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Physicians and Society
Objectives:
After working through this chapter you should be able to:
1. Recognize conflicts between the physician’s obligations to 

patients and to society and identify the reasons for the 
conflicts

2. Identify and deal with the ethical issues involved in allocating 
scarce medical resources 

3. Recognize physician responsibilities for public and global 
health.
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Physicians and Society
Case # 2:
Dr. S is becoming increasingly frustrated with patients who come 
to her either before or after consulting another health practitioner 
for the same ailment. She considers this to be a waste of health 
resources as well as counter productive for the health of the 
patients. She decides to tell these patients that she will no longer 
treat them if they continue to see other practitioners for the same 
ailment. She intends to approach her national medical association 
to lobby the government to prevent this form of misallocation of 
healthcare resources.
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What is special About Physicians-Society 
Relationship?

• Medicine is a profession. The term ‘profession’ has two distinct, 
although closely related, meanings:

1. An occupation that is characterized by dedication to the well-
being of others, high moral standards, a body of knowledge 
and skills, and a high level of autonomy.

2. All the individuals who practice that occupation. 
• ‘The medical profession’ can mean either the practice of 

medicine or physicians in general.
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What is special About Physicians-Society 
Relationship?

• Medical professionalism involves the relationship between a 
physician and a patient, relationships with colleagues and other 
health professionals, as well as a relationship with society. 

• Medicine is today, more than ever before, a social rather than a 
strictly individual activity. 

• It takes place in a context of government, and corporate 
organization funding.

• It relies on public and corporate medical research and product 
development for its knowledge base and treatments. 
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What is special About Physicians-Society 
Relationship?

• It requires complex healthcare institutions for many of its 
procedures. 

• It treats diseases and illnesses that are as much social as 
biological in origin.

• The Hippocratic tradition of medical ethics has little guidance to 
offer with regard to relationships with society. 

• Present-day medical ethics addresses the issues that arise 
beyond the individual patient-physician relationship.
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What is special About Physicians-Society 
Relationship?

• Because society, and its physical environment, are important 
factors in the health of patients, both the medical profession in 
general and individual physicians have significant roles to play in 
public health, health education, environmental protection, laws 
affecting the health or well-being of the community, and 
testimony at judicial proceedings. 
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What is special About Physicians-Society 
Relationship?

• As the WMA Declaration on the Rights of the Patient puts it: 
“Whenever legislation, government action or any other 
administration or institution denies patients [their] rights, 
physicians should pursue appropriate means to assure or to 
restore them.” 
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Dual Loyalty
• Physicians are called upon to play a major role in the allocation 

of society’s scarce healthcare resources, and sometimes they 
have a duty to prevent patients from accessing services to which 
they are not entitled. 

• Implementing these responsibilities can raise ethical conflicts, 
especially when the interests of society seem to conflict with 
those of individual patients.
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Dual Loyalty
• When physicians have responsibilities and are accountable both 

to their patients and to a third party and when these 
responsibilities and accountabilities are incompatible, they find 
themselves in a situation of ‘dual loyalty’. 

• Third parties that demand physician loyalty include 
governments, employers (hospitals and managed healthcare 
organizations), insurers, military officers, police, prison officials 
and family members.
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Dual Loyalty
• Although the WMA International Code of Medical Ethics states 

that “A physician shall owe his/her patients complete loyalty,” it 
is generally accepted that physicians may in exceptional 
situations have to place the interests of others above those of 
the patient.

• The ethical challenge is to decide when and how to protect the 
patient in the face of pressures from third parties. 

• Dual loyalty situations comprise a spectrum ranging from those 
where society’s interests should take precedence to those where 
the patient’s interests are clearly paramount. 
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Dual Loyalty
• In between is a large grey area where the right course of action 

requires considerable discernment.
• At one end of the spectrum are requirements for mandatory 

reporting of patients who suffer from designated diseases, those 
deemed not fit to drive or those suspected of child abuse. 

• Physicians should fulfil these requirements without hesitation, 
although patients should be informed that such reporting will 
take place. 
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Dual Loyalty
• At the other end of the spectrum are requests or orders by 

certain authorities to take part in practices that violate 
fundamental human rights, such as torture.

• The WMA provides specific guidance to physicians who are in 
this situation.

• In particular, physicians should guard their professional 
independence to determine the best interests of the patient and 
should observe, as far as possible, the normal ethical 
requirements of informed consent and confidentiality. 
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Dual Loyalty
• Any breach of these requirements must be justified and must be 

disclosed to the patient. 
• Physicians should report to the appropriate authorities any 

unjustified interference in the care of their patients, especially if 
fundamental human rights are being denied. 

• If the authorities are unresponsive, help may be available from a 
national medical association, the WMA and human rights 
organizations.
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Dual Loyalty
• Closer to the middle of the spectrum are the practices of some 

managed healthcare programs that limit the clinical autonomy of 
physicians to determine how their patients should be treated.

• Although such practices are not necessarily contrary to the best 
interests of patients, they can be, and physicians need to 
consider carefully whether they should participate in such 
programs. 
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Dual Loyalty
• If they have no choice in the matter, for example, where there 

are no alternative programs, they should advocate vigorously for 
their own patients and, through their medical associations, for 
the needs of all the patients affected by such restrictive policies. 
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Dual Loyalty
• A particular form of a dual loyalty issue faced by physicians is the 

potential or actual conflict of interest between a commercial 
organization on the one hand and patients and/or society on the 
other.

• Pharmaceutical companies, medical device manufacturers and 
other commercial organizations frequently offer physicians gifts 
and other benefits that range from free samples to travel and 
accommodation at educational events to excessive remuneration 
for research activities. 
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Dual Loyalty
• A common underlying motive for such company generosity is to 

convince the physician to prescribe or use the company’s 
products, which may not be the best ones for the physician’s 
patients and/or may add unnecessarily to a society’s health 
costs.

• The primary ethical principle of WMA’s guideline in this situation 
is: physicians should resolve any conflict between their own 
interests and those of their patients in their patients’ favor.

18



Resource Allocation
• In every country in the world, there is an already wide and a 

steadily increasing gap between the needs and desires for 
healthcare services and the availability of resources to provide 
these services. 

• Healthcare rationing, or ‘resource allocation’, takes place at three 
levels:
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Resource Allocation
1. At the highest (‘macro’) level, governments decide how much 

of the overall budget should be allocated to health; which 
healthcare expenses will be provided at no charge and which 
will require payment either directly from patients or from their 
medical insurance plans; within the health budget, how much 
will go to salaries for physicians, nurses and other heath care 
workers, to capital and operating expenses for hospitals and 
other institutions, to research, to education of health 
professionals, to treatment of specific conditions such as 
tuberculosis or AIDS, and so on.
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Resource Allocation
2. At the institutional (‘meso’) level, which includes hospitals, 

clinics, healthcare agencies, etc., authorities decide which 
services to provide; how much to spend on staff, equipment, 
security, other operating expenses, renovations, expansion, etc.

3. At the individual patient (‘micro’) level, healthcare providers, 
especially physicians, decide what tests should be ordered, 
whether a referral to another physician is needed, whether the 
patient should be hospitalized, whether a brand-name drug is 
required rather than a generic one, etc. 
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Resource Allocation
• It has been estimated that physicians are responsible for 

initiating 80% of healthcare expenditures, and despite the 
growing encroachment of managed care, they still have 
considerable discretion as to which resources their patients will 
have access.

• The choices that are made at each level have a major ethical 
component, since they are based on values and have significant 
consequences for the health and well-being of individuals and 
communities.
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Resource Allocation
• The individualistic approach to medical ethics survived the 

transition from physician paternalism to patient autonomy, 
where the will of the individual patient became the main 
criterion for deciding what resources he or she should receive. 

• More recently, another value has emerged and has become an 
important factor in medical decision-making, that is justice. 

• It entails a more social approach to the distribution of resources, 
one that considers the needs of other patients. 

• According to this approach, physicians are responsible not just 
for their own patients but, to a certain extent, for others as well.
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Resource Allocation
• This new understanding of the physician’s role in allocating 

resources is expressed in many national medical association 
codes of ethics and in the WMA Declaration on the Rights of the 
Patient, which states:

• “In circumstances where a choice must be made between 
potential patients for a particular treatment that is in limited 
supply, all such patients are entitled to a fair selection procedure 
for that treatment. That choice must be based on medical criteria 
and made without discrimination.”

24



Resource Allocation
• One way that physicians can exercise their responsibility for the 

allocation of resources is by avoiding wasteful and inefficient 
practices, even when patients request them. 

• The overuse of antibiotics is just one example of a practice that is 
both wasteful and harmful. 
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Resource Allocation
• A type of allocation decision that many physicians must make is 

the choice between two or more patients who are in need of a 
scarce resource such as emergency staff attention, the one 
remaining intensive care bed, organs for transplantation, high-
tech radiological tests, and certain very expensive drugs. 
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Resource Allocation
• Some physicians face an additional conflict in allocating 

resources, in that they play a role in formulating general policies 
that affect their own patients, among others. 

• This conflict occurs in hospitals and other institutions where 
physicians hold administrative positions or serve on committees 
where policies are recommended or determined. 

• Although many physicians attempt to detach themselves from 
their preoccupation with their own patients, others may try to 
use their position to advance the cause of their patients over 
others with greater needs.
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Resource Allocation
There are several approaches to justice in dealing with these allocation 
issues by physicians:
1. Libertarian: resources should be distributed according to market 

principles (individual choice conditioned by ability and willingness 
to pay, with limited charity care for the destitute). (??!!)

2. Utilitarian: resources should be distributed according to the 
principle of maximum benefit for all 

3. Egalitarian: resources should be distributed strictly according to 
need.

4. Restorative: resources should be distributed so as to favor the 
historically disadvantaged.
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Resource Allocation
• The WMA Statement on Access to Health Care says that “No one 

who needs care should be denied it because of inability to pay. 
Society has an obligation to provide a reasonable subsidy for care 
of the needy, and physicians have an obligation to participate to 
a reasonable degree in such subsidized care.” 

• Even if the libertarian approach is generally rejected, however, 
medical ethicists have reached no consensus on which of the 
other three approaches is superior.
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Resource Allocation
• Some countries, such as the U.S.A., favor the libertarian 

approach; others,  such as Sweden are known for their 
egalitarianism; while still others such as South Africa, are 
attempting a restorative approach. 

• Many health planners promote utilitarianism. 
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Public Health
• The 20th century medicine witnessed the emergence of an 

unfortunate division between ‘public health’ and other 
healthcare. 

• It is unfortunate because the public is made up of individuals, 
and measures designed to protect and enhance the health of the 
public result in health benefits for individuals.

• The term ‘public health’ refers both to the health of the public 
and also to the medical specialty that deals with health from a 
population perspective rather than on an individual basis. 

31



Public Health
• There is a great need for specialists in this field in every country 

to advise on and advocate for public policies that promote good 
health as well as to engage in activities to protect the public from 
communicable diseases and other health hazards. 

• The practice of public health (sometimes called ‘public health 
medicine’ or ‘community medicine’) relies heavily for its 
scientific basis on epidemiology, which is the study of the 
distribution and determinants of health and disease in 
populations.
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Public Health
The WMA Statement on Health Promotion notes:
• “Medical practitioners and their professional associations have 

an ethical duty and professional responsibility to act in the best 
interests of their patients at all times and to integrate this 
responsibility with a broader concern for and involvement in 
promoting and assuring the health of the public.” 
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Public Health
• Public health measures such as vaccination campaigns and 

emergency responses to outbreaks of contagious diseases are 
important factors in the health of individuals, but social factors 
such as housing, nutrition and employment are equally 
significant. 

• Physicians are advised to participate in public health and health 
education activities, monitoring and reporting environmental 
hazards, identifying and publicizing adverse health effects from 
social problems such as abuse and violence, and advocating for 
improvements in public health services.
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Public Health
• Sometimes the interests of public health may conflict with those 

of individual patients, for example, when a vaccination that 
carries a risk of an adverse reaction will prevent an individual 
from transmitting a disease but not from contracting it, or when 
notification is required for certain contagious diseases, for cases 
of child or elder abuse, or for conditions that may render certain 
activities, such as driving a car or piloting an aircraft, dangerous 
to the individual and to others. 

• These are examples of dual-loyalty situations. 
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Public Health
• In general, physicians should attempt to find ways to minimize 

any harm that individual patients might suffer as a result of 
meeting public health requirements.

• For example, when reporting is required, the patient’s 
confidentiality should be protected to the greatest extent 
possible while fulfilling the legal requirements. 
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Public Health
• A different type of conflict between the interests of individual 

patients and those of society arises when physicians are asked to 
assist patients to receive benefits to which they are not entitled, 
for example, insurance payments or sick-leave. 

• They should rather help their patients find other means of 
support that do not require unethical behavior.
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Global Health
• The recognition that physicians have responsibilities to the 

society in which they live has been expanded to include a 
responsibility for global health. 

• This term has been defined as health problems, issues and 
concerns that transcend national boundaries, that may be 
influenced by circumstances or experiences in other countries, 
and that are best addressed by cooperative actions and 
solutions.
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Global Health
• Global health is part of the much larger movement of 

globalization that encompasses information exchange, 
commerce, politics, tourism and many other human activities.

• The basis of globalization is the recognition that individuals and 
societies are increasingly interdependent. 

• This is clearly evident with regard to human health, as the rapid 
spread of diseases such as influenza, SARS and Corona has 
shown. 
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Global Health
• Such epidemics require international action for their control. 
• The failure to recognize and treat highly contagious diseases by a 

physician in one country can have devastating effects on patients 
in other countries. 

• For this reason, the ethical obligations of physicians extend far 
beyond their individual patients and even their communities and 
nations. 
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Global Health
• The development of a global view of health has resulted in an 

increasing awareness of health disparities throughout the world.
• The gap in health status between high and low-income countries 

continues to widen. 
• This is partly due to HIV/AIDS, which has had its worst effects in 

poor countries, but it is also due to the failure of many low-
income countries to benefit from the increase in wealth that the 
world as a whole has experienced during the past decades. 
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Global Health
• Even in middle- and high-income countries, physicians encounter 

patients who are directly affected by globalization, such as 
refugees, and who sometimes do not have access to the medical 
coverage that citizens of those countries enjoy.

• Another feature of globalization is the international mobility of 
health professionals, including physicians. 

• The outflow of physicians from developing to highly 
industrialized countries has been advantageous for both the 
physicians and the receiving countries but not so for the 
exporting countries. 
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Global Health
• The WMA, in its Ethical Guidelines for the International 

Migration of Health Workers, states that: physicians should not 
be prevented from leaving their home or adopted country to 
pursue career opportunities in another country. It does, however, 
call on every country to do its utmost to educate an adequate 
number of physicians, taking into account its needs and 
resources, and not to rely on immigration from other countries 
to meet its need for physicians. 
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Physicians and the Environment
• A major threat to both public health and global health is the 

deterioration of the environment. 
• The 2006 WMA Statement on the Role of Physicians in 

Environmental Issues states that “The effective practice of 
medicine increasingly requires that physicians and their 
professional associations turn their attention to environmental 
issues that have a bearing on the health of individuals and 
population.” 

• These issues include air, water and soil pollution, unsustainable 
deforestation and fishing, and the proliferation of hazardous 
chemicals in consumer products. 
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Back to the Case Study
• According to the analysis of the physician society relationship 

presented in this chapter, Dr. S is right to consider the impact on 
society of her patient’s behavior. 

• Even if the consultations with the other health practitioner occur 
outside of the health system in which Dr. S works and therefore 
do not entail any financial cost to society, the patient is taking up 
Dr. S’s time that could be devoted to other patients in need of 
her services. 
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Back to the Case Study
• However, physicians such as Dr. S must be cautious in dealing 

with situations such as this.
• Patients are often unable to make fully rational decisions for a 

variety of reasons and may need considerable time and health 
education to come to an understanding of what is in the best 
interests of themselves and of others. 

• Dr. S is also right to approach her medical association to seek a 
societal solution to this problem, since it affects not just herself 
and this one patient but other physicians and patients as well.
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Medical Ethics In The Arab-Islamic Civilization

• Many famous Moslem Physicians during that time (100 years 
ago) were interested very much in the Ethics of Practicing 
Medicine.

