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Yerevan State University Faculty of Law, Centre of European Law and Integration

Development of Master Course on 

“Consumer Protection and Healthcare in EU” 

for Introduction at Yerevan State University

PART 1

 HEALTHCARE REGULATION 

Introduction to the Course

The objectives, structure, readings, and assignments of the course will be presented. The underlying propositions and conceptual framework for the course will be discussed. The basic trends and developments in health and human rights will be briefly reviewed.

Topic 1. Health and Human Rights Norms and Core Principles (4 hours)
Part 1.  Health and Human Rights Instruments and Core Principles; what is meant by the “Right to Health”

What place do health and human rights occupy in everyday life? What insights may be derived from the way health and human rights are approached in the international system? To answer these questions, we need to comprehend the nature of the norms, processes, and actors of the international system; the legal and political context of international efforts to promote health and human rights.

 Every country in the world is a party to at least one human rights’ treaty that addresses health-related rights, including rights to health and a number of rights related to the conditions necessary for health.  The core principles of modern human rights thinking, links between health and human rights and application of human rights to health will be discussed in the class. Understanding of scope of the ‘right to the highest attainable standard of health’ and its expression in the international law will be explained. 

Emphasis will be placed on the instruments comprising the International Bill of Human Rights, and the European Convention on Human Rights.

Part 2. Human Rights Institutions, Monitoring and Enforcement

The class will address the mechanisms established to enforce government’s compliance with regional and international human rights treaties they have ratified and human rights advocacy through these institutions. An introduction to the international mechanisms relevant to the promotion, monitoring, implementation and enforcement of human rights norms, including the United Nations and United Nations-related institutions and the role of non-governmental organizations (NGOs) will be provided. Examination of relevant treaties and corresponding enforcement mechanisms under them will be conducted, as well as the  obligation of the states to cooperate under the requirements of the international documents will be discussed.

Throughout the course the dialectical relation between, on the one hand, the pursuit of national interests by the Governments and shareholder interests by the private sector and, on the other, the global objectives and practice of the intergovernmental agencies and nongovernmental actors that include health or human rights within their mandates will be explored. Students are encouraged to develop their own theoretical perspectives on understanding the international system and to test their ideas in class. 

Part 3. Integrating Human Rights in Health: Applying rights based approach to public heath programming

Discussion of the content means and methods of what is often called a rights-based approach to public health. Case studies will be used to provide experience in application of key components of rights-based approaches to tough questions in public health programming.

How may human rights benefit work in the area of public health?  What if the protection of public heath necessities the restriction of certain human rights?   The following and other related issues regarding the use of human rights as a framework for health development will be examined.

Readings:

1. WHO, 25 Questions and Answers on health and human rights, July 2002,  p.1-23

2. Sofia Gruskin, Edward J Mills, Daniel Tarantola, - History, principles, and practice of health and human rights, August 4, 2007

3. Tamar K. Hervey, Jean V. McHale, Health Law and European Union, Cambridge University Press, 2004

4. Marks, Stephen, "Health and human rights; Basic International Documents" Boston, Harvard University Press, 2006

5. EU Health Care Law, by Sabine Michalowski, in The European Charter of Fundamental Rights, edts. Steve Peers and Angela Ward, Hurt Publishing 2004, p. 287-308

6. An Overview Of The Mandates of Key UN Special Rapporteurs Working on Economic, Social and Cultural Rights. Found online at www.escr-net.org/ConferenceDocs/ UNSpecialRapporteursESCR.doc.

Legislation:

1. Universal Declaration of Human Rights 

2. International Covenant on Economic, Social and Cultural Rights (1966) 

3. International Covenant on Civil and Political Rights

4. General Comment on the right to health, of the Committee on Economic, Social and Cultural Rights, of May 2000

5.  Constitution of the World Health Organization (preamble).

6.  Committee on Economic Social and Cultural Rights. The Right to the Highest Attainable Standard of Health, General Comment 14. E/C.12/2000/4. 25 April-12 May 2000.

