HEALTH CARE LAW

CURRICULUM  
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higher medical educational institutions 

of III-IV accreditation levels

DRAFT SUBJECT PLAN 

	№
	 Subject of lecture or seminar 
	Total 
	Lectures 
	Seminar/

sessions

(workshop/sessions)
	Individual work 

	1
	General provisions for medicine law. Regulation of right to life and health care in the legislation of Ukraine and in the international law. 
	5
	2
	2
	1

	2
	Legal principles of health care organization. Legal regulation of medical and pharmaceutical business activities.  
	5
	2
	2
	1

	3
	Patients’ legal status.  
	6
	2
	2
	2

	4
	Ethical and legal status of medical staff. Legal status of health care facilities of different forms of ownership.
	5
	2
	2
	1

	5
	Legal issues of medical intervention. Patient’s informed consent to medical intervention. 
	5
	2
	1
	2

	6
	Information and documentation in medical activities.
	5
	1
	2
	2

	7
	Legal issues of population’ provision of medicinal preparations and goods of medical purpose.
	3
	1
	-
	2

	8
	Legal regulation of certain kinds of medical aid provision. 
	10
	4
	3
	3

	9
	Medical examination.
	3
	1
	1
	-

	10
	Legal liability for infringements of law in health care. Legal means of protecting rights and legal interests of patients, medical profession and health care facilities.
	8
	3
	3
	2

	
	Total:
	54
	20
	18
	16


THE CURRICULUM CONTENT 

Subject 1. General provisions for medicine law. Regulation of right to life and health care in the legislation of Ukraine and in the international law.


Basic medicine law notions and terms: health, health care, medicine, medical activities, medical aid, medical service, patient, doctor, medical profession, health care facility. 


The origination of medicine law.  


The notion of medicine law and its characteristics. The subject of medicine law and the method of medicine law. Subjects of medical law. Principles and functions of medicine law. The sources of medicine law. General characteristics of Ukrainian legislation on health care.  


Medicine law in the system of law and legislation. The connection of medicine law with other law institutes and sectors. The international health/medicine law.


Correlation of medicine law norms and other social norms. The issues of correlation and interrelation of medicine law and bioethics, including medical ethics and deontology.  

Medicine law as a science and as a subject matter. 

The content of the right to life, the right to health care and the right to medical care in the international documents and in the current Ukrainian legislation acts.

Subject 2. Legal principles of health care organization. Legal regulation of medical and pharmaceutical business activities.   


The concept of public health organization. Public health organization principles in Ukraine and in the world.  


Public health policy. The authorities ensuring public health policy formation and implementation, and their functions. Ministry of Health of Ukraine as a specially authorized central state executive agency in health care.  


Direct health care provision by health care facilities. Types of health care facilities and their legal status. Management of health care facilities. Legal security of health care facilities activities.


The means of state regulation of medical and pharmaceutical business activities. Medical practice licensing. Governmental accreditation of health care facility. Certification of doctors and paramedical personnel. 


The issues of optimization for health care activities. Medical care provision levels. Out-patient and in-patient medical care. General practice (family medicine). 


Standardization of health care provision quality. 


Health insurance. The notion and kinds of health insurance. Perspectives for introducing in Ukraine state social health insurance which is obligatory for all.  

Subject 3.  Patients’ legal status. 


Human rights in health care. Patients’ rights within the context of human rights in health care. 


Patients’ rights evolution. 


The international standards for patients’ rights. Lisbon Declaration on Patients’ Rights of 1981. The European Charter on Patients’ Rights of 2002. Convention on Human Rights and Biomedicine of 1987. 


Ukrainian legislation that establishes patients’ rights.  


Kinds of patients’ rights. Patient’s right of access to medical care and ‘derivative’ rights. Patient’s right to inviolability, privacy and personal dignity. Patient’s rights that are within the information area. Patient’s rights related to medical intervention. Patient’s rights to observance of quality standards and to safety of medical care/services. Consumer patient’s rights. Other patients’ rights.     


Specific of protecting rights of certain patients’ groups. 