• The published several books on the subject of medical ethics.
• Abu Al-Hasan Ali Al-Tabery described “the Islamic Law of 

Medical Ethics” in the 9th century BC in a book named “Firdaws
Al-Hikma” as follows:
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Medical Ethics In The Arab-Islamic Civilization

1. The physician should be humble, noble, compassionate.
2. The physician should wear clean clothes, and to be reverent 

.and combs the hair of his head and beard very well ,(وقورا)
3. The physician should choose his friends from those who are 

reputable.
4. The physician should be accurate with what he says, and not 

to hesitate asking for forgiveness if he comets a mistake.
5. The physician should be tolerant and and not to intend 

revenge.
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Medical Ethics In The Arab-Islamic Civilization

6. The physician should be affectionate and peace maker.
7. The physician should avoid prediction whether a patient is 

going to live or die because Allah only know that.
8. The physician should not loose control (يفقد صوابه).
9. If the patient continues to ask question, the physician should 

answer gently and with compassion.
10.The physician should treat the rich and the poor, the master 

and the slave by the same way. Allah will reward him if helps 
the needy.
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Medical Ethics In The Arab-Islamic Civilization

11. The physician must keep time and appointments and to be 
trustworthy.

12. The physician should not argue about his fees if the patient is 
severely ill, or came as an emergency, and he should thank 
him regardless how much money he pays.

13. The physician should not prescribe drugs to pregnant ladies 
to help them get aborted, except when necessary to the 
mother health.
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Medical Ethics In The Arab-Islamic Civilization

14. The physician should be polite with women, and not breech 
the confidentiality of his patients.
15. The physician should not talk with an evil way about any 
descent person in the society, and should not criticize the 
religious believes of any body, and should talk in a good manner 
about his colleagues.
16. The physician should not glorify himself and criticize others.
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Medical Ethics In The Arab-Islamic Civilization

• Isaac Bin Ali Alrahawi wrote in his book “ Adab Al-Tabib” in the 
10th Century BC about the following:

1. Loyalty and Sincerity that the physician should believe in.
2. The care of medical professionals.
3. Things the physicians should avoid and be cautious about.
4. The Physician’s instructions to patients.
5. The behavior of patient’s visitors.
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Medical Ethics In The Arab-Islamic Civilization

6. The physician should no simple and complex drugs.
7. The type of questions that physicians should ask patients 

about.
8. The need that patients must trust physicians.
9. The need that patients follow physician instructions.
10. Patient’s behavior towards who serves him.
11. Patient’s behavior towards his visitors.
12. Honor of the medical profession.
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Medical Ethics In The Arab-Islamic Civilization

13. The general public respect to the physician according to his 
skills.

14. Distinctive incidents of interest to physicians.
15. Individuals with the right temperament and high moral 

qualities only should practice the medical profession.
16. Physicians should be examined before authorizing them to 

practice medicine.
17. Corruption among physicians should be corrected.
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Medical Ethics In The Arab-Islamic Civilization

18. Beware of charlatans who call themselves physicians.
19. Bad habits that hurt people were also addressed.
• In addition to that the book contains valuable information 

about conditions conducive to personal health, physician-
patient relationships, and some notes on the relationship 
between the medical profession and government.
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Medical Ethics In The Arab-Islamic Civilization

Abu Baker Mohammad Bin Zakaryya Al Razi in his book “Akhlaq
Al-Tabeeb”:
• He pointed out that the physician should be expert in meicie

and should serve as a role model.
• This book represents the first model of medical ethics in The 

Arab-Islamic Civilization.
• He divided his vision to medical ethics to:
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Medical Ethics In The Arab-Islamic Civilization

1. The physician’s responsibility towards the patient.
2. The physician’s responsibility towards himself.
3. The patient’s responsibility towards the physician.
• According to his opinion:
1. The physician should continue educating himself in medicine, 

and continue his commitment to medical education to others.
2. The physician must be effective and honorable, and holds 

back from vanity, and be devoted to his patient and gives him 
love.
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Medical Ethics In The Arab-Islamic Civilization

3. Physicians should be concerned about their look, an their 
clothes and hair should be clean and tidy.

4. Among the duties of physicians toward patients are: treating 
them with compassion, not to be rude or hostile, and must be 
tender-hearted and humble.

5. The physician must keep the secretes that he gets to know 
during treatment of the patient as stated in the Hippocratic 
oath.
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Medical Ethics In The Arab-Islamic Civilization

6. The physician should psychologically encourage the patients, 
even those with no hope to live, and to instill hope in them.

7. The physician should treat all patients in the same way 
regardless of their wealth.

8. The primary aim of the physician should be the cure of the 
patient, and not the fees that he gets.

9. Caution should be exercised when treating women, and not 
looking at their private parts.
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Medical Ethics In The Arab-Islamic Civilization

10.The patient duty toward the physician is respect and to speak 
to him in a kind way.

• Al-Razi attacked the charlatans and those who claimed 
knowledge in medical practice, who roam the country and 
distant districts, to sell their drugs that cure every disease.

• He also pointed out that the most skilled physicians have no 
answers to all medical problems, and can not cure all diseases.

• Physicians should rely on Allah alone, and to expect recovery 
from him alone, Almighty ( وعلاجل  ).
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Reporting Unsafe or Unethical Practices

• Medicine, with pride, is a self regulating profession. 
• In return for the privileges accorded to it by society and the trust 

given to its members by their patients, the medical profession has 
established high standards of behavior for its members.

• In addition, disciplinary procedures were established to investigate 
accusations of misbehavior and, if necessary, to punish the 
wrongdoers.

• This system of self-regulation has often failed.
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Reporting Unsafe or Unethical Practices

• In recent years steps have been taken to make the profession 
more accountable, for example, by appointing lay members to 
regulatory authorities. 

• The main requirement for self-regulation, however, is 
wholehearted support by physicians for its principles and their 
willingness to recognize and deal with unsafe and unethical 
practices.

• This obligation to report incompetence, impairment or 
misconduct of one’s colleagues is emphasized in codes of 
medical ethics: 
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Reporting Unsafe or Unethical Practices

• The WMA International Code of Medical Ethics states that “A 
physician shall…report to the appropriate authorities those 
physicians who practice unethically or incompetently or who 
engage in fraud or deception.”

• The application of this principle is seldom easy. 
• On the one hand, a physician may be tempted to attack the 

reputation of a colleague for unworthy personal motives, such 
as jealousy, or in retaliation for a perceived insult by the 
colleague. 
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Reporting Unsafe or Unethical Practices

• A physician may also be reluctant to report a colleague’s 
misbehavior because of friendship or sympathy. 

• The consequences of reporting can be very detrimental to the 
one who reports, including almost certain hostility on the part of 
the accused and possibly other colleagues as well.

• Despite these drawbacks to reporting wrongdoing, it is a 
professional duty of physicians.
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Reporting Unsafe or Unethical Practices

• Not only are they responsible for maintaining the good 
reputation of the profession, but they are often the only ones 
who recognize incompetence, impairment or misconduct. 

• However, reporting colleagues to the disciplinary authority 
should normally be a last resort after other alternatives have 
been tried and found deficient:

1. The first step might be to approach the colleague and say that 
you consider his or her behavior unsafe or unethical. 
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Reporting Unsafe or Unethical Practices

• If the matter can be resolved at that level, there may be no need 
to go farther. 

2. If not, the next step might be to discuss the matter with your 
and/or the offender’s supervisor and leave the decision about 
further action to that person.

3. If this tactic is not practical or does not succeed, then it may be 
necessary to take the final step of informing the disciplinary 
authority.
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Relationships with Other Health Professionals

• There is a great importance of respect and equal treatment in 
the physician-co-worker relationship. 

• In particular, the prohibition against discrimination on grounds 
such as “age, disease or disability, creed, ethnic origin, gender, 
nationality, political affiliation, race, sexual orientation, social 
standing or any other factor” (WMA Declaration of Geneva) is 
applicable in dealings with all those with whom physicians 
interact in caring for patients and other professional activities.

• Non-discrimination is a passive characteristic of a relationship.
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Relationships with Other Health Professionals

• Respect is something more active and positive. 
• With regard to other healthcare providers, whether physicians, 

nurses, auxiliary health workers, etc., it entails an appreciation 
of their skills and experience insofar as these can contribute to 
the care of patients. 

• All healthcare providers are not equal in terms of their 
education and training, but they do share a basic human 
equality as well as similar concern for the well-being of patients.
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Relationships with Other Health Professionals

• Sometimes there are legitimate grounds for refusing to enter or 
for terminating a relationship with another healthcare provider. 

• These include lack of confidence in the ability or integrity of the 
other person and serious personality clashes. 

• Distinguishing these from less worthy motives can require 
considerable ethical sensitivity on the physician’s part. 
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Cooperation 

• Medicine is, at the same time, a highly individualistic and a 
highly cooperative profession. 

• On the one hand, physicians are quite possessive of ‘their’ 
patients. 

• It is claimed, with good reason, that the individual physician-
patient relationship is the best means of attaining the 
knowledge of the patient and continuity of care that are optimal 
for the prevention and treatment of illness. 

• The retention of patients also benefits the physician, at least 
financially. 

11



Cooperation 

• At the same time, medicine is highly complex and specialized, 
thus requiring close cooperation among practitioners with 
different but complementary knowledge and skills.

• This tension between individualism and cooperation has been a 
recurrent theme in medical ethics.

• The weakening of medical paternalism has been accompanied 
by the disappearance of the belief that physicians ‘own’ their 
patients. 
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Cooperation 

• The traditional right of patients to ask for a second opinion has 
been expanded to include access to other healthcare providers 
who may be better able to meet their needs. 

• According to the WMA Declaration on the Rights of the Patient, 
“The physician has an obligation to cooperate in the 
coordination of medically indicated care with other healthcare 
providers treating the patient.” 

• However, physicians are not to profit from this cooperation by 
fee-splitting. 
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Cooperation 

• These restrictions on the physician’s ‘ownership’ of patients 
need to be counterbalanced by other measures that are 
intended to safeguard the primacy of the patient-physician 
relationship. 

• For example, a patient who is being treated by more than one 
physician, which is usually the case in a hospital, should, 
wherever possible, have one physician coordinating the care 
who can keep the patient informed about his or her overall 
progress and help the patient make decisions.
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Cooperation 

• Whereas relationships among physicians are governed by 
generally well-formulated and understood rules, relationships 
between physicians and other healthcare professionals are in a 
state of flux and there is considerable disagreement about what 
their respective roles should be. 

• Many nurses, pharmacists, physiotherapists and other 
professionals consider themselves to be more competent in 
their areas of patient care than are physicians and see no reason 
why they should not be treated as equals to physicians. 
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Cooperation 

• They favor a team approach to patient care in which the views 
of all caregivers are given equal consideration, and they consider 
themselves accountable to the patient, not to the physician. 

• Many physicians, on the other hand, feel that even if the team 
approach is adopted, there has to be one person in charge, and 
physicians are best suited for that role given their education and 
experience.

16



Cooperation 

• Although some physicians may resist challenges to their 
traditional, almost absolute, authority, it seems certain that 
their role will change in response to claims by both patients and 
other healthcare providers for greater participation in medical 
decision-making.

• Physicians will have to be able to justify their recommendations 
to others and persuade them to accept these recommendations.

• In addition to these communication skills, physicians will need 
to be able to resolve conflicts that arise among the different 
participants in the care of the patient.

17



Cooperation 

• A particular challenge to cooperation in the best interests of 
patients results from their recourse to traditional or alternative 
health providers (‘healers’). 

• Although some would consider the two approaches as 
complementary, in many situations they may be in conflict.

• Since at least some of the traditional and alternative 
interventions have therapeutic effects and are sought out by 
patients, physicians should explore ways of cooperation with 
their practitioners. In all such interactions the well-being of 
patients should be the primary consideration. 

18



Conflict Resolution

• Although physicians can experience many different types of 
conflicts with other physicians and healthcare providers, the 
focus here will be on conflicts about patient care. 

• Ideally, healthcare decisions will reflect agreement among the 
patient, physicians and all others involved in the patient’s care.

• However, uncertainty and diverse viewpoints can give rise to 
disagreement about the goals of care or the means of achieving 
those goals. 

• Limited healthcare resources and organizational policies may 
also make it difficult to achieve consensus.

19



Conflict Resolution

• Disagreements among healthcare providers about the goals of 
care and treatment or the means of achieving those goals 
should be clarified and resolved by the members of the 
healthcare team so as not to compromise their relationships 
with the patient.

• Disagreements between healthcare providers and 
administrators with regard to the allocation of resources should 
be resolved within the facility or agency and not be debated in 
the presence of the patient. 

20



Conflict Resolution

• Since both types of conflicts are ethical in nature, their 
resolution can benefit from the advice of a clinical ethics 
committee or an ethics consultant where such resources are 
available.

21



Conflict Resolution

The following guidelines can be useful for resolving such conflicts: 
1. Conflicts should be resolved as informally as possible, for 

example, through direct negotiation between the persons who 
disagree, moving to more formal procedures only when 
informal measures have been unsuccessful. 

2. The opinions of all those directly involved should be elicited 
and given respectful consideration. 

3. The informed choice of the patient, or authorized substitute 
decision-maker, regarding treatment should be the primary 
consideration in resolving disputes. 

22



Conflict Resolution
4. If the dispute is about which options the patient should be 

offered, a broader rather than a narrower range of options is 
usually preferable. If a preferred treatment is not available 
because of resource limitations, the patient should normally be 
informed of this.

5. If, after reasonable effort, agreement or compromise cannot be 
reached through dialogue, the decision of the person with the 
right or responsibility for making the decision should be 
accepted. If it is unclear or disputed who has the right or 
responsibility to make the decision, mediation, arbitration or 
adjudication should be sought. 23



Conflict Resolution

• If healthcare providers cannot support the decision that prevails 
as a matter of professional judgement or personal morality, they 
should be allowed to withdraw from participation in carrying 
out the decision, after ensuring that the person receiving care is 
not at risk of harm or abandonment.

24



الطبية السرية حول مقدمة
.والمريض الطبيب بين العلاقة في الزاوية حجر تمثل :الطبية السرية•
 ونويص المريض خصوصية يحفظ وقانوني أخلاقي التزام :السرية الطبية•

.معلوماته



والسرية الخصوصية
الآخرينقبلمن.المراقبة أو شؤونه في التدخل عدم في الإنسان حق :الخصوصية•
.الآخرين عن بعيداً الطبية معلوماته على الحفاظ في الفرد حق :السرية•
.بالمعلومات تتعلق والسرية ،الفحص بمكان تتعلق الخصوصية•



والخصوصية السرية مفهوم
.المعلوماتية أو الجسدية شؤونه في التدخل عدم في الفرد حق:الخصوصية•
.صريح إذن دون طرف أي مع الطبية المعلومات مشاركة بعدم التزام :السرية•



السرية على الحفاظ أهمية
.بالطبيب المريض ثقة تعزز•
.القانوني الأذى أو الاجتماعية الوصمة من المريض تحمي•
.الدولية الأخلاقية والتشريعات الأطباء قسم إلى تستند•



إجراءات الحفاظ على خصوصية المريض أثناء الفحص في المنشآت 
الصحية

ا عن التأكد من إجراء الفحوصات الجسدية في أماكن منفصلة بعيد  •
المرضى الآخرين أو الزوار غير المصرح لهم أو أفراد الطاقم غير

.المعنيين
.توفير غرف انتظار وفحص تراعي الفروقات بين الجنسين•
.توفير ملابس ملائمة للمرضى المقيمين في المستشفى•
ضمان تغطية المرضى جيد ا عند نقلهم من مكان إلى آخر داخل •

.المستشفى
ورة التأكد من كشف جزء الجسم المطلوب فقط بما يتناسب مع ضر•

.الفحص أو الإجراء الطبي



إجراءات الحفاظ على خصوصية المريض أثناء الفحص في المنشآت 
الصحية

من نفس جنس المريض ( ممرضة)الحرص على وجود شخص آخر •
.أثناء أي فحص طبي

ا على إذن المريض قبل البدء بأي فحص• .الحصول دائم 
.ىضمان توفير الخصوصية التامة عند جمع المعلومات من المرض•



ممارسات إضافية لحماية خصوصية المرضى أثناء الفحص

تجنّب إبقاء المريض في غرفة الفحص مدة أطول من المطلوب•
.للإجراء

.يمُنع فحص المرضى في الممرات أو مناطق الانتظار•
لا يجوز السماح لأي شخص غير معني من خارج الكادر الطبي •

.بالتواجد أثناء الفحص
.هيجب إعطاء المريض وقت ا كافي ا لكشف موضع الألم بنفس•
رة لا يسُمح بدخول غرفة الفحص إلا للأشخاص المعنيين مباش•