7. Convention on Elimination of Racial Discrimination of 1963

8. Convection on Elimination of Discrimination Against Women of 1979 

9. Convention on Child’s Rights of  1989

10. European Social Charter of  1961

11. The African  Charter on Human and  Peoples’ Rights of 1981

Topic 2. Human Rights in Patient care (4 hours)
Focus will be made on the European charter of Patients’ Rights and 14 basic patient rights guaranteed under the Convention. In addition relevant international and regional human rights related to patient care will be examined. Relations between the issue of patient care and such basic human rights as the right to liberty and security, right to privacy, rights to information, right to bodily integrity and life, freedom from torture and cruel, inhuman, degrading treatment, right to non-discrimination and equality will be discussed.  

During the class case study and examples from the ECHR precedents will be provided.   

Readings:

1. Health and Human Rights: a resource guide for Open Society Institute and Soros Foundation Network, 2007, p. 1.1-1.30

2. Tamar K. Hervey, Jean V. McHale, Health Law and European Union, Cambridge University Press, 2004

Legislation:

1. WHO European Consultation on the Patient Rights, 2004

2. European Charter of Patients’ Rights, 2002

3. Declaration on Rights of the Patients (World Medical Association) (at www.wma.net/epolicy/14htm)

4. Principles for the Protection of Persons with Mental Illness and the Improvement of Mental Health Care (1991);

5. United Nations Principles for Older Persons (1991)

6. Convention for Protection of Human Rights and fundamental Freedoms (ECHR)

7. Recommendation Rec (2000)5 and Explanatory Memorandum of Committee of Ministers  to Member States on the development of Structures for Citizen and Patient Participation in the Decision making process Affecting Healthcare (Council of Europe)

8. RA Law on “On Medical Aid and Service to the Population” of March 4, 1996

9. RA Governmental Decree N318-N on “Medical aid and service guaranteed by the State” of March 4, 2004 

10. RA Governmental Decree N237 “On Adoption of the List and Structure of Types of Medical Aid and Service’  of August 2, 1996

11. RA Governmental Decree N1045-N “On financing the activities of the family doctor” of July 15, 2004

Assignments: 

1. Find and present norms  providing for criminal, civil and administrative responsibility for health abuses in RA legislation.  The relevant norms will be further discussed in the class.

Topic 3 . Reproductive And Sexual Rights And The Health Effects Of Human Rights Violations, issues of marginal groups (4 hours)
The topic identifies broad range of sexual and reproductive health issues that fall within the scope of 14 basic human rights. These basic human rights derive from four international human rights treaties, which have been ratified by a range of countries world-wide.

The course provides with the knowledge about reproductive and sexual rights in healthcare and their violations. In every country, a variety of laws, policies and practices exist, that affect sexual and reproductive health and rights. They may relate to the provision of information and education on sexual and reproductive health, and regulate access to family planning. The basic trends and developments in reproductive health and human rights will also be briefly reviewed. Restriction of sexual and reproductive rights amounts, in international law, to a violation of human rights, if a government has ratified treaties that recognize these rights.

The topic  will address sexuality related advocacy in EU and in Armenia as well. The students will learn the tools and implications of applying rights and ethical questions to a range of sexuality topics, including person’s right to comprehensive healthcare services, access to all methods of fertility regulation including safe abortion and diagnosis and treatment for infertility and sexually transmitted infections including Human Immunodeficiency Virus/Acquired Immune Deficiency Syndrome.

The course will combine guest speaker lectures with strong student participation and active discussion.

