and medical knowledge.

•	 Written and voluntary informed consent of the per-

sons participating in the research and documenting 

that consent before the competent committees. With 

the approval of the legal guardian of the person who 

is unable to consent (80). And to the extent necessary 

to benefit from the research for their treatment(81).

We believe that a curriculum should be developed for stu-

dents of practical colleges who conduct clinical medical 

research, in which all the ethics and duties that research-

ers are committed to after graduation are determined,

and they are not allowed to graduate until they 

are fully aware of the ethics of medical research.

[5] The philosophy and purpose of issuing a law to 

regulate clinical research (82)

The progress of medical sciences is linked to re-

search, exploration, observation and experimentation. 

Allowing the practice of medical research would lead 

to the discovery of new treatment methods that con-

tribute to the elimination of epidemics and diseases. 

Although medical research had gone through a pe-

riod of terror due to what happened in World War II,
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it has returned and regained its status and importance, 

and the international community has come to recognize 

its legitimacy and organize it internally and international-

ly(83). For scientific necessity there is no escape, and ex-

perimentation on humans has returned as an indispens-

able act due to the physiological differences between 

humans and animals (84). The philosophy of enacting a 

law to regulate clinical research stems from setting specif-

ic and comprehensive rules to regulate clinical research 

and organize supervision and control over it, with the es-

tablishment of mechanisms for supervision and control 

over the practices of research activity related to human 

health and safety, placing those in charge of it under the 

law. If clinical research aims to serve the medical system, 

it is considered a positive step to push Egypt to the ranks 

of advanced countries that are aware of the importance 

of these clinical trials and is a basic and effective factor 

in developing and advancing the pharmaceutical indus-

try, and establishing guarantees to serve the clinical re-

search system for the researcher and the researched, as 

it opens the way for innovation and creativity and invent-

ing new drugs and increasing competitiveness between 

pharmaceutical companies, and then providing various 

treatments with Egyptian origin and the ability to create 

a new health policy and prevent the spread of diseases 

and grant security to the citizen and confidence in the 

Egyptian drug product (85). Enacting legislation to regu-

late clinical research also aims to protect the human en-

tity, personality and health in the context of clinical med-

ical research, which preserves the freedom of research 

and scientific study, and at the same time protects hu-

man dignity. Article 60 of the Constitution states that: The 

human body is inviolable, and assaulting, mutilating, or 

mutilating it is a crime punishable by law. Trafficking in 

human organs is prohibited, and no medical or scientific 

experiment may be performed on it without the free, doc-

umented consent of the person, and in accordance with 

the established principles in the field of medical sciences, 

as regulated by law. Article 66 of the Constitution also 

states that: Freedom of scientific research is guaranteed, 

and the state is committed to sponsoring researchers 

and inventors, protecting their innovations, and working 

to implement them. Article 2 of Egyptian Law No. 214 of 

2020 states that the provisions of this law aim to estab-

lish the foundations, standards, and controls necessary 

for conducting clinical medical research and protecting 

subjects, whether this research is preventive, diagnostic, 

therapeutic, or non-therapeutic, interventional or non-in-

terventional. The law aims to set the standards and 

controls that must be followed when conducting clinical 

medical research, which is the primary way researchers 

discover whether a new treatment is safe and effective in 

overcoming a particular disease or not. The researcher 

studies a new treatment in the laboratory, then applies 

the treatment to laboratory animals. If its safety and ef-

fectiveness are proven, he tests it on volunteers through 

clinical trials after obtaining approval from the competent 

authorities specified in the law. Therefore, the Clinical 

Medical Research Regulation Law provides a high de-

gree of protection for volunteers. Before starting clinical 

research, the volunteer’s informed consent must be ob-

tained. He also has the right to withdraw at any time with-

out giving reasons, provided that the researcher informs 

him of the medical damages resulting from his withdraw-

al. The law prohibits disclosing the volunteer’s identityor 

publishing or announcing any information or reports relat-

ed to medical research, and motivating volunteers in any 

medical research by granting them rewards or monetary 

benefits. There is no doubt that there are healthy or sick 

people who may request to conduct medical experiments 

on them. These may be people who are exhausted by 

the disease and the treatment that does not work, so 

they hope that the new treatment will have a quick re-

sult in overcoming the disease, so they join clinical trials 

because the treatments being tested may solve health 

problems that have not been overcome under the old and 

known treatments. Also, through this experiment, they 

will receive treatment easily andconveniently before it 

becomes available at high prices that they cannot afford. 
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Some aim to find new methods and treatments and help 

find ways to prevent the disease and protect others from 

the cursed disease. Healthy people may also participate 

to serve science or to encourage sick people from their 

relatives to enter medical research. It is noteworthy that 

the law does not make medical and clinical research at 

the doctor’s discretion, but rather is subject to a work plan 

and a clinical research study. The doctor is bound by the 

study protocol approved by the Supreme Council for Re-

viewing the Ethics of Clinical Medical Research. The doc-

tor does not have the authority to amend this protocol. 