.بالإجراء الطبي



Hippocratic oath

"What I may see or hear in the course of the treatment or even outside of the
treatment in regard to the life of men, which on no account one must spread abroad, I

will keep to myself, holding such things shameful to be spoken about".
:قسم ابوقراط 

مجاناقراءالفأسعفوأنالطبصناعةمزاولةفىوالصلاحوالبرالشرفعلىأميناأكونأنالعظيمباللهأقسم"
سرا،أفشيولاأمورهمنيعنينىلالماأتعرضلابيتادخلتإذاوأنى،عملىأجرعلىيزيدأجراأطلبولا
بهأشيرلاوعليهأدلولاالبتهسماأعطىولا،الآثامإرتكابوالحميدةالخصالإفسادفىصناعتىأستعملولا
أوولادمممسديابفضلهممعترفاعلمونىللذينموقراأكونوأنأجنتهن،يسقطأوالحوامليضردواءأعطىولا
."وإحسانمعروفمنإستطاعتىفىما

:من لائحة مزاولة المهنة( 1)مادة : قسم الطبيب 
فالظروكلفيأدوارماكافةفيالإنسانحياةأصونوأن،مهنتيفياللهأراقبأنالعظيمباللهأقسم"

تروأس،كرامتهمللناسأحفظوأنوالقلق،واأولموالمرضالهلاكمناستنقاذمافيوسعيباذلا  واأوحوال
منالدوامعلىأكونوأن،سرهموأكتمعورتهم،
طلبعلىأثابروأنوالعدووالصديق،والخاطئللصالح،والبعيدللقريبالطبيةرعايتيباذلا  اللهرحمةوسائل
لمهنةافيزميللكلأخاوأكون،يصغرنيمن،وأعلمعلمنيمنأوقروأن،أوذاهلاالإنسانلنفعأسخرهالعلم
تجاهيشينهاممانقية  ،وعلانيتيسريفيإيمانيمصداقحياتيتكونوأنوالتقوى،البرعلىمتعاونينالطبية
."يدشهأقولماعلىواللهوالمؤمنين،ورسولهالله





المعلومات التي تشملها السرية الطبية؟

لى تشمل السرية الطبية جميع المعلومات التي يمكن من خلالها التعرف ع
:المريض، مثل

ر أو الحالة الصحية الجسدية أو النفسية للمريض في الماضي أو الحاض•
.المستقبل

.أي معلومات سريرية تتعلق بالتشخيص أو العلاج الطبي•
أي مواد الصور الفوتوغرافية، مقاطع الفيديو، التسجيلات الصوتية، أو•

.مرئية أو صوتية تخص المريض
.اسم الطبيب المعالج، والمواعيد أو العيادات التي يراجعها المريض•
ير أي معلومات قد تسُتخدم للتعرف على المريض بشكل مباشر أو غ•

.مباشر
ية أو السابقة أو الحال: تفاصيل المدفوعات المتعلقة بالرعاية الصحية•

.المتوقعة



السرية؟ خرق يمكن متى
.الضمنية أو الصريحة المريض بموافقة•
(.ثادالحو ،العنف ،المعدية الأمراض مثل) الإبلاغ القانون فيها يوجب حالات في•
.العامة الصحة على أو الآخرين على خطر وجود عند•



عمليةيقات تطب
.عام مكان في مريض حالة مناقشة يجوز لا•
.منهإذن دون الهاتف عبر مريض معلومات عن بالإفصاح يُسمح لا•
.موافقته دون المريض وجود عن العائلة إبلاغ يجوز لا•
بار السن جميع الأفراد لهم نفس الحق في السرية الطبية، بما في ذلك الأطفال وك•

.وذوي الإعاقة الذهنية والمتوفون



السرية حماية في الطبيب دور
.الفحص أثناء آمنة بيئة توفير•
.الحالة مناقشة أثناء فقط طبي طاقم وجود من التأكد•
.الخصوصية في المريض بحقوق التوعية•



متى يسُمح بكشف السرية الطبية؟

:يمكن كشف السرية الطبية في ثلاث حالات رئيسية
بموافقة صريحة من المريض1.

(.مثل التوقيع على نموذج يسمح بالإفصاح)
بموافقة ضمنية من المريض2.

فريق مثل التحويل إلى طبيب مختص أو مشاركة المعلومات داخل ال)
(.الطبي

دون موافقة المريض3.
(.مةفي حالات محددة ينص عليها القانون أو تقتضيها مصلحة عا)



:الإفصاح بموافقة صريحة من المريض. 1

:، بشرطلأغراض البحث أو الوبائيات أو السجلات الطبية•
.الحصول على موافقة لجنة أخلاقيات البحث–
.ضمان عدم الإضرار بالمريض–
.إزالة أي بيانات يمكن أن تكشف هوية المريض–

.عند طلب تعويضات أو إصدار بوليصات تأمينللشركات التأمينية•
صحية ، عند الحاجة إلى تقييم الحالة الفي الفحوصات الطبية ما قبل التوظيف•

.للمتقدم للعمل



الإفصاح بموافقة ضمنية من المريض. 2

:طلب استشارة أو رأي طبي ثان  •
مع يتم مشاركة المعلومات الضرورية فقط داخل الفريق الطبي أو

.مختصين آخرين من أجل تحسين رعاية المريض
:تحويل المريض إلى طبيب مختص آخر•

فوق مثل تحويل حالة ألم مزمن في البطن لإجراء تصوير بالموجات
.اسيةمع إرسال التشخيص الأولي أو الشكوى الأس( سونار)الصوتية 



وفقًا للقانون–الافصاح دون موافقة المريض 

الإفصاح المطلوب بموجب القانون.1
.ممالولادات، الوفيات، الإجهاض، الحوادث، حالات التس: التبليغ عن•
ايا تنفيذ أوامر قضائية أو التعامل مع قضايا سوء الممارسة، القض•

.، والتعويضات(العنف)الجنائية 
(.لمنع الجريمة)في حال وجود تهديد جدي بإلحاق الأذى بالآخرين •
(.جسدية أو جنسية)حالات إساءة معاملة الأطفال •
.الحوادث المرتبطة بتعاطي المخدرات أو الكحول•
:الأمراض المعدية الواجب الإبلاغ عنها، مثل: المخاطر الصحية العامة•

ا، الدفتيريا، السل، التهاب الكبد، الإيدز، التيفوئيد، الكزاز، التهاب السحاي
جذام الجمرة الخبيثة، الملاريا، شلل الأطفال، الجدري، البروسيلا، ال

.وغيرها من الامراض السارية او المعدية



–الإفصاح دون موافقة المريض 

: لحمايتة المريض وصالحه•
.في حالات الطوارئ الطبية-
ا أو غير مؤهل عقلي ا لاتخاذ القرار- .إذا كان المريض قاصر 
(.نفسيةمثل مرضى الصرع أو الاضطرابات ال)لتجنّب ضرر مباشر للمريض -
.عند الاشتباه بتعرض المريض للإهمال أو سوء المعاملة-
لحماية الآخرين من أذى محتمل •
.مثل مرضى الذهان العدوانيين-
.للوقاية من ارتكاب جرائم أو أذى جسيم-
مثل الإيدز، التهاب )في حال الإصابة بأمراض معدية تهدد الصحة العامة -

(.الكبد
(مثل حالات الإرهاب أو التهديدات الأمنية): للحفاظ على الأمن القومي•



اتخاذ قرار

:تعمل طبيب ا في قسم الطوارئ
وطلب منك عدم إبلاغ زوجته بحالته ( (HIV)حضر مريض مصاب بفيروس معدٍ •

بب والزوجة تتردد في زياراته وتطلب منك الاطمئنان على حالته الصحية وس
.مرضه

كسر كيف توازن بين الحفاظ على سرية المريض وحماية الآخرين وهل يمكنك•
السرية في هذه الحالة؟ ولماذا؟



مواقف واقعية

تشفى، اتصل بك صحفي يطلب معلومات عن حالة مريض شهير تعُالج في المس•
كيف تتصرف؟

أحد زملائك يناقش حالة مريض في مقهى عام بصوت مرتفع، هل تتدخل؟ •
وكيف؟

ا مريض شاب مصاب بمرض معدٍ يرفض إبلاغ أسرته، كيف تتعامل مع هذ•
الموقف؟



وتوصيات خاتمة
.واجب بل خيارًا ليست الطبية السرية•
.المجتمع وسلامة الفرد حق بين التوازن يجب•
.والإنسان للمهنة احترامه يعكس بالسرية الطبيب التزام•



The end 

Good luck to you all



بسم الله الرحمن الرحيم

آداب الطب
Medical Ethics



مساق آداب الطب لطلبة الطب

•MEDICAL ETHICS COURSE
•FOR MEDICAL STUDENTS



الاهداف العامة
•General Objectives:

تطبيق مبادئ آداب الطب أثناء الدراسة والتدريب على العلوم السريرية. 1• 
•1 . Apply the principles of Medical Ethics, through training in 

clinical years.
تطبيق آداب الطب قديما وحديثا في ضوء آداب الطب الأردنية. 2•

•2 . Apply the Codes of Medical Ethics ( the old and recent ones 
at the international level ), taking in to consideration the 

national
code.

التفريق بين الإلتزام بمتطلبات آداب الطب ومتطلبات القوانين. 3•
•3 . Differentiate Ethical from Legal obligations.

توظيف المعارف والخبرات الطبية بما يحقق أهداف القوانين. 4•
•4 . Apply Medical knowledge and experience to the 

administration of Law.



تحديد الاولويات في حال تعارض تنفيذ الواجب الطبي والواجب القانوني.5•
•5 . Determine priorities when medical obligations are in 

contradiction with legal obligations.
إدراك النتائج المترتبة على الملاحقة التأديبية والملاحقة القضائية في. 6

حال مخالفة مبادئ آداب الطب والقوانين• 
•6 . Identify legal and disciplinary implications of ignorance or 

violation of Law or Medical Ethics.
يتابع بشكل دوري التعديلات التي تطرأ على آداب الطب والقوانين ذات. 7•

.العلاقة
•7 . follow periodically changes in Ethical and legal issues.
•8 . Practice communication skills. 8 . يمارس مهارات الاتصال



تحكم الآداب جميع المهن ولكنها أشمل وأوضح في المهن 
الطبية

All professions are guided and controlled by
Ethics, but more emphasis was put on Medical

Ethics.



فرض التقدم المطّرد في الطب والعلوم ذات العلاقة اهتماما• 
كبيرا لتطويرها على الدوام• 

•Due to rapid advancements in
Medicine and allied sciences,

•Health Professionals paid much
of their attention and concern

to develop Medical Ethics.



من المتعارف عليه عالميا، ضرورة تعليم آداب الطب
لطلبة الطب، إلا أن عدد قليلا من كليات الطب أخذ

بالاعتبار ضرورة وضعها في مناهجها
Ethics education is well recognized world wide 

as so essential to medical students, but few 
Medical Schools responded positively to this

matter in their curricula.



وهنا نسأل، هل من الضروري تعليم آداب
الطب للطلبة؟

Is there a need to teach
our students Medical Ethics?

وللإجابة على ذلك،
دعونا نرى مدى معرفتنا بواجباتنا تجاه أي من الممارسات

الطبية والوقائع التالية، وذلك على سبيل المثال لا الحصر، ومدى اتفاقها والقوانين
وآداب الطب أو مخالفتها لها؟

Let us go through the following exercise:
Which of the following practices is Ethical?



اتتصوير مريض أو تصوير الآفة المرضية أو الجروح والإصاب
دون إذن المريض

Taking photographs of the patient, (even
pathological lesions, wounds and injuries),

without his/her consent?
الإبلاغ عن الأخطاء الطبية التي لم ينجم عنها أي ضرر إلى إدارة

المستشفى أو الجهات المسؤولة من صحية أو قضائية
Notifying/ Reporting Medical Errors (without
damages) to hospital administrator, Health or

Legal Authorities?



إلى الإبلاغ عن الأخطاء الطبية التي ألحقت أضرارا بالمرضى
إدارة المستشفى أو الجهات المسؤولة من صحية وقضائية

Notifying/ Reporting Damages due to Medical 
Errors to hospital administrator, Health or Legal

Authorities?
ة الإبلاغ عن الحالات الطبية القضائية للشرطة أو الجهة القضائي

المختصة
Notifying/ Reporting Medico-Legal to Police Or 

Legal Authorities.



إفشاء أسرار المرضى بقرار قضائي
Disclosure Upon Court Order

ة إفشاء أسرار المرضى المصابين بالأمراض الخمجية المعدي
:والسارية إلى

Disclosure of Infectious Diseases to:
Health Authorities, الجهات الصحية المسؤولة

Wife or Husband, الزوجة أو الزوج
Work Authorities, أصحاب العمل

Others…… غيرهم



إخفاء خطورة المرض أو الترجيح المميت عن المريض
Hiding Serious Complications and Fatal Prognoses
From the patient?

هل هنالك استثناء لهذه القاعدة؟
Is there an exception to the rule:

مثل واجب إبلاغ الأهل بذلك إذا لم يبلغ المريض
the right to know or disclosure to the family?

مناقشة الحالة المرضية مع المريض أو ذويه على الهاتف
Discussing patient’s condition, with the patient or
his/her relative, on the phone?



مناقشة الحالة المرضية مع المريض عن طريق البريد الإلكتروني
Discussing patient’s condition with the patient bye mail?

إخبار الزوج بمرض زوجته دون موافقتها، وبالعكس
Telling the husband about the condition of his Wife 
without her consent, and vice versa?

وافقة معاينة أنثى قاصر بناء على طلب الشرطة أو بقرار قضائي دون م
وليها

Examining a Junior Female upon police or legal order 
without her Fathers’ consent?



نة تجاوز الحد الأعلى للأجور المهنية للطبيب، المقررة والمعل
في الجريدة الرسمية؟

القيام بإجراء تشخيصي أو علاجي أو جراحي لغير ضرورة 
طبيةّ تبُرّرُه؟

بية، أو اشتراك الطبيب مع زميله الطبيب المعالج في استشارة ط
ا؟القيام بإجراء علاجي أو جراحي دون أخذ رضا المريض مسبق

.إلخ............................ 



يقاتهاوتطبالطببآدابالعلاقةذاتالمستجداتإلىالنظرعلينا
لأخذاقبلاللازمالقرارلاتخاذالعلميالبحثاستخدامخلالمن
قداتوالمعتوالتقاليدالقيمبالاعتبارآخذينبها،الأخذعدمأو

الاجتماعية
We have to look in to Ethical issues arising from
recent developments and their applications
through research, in order to work out Ethical
guidelines.
Values, traditions and background of the
community must be taken into consideration.



ما تعارف عليه الأطباء منذ القدم، بما لا: تعريف آداب الطب
.يتعارض مع الدساتير الطبية والقوانين المحلية

Definition of Medical
Ethics:

A code of behavior accepted voluntarily within
the profession or imposed by official legislation.

“Oldest Code of Medical Ethics “Hippocratic
Oath” and its restatements”.



الحالات الطبية القضائية وواجبات
الأطباء نحوها

Medico-legal cases and the role
of Physicians towards these

cases



فيهاعانيستطبيةحالةكلبأنهاالقضائيةالطبيةالحالاتتعرف
التقاضيلغاياتبالأطباء

Medico-legal cases (Medical cases referred to
physicians for legal purposes):



:يليممابأياشتباهأوادعاءحالةكلالطبيةالحالاتتشمل
أوالجرحأوالضربعننجمماكلهووالإيذاء.قصدغيرمنأوقصداالغيرقبلمنالإيذاء
الاعتداءأوالعنفوسائلمنمؤثرفعلبأيأوضارةموادبإعطاء

1. Homicides: wounds, injuries, intoxication (poisoning), or any other
injury by the wrongdoing of another person

تقديمل،الكحوتأثيرتحتمركبةقيادةالناس،وإزعاجبالشغبالمقرونالسكر(السكرجرائم
سكربحالةأنهحالهظاهريدللمنوتقديمهعمره،منعشرةالثامنةيتململمنالمسكر

2. Crimes under the influence of alcohol.
.3المخدراتمعالمشروعغيرالتعامل Illegal dealing with narcotics.
.4العرضوهتكالسفاحالزنا،الاغتصاب،(الجنسيةالجرائم Illegal sexual acts.

.5علاجيغيرإجهاضكل(المشروعغيرالإجهاض Criminal abortion.
الشبهةعلىباعثةمجهولةبأسبابأوقتلاالموت(القضائيةالوفيات

6. Death due to any of the above causes
والمخدراتوالسكرالجنون،العمر،(الناقصةوالمسؤوليةالمسؤوليةانتفاء

7. Criminal responsibility (Age, insanity, Alcohol and Narcotics).
والهبةالوصيةفيالأهلية(التقاضيلغاياتبالأطباءفيهايستعانأخرىحالةأي

8. Any other case referred to a physician for legal purposes (i.e. for
litigation, e.g Testamentary Capacity – validity of a will).