Suggested topics for the Seminar 
1. The right to information and education

2. Sexuality, sex work and trafficking

3. The right to decide whether or when to have children

4. Sexual violence: Rape

5. Abortion and human rights violations in reproductive health

Readings:

1. Health and Human Rights: a resource guide for Open Society Institute and Soros Foundation Network, 2007, p.5.1-5.44

2. Health and Human Rights: An International Journal: Sexuality, Human Rights and Health Vol.7, Source:www.hsph.harvard.edu

3. Open Society Institute Sexual Health and Rights Project (SHARP) www.soros.org/initiatives/health/focus/sharp
4. WHO www.who.int/reproductive-health/gender/sexual health.html

Legislation:

1. Charter on Sexual and Reproductive rigshts (IPPF, March 2000 update) (available at www.ippf.org)

2. Declaration of sexual rights (XIV World Congress of Sexology, 1999), (available at www. worldsexology.org/aboutsexualrights.asp.)

3. The Montreal Declaration On Human Rights, July 2006, (Source: wwwdeclarationofmontreal.org)

4.  Recommendation  1474 of the Parliamentary Assembly of Council of Europe On ”Situation Of Lesbian And Gays In The Council Of Europe Member States” 

5. RA Law  “On reproductive health and reproductive rights of the person” of December 11, 2002 

Topic 4. From vulnerability to Human Rights: the case of HIV/AIDS (4 hours)

The topic will provide basic information about HIV/AIDS, the situation on HIV/AIDS in the Republic of Armenia, risk groups and ethical issues in HIV/AIDS testing.

Upon completion of this course students will be able to:

· Apply ethical and human rights perspectives in HIV/AIDS

· Understand the problem of HIV/AIDS as a global threat to public health.

The topic will stress active participation of the students and their team work in initiation of discussions based on assigned literature. Students may present a team paper or may build on a presentation about HIV/AIDS and ethical issues around HIV/AIDS testing. 

The course will combine guest speaker lectures with strong student participation and active discussion.

Suggested topics for the Seminar 

· HIV/AIDS and the human rights

· Basic Human rights and the recognition of discrimination against people with HIV/AIDS 

· Voluntary testing and informed consent

· HIV/AIDS issue in homosexuals and sex workers

· The right for work in HIV/AIDS carriers

Readings:

1. Health and Human Rights: a resource guide for Open Society Institute and Soros Foundation Network, 2007, p. 2.1-2.41

2. Sofia Gruskin, Laura Ferguson, Jeffrey O’Malley, Ensuring Sexual and Reproductive Health for People Living with HIV: An Overview of Key Human Rights, Policy and Health Systems Issues, 2007 Reproductive Health Matters (Source www.rhmjournal.org.uk)

3. Gruskin,  Sofia, Human rights and the public health: An overview. Canadian HIV/AIDS Policy & Law Newsletter 1999: 78-81 (Source:www.aidslaw.ca)

4. UNAIDS. HIV-related stigma, discrimination and human rights violations. Case

Studies  of successful programs. Geneva: UNAIDS, 2005.( Source:www.unaids.org)

5. Open Society Institute-Public Health Program. Source:www.soros.org/initiatives/health/

6. Human Rights and HIV/AIDS. (Source: www. Soros.org/initiatives/health/focus/law)

7. Sex Work, HIV/AIDS, and Human Rights in Central and Eastern Europe and Central Asia, A report from the Central and Eastern European Harm Reduction Network, July 2005 (available at www.ceehrn.org.)

Legislation:

1. IPPF Charter on Sexual and Reproductive Rights; 1996, London,UK

2. UN Special Session Declaration of Commitment on HIV/AIDS, August 2 2001, http://www.unaids.org/whatsnew/others/un_special/Declaration020801_en.htm 

3. RA Law “On prevention of the disease caused by human immunodeficiency virus”, of February 3, 1997

Topic 5.  Responsibility of Doctors and Medical Personnel for not performing their professional obligations: Medical Ethics (2 hours)

The course examines the links between health and human rights and highlights the role of the physician as a change agent. Class discussions will clarify the ethical obligations of physicians providing primary health care and the role of physicians in documenting human rights violations. Students will leave the course with a solid understanding of Medical Ethics, professional obligations of Medical Personnel. 