Also, the clinical experiment is just an experiment, which 

means that the result is still unknown. The volunteer may or 
may not benefit from his participation in clinical research. 
Third requirement
Stages of conducting medical research on humans
Introduction:

Researchers in medical research conduct many studies 

with the aim of testing new drugs or verifying the validity 

of a new drug for human use, as medical research begins 

with detecting the disease, diagnosing it and measuring 

the speed of its spread, and since medical research ul-

timately requires testing it on humans, because they 

are the primary beneficiaries of the success of the re-

search, medical research goes through more than one 

stage before approving the new treatment being tested, 

and the stages related to conducting clinical medical re-

search on humans, or what is called clinical research, 

are preceded by the pre-clinical research stage. The US 

Food and Drug Administration (FDA) (86) indicated in its 

report on clinical research that (87): Where it indicates 

that: Preclinical research answers basic questions about 

a drug’s safety, it is not a substitute for studies of the 

ways the drug will interact with the human body. “Clin-

ical research” refers to studies, or trials, that are done 

in people. As the developers design the clinical study, 

they will consider what they want to accomplish for each 

of the different Clinical Research Phases and begin 

the Investigational New Drug Process (IND), a process 

they must go through before clinical research begins. 

which is the process they must go through before starting 

clinical research. Since the stages of medical research 

require conducting research on humans, internation-

al agreements and Egyptian legislation have empha-

sized the necessity of preceded by experiments on cells 

and animals before testing them on humans (88). Arti-

cle 10/1 of Egyptian Law No. 214 of 2020 stipulates the 

stage prior to conducting medical research on humans, 

stating that: Clinical medical research must be preced-

ed by pre-clinical medical research, which has been 

scientifically reviewed and approved in writing by the 

Egyptian Drug Authority. The legislator has stipulated 

four successive stages of clinical medical research(89).

First: Defining the stages of conducting medical 

researchThese stages are defined as(90): 

The steps that researchers take during medical research 

with medical intervention in an attempt to obtain sufficient 

evidence about the suitability of a drug for use as a med-

ical treatment. In the case of a pharmaceutical study, the 

stages begin with designing the drug and discovering the 

drug, then it is tested first on animals. If the experiment is 

successful, the clinical stage begins by testing safety on a 

few individuals from humans, then expanding the tests to 

a large number of participants to determine whether the 

treatment is effective or not(91).Some point out the neces-

sity of informing the person undergoing the experiment 

at every stage of its stages and the doses he receives, 

whether limited or increasing, as well as the expected side 

effects (92), and the insight must be strict and detailed 

and provide the patient with a wider opportunity to choose 

between acceptance and rejection (93). This is because 

these stages may take a period of time, so the person 

being investigated must be prepared for these studies. 

There is no doubt that clinical research is a mixture of 

scientific experiments and therapeutic experiments, 

based on healthy and sick people. Healthy people help 

scientists achieve scientific goals, so they are free 

from individual interest and present the public inter-

est. Scientific experiments aim to apply modern meth-

ods of a purely scientific nature with the aim of dis-

covering the effectiveness of a certain method in the 

field of diagnosis, treatment or prevention. Although 

these experiments may be fraught with serious risks,
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the procedures stipulated and regulated by 

the legislator, and the methods of dealing with 

them have put an end to the potential risks. 

Second: Stages of conducting clinical medical 

research Clinical medical research goes through a 

number of stages, as follows:

[A] The stage prior to clinical research (laboratory 

studies)

Pre-research studies include studies on cells (Cell stud-

ies) and these studies are conducted in laboratories and 

are tested on (sick cells) obtained from the body of a sick 

person, such as cancer cells, and are mixed with the new 

treatment, where researchers learn about the effect of the 

new treatment on the sick cells grown in a laboratory dish 

or test tube. These studies can be conducted on human 

cancer cells or animal cancer cells. After the initial ex-

periments are conducted on these cells, the researcher 

moves on to conduct studies on animals (Animal studies). 

Treatments that appear promising in cell studies are then 

tested on cancers in living animals. This gives research-

ers an idea of the safety of the new treatment in living or-

ganisms. These studies provide a lot of useful information 

in the preliminary stage, and it is not necessary for the 

studies applied to animals to be consistent with similar 

studies on humans, as humans and mice may differ great-

ly in the way they absorb, process and get rid of drugs or 

treatments. A treatment that works against cancer may 

succeed in laboratory animals such as mice but not in hu-

mans, and side effects and other problems may appear 

when tested on humans that did not appear when the 

treatment was used in mice but appear in humans (94).

