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l. Introduction

The Hellenic National Bioethics Commission, at repeated meetings, dealt with
the issue of "medical tourism" or "cross-border health services", which is
internationally one of the fastest growing sectors of the tourism industry. Given the
sensitive nature of the subject matter, it is crucial to ensure the quality of the
services provided, as well as the rights of those seeking them in a foreign country
(especially patients). Specific legislation is already in place at the level of the
European Union (EU) concerning those who use health services in Member States of

the Union (Directive 2011/24).

For this discussion, the Commission organized hearings with specific entities
and expert scientists. At the meeting on February 27" 2018 the Commission held
hearings with: a) the Ministry of Tourism, represented by Mrs. Ch. Kyriakopoulou,
Head of the Department of Special Forms, b) the Hellenic National Authority of
Medically Assisted Reproduction, represented by its then President Mr. A. Antsaklis,
Professor of Obstetrics and Gynecology of Athens University, c) the National Health
Service Organization (EOPYY), represented by its Vice President Mr. P.
Georgakopoulos, and Mrs. K. Koumpi, Director of International Relations of EOPYY,
and (d) the Hellenic Association of Assisted Reproduction Physicians (ELEIYA),
represented by its President Mr. Th. Mantzavinos. At the meeting on March 22
2018 the Commission held hearings with: a) Mr. G. Koliakos, Professor of
Biochemistry, Department of Medicine of Aristotle University of Thessaloniki, and b)
Mr. A. Anagnostopoulos, Director of the Hematology Clinic of Papanikolaou Hospital.
At the meeting on April 19" 2018, Mr. K. Pantos, Gynecologist, Scientific Director of
the private Unit of Medical Assisted Reproduction "GENESIS" was invited to a
hearing. Finally, at the meeting on April 19" 2018, Mrs. A. Roboti was invited to a
hearing as an expert of the Directorate of Product Evaluation of the National

Organization for Medicines (EOF).



Il. The data

The two terms "medical tourism" and "cross-border health services" refer to
the global phenomenon of travelling of citizens or patients seeking health services in
other countries, mainly because they are not available or not permitted by
legislation in their country of residence or the financial cost is lower in other

countries.

The main services that are sought by people who travel, are Medically
Assisted Reproduction (MAR), advanced therapies, aesthetic procedures and
conventional health services. The search for cross-border health services, on the one
hand, offers more possibilities and choices for citizens' health and, on the other
hand, it has implications for the people concerned, for their country of origin and the

country of destination where they receive health services.

The precise number of citizens seeking for health services in other countries
cannot be estimated, mainly due to the absence of a unified registration system and
the difficulties in verifying mobility incentives. According to studies, Asian countries
such as Thailand, India, Malaysia, Taiwan and Singapore, and countries of Latin
American, such as Mexico and Costa Rica are popular destinations for patients

. . 1,2
seeking cross-border health services.™

The search for cross-border health services includes various services

described below.

! Morgan, D. The growth of medical tourism. Organisation for Economic Cooperation and
Development. The OECD Observer 2010; 281, 12.
> patients Beyond Borders. Medical Tourism Statistics & Facts 2015.
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1. Medically Assisted Reproduction (MAR)

This is the so-called "reproductive tourism" or "cross-border reproductive
care", which includes services for the treatment of infertility, such as intra-uterine
insemination, in vitro fertilization (IVF), in vitro fertilization (IVF) using donor
gametes, in vitro fertilization (IVF) using donor embryos, prenatal or preimplantation
genetic testing of embryos (PGS/PGD), cryopreservation of gametes, surrogate

motherhood, or combinations of the above.

Patients often travel to other countries to undergo MAR because certain
services are banned altogether (e.g. surrogate motherhood) or they are banned for
specific population groups in their country of residence, because there are long
waiting lists - mainly for IVF using donor eggs - or simply because they are looking for

lower costs on these services.

According to a study on Cross-border Reproductive Care (CBRC) in Europe,
about 11,000-14,000 patients are seeking for MAR services in other countries,
representing 5% of all in vitro fertilization cycles at a European level.>* In the
United States of America (USA), 4% of all infertility treatments are offered to
patients from Latin America and Europe, who travel to the USA, mainly, for in vitro
fertilization.>’ In Greece, it is estimated that approximately 1,000 patients from
other countries are annually seeking for MAR services from domestic units®, mainly

in vitro fertilization with egg donation or embryo donation.’