Legislation:

1. International Code of Medical Ethics (World Medical Association, 1948, 1994, 2006)

2. Principles of Medical Ethics Relevant to the Role of Health Personnel, Particularly Physicians  in the protection of Prisoners and detainees against torture and Other Cruel, Inhuman, Degrading Treatment or Punishment (1982) (Source: www.unhchr.ch/html/menu3/b/h_comp40htm)

PART 2

Consumer protection in EU and Armenia

Topic 6.  The Europeanization of consumer law-towards a European consumer (6 hours)
European Union shows growing interest in protection of the physical safety and the economic interests of its citizens, which is essential factor affecting the efficiency of the single market system. The topic will examine the EU consumer protection policy, study relevant European documents safeguarding the consumer rights and establishing the consumer protection strategy.  The topic will cover the mechanisms to ensure necessary information for consumers to make the free choice of goods and services of the best possible quality and price, possibility to define the origin of the goods and the nationality of their supplier. Separate Directives aimed at guaranteeing the safety of individuals, food hygiene and safety, traceability of products and labeling, as well as liability for defective products will also be addressed. Examples from European Court case law will be provided in the class and the approaches of the will be analyzed.

Readings:

1. Wetherill, Stephen “EU Consumer Law and Policy”, Edward Elgar Publishing, 2005, p. 15-19, 34-50

2. Dr Nebbia, Paolisa, and Askham, Tony , “EU Consumer Law”, Oxford University Press 2004

3. Consumer Protection in the European Union, Brochure by EU’s TACIS program for RA, 2006

4. A Casebook on European Consumer Law, edt. By Reiner Schultze, Hans Schulte-Nolke, Jackie Jones, Hart Publishing, 2002

5. Patrick R. Hugg, “A Guide to European Union  Commercial Practice”, Oceana Publications, Inc., 2003, Chapter 9, 303-353

6. Moussis, Nicholas “Access to European Union: law, economies, policies”, European Study Service, 15th edition, 2006, p. 193-203, p. 255-258

7. 10 Basic Principles of Consumer Protection in EU, (available at http://europa.eu.int/comm/dgs/health_consumer/index_en.htm)

8. Healthier, safer more confident citizens: A health and Consumer protection Strategy, COM/2005/115. Luxembourg

9. Database on national case law concerning unfair terms (CLAB) at http://europa.eu.int/comm/consumers/cons_int/safe_shop/unf_cont_terms/clab/index_en.htm. 

 Legislation:

1. Council Directive 93/13/EEC of 5 April 1993 on unfair terms in consumer contracts

2. Directive 1999/44/EC of 25 May 1999 on certain aspects of the sale of consumer goods and associated guarantees

3. Council Directive 98/6/EC of the European Parliament and of the Council of 16 February 1998 on consumer protection in the indication of the prices of products offered to consumers

4. Council Directive (85/374/EEC)of 25July 1985 on the approximation of the laws, regulations and administrative provisions of the Member States concerning liability for defective products

5. Council Directive 85/577/EEC of 20 December 1985 to protect the consumer in respect of contracts negotiated away from business premises

6. Council Directive 97/7/EC of the European Parliament and of the Council of 20 May 1997 on the protection of consumers in respect of distance contracts 

7. Council Directive 2000/13/EC Of The European Parliament And Of The Council of 20 March 2000 on the approximation of the laws of the Member States relating to the labeling, presentation and advertising of foodstuffs 

8. Council Directive 85/374/EEC  of 25July 1985 on the approximation of the laws, regulations and administrative provisions of the Member States concerning liability for defective products (amended by Directive 1999/34/EC)

Topic 7.  Product safety regulation (2 hours)

Insuring consumer’s confidence in their rights and that the products they buy are safe and respect the environment is considered to be one of the important aspects of free movement of goods in EU internal market. The development of a harmonized Community system of product safety regulation is important from the point of prohibiting the access of unsafe product to the Community market and in order to protect the health and safety of consumers and their economic interests. The topic will address the Community system of product safety regulation  and Information sharing network (RAPEX) between the Community Member States. Separate Directive designed to facilitate the growth of integrated toy market and ensuring basic level of safety in toy products will also be discussed. 