After the laboratory studies are completed, the prin-

cipal researcher presents the scientific results he 

reached through the experiment on cells and the ex-

periment on animals to the Egyptian Drug Authority, 

which reviews the results of the research and verifies 

all the information and data provided by the research-

er. The Drug Authority must approve in writing to the 

researcher what he has done before conducting clinical 

medical research (95),  as Article 9/1 of the law stipu-

lates that the Authority is competent to evaluate the re-

sults of pre-clinical and clinical medical research(96). 

[B] The first phase of clinical research 

This phase is considered the most dangerous phase in 

the research, because it answers the following question: 

Is the treatment safe or not? If it is safe, what is the ap-

propriate dose? Does the appropriate dose not cause 

side effects for the subject? The safety of the subjects is 

the main concern, as the research team closely monitors 

the subjects and monitors the side effects that may occur 

as a result of using the treatment. After completing the 

procedures for approving the completion of the research, 

the first phase begins, which is designed to test safety, 

side effects, and the best dose (so that the new treatment 

does not become toxic) and the method of implementing 

the treatment, as the experimental treatment is tested on 

a small group of people who are usually healthy to later 

judge the safety of the treatment and its side effects and 

determine the appropriate dose of the drug. Some patients 

can be added to ensure the positivity of the new treat-

ment after the failure of traditional treatment to solve their 

problems. This participation helps researchers to know

the results of the new treatment and its effectiveness. Ac-

cordingly, the treatment is tested on a small group, then 

the number increases, and the doses are progressive and 

gradual so that the subjects do not suffer from poisoning 

due to the high dose rate. The participation of healthy 

people is often to ensure the safety of the treatment be-

fore their sick relatives participate, or to help research-

ers in their studies, or as a contribution to science (97). 

The subjects receive medical care 24 hours a day so 

that complications do not occur as a result of the new 

treatment, and they are directed to specialized medical 

centers for periodic examination. Nutrition specialists are 

used, as the treatment is tested before and after meals 

to ensure the effect of food on the doses.Researchers 

also use specialists in other scientific fields, such as spe-

cialists in selecting participants in a random and propor-

tionate manner in each research group, and in statistics, 

chemistry, and other specialties related to the research. 

Article 10 of Egyptian Law No. 214 of 2020 re-

ferred to this stage, which is called the first stage
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of human trials, in which a group of subjects, wheth-

er healthy or sick, is selected, ranging in number from 

twenty to eighty subjects, and they are divided into small 

groups, provided that the transition from one group to 

another is after ensuring the safety of the results of the 

medical intervention on the group preceding it. This stage 

aims to ensure the safety of the medical intervention. 

It is noted that the research team must be honest in the pre-

sentation, examination and verification, and it has the right 

to stop the research immediately if it discovers an error and 

review the research, either ending it or completing it after 

discovering the error and treating it (98),  and the research 

team is also responsible for informing those concerned of 

the serious side effects observed during the treatment test. 

Article 22 of Egyptian Law No. 214 of 2020 states that: 

If the subject is exposed to side effects, serious side ef-

fects, or damages that were not expected at the time of 

approval of the protocol or poor medical practice, the 

principal investigator, the research sponsor, the research 

entity, the competent institutional committee, and the 

Egyptian Drug Authority must - each in his own capacity 

- take measures that would suspend or terminate the re-

search, according to each case, provided that the person 

taking these measures immediately notifies the Supreme 

Council in writing of them, so that it may issue the nec-

essary decisions in this regard. The principal investigator 

and the study sponsor are also obligated to notify the par-

ticipating subjects and the rest of the parties referred to in 

the previous paragraph in writing of these measures (99).

[C] The second phase of clinical research 

After the completion of the first phase and the success 

of the research target, the new question comes: How ef-

fective is the treatment on a larger number of subjects? 

The research team presents the initial results and the re-

sults of the first phase to the competent authorities and 

obtains the approval of the Drug Authority and ensures 

the safety of the medical intervention and the safety and 

quality of the new treatment, where the second phase 

is moved, and in this phase the treatment is offered to 

larger groups and is not selected either, but rather in 

a random, unselected manner, and in this phase the 

research team ensures the safety and safety of the new 

treatment and its effect on the recipients, and it is tested 

on patients who suffer from the failure of traditional 

treatment to cure them. This study takes longer because 

it depends on the expected benefit of the research, 

in terms of improving the results and the recovery of 

patients after receiving the doses, and the disease not 

returning to them again after stopping treatment.