قوانينمنالطبيحتاجهما
Legal aspects of Medicine:

قانونالأردني،الطبيالمجلسقانونالعامة،الصحةقانون
نسانالإجسمبأعضاءالانتفاعقانونالأردنيين،الأطباءنقابة

إلخ.........
Public Health Act, Jordan Medical Council,
Jordan Medical Association, Tissue Transplan-
tation Act,…etc.



الجهات المسؤولة عن المهنة
Health authorities responsible

for the profession and the
professionals.



العاليالصحيالمجلسقانون/العاليالصحيالمجلس
Higher health council.

العامةالصحةقانون/الصحةوزارة
Ministry of health/Public health act.

الأردنيالطبيالمجلسقانون/الأردنيالطبيالمجلس
Jordan medical council.

الأردنيينالأطباءنقابةقانون/الأردنيينالأطباءنقابة
Jordan medical association.



إباحة ممارسة المهنة
Legal reference for practicing 

medicine



العقوباتقانونمن62المادةنص.1
(Section 26, Penalty Law)

جريمةالقانونأجازهالذيالفعليعتبرلا
Any action allowed by law is not Considered as a crime.

:القانونأجاز
Physicians must abide with Section 26, of the Penalty Law
which permits:

الفنأصولعلىالمنطبقةالجراحيةوالمداخلاتالعلاجيةالإجراءات
Medical and surgical treatment which is reliable and
agreeable by the profession.

الشرعيينممثليهرضىأوالعليلرضىبشرط
After getting Informed Consent

الماسةالضرورةحالاتفيأو
Or In Emergency Situations

الصحةوزارةمنالمهنةلمزاولةالترخيص.2
To be Licensed by the Ministry of Health



شروط مزاولة المهنة

المجلسقانونبموجب)الاردنيالطبيالمجلسشهادة.1
(الاردني

Getting the Jordan Medical Council Certificate
الأطباءنقابةقانونبموجب)النقابةإلىالانتساب.2

(.الأردنيين
Registration by the Jordan Medical Association

(العامةالصحةقانونبموجب)الصحةوزارةمنالترخيص.3
Licensed by the Ministry of Health



الالتزامات الأدبية والقانونية للأطباء
Legal and Ethical obligations.

مريضالمعرفةعلىالمبنيللرضاوالقانونيةالطبيةالمدلولات
يةالتشخيصالإجراءاتومستقبله،مرضهبطبيعةالمسبقة

والنتائجلإجرائها،اللازمةالسرعةومدىاللازمةوالعلاجية
عليهاالمترتبةوالمضاعفات

Medico-legal concepts of "Consent" to Medical
examination and treatment, (Informed Consent).



Privileged communications

المريضعنالمميتالترجيحأوالمرضخطورةإخفاءجواز
Right to be well informed; and the ability to decide
when it is morally justified to withhold information
from a patient.

الفاكسبأوالإلكترونيبالبريدأوبالهاتفمريضهمعالطبيبتداول
Discussing patient’s on the phone, by fax or e mail.

علىالاطلاعأوعنبالمعرفةالمخولونالجهاتأوالأشخاص
المرضىملفاتأوتقارير

Persons, party/parties who have the privilege to
gain access to information, medical records and
reports



Disclosure of medical records
المرضىأسرارأوالمهنيالسر

Professional secrecy
مريضهأحوالمنالطبيبعليهاطلعماكلهو:المهنيالسر

.(الطبيالدستور)بينهماالعلاقةبحكمالمهنية
All what the physician know about any aspect of
the patient’s life through their professional
relationship.



:من قانون العقوبات الأردني355المادة 
مشروعسببدونفأفشاهبسر  علمعلىمهنتهبحكمكانمنكل)

.(سنواتثلاثحتىبالحبسيعاقب
Punishment for illegal disclosure is up to five
years imprisonment.



:المرضىأسراربإفشاءبهيسمحالتيالأحوال
Conditions under which physicians are obliged to notify / disclose

information, medical records and reports about their patients:

وليهبموافقةأوطلبهعلىبناءأوالمريضبموافقة
Patient’s consent or his guardian

والمعديةالساريةالأمراضعنالصحةوزارةتبليغ
Notification of infectious diseases to health authorities.

العامبالحقتلاحقالتيالجرائمعنالمختصالعامالمدعيأوالشرطةتبليغ
Notification of medico-legal cases to the police and legal authorities

والوفياتالولاداتعنالمدنيةالأحوالتبليغ
Notification of births and deaths to the Registrar General of births and deaths

المريضهويةعلىالتعرففرصةإتاحةعدمبشرطالعلميةالأبحاث
Scientific research (consent and identity of patients)

انالحيوأوالإنسانعلىالأبحاثإجراءفيوالقانونيةوالأدبيةالطبيةالشروطأوالقواعدمراعاة
Medical, ethical and legal issues must be strictly followed on humans and
animals (Clinical trials and Research)



التلطيفيةالرعاية
Attitude towards the terminally ill (Palliative care)

موذجنوتسليمهمالأهل،إبلاغوكيفيةالوفاة،حالاتمعالتعامل
الأصولحسبمعبأالوفاةتبليغ

Attitudes towards the dead, including breaking
bad news, and death certification



واجبات الأطباء وحقوق المرضى
Patients’ Rights

And
Duties of medical practitioners

(الطبيالتأمين)الطبيباختيارفيالمريضحرية
Patients’ right to choose physician (medical
insurance?)

(المتعاقدالطبيب)المريضاختيارفيالطبيبوحرية
Right to accept the patient ( Physician as an
employee).



:شريطةمريضه،علاجمتابعةعنالتوقففيالطبيبحق
الصحية،المريضبمصلحةذلكيضرلاأن.أ
مكنيتحتىعنهاللازمةالبياناتبكافةالمريضيزودوأن.ب
.آخرطبيبلدىعلاجهمتابعةمن

Physician’s right to discontinue medical
treatment. In this case two conditions must be
fulfilled:
A . It will not cause any harm to the patient’s
health, and
B . The patient will be provided with all
necessary documents, that will help other
colleague to take over.



الطبيبعلىوواجبللمريضحقطبيةاستشارةعقدأوإجراءاقتراح

Suggestion of Medical consultation
Patient’s right and Physician’s duty to suggest

(محاباةدون)الطبيةالتقريركتابة
Writing medical reports physician’s Duty upon patient’s
request (It must not be biased )

أوتقاريرأووثائقإعطاءالأحيانبعضفيالطبممارسةتقتضي
يعتوقتحملأنيجبالنوعهذامنوثيقةوكلالقانونيحددهامصدقات
يدهبخطممهورايعطيهاالذيالطبيب

Signature must be hand written.



المهنةسرمراعاة
Professional secrecy must be considered

للمريضالشخصيةالهويةمنالتأكد
Make sure of the identity of the patient

والدقةالموضوعيةتوخي
Objectivity and accuracy

التقريركتابةأوجبتالتيالأسباب
Preferably, the purpose for which the report is
written to be mentioned

المطلوبللهدفموافقةالتقريرفيالواردةالمعلوماتتكونأن
Make sure that the purpose of the report is
achieved



تابتهكوتاريخالتقرير،فيالطبيةالمعاينةووقتتاريختدوين
ووقتها

Date and time of both the exam and the report
حصالفنتيجةالطبيبعليهاحصلالتيالمعلوماتبينيفرقأن

خرآشخصأيأوالمريضيعطيهاالتيالمعلوماتوبينالسريري
الآخرالشخصهويةتحديدمع

Differentiate between complaint, history, physical
signs, … source of information…. etc.

بيحاسخطأيعتبرالمجاملةبقصدأومغرضطبيتقريرإعطاء
عليه

Biased reports are held negligence and impose
punishment.



طلعيلمأونزعهيشهدلممتوفىعنتقريرإعطاءللطبيبيجوزلا
حسباةالوفبسببيقتنعأنبعدإلالوفاتهالسابقموتهمرضعلى

عليهيةجنائبكونهاالمشتبهالحوادثوفي.الطبيةالقضائيةخبرته
بعدالدفنإجازةفيالحقصاحبةحينئذتكونالتيالسلطاتإعلام

وعلىا ،تشريحيأوظاهريا  فحصا  الشرعيالطبيبقبلمنالفحص
يمتنعأنبالموتتنتهيالتيالجنائيةالوقائعفيالمعالجالطبيب

حقإليهايعودالتيالسلطاتيخبروأنوفاةشهادةإعطاءعن
.بالواقعةالتصرف

Notification of death to the registrar of births and
deaths (knowing the cause of death of his patient,
and that it is due to natural causes, and not due to
homicide. If homicide is suspected, notify police or
legal authorities.



موضوعوتكونالخاصةالعياداتفيفجائيموتحوادثتقعقد
لىفعطبيةإجراءاتأثرمنهاسيماولاالمهنيةالطبيبمسئولية
نوأوفاةشهادةإعطاءعنيمتنعأنالوقائعهذهمثلفيالطبيب
نأتأخيربدونالعائلةإخبارويحاولمختصةسلطةأقربيخبر
أمكن

Suspicious death in a physician’s clinic.
بالمنصهذايستغلأنمامنصبايشغلالذيالطبيبعلىيحظر
تستهدفمهنيةلغاياتاجتماعياأوسياسياأوإدارياكانسواء
سبكعلىللحصولوظيفتهاستغلالعليهيحظركمامرضاه،زيادة
.المرضىمنمادي

Exploitation of his position, whether political,
social, professional, etc.



الدعاية والإعلان
Advertisement

أخرىةوسيلأيةواستعمالوالمجلاتالصحففيالكتابةتحظر
إلىيسيءبشكلأوالشخصيةالدعايةمنهيفهمبأسلوبللنشر
.الأخرىالطبيةوالمهنالطبيةالزمالةحقوقوإلىالمهنة

Writing to the press for personal advertisement,
or in a way that it may harm the profession or the
relationship with other health professionals.



أنهاشمننصيحةتقديمأوعملبأيالقيامالطبيبعلىيحظر
تالحالافيإلاالعقليةأوالجسديةالأشخاصمقاومةإضعاف

.مثلاكالتخديرالطبيالعلاجيقتضيهاالتي
A physician must not act or give a medical advice
to render the physical or mental condition of any
person, unless indicated for medical purposes,
such as giving an anesthetic for surgical
treatment.



افباكتشوالادعاءوالتدجيلالغشأساليبإلىاللجوءيحظر
.علميامثبتةغيرالعلاجأوللتشخيصطريقة

All diagnostic procedure and treatment must be
scientifically recognized and approved.



علىتقومالعلاقاتمننوعأيإقامةالطبيبعلىيحظر
معأوزملائهمنأيمعالطبيةالمكافأةأوالسمسرة

ا،وأفرادهالأخرىالطبيةالمهنمؤسساتأوالطبيةالمؤسسات
.العملبهذايقوممناستخدامأو

Brokerage relations with a colleague, health
institutions, or through any of their personnel
directly or indirectly.



أولمريضكانسواءالطبيةالعيناتبيعالطبيبعلىيحظر
.مؤسسةأوشخصلأي

Selling medical samples to a patient, person or
an institution is prohibited.



موعدالمهنةكرامةمعيتنافىعملأيممارسةالطبيبعلىيحظر
:التاليةالأعمالمنعملأيإتيان

Doing any act that disagrees with dignity of the
profession, or any of the following acts is
prohibited:

أنواعومختلفوالعقاقيرالأدويةترويجفياسمهباستعمالالسماح
لعلاج

Allowing his name to be used for advertisement
and circulation of any drug or any way of treatment.

الصورمنصورةبأيةتجاريةلأغراضأسمهإعارة
Loaning his name for any commercial purposes.



وأأدويةبوصفالتعهدلقاءيكنمهماأجرأومكافأةقبولأوطلب
مصحأومستشفىإلىإرسالهملقاءأوللمرض،معينةأجهزة
داخلفيمحددمختبرأوصيدليةأوللتمريضدورأوعلاجي
.خارجهأوالأردن

Asking for or accepting a reward or a lease for
meeting the commitment to prescribe any drug or
the circulation of certain equipment, or sending
them to a certain health institution.

معدهومماملحقاتهافيأوتجاريةمحالفيالاستشاراتإجراء
لكذأكانسواءباستعمالهاالنصحبقصدالأجهزةأوالأدويةلبيع

.مكافأةأومرتبنظيرأوبالمجان
Offering medical consultations, whether for free,
salary or a reward, in business places used for
selling drugs or equipment's in order to advice
people to use them,



منإلازملائهمنأيمعأجرهيتقاسمأنللطبيبيجوزلا
يطا  وسيعملأنلهيجوزلاكمافعلا ،العلاجفيمعهيشترك
.ورالصمنصورةبأيةمخبرأومستشفىأوآخرلطبيببأجر

Sharing his fees with a colleague, unless he has
actually participated in the treatment, or acting
as an intermediary for another colleague,
hospital or laboratory.



أتعاب وأجور الأطباء
Professional fees and 

wages



رويحظالطبيةللأجورأعلىوحدأدنىحدوضعفيالحقللنقابة
منالمقررةالأجورمنأعلىأوأقلأجورتقاضيالطبيبعلى

عهيدفعندمامجانيةخدماتيقدمأنفيحرالطبيبولكنالنقابة،
ملائهزمنأتعابأيةاستيفاءالطبيبعلىويحظرذلكإلىضميره
زملائهمعائلاتمجانا  الأطباءيعالجأنالعادةجرتكماالأطباء
مخالفةيشكللاهؤلاءبأتعابالمطالبةأنعلىالطبوطلاب
.مسلكية

It is the right of the Jordan Medical Association to
put the minimal and maximum range of
professional fees and wages. But physicians are free
to treat for free. They must not get any wages from
their colleagues, although it is usually the case to
treat their family members or medical students for
free.



وللطبيبالمجانيةللمعالجةمحددةأوقاتعنالإعلانيجوزلا
جميعفيوإنسانيةوجدانيةلأسبابمجانا  واجبهأداءفيالحق

.الأوقات

Treatment for free must not be adjusted in
certain times or days.



علىذلكأكانسواءمحظورةالمقاولةبطريقالمعالجةإن
العملياتذلكمنيستثنىنتيجتهاأوالمعالجةمدةأساس

اتمصحفيوالاستطبابالطبيعيوالعلاجوالولادةالجراحية
.الاستشفاء

Treatment mortgaged upon cure or for a certain
period is prohibited, except for cases of surgical
treatment, physiotherapy, …etc.

طبيعةاقتضتهالظروفالجراحبمساعدةآخرطبيبقامإذا
.اشرةمبالعمليةأجرمنأتعابهتقاضيفيالحقلهفانالعملية

Any physician involved in surgical treatment
have the right to get his own fees.



يبررطبيةاستشارةفيآخرزميلمعالمعالجالطبيباجتماع
.خاصةأتعابعلىحصوله

Any physician involved in a consultation have the
right to get his own fees.

بقيسأندونطبيتقريرأومصدقةأيإعطاءالطبيبعلىيحظر
.طبيفحصذلك

No Medical report shall be given unless the patient
is examined first.

المهنة،فيالمشروعةغيرالمزاحمةيتجنبأنالطبيبعلى
نمأيفيللقانونمخالفةأعمالا  يأتونالذينالدجالينوحماية
.الطبفروع

Illegal competition must be avoided, and the
charlatans must not be protected.



لتياالحسنةالزمالةصلاتببعضهمالأطباءعلاقاتتسودأنيجب
تعاونهمبلسوتيسربينهمفيماالمتبادلةوالثقةالاحترامتوفرتضمن

.المهنةمكانةويحفظالمرضىيخدمماكلفي
Good relationship between physicians must be in
good terms, and trustworthy to help serve the
patient and the profession.

عوايسوأنالزمالةعلاقاتإلىيسيءماوقوعتحاشيالأطباءعلى
إذاوالودي،التفاهمبطريقخلافاتمنبينهميحصلقدماحلإلى

.النقابةإلىالأمررفعذلكاستعصى
Any issue that may lead to bad relations must be
avoided, and all disagreements must solved
through friendly understanding. Other wise
disagreements must be referred to the Jordan
Medical association.



ديردأنأوزملائهبأحديطعنأنمطلقبشكلالطبيبعلىيحظر
.لمهنتهممارستهفيتؤذيهأوإليهتسيءالتيالإشاعات

Spreading doubts and rumors about colleagues is
prohibited.