Readings:

1. Wetherill, Stephen “EU Consumer Law and Policy”, Edward Elgar Publishing, 2005, p. 159-226

2. Dr Nebbia, Paolisa, and Askham, Tony , “EU Consumer Law”, Oxford University Press 2004

3. Consumer Protection in the European Union, Brochure by EU’s TACIS program for RA, 2006

4. A Casebook on European Consumer Law, edt. By Reiner Schultze, Hans Schulte-Nolke, Jackie Jones, Hart Publishing, 2002

5. Patrick R. Hugg, “A Guide to European Union  Commercial Practice”, Oceana Publications, Inc., 2003, Chapter 9, 303-353

Legislation:

1. Directive 2001/95/EC of the European Parliament and of the Council of 3 December 2001 on general product safety

2. Council Directive 88/378/EEC of 3 May 1988 on the approximation of the laws of the Member States concerning the safety of toys

Topic 8. EU Consumer protection and Advertising (4 hours)
The topic will refer to the regulation of advertising within the European Union and its impact on consumer rights. Specifics of advertising by television and internet will be addressed. A particular stress will be made on the regulation of advertising for specific types of products, with enhanced level of riskiness for the consumers, such as tobacco, alcohol and pharmaceuticals advertising. The need for differentiated regulation for advertising directed at children will be considered. 

Readings:

1. Wetherill, Stephen “EU Consumer Law and Policy”, Edward Elgar Publishing, 2005, p. 170-191

2. Consumer Protection in the European Union, Brochure by EU’s TACIS program for RA, 2006

3. Dr Nebbia, Paolisa, and Askham, Tony , “EU Consumer Law”, Oxford University Press 2004

4. A Casebook on European Consumer Law, edt. By Reiner Schultze, Hans Schulte-Nolke, Jackie Jones, Hart Publishing, 2002

5. Patrick R. Hugg, “A Guide to European Union  Commercial Practice”, Oceana Publications, Inc., 2003, Chapter 9, 303-353

Legislation:

1. Council Directive 84/450/EEC of 10 September 1984 relating to the approximation of the laws, regulations and administrative provisions of the Member States concerning misleading advertising

2. Council Directive 97/55/EC of European Parliament and of the Council of 6 October 1997 amending Directive 84/450/EEC concerning misleading advertising so as to include comparative advertising

3. Directive (89/552/EEC) on the coordination of certain provisions laid down by law, regulation or administrative action in Member States concerning the pursuit of television broadcasting activities (amended by Directive 97/36/EC)

4. Directive 2003/33/EC of the European Parliament and of the Council of 26 May 2003 on the approximation of the laws, regulations and administrative provisions of the Member States relating to the advertising and sponsorship of tobacco products 
5. Directive 2001/37/EC of the European Parliament and of the Council of 5 June 2001 on the approximation of the laws, regulations and administrative provisions of the Member States concerning the manufacture, presentation and sale of tobacco products 
Topic 9. Unfair commercial practices (2 hours) 

With the increasing number of economic transactions between individuals and businesses of different EU Member States, there is a growing need for their protection from dishonest business practices. The topic will examine the existing directives seeking to protect the consumers and traders against misleading advertising and unfair consequences.

