HEALTH TECHNOLOGY ASSESSMENT

Management in health
XXI1ll/1/2019; pp. 9-13

HEALTH TECHNOLOGY ASSESSMENT OF
NONINSULIN HEALTH TECHNOLOGIES -
ETHICAL ISSUES

Dima TSANOVA , Associate Professor
Medical University of Pleven,

Department of Public Health Sciences
Pleven, Bulgaria

INTRODUCTION

Chronic noncommunicable diseases are of increas-
ing importance globally and are a public health issue
not only for developed countries. Their burden is
already greater than that of infectious diseases, even
in low and middle-income countries, and will in-
crease together with their integration in global econ-
omy, urbanization and ageing of population. The
rapid growth embarrasses the reduction of poverty
in these countries [1].

Diabetes mellitus (DM) is a chronic socially signifi-
cant disease which importance is determined by its
prolonged course, often causing disability, disrupt-
ing people's ability for daily activities and its main

OBJECTIVES. Health Technology Assessment (HTA) is a tool which
measures the benefit of a new technology compared to existing ones. Unavoidably
ethical issues within HTA should also be addressed especially in cases of very
expensive technologies and need of prioritization.

Noninsulin health technologies for treatment of Diabetes Mellitus type 2
(DMT?2) present such an example.

METHODS. A methodology developed by Hofinann and team and based on
the Socratic approach was used with the original validated questionnaire
including 7 main and 33 explanatory questions with respect to HTA.

RESULTS. DMT?2 is a chronic disease. Basic human rights shall not be
violated during the treatment. Issues of fairness and accessibility are distinguished
due to the different price of therapeutic alternatives. Risk of inadequate
diagnostics and treatment as about 25% of people in need of therapy are not
diagnosed. The cost of health technologies has an impact on the image and status
of individuals because people receiving treatment that is more expensive have
better health prospects. Ethical challenges are related to the criteria for
accessibility imposed by the National Health Insurance Fund (NHIF). These
technologies have been selected for assessment due to the immense socio-
economic importance of the disease and the expected increase in its incidence.

CONCLUSION. The main identified ethical problems are within the areas of
autonomy of the physician when prescribing the appropriate therapeutic agent,
Physician-patient relationships in the course of disease therapy and fairness and
accessibility of health technology when allocating resources.

position in the leading causes of death [2]. DM has a
huge effect on the socio-economic development of
the countries; excessive prices for long-term and
expensive treatment bring millions of people to extreme
poverty. The Global Burden of Disease, Injuries, and Risk
Factors Studies rank diabetes as one of the thirty leading
causes of loss of years of life evaluated with years of life
lost (YLLs) and disability-adjusted life years (DALYSs)
with fifteenth position for 2015 measured by YLLs and
eleventh position — by DALYs [3-5]. Global healthcare
expenditure for 2017 dedicated to diabetes treatment and
related complications reached USD 727 billion which rep-
resents an 8% growth since 2015 [2].

All countries seek to provide universal health care and the
decision-making process on health technologies and inter-
ventions is becoming more and more important. Govern-
ments face complex decisions how to target their limited
health budgets to meet the priority health needs of their
population and the choice between different technologies
and interventions. Health technology assessment is a very
useful approach for evaluation of properties, effects, and
impacts of health technologies or interventions. World
Health Organisation defines HTA as “The systematic eval-
uation of properties, effects, and/or impacts of health tech-
nology. It is a multidisciplinary process to evaluate the
social, economic, organizational and ethical issues of a
health intervention or health technology. The main purpose
of conducting an assessment is to inform a policy decision
making” [6-8].

The aim of HTA is to improve health care and health sys-
tem. The belief that health care and health policy must be
n evidence-based and decision-making must be trans-
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parent is a commonly accepted value within HTA.

In Bulgaria, since 19.04.2013, the first document, which
regulates the normative base for health technology assess-
ment - the Ordinance on the conditions, rules and proce-
dure for regulation and registration of the prices of medici-
nal products has been introduced. It was in force until De-
cember 2015, when Ordinance No. 9 on the conditions and
procedure for carrying out health technology assessment,
issued on the basis of the Law on Medicinal Products in
Human Medicine, was promulgated. The Ordinance regu-
lates the requirements, the conditions and the procedure
for conducting HTA in Bulgaria, as well as the structure
and functions of the Health Technology Assessment Com-
mission [9].

For a long time, moral aspects were not part of the HTA,
but at the beginning of the century, the need for such is-
sues to be included in the assessment has become more
and more imperative. One of the reasons for this may be
related to the characteristics of the technologies in ques-
tion: some of them are morally contradictory, culturally
and socially challenging, or extremely expensive, and
would necessitate prioritization. Another reason for the
interest in the integration of moral issues in HTA is the
challenge of applying the results of good and thorough
HTA in clinical practice [10-12].