ذلكأكانإليهآخرينمرضىلاستدراجالسعيمنالطبيبيمنع
بذلكيقومعمنالسكوتمنهيقبللأيكمابالواسطةأومباشرة

.وبعلمهلمصلحته
Persuasion of patients of other colleagues, directly
or indirectly, is prohibited.

نحوالتزامدونالمرضىكلعيادتهفييستقبلأنالطبيبحقمن
.عالجهمأنلهسبقآخرطبيبأي

It is the physician’s right to receive any patient in his
clinic.



وعليهلاجوالعالتشخيصفيهيدوّنلمرضاهسجلا  الطبيبينظم
.سنواتخمسعنتقللامدةالسجلهذابمثلالاحتفاظ

A registry for patients must be made containing
the diagnoses and treatment, which must be
kept for at least five years.



:واجبات الأطباء العامة تجاه كل من
General Duties of Medical

Practitioners towards:



Theالمريض.1 Patient,
ايةرعتقديمأساسعلىوالمريضالطبيببينالعلاقةتقوم
تحقيقوليسرعاية،تقديم).الإهمالوعدمالشفاء،وليس
(نتيجة

Physician’s duty is to offer best care but not
cure.

Emergencyوالمستعجلةالطارئةالحالات.2 situations,
.للطبيبالمتاحةبالإمكاناتمرتبطالإسعاف

Emergency treatment is dependent upon
available medical services.



رةالقدعنالنظربغضالمستشفىإلىالطارئةالحالاتإدخال
صاتوالفحوالدخولأمريكتبأنالطبيبعلى.للمريضالمالية

ظرالنبغضوغيرهاالطارئةالحالاتفيوالشعاعيةالمخبرية
للمرضىالماليةالقدرةعن

Admission order and investigations must be
ordered regardless of the financial abilities of
the patient.

خر،آمستشفىإلىلتحويلهقابلةغيرالمريضحالةكانتإذا
.ذلكبالمستشفىإدارةوإبلاغالدخولأمرعلىذلككتابةفيجب

In non transferable cases, a note of that must be
shown on the admission order, and the
administration must be notified.



صلات الأطباء بزملائهم وبأعضاء المهن
الطبية والصحية الأخرى

Relationships with colleagues 
and other health professionals



الطبيةالمهنوبأعضاءببعضهمالأطباءعلاقاتتسودأنيجب
عالجميمصالحاستقلالومراعاةوالاحترامالتعاونروابطالأخرى

لاخلتدكلوتجنبومعنويا  ماديا  إليهمالإساءةعدمعلىوالحرص
العلاقاتهذهيصيبخللوكلالمهنةأوالمريضمصلحةتتطلبه
.العلاقةذاتالمهنيةالنقاباتإلىيرفع

Mutual respect. Any disagreements must be
referred to the association concerned.

أودوائيةمؤسسةأيفييشاركأنالممارسللطبيبيجوزلا
قاضىيتأنيجوزلاكماالعامةالمساهمةالشركاتباستثناءمخبريه

ييجرالتيوالهداياالعيناتباستثناءهبهأوعمولةأوراتبأي
.الطبيبالعملمتصلةمؤسسةأيةمنعامبشكلتوزيعها

Physicians must not own or have shares in any
private drug or lab company. They must not get any
salary, commission or gifts except medical samples.



بشأنخطيةشهادةأيإعطاءعنيمتنعأنالطبيبعلى
ذكردونعلميوبأسلوبعلميةلغاياتإلاطبيمستحضر

.المنتجالمصنعاسمأوالتجاريللاسم
No written certificate shall be given about any
medical preparation, except for scientific
purposes and without mentioning the
commercial and factory name.



Consent
(Informed consent)

الرضى المبني على المعرفة المسبقة
لمسبقةاالمريضمعرفةعلىمبنياكانإذوقانونياأدبيامعتبراالرضىيكون

ومدىوالعلاجالتشخيصطرقومعرفةمرضه،ومستقبلمرضهبطبيعة
.فيمنهالكلعادةالمتوقعةوالمضاعفاتوالنتائجإجرائها،فيالسرعة

Consent is accepted ethically and legally, If taken after the
patient is well informed about his illness, investigations and
type of treatment required, and the usually expected
complications.
The right to know.



:حالاتفيالرضى
Consent and the:

القانونيةالسندونالأطفال
Minor

نفسيأوعقليبمرضالمصابونالمرض
Mentally Disordered

الوعيعنالغائبونالمرضى
Unconscious

المريضبهسمحالذيالرضاتجاوزعدمالطبيبعلى
Limitations of Consent



Medical Ethics



قانون الانتفاع بأعضاء جسم 
الإنسان

(الحي والميتّ )
Tissue 

Transplantation 
Act

(The living and 
the dead)



الحالمقتضىحسبميتأوحيإنسانجسممنإزالتهأونزعه:العضونقل
آخرحيإنسانجسمفيغرسهأووتصنيعه

Taking out an organ from a human body to
transplanted in another human body.

يليماوزراعتهاالاعضاءنقلعملياتاجراءفييشترط-أ
Conditions for taking out an organ for
transplantation:

اموبخاصةالشأنبهذاالاردنيالافتاءمجلسعنالصادرةبالفتاوىالالتزام.1
.الدماغيبالموتمنهايتعلق

Fetwa regarding Brain death must be followed.



لنقلزمةاللاالفنيةوالمتطلباتالشروطفيهتتوافرمستشفىفيالنقليتمان.2
.المختصينوالفنيينالاطباءمنفريققبلمنوزراعتهاالاعضاء

Specialized physicians, technicians and
technical facilities must be available at a
recognized hospital to take out and
transplant an organ.

لحالةالمعرفةالعملياتلهذهاللازمةالمخبريةوالتحاليلالفحوصاتجميعاجراء.3
لمتبرعاحالةانمنللتأكدالعضولهسينقلالذيوالمريضالمتبرعمنلكلالصحية
ذلكتستدعيالمريضحالةانكمابذلكتسمح

All necessary investigations for both the
donor and the recipient to make sure that the
donor’s condition allows donation, and
recipient’s condition indicates this donation



التاليةوربالأمالمتعلقةالتعليماتالوزيرتنسيبعلىبناءالوزراءمجلسيصدر-ب
:الرسميةالجريدةفينشرهاويتم

Upon the suggestion of the Minister of
Health, the Council of Ministers shall issue
regulations to be published in the official
journal of the government.

عمليةيهفتجريالذيالمستشفىفيتوافرهااللازمالفنيةوالمتطلباتالشروط.1
وزراعتهاالاعضاءنقل



نالذيوفنييناطباءمنالفريقاعضاءفيتوافرهاالواجبالخبرةمستوى.2
عليهاوالإشرافوزراعتهاالاعضاءنقلعمليةبإجراءيقومون

The level of capabilities required in the
medical team (physicians and technicians)
involved.

اللازمةالمخبريةوالتحاليلالفحوصات.3
Necessary medical and laboratory
investigations

تنظيموالاعضاءلحفظالمخصصةالاماكنفيتوافرهاالواجبالفنيةالمواصفات.4
.منهاالافادة

Technical conditions to be available to
preserve The organs and how to get use of
them.



(4)رقمالمادة
انسانمنالعضونقلالوزيرمنالمعتمدةالمستشفياتفيالاختصاصيينللأطباء-أ

-:التاليةللشروطوفقااليهبحاجةآخرالىحي
According to the following conditions,
specialists

Can take out an organ from living person to
another.

لمتبرعالوفاةيؤديقدالنقلهذاكاناذاللحياةاساسيعضوعلىالنقليقعلاان.1
.بموافقتهذلككانولو

Taking out an organ must not threaten the
life of the donor even with his consent.



انمندللتأكالمتبرعبفحصاختصاصييناطباءثلاثةمنمؤلفةلجنةتقومان.2
.بذلكتقريروتقديمحياته،علىخطرايشكللاجسمهمنالعضونقل

Three specialists must examine and certify in
writing that donation does not threaten the
life of the donor.

جسمهمنالعضونقلعلىواهليتهارادتهبكاملوهو-خطياالمتبرعيوافقان.3
.النقلعمليةاجراءقبلوذلك

Donor must be legally fit, and give a written
consent before donation.



ببسلمعرفةقانونيةلأغراضالمتوفىجثةتشريحالشرعيالطبيبقرراذا-ب
روطللشوفقاوذلك،منهاالقرنيةبنزعلهيسمحفانهجريمةلاكتشافاوالوفاة
:التالية

حينبعدولو،الوفاةسببمعرفةعلىنزعهايؤثرلاأن.1
.اكراهودونخطياالمتوفىامروليموافقةتؤخذأن.2

If a forensic autopsy is to be performed,
just the cornea may be taken out under two
conditions:

It will not affect determination of the cause
of death, even later,

Consent of the guardian given, without being
enforced upon him.



.الربحبقصداوماديبدلمقابلبالعضوالتبرعيتمانيجوزلا-ج
Donation must be for free.

(5)رقمالمادة
العضوقلنالصحةوزيرعليهايوافقالتيالمستشفياتفيالاختصاصيينللأطباء

نمأيفيالعضولذلكبحاجةيكونحيآخرإنسانجسمالىميتإنسانجسممن
-:التاليةالحالات

Specialists can take out a donated organ from
a dead body, under any the following
conditions:



التاريخوالتوقيعثابتخطيبإقراربالنقلوفاتهقبلأوصىقدالمتوفىكانإذا.أ
.قانونيةبصورة

deceased will officially documented

الوليعليهوافقأوالنقلعلىوجودهماحالةفيالمتوفىأبويأحدوافقإذا.ب
.الأبوينوجودعدمحالةفيالشرعي

Consent of any one of the parents, or the
official guardian if they were not available.

.



بعدساعة(24)خلالبجثتهأحديطالبولمالهويةمجهولالمتوفىكانإذا.ج
.العامالمدعيبموافقةالحالةهذهفينقليتمأنعلىالوفاة

By the approval of the public prosecutor, if
the body was unclaimed for 24 hours after
death.



(6)رقمالمادة
جثةتحفالصحةوزيرعليهايوافقالتيالمستشفياتفيالاختصاصيينللأطباء
ونيكأنعلىلذلكعلميةضرورةهناكأنتبينإذاأعضائهامنأيونزعالمتوفى
وليهموافقةبأووفاته،قبلصحيحةقانونيةبصورةخطيا ًذلكعلىوافققدالمتوفى
.الوفاةبعدالشرعي

Specialist physicians in recognized hospitals
can open a body and take out an organ for
scientific purposes, upon official consent of

the deceased before death or the guardian.



(7)رقمالمادة
يفظاهرتشويهاحداثالىالحالاتمنحالةايةفيالعضونقليؤديانيجوزلا

.المتوفىلحرمةامتهانفيهايكونالجثة
Taking out an organ should not leave any
apparent disfigurement that may insult the



(8)رقمالمادة
بعدإلاالقانونهذافيعليهاالمنصوصالأغراضمنغرضلأيالجثةفتحيجوزلا

هوالوفاةريقرالذيالطبيبيكونأنذلكفييشترطوطبي،بتقريرالوفاةمنالتأكد
.النقلبعمليةيقومالذيالاختصاصيالطبيبغير

No organ should be taken out of a dead `body
before diagnoses of death being confirmed by
a physician who is not involved in taking out
the Organ from the body.



(9)رقمالمادة
نةلجقبلمنوزراعتهاالاعضاءنقللغايةالدماغي،الموتحالةمنالتحققيتم.أ

فياطباءثلاثةمنزراعتهااوالاعضاءنقلفيهيتمالذيالمستشفىفيتشكل
:مليةللعالمنفذالطبيببينهممنيكونلاانعلىالاقلعلىالتاليةالتخصصات

.والدماغالاعصابامراضاختصاصي.1
.الاعصابجراحةاختصاصي.2
.تخديراختصاصي.3

Brain death must be confirmed by a committee
of three specialist physicians namely:
neurologist, neurosurgeon, and
anesthesiologist.



بالإجماعقرارهاويكونالاصولوفقالحالةبهذهمفصلاتقريرااللجنةتعد-ب
.التقريرعلىالاعضاءتوقيعساعةهيالشخصوفاةساعةوتعتبرومعللا

Detailed report must be prepared by the
committee regarding the diagnosis of brain
death, signed and agreed upon unanimously by
the committee. The time by which the report
is signed is regarded as the time of death.



طبيبالمادةهذهمن(أ)الفقرةفيالمذكورةاللجنةفييشارك-ج
.الوزيرينتدبهشرعي

A forensic pathologist nominated by the
Minister of Health shall participate in this
committee

يالتالحالاتفياجتماعاتهافيللمشاركةالمختصالعامالمدعياللجنةتدعو-د
.اللجنةاليهتتوصلبمامفصلاتقريرايضعانوعليهذلكتستوجب

In certain cases, a public prosecutor shall
join the committee and write a detailed
report regarding the conclusions of the
committee.



(10)رقمالمادة
بارتكمنكليعاقبآخرتشريعايفيعليهاالنصوردعقوبةبأيالاخلالدون

رةعشعنتقللابغرامةأوسنةعنتقللامدةبالحبسالقانونهذالأحكاممخالفة
.العقوبتينهاتينبكلتااودينارآلاف

Regardless of any other punishment stated in
any other law, any breach of this law is
punishable by a minimum of one year
imprisonment or a fine not less than ten
thousands JD, or both.



13المادة
.القانونهذاأحكاملتنفيذاللازمةالأنظمةإصدارالوزراءلمجلس

Council of Ministers shall issue the
necessary regulations to help apply this law.



الصناعيالتلقيح
Artificial Insemination (IVF)

التعقيم
Sterilization

عليهاالمتنازعالبنوّة
Disputed Paternity

(المشروعغيروالاجهاضالمشروعالإجهاض)الإجهاض
Abortion (Legal and Illegal Abortion)



الإجهاض العلاجي
Therapeutic 
Abortion



الاختياريالإجهاضإجراءالطبيبعلىيحظرالمرعيةالقوانينمراعاةمع.أ.1
-:ذحينئويشترطالحاملحياةعلىخطرا ًالحملاستمراركانإذاإلاًّوسيلةبأية

Conditions for therapeutic abortion (to save
the life of the pregnant woman):

فيآخرمختص-طبيبوبموافقةمختصطبيبقبلمنالإجهاضيتمأن.1
.مرخصمستشفى

Written statement made by two licensed
specialists physicians one of whom shall do
the operation.



.العمليةإجراء-قبلللإجهاضالملحةالحاجةبتقريرمحضريحررأن.2
A statements must be issued before abortion
being done.

الأطباءيوقعهااللزومحسبأكثرأونسخأربعمنهتنظمأن.3
.المريضةملففينسخةوتحفظوليهاأووزوجهاوالمريضة

Four copies of the statement or more are
signed by the physicians, the patient, her
husband or guardian. A copy is kept in her
own file at the hospital.



لهاالطبيبتوضيحرغمالعمليةإجراءالحاملرفضتإذا.ب
.معارضتهاتثبيتبعدلإرادتهاالامتثالفعليهوضعهاخطورة

Rejection of abortion by the pregnant woman
must be respected. Her rejection must be
documented.



إجراءأوحاملامرأةإجهاضبقصدشيءأيوصفطبيبأيعلىيحظر.أ.2
يهددخطرمنلحمايتهاضروريةالإجهاضعمليةكانتإذاإلالها،إجهاضعمليه
لتوليدلمستشفىأوعاممستشفىفيذلكيتمأنوعلىللموتيعرضهاأوصحتها
-:يليماتوافرشريطة

Prescribing any thing to abort a pregnant
woman is prohibited, unless it is made in a
hospital to save her life or health, under
the following conditions:



علىمقدرتهاعدمحالةوفيالعمليةبإجراءالحاملمنمسبقةخطيةموافقة.1
.أمرهاوليأوزوجهامنالموافقةهذهتؤخذالنطقعنعجزهاأوالكتابة

Patient’s written consent shall be taken
before carrying out the operation, but if she
is un able to do so, consent may be given by
the husband or her guardian.

العمليةإجراءوجوبتؤكدالخبرةذويومنمرخصينطبيبينمنشهادة.2
.وصحتهاالحاملحياةعلىللمحافظة

Two expert licensed physicians shall certify
the necessity of the operation to save the
life and health of the pregnant woman.



