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INTRODUCTION : 

Evaluate new materials, products or 

techniques suppose to meet the 

prerequisites of experimentation for the 

protection of patients. There are no small 

innocuous tests. Tests to see or to meet a 

commercial query therefore not exempted 

from these requirements. 

European law in the regulation of the 

protection due to persons amenable to 

clinical research studies, has adopted a 

general legal framework applicable to all 

biomedical research in particular through 

the EU directive 2001 / EC. This legislative 

arsenal appears anxious ethically the right 

to respect of the human body, for privacy, 

the right to information and consent. 

This regulation ensures the protection of 

persons undergoing clinical trials by 

ensuring consent and posing conditions to 

experimentation. 

The health of the patient must always be the 

primary goal of care dentist and 

researchers; the interest of persons 

participating in biomedical research always 

taking precedence only the interests of 

science and society. 

The expected benefits should be weighed 

against the risks to people amenable to 

research, whether sick or healthy. Their 

interests must be respected and their welfare 

protected while not restricting unduly 

potentially promising research. 

This requires knowledge of local and 

international rules as well as a critical look 

at the projects and their evaluation. 

For a biomedical research in private 

practice or teaching hospital can begin, it 

must obtain a favorable opinion of an 

independent Ethics Committee. Paragraphs 

15 and following of DoH stipulate that any 

medical research project involving human 

subjects must be submitted for review and 

prior approval of an independent ethics 

committee; the first role of the Committee 

is to protect research participants. 

This ethical issues in research can: 

- Identify the values and ethical concepts 

important for the conduct of research 

involving humans, 

- Identify and read the relevant normative 

documents, 

- Understand the role of research ethics 

committees in protecting research 

participants, 

- Understand the importance of informed 

consent, 

- Know how to obtain the informed consent 

of relevant subjects and for subjects 

https://translate.googleusercontent.com/translate_f#footnote1
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incapable of giving informed consent 

individually, 

 Develop the arrangements for the 

collection of informed consent in a research 

protocol, 

- Understand the informed consent form. 

- To acquire knowledge of current 

recommendations to promote the protection 

of the rights and welfare of research 

participants. 

1. Importance of prerequisites 

Scientific value 

Paragraph 12 of the Declaration of Helsinki 

of the WMA (DoH) emphasizes that 

medical research on human beings must be 

scientifically justifiable. 

Any research must be based on the latest 

state of scientific knowledge. We can not 

ignore the advances of knowledge. Staying 

informed is a real need as the renewal of 

knowledge is important and fast. 

This makes renewal very soon obsolete 

knowledge that are not regularly 

updated. This duty shown in this respect as 

the general duty of the researcher. 

But research also feeds originality; the 

researcher must be able to overcome the 

effects mode without falling into the 

eccentricity harmful to the patient. 

All research on humans must have 

previously been the subject of animal 

testing. 

All research on animals must conform to 

ethical guidelines that recommend limited 

use of animals and the means to prevent 

unnecessary suffering. 

The use of animal models for biomedical 

research raises understandable questions 

from the public. It rightly demand 

information on the usefulness of 

experiments, the ability to achieve 

comparable results without the use of live 

animals and the conditions in which 

animals are treated. 

The use of animals in research projects 

must be carefully framed and teams who 

lead these projects are aware of the ethical 

issues involved. 

Principle of researchers 

competence 

European rights do not recognize any 

dentist entitled to undertake experiments in 

the context of biomedical research, except 

in special cases (research with only 

negligible risks and having no influence on 

the management Medical people). 

Only dentists provided with training and 

experience in relation to the subject of 

research can lead such research. 

Learning the search may well be conceived 

in isolation. He will have to undertake 

within structured teams with experience and 

knowledge and after a specific course of 

research training. 

Fraud 

Throughout the world, it exists in the dental 

biomedical research despite the application 

and enforcement of legal rules of conduct 

the research. 

It comes most often when the use of data: 

- Arrange results by forgetting some 

disturbing data 

- The use of a statistical test to the 

advantageous highlighting apparently 

statistically different results, 
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- No publication of negative results or 

invention of some results. 