According to the International Network of Health Tech-
nology Assessment Agencies INAHTA and the European
Health Technology Assessment Network EUnet _’
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HTA, ethics is an important part of the Figure 1. Hofmann’s questionnaire with morally relevant questions with
Health Technology Assessment. Integrat- respect to assessing health technology [19].

ing ethical issues into HTA is of great
importance for disseminating the results
of evaluations, facilitating decision-
making, and developing health policy.

The importance of considering the im-

1. What are the morally relevant issues related to the disease and

the patient group?

Qi-a4 I

pact of technology on "social, ethical,
legal and other systems" was recognized
early and was generally accepted. The
role of ethics in HTA is based on several
points:

2. What are the ethical, social, cultural, legal, and religious challenges
related to the health technology?

justifies the addition of ethical analysis to
the "traditional" cost-effectiveness as-

- the application of health technologies 3‘““‘"““““'“IWI i e SRS I I . Q11-013
can have moral consequences, which L Icicions ,Z
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sessment;

4. What are the moral issues related to the characteristics of the 14017
- technology also brings values and can health technology?

question some moral principles or public
rules that should be addressed by HTA;

1l

- HTA as an initiative is value loaded.

The approach to ethics aims to reveal and
justify the basic legal structure of HTA to
ensure the usefulness of the assessment

5. What are the moral issues related to stakeholders?

Q18-022 l

[13-17].

There is a wide variety of methods for & Sl m;ﬁm L I—< 023-031 I
applying ethical issues, some of which

are specifically adapted for use in health
technology assessment. One of the most

4

widely used approaches is the Socrates
Approach. The goal of the approach is to
inform decision makers about the values,
views and arguments that are important in the context of
decisions [18-21].

Our research objective was:

To see wider application of Socratic approach in healthcare
decision-making.
To compare classical approaches of individual ethical deci-

sion-making per case to approaches of ethical decision-
making within health technology assessment.

To identify specific ethic problems related to treatment of
DMT?2 with noninsulin health technologies.

ETHODS

A methodology developed by Hofmann and team
and based on the Socratic approach was used to determine
the ethical aspects of the HTA of noninsulin technologies
for the treatment of DMT?2. The original validated ques-
tionnaire of Hofmann was applied as expert assessment
including seven main questions and thirty-three explanato-
ry and guiding morally relevant questions with respect to
HTA (Figure 1).

ESULTS

To fill the questionnaire, we analyzed the state of
diabetes in Bulgaria and the health legislation in this area.
Particular attention was paid to the regulation by the NHIF

7. Are there any additional moral issues?

Q32-033 I

in the prescribing of the analyzed health technologies. The
answers are shown below.

1. What are the morally relevant issues related to the
disease and the patient group?
Q1. What is the severity of the disease? May this change?

DMT?2 is a chronic disease; the course of the disease is not
subject to change. The disease can be very severe, espe-
cially when the patient is not being treated or given the
unsuitable treatment.

Q2. What patient group is the beneficiary of the technolo-
gy? (Are they particularly vulnerable, have low socioeco-
nomic status or priority, or are they subject to prejudice?
Are issues of underdiagnosis and undertreatment rele-
vant?) Will any of these conditions change?

Patients are a heterogeneous group and none of then are
particularly vulnerable. The issues of underdiagnosis and
undertreatment are relevant because 25% of patients with
DMT?2 are not diagnosed and the drug therapy especially
with more expensive drugs has a lot of restrictions and
regulations.

03. Does the widespread use of this technology change
the patient role? (Does it change the prestige or status of
the disease, the conceptions, prejudice or status of

persons with certain diseases?) _}m
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The use of the therapeutic alternatives under consideration
will not alter the role of patients, their status and prejudices.

Q4. Does the technology involve healthy persons
(screening, asymptomatic cases, disease prediction), and
how are potential challenges addressed (false test results,
overdiagnosis, futile or harmful treatment)?

These health technologies do not include healthy people
and therefore do not suggest overdiagnosis, useless or
harmful treatment.

2. What are the ethical, social, cultural, legal, and reli-
gious challenges related to the health technology?

Q5. Does the implementation, use, or withdrawal of the
technology challenge patient autonomy, integrity, privacy,
dignity or interfere with basic human rights?

The application of noninsulin health technologies for treat-
ment of DMT2 does not violate basic human rights, nor
does it conflict with patient autonomy, integrity, secrecy
and dignity.

Q6. Does the technology challenge social or cultural val-
ues, institutions, or arrangements or does it affect reli-
gious convictions?

These health technologies do not affect social and cultural
aspects and do not outstep religious beliefs, except for in-
jecting forms of persons with specific religious beliefs.