® Shenfield F, de Mouson J, Pennings G, Ferraretti AP, Andersen AN, de Wert G, et al. Cross border
reproductive care in six European countries. Hum Reprod 2010; 25:1361-8.
* Hudson N, Culley L, Blyth E, Norton W, Rapport F, Pacey A. Cross-border reproductive care: a review
of the literature. Reprod Biomed Online 2011; 22:673-85.
> De Mouzon J, Nygren K. For the first time, the European IVF Monitoring Group reports on cycles
using frozen eggs. ESHRE website.
® Hudson N, Culley L, Blyth E, Norton W, Rapport F, Pacey A. Cross-border reproductive care: a review
of the literature. Reprod Biomed Online 2011; 22:673-85.
’ Hughes E, DeJean D. Cross-border fertility services in North America: a survey of Canadian and
American providers. Fertil Steril 2010; 94:e16-9.

Morgan, D. The growth of medical tourism.Organisation for Economic Cooperation and
Development. The OECD Observer 2010; 281, 12.
° Paraskou A, George BP. The market for reproductive tourism: an analysis with special reference to
Greece. Glob Health Res Policy. 2017; 2:16.
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2. Novel or advanced treatments

Advanced Therapies or Advanced Therapy Medicinal Products (ATMPs)
include gene therapies, cell-based/cell therapies - especially with stem cells - and
tissue engineering.'® Apart form limited exceptions, the vast majority of advanced
therapies are still at a stage of research or clinical trial. They are often referred to as
"unproven therapies", as their efficacy and safety remain to be scientifically
documented. Especially for stem cell therapies, the European Medicines Agency
(EMA) has issued a reflection paper to draw the attention of people involved,
including healthcare professionals, with regard to the quality of cell-based therapies

for their use at a non- clinical and a clinical level.™!

The so-called "stem cell tourism", mainly based on information via the
internet, describes the provision of cell-based therapies to foreign countries with a
permissive or a non-specific legislative framework, such as China, Singapore,
Malaysia, Japan, Thailand, India, Mexico, Brazil, as well as African countries. ¥
The number of patients receiving cell-based therapies cannot be estimated, since

there are no clear reasons for patients' travelling and there is no registration system.

3. Plastic surgeries / aesthetic procedures

A proportion of citizens/patients travel abroad seeking cosmetic and plastic

surgery services, mainly due to lower costs in destination countries. Common

destinations for aesthetic procedures are Mexico, Thailand and India.*>®

10 European Medicines Agency.Advanced therapy medicinal products.

" European Medicines Agency.Reflection paper on stem cell-based medicinal products.

2 Edelstein S A, Holmes L P. Seeking Novel Treatments Abroad. Stem Cell Tourism: Risks, Legal Issues
and Mitigation — Proceeding of the STEMSO Conference. Cell R4 2014; 2 (1): e700

B Meissner-Roloff M, Pepper MS. Curbing stem cell tourism in South Africa. Applied & Translational
Genomics 2 (2013) 22-27.

" Viswanathan S, Rao M, Keating A, Srivastava A. Overcoming challenges to initiating cell therapy
clinical trials in rapidly developing countries: India as a model. Stem Cells Transl Med 2013; 2(8):607-
13.

> Lunt N, Smith R, Exworthy M, et al. Medical Tourism: Treatments, Markets and Health System
Implications: A Scoping Review. 2011 Paris OECD.

'® Burkett L. Medical tourism.Concerns, benefits, and the American legal perspective.) LegMed 2007;
28(2):223-45.
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http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500101692

4. "Conventional" therapies

Medical tourism to receive "conventional" health services includes the
provision of health services to chronically ill, such as renal, cardiac and cancer
patients, or providing dental care. An incentive for patients seeking such treatments
in foreign countries is, above all, the better quality of the services offered in relation

to the financial costs.

I1l. The ethics issues

1. The framework of principles

The Commission considers that a person's access to health services abroad is
an aspect of the individual right to health, regardless of whether these services can
be provided in his/her own country. In fact, it is an extension of the person's choices,
which corresponds to what he/she regards as an interest, based on his/her
autonomy in health matters. In this respect, ensuring infrastructures and "medical
tourism" services in a country serves a fundamental right of foreign citizens. This
right, however, is not necessarily linked to social benefits from the country of origin,
that is to say, a person's expenses claim is not necessarily covered by the national

health system, when he/she chooses healthcare abroad.

According to the Commission, access to arranged health services is linked

to two specific rights of the person, namely:

- The right to information on the services provided in the host country, the
level of their quality and their total cost. This information must be complete,
accurate and comprehensible to non-experts.

- The right to information on the legal status and the protection of healthcare
recipients in the host country. This information shall include in particular the
rights of patients and the means of claiming them (competent authorities). It
also includes information on the interconnection of social security

institutions, in case the expenses can be covered.