Patients’ responsibilities. Negative legal effects of non-fulfillment by a patient of his responsibilities. Patient’s liability. Legal issues related to some patients’ unscrupulousness in implementing their rights.    


The issues of ensuring patients’ rights maintenance and protection in Ukraine and abroad. The authorities involved into patients’ rights protection. Civic organizations assisting patient’s rights protection. Perspectives of improving legislative definition of patients’ legal status. 


Subject 4. Ethical and legal status of medical staff. Legal status of health care facilities of different forms of ownership.


The concept of legal status of doctors and other medical staff and its evolution.


The International Code of Medical Ethics (1983), Declaration on Human Rights and Personal Freedom of the Medical Profession (1985), Declaration on Doctors Independence and Professional Liberty (1986).

Ukrainian legislation defining the medical profession legal status.  

Acquisition of medical professional’s status. Acquisition of doctor’s status. 


Medical staff’ professional rights and responsibilities. Social and labour rights and benefits for the medical profession. Implementation of rights and fulfilling responsibilities by medical staff in Ukraine: current situation, problems, prospects. 


Ethical principles for the medical staff’ activities. The Draft Ethical Code for Ukrainian Doctors. The issues of liability for violating ethical norms by the medical profession. 


Associations of medical staff and other civic organizations in health care. Medical self-government: foreign countries’ experience and prospects for its introduction in Ukraine.


The notion and types of health care facilities. 


Legal status of health care facilities of different forms of ownership. Legal regulation of fee-based health care provision. The conditions of lawfulness of fee-based health care provision by the state and municipal health care facilities. Restrictions extended to the activities of private health care facilities.        


Individual entrepreneurship in health care practice.


Perspectives for improving of current Ukrainian legislation defining the legal status of medical staff and health care facilities.  

Subject 5. Legal issues of medical intervention. Patient’s informed consent to medical intervention. 


The concept of medical intervention and its kinds. The conditions of medical intervention’ lawfulness. 


Patient’s consent to medical intervention. The ‘informed consent’ doctrine. 


Obtaining patient’s informed consent to medical intervention. 

Form and contents of patient’s informed consent to medical intervention. Methods of legal fixation of patient’s informed consent to medical intervention.  


Grounds for health care provision to patient without his consent. 


Legal issues of widening the scope of medical intervention.  


Applying medical intervention methods.  



The issue of correspondence of certain medical intervention methods to general conditions for medical intervention. 


Legal and ethical issues of using risky methods of diagnostics, prevention and treatment. 


Patient’s refusal of medical intervention. Legal fixation of patient’s refusal of medical intervention.

Subject 6. Information and documentation in medical activities  


Secret and confidential information in medical activities. 


Information for a patient (medical information). Information on a patient (doctor’s (medical) secrecy). Maintaining doctor’s (medical) secrecy. The conditions of doctor’s (medical) secrecy divulging. The conditions of lawfulness of doctor’s (medical) secrecy divulging. 


Commercial secrecy in the activities of health care facilities.  


Legal aspects of advertising activities of health care facilities.


The notion of the document and its characteristics.  


Medical documentation. The importance of medical documentation. Requirements to maintaining medical records. Medical documentation storage. 


Legal medical documentation. Medical - legal documents which availability is necessary / expedient to ensure normal health care facilities functioning. Medical - legal documents for health care facilities of different forms of ownership. 


Local legislative acts in health care facilities functioning.  


Regulations for health care provision. By-laws for health care facilities. 


Contracts of fee-based health service. The scope of contracts of fee-based health service. The content of contracts of fee-based health service. Validity issues for contracts and certain statements of contracts of fee-based health service.     

Subject 7. Legal issues of population’ provision of medicinal preparations and goods of medical purpose. 


The notion of medicinal agent. Division of medicinal agents and goods of medical purpose.  


Making medicinal agents. Preclinical studying and clinical trials of medicinal agents. Patient’s (volunteer’s) rights protection. Commissions on Ethics. 


The concept of Good Clinical Practice (GCP). The issues of harmonization of national legislation on clinical trials of medicinal agents with the European Union documentation.   