تفاظوالاحونوعها-العمليةإجراءوتاريخالحاملاسمالمستشفىقيودتضمين.3
شهادةبالحاملتزودأنعلىسنواتعشرلمدةالطبيبينوبشهادةالخطيةبالموافقة
.العمليةهذهبإجراءالمستشفىمديرمنمصدقة

Hospital records should include the patient’s
name, date and type of the operation, her
written consent and the two written medical
statements for at least 10 years. A report is
issued and countersigned by the hospital
director about the operation.



لأشخاصأووالشخصالحاملتلاحقلاالعقوبات،قانونفيوردمماالرغمعلى.ب
من(أ)الفقرةلأحكاموفقالهاالإجهاضعمليةإجراءفياشتركواأوأجرواالذين
.الإجهاضجريمةاقترافبتهمةالمادةهذه

Regardless of the penalty law, no one
involved in therapeutic abortion shall be
sued for committing criminal abortion.

.الأردنيينالأطباءنقابةقانونبموجبالصادرالطبيالدستوروبموجب
All of the above issues about therapeutic
abortion are in accordance with the medical
ethics code in Jordan.



Physician Assisted Suicide.

الأردني،العقوباتقانونبموجبمحظورالأطباءبمساعدةالانتحار
:العقوباتقانونمن339مادة

It is considered a crime according the
penalty law.

المادةفيالمذكورةالطرقمنبطريقةساعدهأوالانتحارعلىإنساناحملمن.أ
.المؤقتبالاعتقالعوقب80

Instigating or helping a person to commit
suicide is punishable by temporary detention.



أشهرثلاثةمنبالحبسالشخصذلكعوقبالشروعحالةفيالانتحاربقيوإذا.ب
.دائمينعجزأوإيذاءنجمإذاسنواتثلاثحتىالعقوبةوتكونسنتين،إلى

If death does not occur, punishment will be 3
month to two years imprisonment.

If the result is doing permanent harm or
disability, punishment will be up to 3 years
imprisonment.



الاستنساخ
Cloning



واجبات الأطباء في أيام
السلم والحرب
Ethical 

responsibilities
In

peace and war



Protecting prisoners and
detainees against torture, and
other cruel, inhumane or
degrading treatment or
punishment (whether by passive
or active acts or advice).



مبادئ آداب الطب
1982ديسمبر/الأولكانونمنعشرالثامنفي

ةرسميبصفةالمتحدةللأممالعامةالجمعيةأقرت
الطبآدابمبادئوالثلاثينالسابعةدورتهافي

باء،الأطخصوصاالصحيين،العاملينبدورالخاصة
التعذيبمنالسجناءحمايةفي



طبيةالبالرعايةالمكلفينالأطباء،وخاصةالصحيين،الموظفينواجبمن.1المبدأ
يعالجوانوأوالنفسيةالبدنيةصحتهمحمايةلهميوفرواأنوالمحتجزينللمسجونين

أوالمسجونينلغيرالمتاحينوالمستوىالنوعيةنفسمنمعالجةالمرض
المحتجزين

الصكوكبموجبوجريمةالطب،مهنةلآدابجسيماانتهاكايشكلمماإن.2المبدأ
أوجابيةإيبطريقةالأطباء،سيماولاالصحيون،الموظفونيقومأنالمنطبقة،الدولية
بةالعقوأوالمعاملةضروبمنوغيرهالتعذيبفيمشاركةتشكلبأعمالسلبية،
اولاتمحأوالأفعالهذهعلىتحريضاأوتواطؤاأوالمهينةأواللاإنسانيةأوالقاسية
.لارتكابها



الموظفونيقيمأنالطب،مهنةلآدابجسيماانتهاكايشكلمماإن.3المبدأ
كونيلاالمحتجزين،أوالسجناءمعمهنيةعلاقةأيةالأطباء،سيماولاالصحيون،

للسجينةالنفسيأوالبدنيةالصحةتحسينأوحمايةأوتقييمهومنهاالوحيدالقصد
المحتجزأو

ولاالصحيونالموظفونيقومأنالطب،مهنةلآدابانتهاكايشكلمماإن.4المبدأ
:يليبماالأطباءسيما



السجناءاستجوابأساليبفيللمساعدةومهاراتهممعارفهماستخدام.أ
لهؤلاءالعقليةأوالبدنيةالحالةأوبالصحةيضرقدنحوعلىوالمحتجزين
.الصلةذاتالدوليةالصكوكمعيتنافىأوالمحتجزين،أوالمسجونين

كلشلأيلائقونالمحتجزينأوالسجناءبأنالشهادة،فيالاشتراكأوالشهادة،.ب
تتنافىلتيواالنفسيةأوالبدنيةبصحتهمتضرقدالتيالعقوبةأوالمعاملةأشكالمن
إنزاليفأوالمعاملةتلكفيكيفيةبأيةالاشتراكالصلة،أوذاتالدوليةالصكوكمع
.الصلةذاتالدوليةالصكوكمعتتنافىالتيالعقوبةتلك



الصحيون،الموظفونيشتركأنالطب،مهنةلآدابانتهاكايشكلمماإن.5المبدأ
طبيةبمعاييرتقررإذاإلامحتجزأوسجينلتقييدإجراءأيفيالأطباء،سيماولا

السلامةأوالنفسيةأوالبدنيةالصحةلحمايةضروريالإجراءهذاأنمحضة
ليشكولاحراسهأو‘المحتجزينأوالسجناءزملائهأوذاته،المحتجزأوللسجين
النفسيةأوالبدنيةصحتهعلىخطرا

ذلكفيبماالأسباب،منسببلأيالذكرالسابقةالمبادئتقييديجوزلا.6المبدأ
.العامةالطوارئحالة



الجوانب الأدبية والقانونية 
للإهمال الطبي

Ethical and 
Legal issues on 

Medical 
Negligence.



المهنيةبالمخالفاتالأطباءإدانةأواتهامعندالمتخذةوالقضائيةالتأديبيةالإجراءات
.والمسلكية

Legal and disciplinary Procedures, and
actions taken against medical practitioners
if accused and/or convicted of unethical or
serious professional misconduct.



التأديبيةالملاحقة.1
Disciplinary actions

الجزائيةالملاحقة.2
Criminal actions

الحقوقيةالملاحقة.3
Civil actions



الأردني،العقوباتقانونمن62المادةنصمخالفة
A physician is ethically and legally sued if
he does not abide with section 62 of the
penalty law.

:القانونأجاز
جرىتأنشرطالفن،أصولعلىالمنطبقةالطبيةوالعلاجاتالجراحيةالعمليات.ج

الماسةالضرورةحالاتفيأوالشرعيينممثليهرضىأوالعليلبرضى



.والأنظمةالقوانينمراعاةعدمأواحترازقلةأوإهمال:الخطأتعريف
Negligence is defined as causing harm to a
patient by an act of commission or omission,
or by not abiding with rules and regulations.



:الأطباءمساءلةأركان
للمريضضرروقوع.1
الطبيبجانبمنخطأوقوع.2
والخطأالضرربينعلاقةوجود.3

For a physician to sued for negligence, three
conditions must be fulfilled:

a . Harm to the patient (damages), and

b . Wrongful act by the physician, and

c . That damages are caused partially or
totally by the wrongful act of the physician.



السلطة التأديبية
(الملاحقة التأديبية)

Disciplinary 
procedures



موجبات الملاحقة التأديبية
Bases for 

disciplinary 
actions



المهنيةبالواجباتالإخلال
Professional misconduct

مهنيخطأارتكاب
Medical negligence

بالتزاماتهقصرأوحقوقهتجاوزإذا
If he did not abide with his rights
and duties.

النقابةمجلسبقراراتالتقيدرفضإذا
Refusal of the decisions of the
association.

المهنةشرفيمسعملعلىأقدمإذا
Acting in a way that it may harm the
honor of the profession.

قدرهامنيحطتصرفاالخاصةحياتهفيتصرفأو
If he acts in his private life in a
way that it may harm the profession.



اء الإجراءات التأديبية المتعلقة بأطب
القطاع الخاص

Disciplinary 
procedures against 
physician in the 
private sector



لعامةاالنيابةأوالصحةوزيرمنطلب:علىبناءالمخالفاتقضايافيالنظريتم
Upon a request from the Minister of health or
public attorney.

ستملأموركفاءتهأوالمهنةالشخصيالحقأوالسجنبعقوبةقطعيحكمصدور
شرفأوالطبيباستقامة

If he is punished by imprisonment according
to a final court of law verdict due to
matters regarding the standard of his
practice, or matters that did harm his honor
or the profession.



شكوىورودعدمرغمللمخالفاتالطبيبارتكابالمجلسعلمإلىوصلإذا
If the association knew of any wrong doing
made by a physician, whether there was a
complaint or not.

خطيةبشكوىالمواطنينأوالأطباءأحدتقدمإذا
If a complaint is made by a physician or a
citizen.

محقةغيرتهمةموضعنفسهرأىإذاخطيا،نفسهالطبيبطلبإذا
Upon physician’s request to defend him self
against unfair accusation.

للشكوىأساسبوجودالمجلساقتنعإذا



حكماستئنافالتأديبمجلسإلىالإحالةالأوليالتحقيق
لدىالطعنالأعلىالتأديبمجلسالتأديبمجلس

الإداريةالمحكمة
If a case is found against the
physician, the council of the
association will start a
preliminary inquest.
If a case still exist, it will
be referred to the
disciplinary council.



Upon the verdict of this council, the
physician, the patient and the council of the
association may resume the verdict to the
higher disciplinary council.

The verdict of the higher council may also be
finally resumed to the higher court of
justice at the Ministry of justice.



العملعنالطبيبإيقاف
Disciplinary councils may decide that the
physician stop practicing until decided other
wise.



العقوبات
Disciplinary 
Punishments



Warning

التنبيه
Reproach

التوبيخ
دينار1000عنتزيدولا100عنتقللاالغرامة

100-1000 JD fine

دورتينلمدةالمجلسعضويةأوالنقيبلمنصبالترشحمنالحرمان
To be deprived from being a member of the
council for 2 sessions.



يقضائبحكمإدانتهبعدالسجلمناسمهوشطبالمهنةممارسةمنالنهائيالمنع
القطعيةالدرجةاكتسب

The final prevention from practicing medicine
for life, and his name to be erased, after
being charged by a court of law.

اختصاصهحسبكلالإجراءدائرةأوالعامةالنيابةأوالمجلسأوالوزارةتنفذ
القطعيةالدرجةاكتسابهابعدالتأديبمجلسعنالصادرةوالأحكامالقرارات

It is the responsibility of the Ministry of
Health, the council of the association,
Public attorney …etc to execute the verdicts
and decisions of the disciplinary councils.



اتخاذاوشكوىأيفيالتحقيقفيالشروعقبلالنقابةمجلستخطرأنالنيابةعلى
معالتحقيقمراحلجميعيحضرأنينتدبهمناووللنقيبالطبيبضدإجراءأي

اويبالنقيبلغالمشهودالجرمحالةوفيالعامةالنيابةمناستجوابهقبلالطبيب
.إجراءاتمنتمبماالممكنةبالسرعةالمجلس

طباءأأربعةوعضويةالوزيريسميهمنبرئاسةأكثرأوفنيةلجنةالوزيريشكل
ردنيةالأالجامعاتفيالطبوكليةوالنقابةالملكيةالطبيةوالخدماتالوزارةيمثلون
وذلكهامنكلفيالمختصةالجهةمنتسميتهمتتمبينهافيماوبالتناوبالرسمية

.القانونهذاأحكامنفاذتاريخمنيوماثلاثينخلال



مدةلالمادةهذهمن(أ)الفقرةلأحكاموفقاالمشكلةاللجنةفيالعضويةمدةتكون
.واحدةلمرةللتجديدقابلةسنتين

النقابةأوالمحاكمأوالعامةالنيابةطلبعلىبناءالفنيةالخبرةتقديماللجنةتتولى
.للأطباءالمنسوبةالطبيةبالأخطاءيتعلقفيماالوزارةأو

حديدهاتفيوتدخلالمهنيةبالقواعدالالتزاممدىعلىبناءالطبيةالمسؤوليةتحدد
تتبعأونتتزامأوتسبقالتيوالظروفوالعواملبهاالخاصةوالمعاييرالطبيةالبينة
.الخدمةمقدمعمل



يبطبأيتوقيفيجوزلاالجزائية،المحاكماتأصولقانونفيوردمماالرغمعلى
جزهعأوإصابتهأوالمرضىأحدوفاةإلىأدىطبيخطأارتكاببجرمعليهمشتكى

.القطعيةالدرجةواكتسابهالحكمقرارصدوربعدإلا

The public attorney (Public Prosecutor) must
inform the Jordan Medical Council before
interrogating any physician, except in cases
where there is a witnessed crime, where he is
obliged to inform the Council about all his
investigation And procedures.
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Good 
Clinical 

Practice 
(GCP) 

What is GCP

Acquiring a GCP Certification



GCP 
Certification

This is an introduction to our 
medial students on the WHO
designed global principles and 
regulations governing research on 
human subjects

GCP Certification is part of the 
Graduation Research Project 
Requirements 



GCP 
Certification

It builds upon previous 
courses including Quantitative 
and Qualitative Research. 

Each student should obtain 
official GCP certification by 
the Beginning of Feb  2024



GCP 
Certification

Session 1: 
Introduction/ Ethics/ 

Session 2: 
Global Regulatory Framework

Session 3: 
GCP Training/  IRBs. 

Session 4: 
GCP Training/ Research Protocol Basics. 



GCP 
Course

The chosen course certificate 
by our Medical School is 
issued by the US NIH because 
it is recognized globally. 

The NIH GCP Certificate will 
be recognized in the USA and 
worldwide and valid for three 
years



Link to the  Course

• Link to the course:
• https://gcp.nidatraining.org/
• Create an account to sign in:
• https://gcp.nidatraining.org/register
• Under organization kindly write: 

The University of Jordan



GCP Course Information 

Enter your Name 

Enter your 
Institution as the 

University of 
Jordan

Our IRB requires 
80% of answers 

correct



Why Clinical 
Research ?



• “If I have seen a little further, it is by standing on the 
shoulders of giants”

Isaac Newton









Ethics
The Soul of 
Medicine



Hippocrates, Principles of 
Medical Ethics

1. Non-Maleficence
2. Beneficence
3. Justice
4. Respect for Autonomy
5. Confidentiality



The First Principle 

Non-Maleficence 
“Primum, Non Nocere”

First, DO NO HARM



The Second Principle

Beneficence



The Third Principle

Justice



The Forth Principle

Respect for Autonomy



The Fifth Principle 

Confidentiality



To see and See Again

• Shoulder of giants
• The spirit of inquiry, our responsibility ?

• Al Rhazi
• Ibn Sena

• Ibn Al Haitham

•Where do We Stand?



To See and See Again

You Can Make A Difference



GCP 
IRBs



Institutional Review Board (IRB)

Contents
 Part 1: What is an Institutional Review Board (IRB)?
 Part 2: Purpose of an IRB
 Part 3: Membership of an IRB
 Part 4: Responsibilities of an IRB
 Part 5: Criteria for IRB Approval of Research
 Part 6: Expedited Review
 Part 7: Investigators' Responsibilities to the IRB
 Part 8: IRBs and Multi-Site Research
 Part 9: Summary of Key Points



Part 1: What is an Institutional Review 
Board?



Part 1: What is an Institutional Review 
Board?

An Institutional Review Board (IRB) is an independent body
established to protect the rights and welfare of human
research participants.

Individual institutions or sponsors may require that all
research, no matter how it is funded, be reviewed and
approved by an IRB.

An IRB has specific authority over the conduct of research
under its jurisdiction. No clinical study may begin enrolling
participants until it has received IRB approval.



Part 1: What is an Institutional Review 
Board?

The IRB has the authority to:

• Approve, disapprove, or terminate all research activities
that fall within its jurisdiction under federal regulations
and institutional policy.

• Require modifications in protocols, including protocols of
previously approved research.



Part 1: What is an Institutional Review 
Board?

• Require that participants be given any additional
information that will assist them in making an informed
decision to take part in research.

• Require documentation of informed consent or allow a
waiver of documentation.



Part 1: What is an Institutional Review 
Board?

• Every institution that participates in research studies
must identify an IRB to review and approve those
studies.

• Some research sites are under the jurisdiction of two or
more IRBs. In these cases, the IRBs may perform joint
review, separate review or agree to abide by the review
of one of the involved IRBs.



Part 2: Purpose of an IRB?



Part 2: Purpose of an IRB?

The purpose of an IRB is to safeguard the rights, 
safety, and well–being of all human research

Participants primarily
And

Ensuring that there is a scientific validity to the 
research and weighing risks vs benefits. 



