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Institute of Technology Law
National Chiao Tung University

ABSTRACT

Whether drugs are recognized as a rare disease medication, and whether health
insurances reimburses the drugs, often depend on the mechanisms of scientific and
medical expert review meetings. The policymaking for rare diseases is often based
on insufficient evidence such as small number of small trials, incomplete data, unclear
efficacy, and chronic degeneration process, etc. If we do not pay attention to the
minority of disease groups and only make judgments by single factors, the decisions
might violate the human rights of the minor disease groups. This article intends to
protect the right to health insurance from the collection of relevant international laws ,
the British and Indian court judgments, the interpretation of the Judge of the Court of

Justice, and the opinions of the scholars.

Medicinal insurance reimbursement is a complex political issue involving a range
of medical technology, scientific evidence, costs and other factors. The lack of a
single and universally accepted health gain threshold is a major obstacle to the current
assessment and the allocation of health resources. We hope the Taiwan's health
insurance system will change to set a clear threshold based on a cost-benefit analysis
approach, that is, the decision-makers will gradually achieve a consensus on the
acceptable range for the yearly expense by a person or a healthy person (QALY). The
views of new drugs reimbursement policy from some Japanese scholars are referential
for Taiwan to make a better healthcare system which can balance the use of limited

public health resources and the sufficient access to drugs for rare disease patients.



One of the main ideas of the second-generation NHI is to expand the social
diversity participation policy into the NHI. How to make the policies of NHI more in
line with the principles of democracy is the primary concern. This research will
analynize the impact of before-and-after implementation of health insurance policies
in United Kingdom’s NICE, Canada’s CADTH, especially in the aspects that
involving patient’s participation. In hope that it can improve patients and patient’s
relatives’ experience by substantially involving them in the decision-making process,

as such, patients can exercise the most of their basic human rights.

This research also adopts a qualitative research method through intensive
interviews with relevant institutions and staffs to understand the current situations in
reimbursing rare disease drugs, and proposes suitable reformative recommendations.
We hope that by combining academic theory and practice, the outcome of this
research will provide significant contribution into our country’s healthcare system

policy.
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24 Universal Declaration of Human Rights , Article 25. (1) Everyone has the right to a standard of living
adequate for the health and well-being of himself and of his family, including food, clothing, housing
and medical care and necessary social services, and the right to security in the event of
unemployment, sickness, disability, widowhood, old age or other lack of livelihood in circumstances
beyond his control.

% International Covenant on Economic, Social and Cultural Rights, Article 12. 1. The States Parties to
the present Covenant recognize the right of everyone to the enjoyment of the highest attainable
standard of physical and mental health
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%6 paragraph 11 of the CESCR General Comment NO.14, “The Committee interprets the right to
health, as defined in article 12.1, as an inclusive right extending not only to timely and appropriate

health care but also to the underlying determinants of health, such as access to safe and potable

water and

adequate sanitation, an adequate supply of safe food, nutrition and housing, healthy occupational and

environmental conditions, and access to health-related education and information, including on

sexual and reproductive health. A further important aspect is the participation of the population in all

health-related decision-making at the community, national and international levels.”
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XN BTELRFTTE2 0N L2V EREHF AL RS TR

» EEC T&%ﬁﬁﬁﬁﬁﬁﬁmﬁ*ﬁ&ﬁﬁﬁomi%&ﬁmﬂ& SR E HR T
2010 fTEVE HIETECFEL » RO E A2 5e A 3 » H 135 (2011)

0 Rl REUR G U BRERIRIFE A 45w (B A RE B 1 5 —fam 2 R IR sa (i
Z (R ARERNES - /752 - BUESCR - (P ERBEE TG EINER A ALIITESR © SRR - %
{BEEEE) » H 225-226 (2013)

RIAGIRITIESS 4 0% ¢ T S RBUTTERETTREHIAE - FERF S AIA R AR BUE - &
LAEEINT & ﬁ&k%*x@kai’mfﬁﬁ%ﬁ%ﬁkﬁzgﬁ
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33 paragraph 12 ofthe CPPR General Comment No. 18, “While article 2 limits the scope of the rights
to be protected against discrimination to those provided for in the Covenant, article 26 does not
specify such limitations. That is to say, article 26 provides that all persons are equal before the law and
are entitled to equal protection of the law without discrimination, and that the law shall guarantee to
all persons equal and effective protection against discrimination on any of the enumerated grounds. In
the view of the Committee, article 26 does not merely duplicate the guarantee already provided for in
article 2 but provides in itself an autonomous right. It prohibits discrimination in law or in fact in any
field regulated and protected by public authorities. Article 26 is therefore concerned with the
obligations imposed on States parties in regard to their legislation and the application thereof. Thus,
when legislation is adopted by a State party, it must comply with the requirement of article 26 that its
content should not be discriminatory. In other words, the application of the principle of non-
discrimination contained in article 26 is not limited to those rights which are provided for in the
Covenant.”
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34 (Eisai Ltd) (Alzheimer's Society & Shire Ltd, Interested Parties) v. National Institute for Health and
Clinical Excellence2 ('NICE') [2007] EWHC 1941 (Admin)
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35 R (On the Application of Victoria June Otley) v. Barking & Dagenham NHS Primary Care Trust,
[2007] EWHC 1927 (Admin).
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3¢ Mohd. Ahmed(Minor) v. Union of India and others.(2014, April 17). W.P.(C) 7279/2013, decision of
the High Court of Delhi.
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