The state registration of medicinal agents. Legal issues of medicinal agents’ manufacturing and marketing. The order of writing out prescriptions and delivering of medicinal agents.  


The issues of medicinal agents’ circulation. Medicinal agents’ utilization and elimination. 


Quality control of medicinal agents.


The issues of medicinal agents’ provision to certain groups of population. 

Subject 8.  Legal regulation of certain kinds of medical aid provision.

Legal regulation of first medical aid provision. 

The moment of human life beginning. A person in the article of death. Statement of a person’s death on the ground of brain death. 

Euthanasia and its types. Declaration on Euthanasia (1987). Prohibition of euthanasia in Ukraine. Euthanasia and palliative care. 

Ethical and legal issues related to human reproductive procreation. 

Artificial fertilization and embryo implantation. Surrogate maternity. Artificial abortion.


Legal status of human genome. Universal Declaration on the Human Genome and Human Rights (1997). 


The issues of cloning of a human being and other living beings, their cells and textures. The UN Declaration on Human Cloning (2005). Prohibition of human reproductive cloning in Ukraine.

Application of sterilization methods.

Change (correction) of sex.

Declaration on Human Organ Transplantation (1987). Transplantation of organs and other anatomic materials to an individual. Donorship of blood and its components.

Medical–biological experiments on people.  

Psychiatric service provision.

Legal issues of ensuring sanitary and epidemiological welfare of population. Legal issues of protecting population from HIV/AIDS, tuberculosis and other dangerous infectious diseases. 


Making compulsory medical examinations.


Making vaccinations.

Legal issues of folk medicine occupation (folk healing).

Subject 9. Medical examination.


The notion and kinds of medical examination.



Temporary disability examination. The order of issuing medical certificates.


Medical-social disability examination. The order of organization and conducting the medical-social disability examination. Acknowledgment of an individual to be an invalid.


Military medical examination. 


Forensic medical examination and forensic psychiatric examination.  


Organization of forensic medical service of Ukraine. The issue of forensic medical service departmental affiliation.


The expert’s legal status.  


The grounds and the order of conducting forensic medical examination and forensic psychiatric examination. Professional conclusion \ expert’s opinion. Difference between an expert’s opinion and a specialist’s opinion in the area of forensic medical examination or forensic psychological examination.


The role of forensic medical examination in resolution of civil matters and criminal cases. 


Alternative medical examination.


Perspectives for improving the medical examination institute.

Subject 10. Legal liability for infringements of law in health care. Legal means of protecting rights and legal interests of patients, medical profession and health care facilities. 

The general characteristics of infringements of law in health care.  


Criminal liability of medical personnel for committing the crimes related to their profession Infringements of law made by medical staff in relation to their professional activities. 


Legal aspects of health care/services quality provision. Criteria of health care/services quality provision.


Defects of medical aid provision. Medical error and its types. Correlation of medical error, professional infringement of the law and professional crime committed by the medical profession. Casualty/accident. Demarcation of medical error from accident. 


Negative legal effects and legal liability. 


Civil liability for patient’s non-property rights violation. Civil liability for damage inflicted by patient’s health injure. The specific of civil liability for damage inflicted by the source of increased danger and for damage inflicted as a result of defects of goods and faults in work (services).  



The practice of courts hearings of the cases on indemnifying pecuniary and moral damage inflicted by patient’s obtaining of medical care (services).


Criminal liability for crimes committed in health care. Criminal liability for crimes against an individual’s life and health committed by medical staff while performing their professional activities. Criminal liability for other crimes committed by medical staff in relation to performing of their professional activities. Criminal liability for the routine ‘medical’ crimes.


Administrative liability for infringements of law in health care.

Medical staff’ liability for breakage. 


Medical staff’ disciplinary liability.


Extrajudicial (pre-trial) means of protecting rights and legal interests of health law subjects. Peaceful settlement of disputes between patients and health care facilities.


Judicial means of protecting rights and legal interests of health law subjects. 


The issues of improving legislation on liability for crimes and other infringements of the law in health care, as well as its implementation practice. 
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