2. Specific issues

In the above context, the Commission highlights three, in particular, specific
issues to be carefully addressed by the State, as well as the units that provide health

services to foreigners.

a) Advertising

Medical tourism as an economic activity is inevitably linked to the advertising
of healthcare facilities of the host country. Insofar, as such advertising promotes
solely the positive aspect of the services offered, it may lead to misleading
information for the persons concerned. For the Commission, the importance of
accurate information regarding health issues is an absolute priority. It is, therefore,
necessary for the State to establish conditions for the advertising of health services
abroad and, at the same time, to provide valid information to foreign interested

parties about the services provided in our country.

b) Quality of services

For certain medical acts, whose efficacy and safety have not been verified by
established procedures (“unproven therapies”), it is necessary to clarify the legality
of their conduct with specific legislative regulations. The State must expressly state
cases where, exceptionally, it is legitimate to provide such services in order to avoid
misinformation that creates conditions of legislative gaps. Advertising of such
services should be subject to rigorous scrutiny in order to confirm that unproven
therapies are provided solely, exceptionally and exclusively in the context of the

legislation.

c) lllegal medical acts in the country of origin



Certain medical acts may be lawful in the host country but illegal or
discouraged in the country of origin. Thus, for example, surrogate motherhood in
MAR - which is lawful in Greece - is forbidden in most countries with negative
consequences for the status of children born with this method. Likewise, gender
reassignment surgeries are discouraged in certain countries with similar
consequences for those who wish to do so. This means that the incentive to seek

legitimate services abroad is important.

The Commission highlights the problems arising from the differences
between national legal systems, particularly in the field of MAR, which is of main
interest as a field of development of medical tourism in our country. These
differences, however, are not sufficient ground for restricting the right to human
reproduction. Nevertheless, a person who wishes to use services that the country of
origin does not recognize, must be fully aware of these problems so that he/she can

decide rationally and in due time.

IV. Recommendations

a) State duties

Taking into consideration the State's interest in promoting medical tourism
in our country, the Commission considers that the protection of patients' rights

requires certain measures. Such are, in particular:

- Legislative introduction of a national certification system of health units as the
exclusive entities for the provision of services to foreigners. Certification can
ensure the quality of these services and the appropriateness of information
received by foreigners, based on the explicit provision of objective criteria.
Periodic inspection of certified units can also be a guarantee. This inspection

should also have as its object the content of the advertisements of units.

- Further regulation of the field of MAR. Since the right to reproduction is not

entirely identical to the right to health - despite the fact that the relevant
9



services are medical - some reservations could be made, especially when third
parties are involved in MAR services (donor of genetic material and surrogate
mother). Reservations, especially, are justified for the institution of surrogate
motherhood and egg donation. In this case, the fact that the surrogate mothers
and the egg donors are foreigners should make our country cautious in order to
establish a specific control over the risk of human trafficking. Relevant measures

may be:

a) the reinstatement of domicile or residence requirement of surrogate
women in Greece, which was provided for in Law 3089/2002 and was

abolished.

b) the permissibility of surrogate pregnancy exclusively with the social

mother’s eggs.

c) the operation of a national register of sperm/eggs donors in order to ensure

the implementation of legislation regarding the limited use of genetic material.

d) the provision of a special administrative procedure (instead of the generic
voluntary jurisdiction currently in force) concerning the possibility of surrogate
pregnancy in order to rigorously monitor the emotional bond between the
surrogate and the social mother by a committee of specialists chaired by a
magistrate (modeled on the solution already established for the “emotional

donor” in the field of transplantation).

- Filling legislation gaps, mainly for the purpose of clarifying the terms of

exceptional access to unproven therapies.

- The elaboration of a “guide” on patients’ rights, in accordance with greek law, as
well as their competent protection authorities (rights offices in hospitals,
Ombudsman, Data Protection Authority etc.) in the main EU languages. The
guide should include information on the interconnection of national health
systems as well as information on the provision of health services that may not

be legal in certain countries.
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b) Duties of the scientific community

Specialized centers of Advanced Therapy Medicinal Products (ATMPs), for
instance centers providing cell therapies, are required to take the initiative and

coordinate an aggressive policy of all the stakeholders, such as:

- The appropriate education of patients and their associations regarding issues on
stem cell therapy in order to be able to understand and clarify the notions and
the importance of not yet “approved” but “legitimate” clinical researchers and
“unproven therapies”, as well as the explanation of the stages of legitimate

research process that leads ultimately to authorized medicinal products.

- The development of appropriate educational material, particularly with the
collaboration of patients’ associations, since the latter are considered by patients

to be a highly reliable source of information.

c) Duties of reception units

Similarly, reception units of foreigners (hospitals, clinics etc.) should adopt

measures, such as:

- The elaboration of an internal code of conduct for ensuring the correct
management of foreign patients.

- The provision of a contact person for foreign patients.

- The provision of internal procedures for handling the complaints of these
patients.

- The availability of all documents addressed to patients in a language

understandable to foreigners as well.

Athens, September 27" 2018
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