Article 10 of Egyptian Law No. 214 of 2020 referred to 

the second phase, which is the phase in which clinical 

medical research is conducted on a larger group of 

subjects ranging in number from two hundred to three 

hundred subjects who suffer from the disease targeted 

by clinical medical research. This stage aims to help 

in knowing how the medical intervention works, and to 

complete what was studied in the first stage of the safety 

of the medical intervention in larger groups of patients.

[D] The third stage of clinical research

After completing the first and second phases, and after 

reviewing the results of the new treatment and the extent 

to which patients benefit from it, and after the approval 

of the competent authorities to move to the new phase, 

the third phase begins. In this phase, the availability of 

the new treatment to the public and the success of its ef-

fectiveness, and the safety and effectiveness of the new 

treatment compared to previous treatments are confirmed 

(100), where the research team tests the drug random-

ly and monitors it on larger groups reaching thousands, 

and in it, multiple medical centers and more and more 

patients areused to identify the final results of the treat-

ment before putting it on the market. The research team 

conducts a survey and comparison between those who 

received the new treatment and those who took the old 

treatment, with the aim of reaching the acceptable result, 

which is acceptance of the new treatment. This phase 

must be carefully designed by choosing the people, plac-

es, treatment method, and how to identify the results, and 

obtaining a license to trade, where marketing procedures 

for the treatment were taken and it was put on the mar-

ket through specialized centers and pharmacies (101).

Article 10 of Egyptian Law No. 214 of 2020 referred



SOUDMJ 2025 ; 1(1) :25-49
SUE ORAL & DENTAL MEDICINE JOURNAL

41

to the third phase, which is the phase in which clinical medi-

cal research is conducted on larger groups of subjects (pa-

tients) ranging in number from hundreds to thousands. This 

phase aims to determine the effectiveness of the medical 

intervention compared to the best available treatments.

[e] The fourth phase of clinical research

After completing the previous three phases and after re-

viewing the results with the competent authorities and 

the Drug Authority and launching the new treatment for 

marketing, the fourth and final phase begins, usually 

known as the post-marketing phase or the awareness 

or drug control phase. The drug can be withdrawn even 

if it has been marketed in the event of serious cases 

of side effects or death. At this stage, approved drugs 

are monitored by the competent authorities over a long 

period of time. Even after testing a new drug on thou-

sands of people, not all effects of the treatment may be 

known. There may still be a need to know whether the 

new treatment requires larger doses to prevent the dis-

ease from returning again? Does this mean that those 

who receive it are more likely to live longer? Are there 

rare side effects that have not yet been seen, or side ef-

fects that only appear after a person has been taking the 

drug for a long time? Answering these questions may 

take many years. Therefore, the possibility of introduc-

ing large quantities of the new treatment and the costs 

of treatment are being reviewed compared to its results 

if there are other treatments that have the same effect. 

Article 10 of Egyptian Law No. 214 of 2020 referred to 

the fourth stage, which is the stage in which clinical 

medical research is conducted and is known as the 

post-marketing stage, and includes continuous safe mon-

itoring of the drug after it has obtained a trading license. 

[m] Licensing the stages of medical re-

search coming from outside the country:

There is no doubt that the previous four stages are stages 

of clinical research conducted within the country, which 

are under the sight and insight of the competent authori-

ties, and those in charge of them are permitted after eval-

uating the results of pre-clinical medical research and 

reviewing the pharmaceutical and biological preparations 

and the competent authorities evaluating the protocols 

and verifying all documents and results to achieve good 

medical practice, manufacturing, trading and storage, but 

there are some medical experiments conducted outside 

the country, and since the new treatments that appear 

outside the country are necessary for citizens due to the 

spread of this disease within the country, such as what 

happened during the (Corona) treatments, therefore the 

competent authorities may allow some research from 

abroad to enter the country and conduct one or more 

stages of medical research and approve those medical 

interventions. Also, in the event that there are diseases 

in Egypt that do not exist in the countries in which the re-

searchers conducted the study, the legislator has allowed 

them to be present, and here the studies that have been 

conducted abroad are reviewed and thus the new studies 

are allowed to complete their stages within the country 

(102). The last paragraphs of Article 10 of Egyptian Law 

No. 214 of 2020 indicated that medicalinterventions orig-

inating outside the Arab Republic of Egypt are permitted 

to conduct the third and fourth phases after reviewing and 

approving the results of the first and second phases con-

ducted in the country of origin by the Egyptian Drug Au-

thority and the Supreme Council.This is with the excep-

tion of medical interventions related to regional diseases 

do not present in the country of origin of the medical 

intervention and rare diseases, as medical research on 

any of them is permitted to be conducted within the Arab 

Republic of Egypt starting from the second phase, and 

according to what is approved by the Supreme Council.
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•	 Details about the clinical trial team to see if they have the 
knowledge and skill to run clinical trials.
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