Readings:

1. Wetherill, Stephen “EU Consumer Law and Policy”, Edward Elgar Publishing, 2005, p. 191-195

2. The Unfair Commercial Practices Directive, A booklet by the Health and Consumer Protection Directorate-General of the European Commission, (available at http://ec.europa.eu/consumers/cons_int/safe_shop/fair_bus_pract/index_en.htm)

3. Consumer Protection in the European Union, Brochure by EU’s TACIS program for RA, 2006

4. Dr Nebbia, Paolisa, and Askham, Tony , “EU Consumer Law”, Oxford University Press 2004

5. A Casebook on European Consumer Law, edt. By Reiner Schultze, Hans Schulte-Nolke, Jackie Jones, Hart Publishing, 2002

6. Patrick R. Hugg, “A Guide to European Union  Commercial Practice”, Oceana Publications, Inc., 2003, Chapter 9, 303-353

Legislation:

1. Directive 2005/29/EC Of The European Parliament And Of The Council

Of 11 May 2005 concerning unfair business-to-consumer commercial practices in the internal market (‘Unfair Commercial Practices Directive’)

 National Institute of Health of the Ministry of Health of the Republic of Armenia
                            Health Law Syllabus 2008
Chapter 1 

Essential Principles of law

1. The concept of state and law

2. The system of law

3. The system of legal deeds

Chapter 2
Health Law
1. The concept of constitution, its legal power, the constitution, its legal power, constitutional regulations of health care sphere relationships,

2. The basic international legal deeds in health care sphere

3. Patient rights

4. Rights and responsibilities of medical personal

5. Psychiatric services

6. Organs and tissues transplantation

7. Medicines

8. Narcotic drugs and psychotropic substances 

9. Licensing
10. Assurance of sanitary-epidemiological safety of population
Chapter 3

Labor Law
1. Regulations of labor relations

2. The labor rights and responsibilities of medical personal
Chapter 4

Legal liability

   1.  The concept of legal liability and its types (criminal, civil, administrative)
   2.  The concept of criminal liability
   3.  The concept of administrative liability
Course schedule
             Duration of course :  5 days (30 hours)
	Day
	Topic
	Lecturers
	hours

	1-st
	Introduction. Concept of the state and the law. System of the right. System of statutory acts. Legal regulation of relations in sphere of public health services based on Constitution RA. Main  the international acts working in sphere of public health services.
 The Constitution of Armenia, legal regulations in the field of health care. 
	K.Xtryan

S.Krmoyan

R.Babayan
	10:00 - 11:30-lecture 
11:45-13:15- lecture
13:30 - 15:00- lecture


	2-nd day
	The Legal Principles of Health Care.

Patients’ rights. Patients’ privacy, consent and confidentiality and all.

Providers’ rights and obligations.  Providers’  responsibility for professional infringements.
	S.Krmoyan
	10:00 – 11:30-lecture 
11:45 - 12:30- class
13:00-14:30 –lecture
14:45-15:30 class



	3-rd day
	Citizens rights in care sphere health. The annual target programs providing separate groups of population with free of charge medical care. The legal regulation of paid medical services. Health rights of separate groups of population. Rights of marginalized groups of population (HIV-infected, mentally ill, prisoners, sex-workers, drug addicts, etc.) on medical care.
The legal regulation in the field of transplantation, transfusion of blood and its items.
The legal regulation of psychiatric care. 

The legal regulation of reproductive function. The legal regulation of pharmaceutical activity.


	I.Abgaryan
	10:00 - 10:45-lecture 
10:50 – 11:35- class
11:50 – 13:20-lecture 
14:00-14:45 class

	4-th day
	Legal regulation of labour relations in Republic of Armenia 
Legal regulation of labour relations of medical providers.

	R.Babayan
	10:00 – 11:30-lecture 

11:45-12:30- class

13.00-14:30-lecture

14:45 - 15:30- class

	5-th day
	Concept of the responsibility / criminal, administrative, civil-law / in sphere of public health services
Features of the criminal responsibility  in sphere of public health services
Features of the administrative responsibility in sphere of public health services

	P.Khachatryan

S.Torosyan
	10:00 - 10:45-lecture 
10:50 – 11:35- class
11:50-12:35-lecture
12:35-13:20- class
13:50-14:35-lecture
14:45-15:30 -class
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