Part 2: Purpose of an IRB?

The IRB fulfills this purpose by:
• Reviewing the full study plan (IRB responsibilities for the 

documents which comprise a full protocol) for a research 
study.

• Confirming that the research plans do not expose 
participants to unreasonable risks.

• Reviewing and approving proposed payments or other 
compensation to study participants.



Part 2: Purpose of an IRB?

• Ensuring that human participant protections remain in force 
throughout the research by conducting continuing review of 
approved research. This continuing review is conducted at intervals 
appropriate to the degree of risk posed by each study, but not less 
frequently than once a year.

• Considering adverse events, interim findings, and any recent 
literature that may be relevant to the research.

• Assessing suspected or alleged protocol violations, complaints 
expressed by research participants, or violations of institutional 
policies.

• Reviewing proposed changes to previously approved studies.



Part 2: Purpose of an IRB?

The IRB may suspend or terminate ongoing research that:
• Is not being conducted in accordance with IRB 

requirements, or
• Is associated with unexpected or serious harm to 

participants.

The IRB may also suspend or terminate research when 
additional information results in a change to the
study's likely risks or benefits.



Part 3: Membership of an IRB



Part 3: Membership of an IRB

• An IRB must have a diverse membership that includes both 
scientists and non-scientists. 

• Scientist members may include researchers, physicians, 
psychologists, nurses, and other mental health professionals. 

• Nonscientist members of an IRB may have special knowledge of a 
certain population (pregnant women, children, or prisoners). 

• Collectively, IRB members must have the qualifications and 
experience to review and evaluate the scientific, medical, 
behavioral, social, legal, and ethical aspects of a proposed study. 



Part 3: Membership of an IRB

• An IRB must have at least five members. However, it may have as 
many members as necessary to perform a complete and adequate 
review of research activities.

Diversity of Membership 

• IRB membership must be diverse in terms of race, gender, and 
cultural heritage. 

• Members must be sensitive to issues such as community attitudes. 



Part 3: Membership of an IRB

• Every effort must be made to ensure that no IRB consists entirely of 
men or entirely of women. However, no one can be appointed to an 
IRB solely on the basis of gender. 

• No IRB may consist entirely of members of one profession. 

• Each IRB should include at least one member whose primary 
concerns are in scientific areas and one member whose primary 
concerns are in non-scientific areas. 

• Each IRB should include at least one member who is not affiliated 
with the institution or study site



Part 3: Membership of an IRB

ICH FDA

Minimum 5 members Minimum 5 members

Minimum 1 member with 
scientific background 

At least 1 scientific & 1 non-
scientific

1 member not affiliated with 
any institution

1 member not affiliated with 
any institution

Independent of sponsor to 
provide opinion

Diverse (race, gender, culture, 
vulnerable population 
representative) 

No conflict of interest 



Knowledge of Vulnerable Populations 
• If the IRB reviews research that involves vulnerable 

populations — such as children, prisoners, pregnant 
women, or disabled or cognitively impaired persons — its 
membership should include one or more persons who are 
knowledgeable about and/or experienced in working with 
these populations. 

• The individuals specializing in vulnerable populations may 
be fulltime voting members or alternates to fulltime voting 
members. 

Part 3: Membership of an IRB



Part 3: Membership of an IRB

Conflicts of Interest 
• No IRB member may participate in the review of any 

project in which he or she has a conflicting interest, 
except to provide information requested by the IRB. 

• An investigator may be a member of an IRB. However, 
the investigator (or any other IRB member) cannot 
participate in the review or approval of any research in 
which he or she has a current or potential conflict of 
interest. 

• The investigator should be absent from the meeting 
room while the IRB discusses and votes on the research 
in which he or she has an interest. 



Part 3: Membership of an IRB

Non-Voting Members 

• The IRB may invite individuals with competence in 
special areas to assist in the review of issues that 
require expertise beyond or in addition to that of the IRB 
members. 

• These consultants are not voting members of the IRB. 
However, when research involves vulnerable 
populations, individuals specializing in these areas must 
be voting members of an IRB and maintained on the IRB 
roster accordingly.



Interactive: Assemble Your IRB

A multisite clinical study package (including the protocol, 
informed consent forms, recruitment materials, and other 
related documentation) is being submitted for IRB approval. 
This US-based study is to assess the efficacy of BioMedXYZ's 
drug for Attention Deficit Hyperactivity Disorder in children 
ages 7 to 15.



Interactive: Assemble Your IRB

From a list of eight, choose the most appropriate candidates as 
members of the IRB and ensure that the composition of the IRB meets 
the minimum criteria outlined for clinical research in the U.S. 

• Each candidate has a bio or biography to review. After reviewing the 
candidates' bios determine if they are right for this clinical study.

• Choose a total of five voting members and one non-voting expert for 
consultation

• ‘must have’ criteria : (1) diversity, (2) a non-scientific member, and 
(3) a non-affiliated member. 

• Be careful to avoid any conflict of interest with the chosen 
candidates. 



Interactive: Assemble Your IRB

Listed below are the candidates for the IRB, including names, 
credentials, current title, and a brief
bio on the candidate’s background and expertise.

Candidate 1: Juan Telmo, PhD - Statistical Scientist
Juan has an MS degree in Data Analytics, with a concentration in 
Statistics, and PhD degree in Statistical Science. He has been a 
statistical scientist working for the past 5 years at BioMedXYZ firm that 
develops medical devices. He has expertise in statistical theory, 
methods, analyses, device development, and clinical research.



Interactive: Assemble Your IRB

Candidate 2: Tomer Teivel, RN - Social Worker
Tomer had a rough start in life, his mother was an alcoholic when he 
was a child. He found his passion helping people dealing with 
addiction. He earned his MS degree in social work and obtained his 
social worker license (LCSW). He has worked for the past 12 years in 
schools, hospitals, and other agencies and also in community drug 
treatment programs. Previously, Tome had participated in numerous 
research studies involving participant drug use. He has expertise in 
mental health treatment, research, families, and community.



Candidate 3: Lilith O’Conner, BS - Teacher
For the past 3 years, Lilith has worked as a Teacher at the local 
Elementary School. She serves as the
Youth Committee Secretary for the local Community Center and is a 
teacher representative for the local
Board of Education. Lilith has expertise in children, education, and 
community. She earned her BS degree
in Psychology and Early Childhood Education.

Candidate 4: Carla Fox, JD, MHA - Ethicist 
Carla earned her JD and MHA degrees in Health Care Law. She 
serves as Chairperson on the local chapter for the Board of Bioethics 
in Hospital Administration. She also works as a lawyer for healthcare 
organizations. Carla has expertise in health policy, bioethics law, and 
community engagement. 

Interactive: Assemble Your IRB



Interactive: Assemble Your IRB

Candidate 5: Brian Bradford, MD - Pediatrician 
Brian attended medical school, completed residency in a children's 
hospital, and obtained his medical licensure. He is a partner 
pediatrician in general practice for 20 years. He has expertise in 
pediatrics and clinical care. 

Candidate 6: Dorian Picard, MD - Therapist 
Dr. Picard earned a PhD in behavioral therapy and has been working in 
both the hospital and private sector for the last 15 years, specializing in 
children and adolescent behaviors with a special interest in ADHD. Due 
to his schedule he has limited availability.



Interactive: Assemble Your IRB

Candidate 7: Dung Nguyen, MPH - Policy Analyst
Ms. Nguyen obtained a Master’s degree of Public Health and
Policy and now works as a management policy analyst at a firm
that advises hospital and legislative administrators on health care
policies. She has expertise in public health policies, epidemiology
research, and biostatistics.

Candidate 8: Manfred Howard - Minister
Manfred was formerly incarcerated in the state criminal justice
system. He is now a minister at the local church. He’s worked for 6
years as an advocate for adults leaving the prison system and
transitioning-to work programs. He has expertise in prisoners and
community.



Interactive: Assemble Your IRB

Let’s consider the feedback for the Non-Voting Member.
• One candidate has a conflict of interest – he works for BioMedXYZ.

He would not be an appropriate choice for the IRB. That candidate is
Juan Telmo, PhD.

• Additionally, while Manfred Howard may be an expert in his field, he
is not a good choice in this case because his area of expertise is
adults and prisoners.



Interactive: Assemble Your IRB

Several candidates would serve the IRB best as a voting member
instead of a non-voting member for consultation.
For example, Tomer Teivel, RN, works in environments that cater to the
age group targeted for the study. He would serve the IRB better as a
voting member as well as Lilith O’Conner, BS, because she has
experience in early childhood education and expertise working with the
target study population.
Carla Brown, PhD, has legal experience and serves on a board of
bioethics and Dr. Brian Bradford has a pediatric medical practice. Dung
Nguyen, MPH, has expertise in epidemiology research and biostats.
These candidates will be a good fit for the IRB as voting members.
That leaves one candidate who is a good choice to be added to the IRB
as an advisor and a non-voting member, Dorian Picard, MD. His
expertise is in children and adolescents with ADHD. However, his busy
schedule only allows for limited availability. So, he has agreed to be
available for expert advice only.



Interactive: Assemble Your IRB

Now, consider the feedback for the ideal candidates to serve as
voting members of the IRB for this clinical trial.

Several candidates have experience working directly with the age 
group targeted for the study – Tomer Teivel has additional experience in 
drug treatment and research, Lilith O’Conner has experience in early 
childhood education, and Dr. Brian Bradford has a pediatric medical 
practice. 
Another candidate has legal experience and serves on a board of 
bioethics, Carla Brown. 
Having regulations and ethics covered, the final ideal voting member 
has expertise on epidemiology research and biostatistics, Dung 
Nguyen. 
Each of these candidates would serve the IRB well as voting members.



Conversely, there a few candidates that are not ideal to serve on the 
IRB as voting
members.

• Dr. Telmo has a conflict of interest. He works for BioMedXYZ, the 
pharmaceutical company supplying the drug for the study. 

• While Manfred Howard may be an expert in his field, he is not a good 
choice in this case because his area of expertise is adults and 
prisoners. 

• Dr. Picard would be a great addition to the IRB; however, his schedule 
does not allow him to commit to being a voting member of the team.

Interactive: Assemble Your IRB



Part 4: Responsibilities of an IRB



Part 4: Responsibilities of an IRB

The principal responsibilities of an IRB include the following:
1. Provision of an Infrastructure to Support the Ethical Review of 

Proposed and Ongoing Research

This infrastructure includes the following IRB processes:
• Perform its functions according to written operating procedures.
• Maintain written records of its activities and minutes of its meetings.
• Comply with all applicable federal and state regulatory 

requirement(s).
• Should review a proposed clinical trial within a reasonable 

timeframe.



Part 4: Responsibilities of an IRB

• Make its decisions at announced meetings at which a quorum is 
present.

• Retain all relevant records (e.g., written procedures, membership 
lists, lists of occupations/affiliations of members, submitted 
documents, minutes of meetings, and correspondence) for a period 
of at least 3 years after completion of a study and make them 
available upon request from any regulatory authority.

• Notify investigators promptly in writing of its decisions, stating the 
reasons for those decisions and noting the procedures for appeal



Part 4: Responsibilities of an IRB

2. Reviewing and Understanding the Full Plan of Study

To provide a full review, the IRB should obtain the following documents 
(examples of information included in a full plan of study):
• Study protocol(s) and protocol amendment(s).

• Written Informed Consent Form(s) and consent form updates that the 
investigator proposes to use.

• Documents and other media relating to participant recruitment 
procedures (e.g., advertisements).

• Written information to be provided to participants including 
questionnaires and explanatory materials.



Part 4: Responsibilities of an IRB

• Information about payments and compensation available to 
participants.

• Investigator's Brochure.

• Available safety information, including references to relevant 
literature.

• Investigator's current curriculum vitae and/or other documentation 
that provides evidence of the investigator's qualifications.

• Any other documents needed to fulfill the IRB's responsibilities



Part 4: Responsibilities of an IRB

3. Keeping a Written Record of IRB Decisions

The following written records should be kept pertaining to an IRB's 
review of a proposed study:
 Identification of the study.
 List of documents reviewed.
 Decision reached:
o Approval.
o Disapproval.
o Rationale for disapproval.

 Termination or suspension of prior approval.
 Date decision was reached.
 Correspondence with the investigator.



Part 4: Responsibilities of an IRB

4. Considering the Investigator's Qualifications
The IRB should consider the qualifications of the investigator for the 
proposed study, as documented by a current curriculum vitae or other 
relevant documentation.

5. Conducting Continuing Review of Ongoing Studies
The IRB conducts continuing review of each ongoing study at intervals 
appropriate to the degree of risk to human participants. By regulation, 
this interval must be at least once per year.

6. Requesting More Information When Necessary
The IRB may request more information to assist in their review. One of 
the reasons for such a request would be when the IRB judges that the 
additional information would add meaningfully to the protection of the 
rights, safety, or well-being of participants.



Part 4: Responsibilities of an IRB

7. Reviewing Incentives for Participation

Payment to participants for their participation in a research study must never be
coercive in either amount or method of distribution.

The IRB should review both the amount and method of payment to participants
to assure that neither exerts undue influence on study participants.

Payments to participants should be prorated (divided in a proportional manner)
and not entirely contingent on a participant's completion of the study (no large,
consolidated payment at the end).



Part 4: Responsibilities of an IRB

The IRB should confirm that information regarding payment to participants,
including the methods, amounts, and schedule of payments to study
participants, is justified by the protocol and set forth in the written Informed
Consent Form and any other written information provided to participants. The
way payment will be prorated should be specified.

Some IRBs have written requirements concerning what is adequate
compensation for study participants. Investigators should be familiar with these
requirements before submitting a protocol to the IRB for approval.



Part 5: Criteria for IRB Approval of Research



Part 5: Criteria for IRB Approval of Research

The Belmont Report, the report of the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research
established three key principles that underlie the current system of
human research protections:
Respect for persons,
Beneficence (do no harm/maximize possible benefits and minimize
possible harms), and
Justice.
These principles are the basis for the criteria for Institutional Review
Board (IRB) approval of research (Reference: The Belmont Report).

Select from the three principles as they relate to the given criteria
and descriptions:

A. Respect
B. Beneficence
C. Justice



Part 5: Criteria for IRB Approval of Research

Criteria 1: Risks to Participants are Minimized
The IRB should ensure that procedures used in the proposed research
are consistent with sound research design, that they do not expose
participants to risk unnecessarily, and, when appropriate, involve
diagnostic or treatment procedures that pose no further risk.

Feedback: Which of the three principles relates to this criterion:
Respect, Beneficence, or Justice?

This criterion relates to the principle of beneficence in the Belmont
Report.



Criteria 2: Risks to Participants are Reasonable in Relation to
Anticipated Benefits

The IRB should consider only risks and benefits that may result from the
research, as distinct from risks and benefits of therapies participants
would receive even if they were not participating in the research.

The IRB should not consider the possible long-range effects of applying
the knowledge gained in the research.

Feedback: Which of the three principles relates to this criterion: Respect,
Beneficence, or Justice?

This criterion relates to the principle of beneficence in the Belmont
Report.

Part 5: Criteria for IRB Approval of Research



Part 5: Criteria for IRB Approval of Research

Criteria 3: Selection of Participants is Equitable
No single gender or racial, ethnic, or socioeconomic group should
disproportionately carry the burden or reap the benefits of the research.
The IRB should ensure that the gender and racial, ethnic, and
socioeconomic status of the participants of a research study match as
closely as possible to that of the persons expected to benefit from the
research.

The IRB should also be mindful of the special challenges of research
involving vulnerable populations, such as children, prisoners, pregnant
women, mentally disabled persons, or economically or educationally
disadvantaged persons.
Feedback: Which of the three principles relates to this criterion:
Respect, Beneficence, or Justice?

This criterion relates to the principle of justice in the Belmont Report.



Criteria 4: Informed Consent is Properly Obtained and Documented

The IRB must review the informed consent form and ensure that Informed 
Consent is sought from each prospective participant or from the 
participant's legally authorized representative. 

The IRB must also ensure that the process of obtaining Informed Consent 
is properly documented. 

Adequate provision is made for monitoring the data collected to ensure the 
safety of participants.

The IRB must review the plans for data collection, storage and analysis 
and for ensuring participant safety. This includes the plan for capturing and 
reporting information about adverse events. 

Part 5: Criteria for IRB Approval of Research



Part 5: Criteria for IRB Approval of Research

Criteria 4 (cont) 
Complex or high-risk studies may be required to have a data and safety 
monitoring plan. 