This represents so many possibilities that 

led to mistakes whose consequences have 

sometimes been significant. 

The duty of communicating 

research results in an intelligible 

form by the greatest number. 

The researcher must be alert to the fact that 

the transmission of scientific information 

through the media path is always a risk of 

transformation. 

In addition, extension, that is to say the 

translation into terms understandable to the 

layman asks presentation and review 

problems. 

The results must be accepted for 

publication in a peer-reviewed 

before being disseminated to the 

general public. 

The incentive to publish must not cause 

teams to breaches of the professional and 

ethical obligations. 

Dentists Researchers must not abuse the 

lack of scientific knowledge of the media to 

publish the results without further 

examination by competent persons. 

The signatures must be in compliance with 

the fair contribution of each author and 

ethical rules accepted by the international 

community; 

Finally, dentists researchers must be 

vigilant not to create false hope or despair 

in sick people. 

2. Ethical principles of research in 

dentistry 

The main responsibilities of the researcher 

based on: 

- The guarantee of a contribution of medical 

research to the welfare of society in general. 

- The protection of research participants 

with an analysis of the risk / benefit ratio, 

- The conduct of research according to 

universal ethical principles: beneficence, 

non-maleficence ... 

- Use of the best scientific methods, 

- The conduct of research under the defined 

protocol, 

- Ensuring that the requirements of the 

Ethics Committee, 

- The exemption of treatment and / or 

assistance agreed for persons undergoing 

research 

- Ensuring long-term interests of 

participants and communities after the study 

- Communicating the results of the study, 

- Obtaining informed consent in good and 

due form, 

- Respect for confidentiality. 

Confidentiality 

The research subjects are entitled as patients 

receiving clinical care to the confidentiality 

of health information about them. 

However, unlike clinical care, research 

requires the disclosure of personal health 

information to others, including the wider 

scientific community and sometimes the 

general public. 

To protect the privacy of subjects, 

investigators must ensure that informed 

consent for the use of personal health 

information for research purposes, which 

means that subjects are informed in advance 

of the use made of this information. 

Protect participants: risks and benefits 

The researcher must: 
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- Protect the physical well-being, mental 

and social participants, 

- Reduce the risks to a minimum 

Its two components are: 

- The likelihood that the damage occurs 

(from very high to very low); 

- The degree of harm (from trivial to severe 

permanent disability or death). 

A highly unlikely risk of trivial harm would 

not be problematic for a good research 

project. 

A probable risk of serious harm would be 

unacceptable unless the study is the only 

hope of treatment for terminally ill subjects. 

Between these two extremes, paragraph 20 

of the DoH requires researchers to precisely 

assess risks and ensure that they can be 

controlled. 

When the risk is completely unknown, the 

researcher should not continue the study 

until it has reliable data, for example, 

laboratory analysis or experiments on 

animals. 

Protect participants: Conflicting Roles 

The role of the dentist in the doctor / patient 

relationship is different from that of the 

investigator in relation investigator / 

subject, even if the dentist and the 

researcher are the same person. 

Paragraph 31 of the DoH specifies that in 

such cases the role of the practitioner 

(dentist) must prevail. This means that the 

practitioner must be prepared to recommend 

that the patient does not participate in a 

study when it seems to respond well to 

treatment in progress and that the study 

requires that it be submitted randomly to 

different treatments and / or placebo. 

Informed consent 

According to the Council for International 

Organizations of Medical Sciences 

guidelines, informed consent is a decision 

by an able individual who has received the 

necessary information, having well 

understood, and, after examining it, 

happened to a decision without having 

undergone a pressure, undue influence or 

intimidation 

Documents relating to informed consent 

must use clear language 

understanding. They must also take into 

account the participant's reading level, 

illustrated by appropriate concepts and 

images. 

These documents must mention the 

participation and voluntary withdrawal, 

description of research, risks, benefits, 

alternatives, confidentiality, compensation, 

and who to contact in case of 

complications. 

The description of risks shall specify 

whether they are planned or predictable, 

physical, social, psychological, and finally 

their level of probability, severity, and 

duration. 