Some sponsors may require all studies to have a data safety 
monitoring plan. For example, in the Clinical Trials Network, all studies 
must have a data and safety monitoring plan and be monitored by a 
Data and Safety Monitoring Board.

Feedback: Which of the three principles relates to this criterion: 
Respect, Beneficence, or Justice? 

This criterion relates to the principle of respect for persons in the 
Belmont Report.



Part 5: Criteria for IRB Approval of Research

Criteria 5: Adequate Provision is Made to Protect Participants' 
Privacy and Maintain the Confidentiality of Data
Protection of participants' privacy. 

The IRB must consider whether the research involves an invasion of 
privacy. 

Factors to be considered include:
• The private or sensitive nature of the information sought.
• The likelihood that participants will regard the study as an invasion 

of privacy.
• The importance of the research.
• The availability of alternative ways to conduct the study.



Part 5: Criteria for IRB Approval of Research

Confidentiality of data. 

IRBs must evaluate whether adequate provisions exist to safeguard the
confidentiality of information that is collected. 

Feedback: Which of the three principles relates to this criterion: 
Respect, Beneficence, or Justice? 

This criterion relates to the principle of respect for persons in the 
Belmont Report.



Part 5: Criteria for IRB Approval of Research

Criteria 6: Additional Safeguards are Included for Vulnerable 
Populations

Some individuals' willingness to volunteer in a clinical trial may be 
unduly influenced by the expectation, whether justified or not, of 
benefits associated with participation, or by actual or perceived 
coercion by persons in positions of authority. Examples of such 
vulnerable populations include:
• Children.
• Prisoners.
• Pregnant women.
• Mentally disabled persons.
• Economically or educationally disadvantaged persons.
• Patients with incurable diseases.
• Patients in emergency situations.



Part 5: Criteria for IRB Approval of Research

• Medical, nursing, dental, and pharmacy students.
• Subordinate hospital personnel.
• Members of the armed forces.

When some or all of a study's participants are likely to be drawn from a 
vulnerable population, the IRB must ensure that appropriate additional 
safeguards are included in the study to protect the rights and
welfare of these participants



Part 5: Criteria for IRB Approval of Research

. Such additional safeguards may include:
• Heightened monitoring of the informed consent process. In some 

cases, the IRB may wish to approve the enrollment of each 
participant in the study.

• Changes to the composition of the IRB. For example, when research 
involving prisoners is being reviewed, at least one voting member (or 
Alternate) of the IRB must be a prisoner or a prisoners‘ 
representative with appropriate background and experience to serve 
in that capacity. 

• If a particular research project is under the jurisdiction of more than 
one IRB, each IRB of record needs to satisfy this requirement.

Feedback: Which of the three principles relates to this criterion: 
Respect, Beneficence, or Justice? 
This criterion relates to the principle of Beneficence and Respect for 
persons in the Belmont Report.



Part 6: Expedited Review



Part 6: Expedited Review

An IRB may use an expedited review procedure for research that:
• Involves no more than minimal risk and
• Falls into a category that appears on an approved list of categories 

of research eligible for expedited review.

An IRB may also use expedited review to approve minor changes in 
previously approved research that are made during the period (1 year 
or less) for which the approval is authorized. 
The IRB must have written procedures that specify how an expedited 
review will be conducted.



Part 6: Expedited Review

An expedited review (which may involve less waiting time for IRB 
approval) may be carried out by the IRB chairperson or by one or more 
experienced IRB members designated by the chairperson. 

The reviewers may exercise all of the authorities of the IRB except that 
of disapproving the research. 

A proposal submitted for expedited review may be disapproved only by 
the full IRB.



Part 6: Expedited Review

Research Eligible for Expedited Review

• Collection of hair or baby teeth.
• Collection of external secretions, including sweat and saliva.
• Recording of data from adults using noninvasive procedures that are 

routinely employed in clinical practice (not including exposure to 
electromagnetic radiation outside the visible range, for example, x-
rays or microwaves.)

• Collection of blood samples by venipuncture.
• Voice recordings made for research purposes, such as investigations 

of speech defects.
• Moderate exercise by healthy volunteers.
• Study of existing data, documents, records, pathological 

specimens, or diagnostic specimens.



Part 7: Investigators' Responsibilities to the 
IRB



Part 7: Investigators' Responsibilities to the 
IRB

The investigator must:
• Ensure that the IRB receives all the documents it requires to review 

the proposed research.
• Admit no participant to a study before the IRB has issued its written 

approval of the study.
• Make no changes to or deviations from the study protocol without 

prior written approval from the IRB, except when necessary to 
eliminate immediate hazards to participants.

• Report promptly to the IRB:
o Changes to or deviations from the protocol, including changes 

made to eliminate immediate hazards to study participants.
o Changes that increase the risk to participants or significantly affect 

the conduct of the study.
o All adverse drug reactions that are both serious and unexpected.
o New information that may adversely affect the safety of 

participants or the conduct of the study.



Part 7: Investigators' Responsibilities to the 
IRB

Reporting requirements may vary, and it is the investigator's 
responsibility to know the individual reporting requirements of each IRB 
involved with the research study. 

For example, an IRB may require that every serious adverse drug 
reaction be promptly reported, whether it was unexpected or not.

Responsibilities (cont.) 
• Respond in a timely fashion to all requests from the IRB for 

additional information about a research study.
• Submit progress reports to the IRB annually, or more frequently, if 

requested by the IRB, and submit a final report to the IRB when the 
study is completed or terminated.



Part 8: IRBs and Multi-Site Research



Part 8: IRBs and Multi-Site Research

Multi-site trials are characterized by the involvement of multiple
institutions and study sites engaged in a single research study.

When a research study involves more than one institution, each
institution is responsible for safeguarding the rights and well-being of
research participants at that institution.

With the implementation of the NIH policy on Use of a Single
Institutional Review Board for Multi-Site Research (effective May 25,
2017), multi-institutional research in the U.S. involving non-exempt
human participants will use a single IRB. Based on 45 CFR 46.114, the
use of a single IRB allows for a more streamlined IRB review and
increases efficiencies while maintaining the protection of human study
participants (NIH Office of Extramural Research, 2016).



Part 9: Summary of Key Points

• The purpose of an Institutional Review Board (IRB) is to safeguard 
the rights, safety, and wellbeing of all human research participants.

• Any research involving human participants must be reviewed and 
approved by an IRB.

• Any clinical investigation involving a product regulated by the FDA 
must be reviewed and approved by an IRB.

• An IRB has the authority to approve or disapprove all research 
activities that fall within its jurisdiction. It may disapprove a research 
project with a request for modification. It also has the authority to 
suspend a research study that it previously approved.

• All previously approved ongoing research must be reviewed by an 
IRB at least once a year to determine whether approval should be 
continued.

• .



Part 9: Summary of Key Points

• Every institution, that participates in a clinical study must identify all 
IRBs that have jurisdiction to review and approve the protocol.

• To approve a research protocol, the IRB must ensure that:
o Risks to participants are minimized.
o Risks to participants are reasonable in relation to anticipated 

benefits.
o Selection of participants is equitable.
o Informed consent is properly obtained and documented.
o Adequate provision is made for monitoring the data collected to 

ensure the safety of participants.
o Adequate provision is made to protect participants and maintain 

confidentiality of data.
o Additional safeguards are included for vulnerable populations
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What Went Wrong in Medical Research ?



Germany The 
Nuremberg 

Trials

• Starting in the mid-1920s, German physicians, usually 
proponents of racial hygiene, were accused by the 
public and the medical society of unethical medical 
practices.

• In response to the criticism of unethical human 
experimentation, the Reich government issued 
"Guidelines for New Therapy and Human 
Experimentation" in Weimar, Germany.

• The guidelines were based on beneficence and non-
maleficence, but also stressed the legal doctrine  
of informed consent



Germany The 
Nuremberg 

Trials

• The guidelines from Weimar were 
negated by Adolf Hitler. 

• By 1942, the Nazi party included more 
than 38,000 German physicians, who 
helped carry out medical programs 
such as the Sterilization Law, as well 
as trials conducted in concentration 
camps. 

• German physicians responsible for 
conducting unethical medical 
procedures on humans during the war 
were tried.



Germany The 
Nuremberg 

Trials

• After World War II, a series of trials were held to hold 
members of the Nazi party responsible for a multitude 
of war crimes. The trials were approved by President 
Harry Truman in January 1946 and were led 
exclusively by the United States.

• They began on December 9, 1946 in Nuremberg, 
Germany, in what became known as the Nuremberg 
trials.

• The 10 points constituted the "Nuremberg Code", 
which includes such principles as informed 
consent and absence of coercion; properly 
formulated scientific experimentation; 
and beneficence towards experiment participants. It is 
thought to have been mainly based on the Hippocratic 
Oath and the basic ethics governing Medicine. 



Milestones in Clinical Trial Regulations
1947

The Nuremberg Code 

1947 Nuremberg Code



Thalidomide 
Tragedy

 Thalidomide was one of the greatest 
cases in history of a drug disaster 
tragedy

 Thalidomide had been tested on 
animals extensively prior to its 
marketing

 The first drug recognized to cause birth 
defect in humans.

 Around 20,000 children were born with 
physical disability



Thalidomide 
Tragedy 
(cont…)

• Thalidomide was first marketed in 1957 in West 
Germany under the trade name Contergan.

• The German drug company Chemie
Grünenthal developed and sold the drug. Primarily 
prescribed as a sedative or hypnotic, thalidomide also 
claimed to cure "anxiety, insomnia, gastritis, and 
tension". Afterwards, it was used against nausea and 
to alleviate morning sickness in pregnant women. 

• Thalidomide became an over-the-counter drug in West 
Germany on October 1, 1957. 

• Shortly after the drug was sold in West Germany, 
between 5,000 and 7,000 infants were born 
with phocomelia (malformation of the limbs). Only 40% 
of these children survived



Thalidomide 
Tragedy 
(cont…)

• Throughout the world, about 10,000 cases 
were reported of infants with phocomelia due 
to thalidomide; only 50% of the 10,000 
survived. 

• Those subjected to thalidomide while in the 
womb experienced limb deficiencies in a way 
that the long limbs either were not developed 
or presented themselves as stumps.

• Other effects included deformed eyes and 
hearts, deformed alimentary and urinary 
tracts, blindness and deafness



Thalidomide 
Tragedy 
(cont…)

 The Medical Research 
Council maintained 
that the vast bulk of 
evidence from 
laboratory and animal 
tests is against 
thalidomide having 
any genetic effects



• Researchers 
tried to 

reproduce 
the same 
effect in 

dozens of 
species of 

lab animals 
without 
success.



Thalidomide 
Tragedy (cont…)

• The negative effects of 
thalidomide led to the 
development of more 
structured drug 
regulations and control 
over drug use and 
development.



1964

1947

Milestones in Clinical Trial Regulations
1964 – Declaration of Helsinki

Nuremberg Code

Declaration of Helsinki



The Declaration of Helsinki

• Is a set of ethical principles regarding human experimentation developed for the 
medical community by the World Medical Association (WMA).[1]

• It is widely regarded as the cornerstone document on human research ethics.

• The Declaration was originally adopted in June 1964 in Helsinki, Finland, and has since 
undergone seven revisions (the most recent by the 75th WMA General Assembly, Helsinki, Finland, 
October 2024



The Tuskegee 
Experiment

• An unethical clinical study conducted 
between 1932 and 1972 by the U.S. 
Public Health Service.

• Investigators enrolled in the study a 
total of 600 impoverished, African-
American sharecroppers from Macon 
County, Alabama.

• Of these men, 399 had previously 
contracted syphilis before the study 
began, and 201 did not have the 
disease and were purposely infected.



The Tuskegee 
Experiment

• The participants were primarily sharecroppers, 
and many had never before visited a doctor. 

• Doctors from the U.S. Public Health Service 
(PHS), which was running the study, informed 
the participants—399 men with latent syphilis 
and a control group of 201 others who were free 
of the disease—they were being treated for bad 
blood, a term commonly used in the area at the 
time to refer to a variety of ailments



The Tuskegee 
Experiment

• The men were monitored by health workers but only given 
placebos such as aspirin and mineral supplements, despite 
the fact that penicillin became the recommended 
treatment for syphilis in 1947, some 15 years into the 
study. 

• PHS researchers convinced local physicians in Macon 
County not to treat the participants, and instead, research 
was done at the Tuskegee Institute. (Now called Tuskegee 
University, the school was founded in 1881 with Booker T. 
Washington as its first teacher.)

• In order to track the disease’s full progression, researchers 
provided no effective care as the men died, went blind or 
insane or experienced other severe health problems due to 
their untreated syphilis.



The Tuskegee 
Experiment

• In the mid-1960s, a PHS venereal disease investigator in San 
Francisco named Peter Buxton found out about the Tuskegee 
study and expressed his concerns to his superiors that it was 
unethical. 

• In response, PHS officials formed a committee to review the study 
but ultimately opted to continue it—with the goal of tracking the 
participants until all had died, autopsies were performed, and the 
project data could be analyzed.



The Tuskegee Experiment- The Whistleblower 

• Buxton then leaked the story to a reporter friend, who passed it on to a fellow reporter, Jean Heller of the 
Associated Press. 

• Heller broke the story in July 1972, prompting public outrage and forcing the study to finally shut down.

• By that time, 28 participants had perished from syphilis, 100 more had passed away from related 
complications, at least 40 spouses had been diagnosed with it and the disease had been passed to 19 
children at birth.

• In 1973, Congress held hearings on the Tuskegee experiments, and the following year the study’s surviving 
participants, along with the heirs of those who died, received a $10 million out-of-court settlement. 
Additionally, new guidelines were issued to protect human subjects in U.S. government-funded research 
projects.



The Tuskegee 
Experiment

• The Tuskegee Syphilis Study, cited as "arguably the 
most infamous biomedical research study in U.S. 
history",[8] led to the 1979 Belmont Report and to the 
establishment of the Office for Human Research 
Protection (OHRP).[9]

• It also led to federal laws and regulations 
requiring Institutional Review Boards for the 
protection of human subjects in studies involving 
them.



The Belmont 
Report 

1978/1979

The Belmont Report summarizes ethical 
principles and guidelines for research 
involving human subjects. 

Three core principles are identified: respect 
for persons, beneficence, and justice. 

Three primary areas of application are also 
stated: informed consent, assessment of 
risks and benefits, and selection of subjects. 



The Tuskegee 
Experiment

On May 16, 1997, President Bill Clinton 
formally apologized on behalf of the United 
States to victims of the experiment.

During his apology, Clinton announced plans 
for the establishment of Tuskegee 
University’s National Center for Bioethics in 
Research and Health Care.

The final study participant passed away in 
2004.





Hippocrates, Principles of 
Medical Ethics

1. Non-Maleficence
2. Beneficence
3. Justice
4. Respect for Autonomy
5. Confidentiality



1989

Milestones in Clinical Trial Regulations
1989 – US French and Japanese GCP Laws

US French and Japanese GCP Laws

1964 Declaration of Helsinki

1947 Nuremberg Code



1991

Milestones in Clinical Trial Regulations
1991 – European Union – GCP Guidelines

1989 US French and Japanese GCP Laws

European Union – GCP Guidelines

1964 Declaration of Helsinki

1947 Nuremberg Code



1994

1991

Milestones in Clinical Trial Regulations
1994 – WHO – GCP Guidelines

European Union – GCP Guidelines

WHO - GCP Guidelines

1989 US French and Japanese GCP Laws

1964 Declaration of Helsinki

1947 Nuremberg Code



1994

Milestones in Clinical Trial Regulations
1997 – ICH – GCP Guidelines

WHO - GCP Guidelines

1997 International Conference on 
Harmonisation ICH – GCP Guidelines

1991 European Union – GCP Guidelines

1989 US French and Japanese GCP Laws

1964 Declaration of Helsinki

1947 Nuremberg Code



What is GCP

 Good Clinical Practice (GCP): 
“Standard for the design, conduct, 
performance, monitoring, 
auditing, recording, analyses and 
reporting of clinical trials that 
provides assurance that the data 
and reported results are credible 
and accurate, and that the rights, 
integrity and confidentiality of 
trial subjects are protected”



Ethics
The Soul of 
Medicine



The First Principle 

Non-Maleficence 
“Primum, Non Nocere”

First, DO NO HARM



The Second Principle

Beneficence



The Third Principle

Justice



The Forth Principle

Respect for Autonomy



The Fifth Principle 

Confidentiality



To see and See Again

• Shoulder of giants
• The spirit of inquiry, our responsibility ?
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• Ibn Al Haitham

•Where do We Stand?
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