The description of the expected 

benefits must also specify whether they are 

reasonably expected not exaggerated, and 

duration. 

The information and informed 

consent   have to be fully explained and not 

coercive, without incentives, voluntary (not 

compensate: the given fair compensation 

Payment of the past, travel and faults). 

We question, however, on whether to repay 

the study participants in exchange for their 
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participation. In this case, what form of 

compensation would be acceptable, and 

what form would not? 

3. Ethical Framework for teeth and 

dental pulp 

Research on the dental pulp are carried out 

on healthy teeth after extraction. 

In dentistry, a healthy tooth can be 

extracted for several reasons including: 

- Wisdom teeth: if there is not enough room 

on the maxillary arcades and / or 

mandibular, or accident recurring evolution 

of the wisdom tooth, 

- Premolars; as part of orthodontic 

treatments to save space and align the teeth 

on the arches, 

- When the periodontal support is 

insufficient (eg in case of severe 

periodontitis) 

- Primary teeth extracted for orthodontic 

reasons. 

These extractions are not done in the name 

of research, but for the care, so in the 

interests of the patient. 

This access is allowed to the body in the 

patient's interest with his consent. 

This practice responds to the fact that 

surgical residues (organs, tissues, cells ...) 

taken during surgery in the patient's interest, 

can be used for therapeutic or scientific 

purposes.Except if the patient, after being 

informed of the purposes of this use, 

opposes it. 

The Standing regenerative potential of stem 

cells from the dental pulp is used in therapy 

for about eighty years. 

These cells, in vitro, to differentiate into 

odontoblasts can, osteoblasts, endothelial 

cells, myoblasts, adipocytes, chondrocytes, 

neurons and hepatocytes 2. Stem cells from 

dental pulp (CSPD) in healthy human 

subjects, aged 30-45 years, differentiate into 

osteoblasts and osteoblast precursors 

capable in vitro to produce autologous 

fibrous bone tissue, ideal source of 

osteoblasts and calcified tissue for bone 

regeneration. The latter, after 

transplantation in vivo induces the 

formation of osteocytes and lamellar bone 

tissue 3. From dental pulp rabbit, stem cells, 

cultured using tissue engineering 

techniques, tissue generates quite similar to 

conventional pulp and dentin tissue 4. 

Collection activities and processing 

biological samples of human origin and 

information resulting data raise major 

ethical questions. These questions concern 

all collections and particularly the stem cell 

biobanks dental pulp (CSPD). They are the 

source of the development of designs and 

techniques relating to the regeneration of 

the dentin-pulp complex, to pulpal tissue 

engineering. Tissue engineering "is an 

interdisciplinary field that applies the 

principles of engineering and life sciences 

to the development of biological substitutes 

that restore, maintain or improve the 

functions of tissues or organs. "They have 

an impact on the attitudes of dentists and 

their relationships with their patients. How 

to protect them, how to share the benefits 

and content of these biobanks? The answers 

to these ethical issues are at different levels 

and in regulatory and legislative conditions 

more or less stringent. They are important 

https://translate.googleusercontent.com/translate_f#footnote2
https://translate.googleusercontent.com/translate_f#footnote3
https://translate.googleusercontent.com/translate_f#footnote4
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for potential applications of this new 

knowledge. 

 

 

CONCLUSION 

Paragraphs 17 and 21 of the DoH clearly 

support the importance of social value in 

the evaluation of research projects. The 

importance, both scientific and social, of 

the objective should prevail on the 

constraints and the risks to the subject. 

Furthermore, the populations that are the 

subject of research must benefit from these 

results. This is particularly important in 

countries where it is possible that research 

subjects who undergo the risks and burdens 

of research do not receive fair treatment and 

that the development of medicines resulting 

from research only benefits patients other 

countries. 

The social value of the research is more 

difficult to define than its scientific value, 

even if it is not a reason to ignore it. 

Researchers and ethics committees should 

ensure that patients are not subjected to 

tests that could be unnecessary social 

objectives. Otherwise it would amount to 

waste important health resources and 

undermine the reputation of medical 

research as the main factor of health and 

welfare of the human being. 
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