Q7. How does the implementation, use, or withdrawal of
the technology affect the provision of health care? (Justice
in allocation, access, and provision).

The introduction and use of these health technologies af-
fects the issues of fairness and accessibility in the distribu-
tion of health resources due to the large difference in pric-
es between different therapeutic alternatives.

08. What are the morally relevant consequences (benefits
and harms) of the implementation, use or withdrawal of
the technology? (In particular from a patient perspective).
How should the harms be balanced against the benefits?
Are there alternatives?

The ethically relevant consequences - the benefits and
harms of using these health technologies are balanced by
the use of the so-called "patient-oriented" approach. The
individual approach guarantees the most appropriate treat-
ment for each patient, depending on the therapeutic out-
come.

09. Can the implementation, use, or withdrawal of the
technology in any way conflict with existing law or regula-
tions or pose a need for altered legislation?

The use of these therapeutic alternatives is defined in the
Requirements of NHIF for the treatment of DMT2 in out-
patient care, which introduce a number of restrictions on
the prescription of these medications. They must undergo
at list three-month treatment with sulphonylurea and only
after that and poor glycaemic control there is a procedure
for more expensive therapy.

Q10. Will there be a moral obligation related to the imple-
mentation, use, or withdrawal use of a technology? (E.g.,
are there special difficulties with informing patients, with

m privacy, or confidentiality?)
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The usage of these health technologies is related to ethical
obligations to the patient, mainly with information about
the different therapeutic alternatives, the expected out-
come of the treatment.

3. What are the moral challenges with structural
changes related to the health technology?

Ql11. How does the assessed technology relate to more
general challenges of modern medicine? (Underdiagnosis,
undertreatment, medicalization, overdiagnosis, overtreat-
ment, reduced trust)

Noninsulin health technologies are related to inadequate
diagnostics and treatment in medicine, as about 25% of
people in need of treatment are not diagnosed. A relatively
large proportion of treated patients do not achieve the
goals of glycaemic control, which gives rise to mistrust in
medical professionals and in therapeutic behaviour.

Q12. Does the technology in any way challenge or change
the relationship between patients and health care profes-
sionals or between health professionals?

Because of chronic course of the disease and the need of
adequate treatment, the relationship between the doctor
and the patient is of utmost importance in order to ensure
mutual trust and respect. The success of the therapy de-
pends largely on good relations and cooperation between
them.

Q13. Are there morally relevant aspects with respect to
the level of generalisation?

Regarding the generalization of health technologies, the
ethical aspects are again related to the level of access to
the particular group of medications, especially expensive
ones.

4. What are the moral issues related to the characteris-
tics of the health technology?

Ql14. What is the characteristic of the technology to be
assessed? (E.g., function, purpose, intention)

The function of analysed health technologies is to provide
adequate glycaemic control to patients with DMT2. The
reimbursement policy can assure better therapeutic out-
comes and better health perspectives.

Q15. Is the symbolic value of the technology of any moral
relevance? (Prestige, status?) May this change as a result
of the health technology?

The cost of health technologies has an impact on the image
and status of individuals as people receiving treatment that
is more expensive have better health perspectives.

Q16. Are there moral challenges related to components of
a technology that are relevant to the technology as such?

Ethical challenges are related to the criteria for accessibil-
ity to these health technologies imposed by the NHIF.

Q17. Are there any related technologies that have turned
out to be morally challenging? (Are the same challenges
relevant for this technology?)

Other alternative technologies are not related to ethical
challenges. _}
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5. What are the moral issues related to stakeholders?

Q18. Are there third party agents involved? (E.g. donors,
relatives)

The application of the assessed health technologies is not
related to the inclusion of indirect countries. The relatives
are involved due to long-term and sometimes very expen-
sive therapy that usually have huge impact on family budg-
et.

Q19. What are the interests of the users of the technology?

The interests of users of noninsulin health technologies to
treat DMT?2 are related to achieving good glycaemic con-
trol, reducing the risk of disease-related complications,
ensuring a good quality of life with the disease, reducing
the financial burden of the disease on the patients and their
families.

020. How does the technology contribute to, or challenge
or alter health professional’s autonomy?

The autonomy of the physician and the patient in the appli-
cation of the assessed health technologies is to a certain
extent limited by the above-mentioned requirements of
NHIF imposing restrictions on the prescription of the
drugs.

Q21. What are the interests of the producers of technology
(industry, universities)?

The interests of pharmaceutical companies are to increase
their market share, to increase the use of new, more expen-
sive medicines, generating bigger profits.

Q22. Are the users of the technology in the studies repre-
sentative of the users that will apply it in clinical practice?

In the selected clinical trials involving the four groups of
health technologies, representative samples were used to
cover the needs of the scientific interest.

6. What are the moral issues related to the assessment
of the health technology?

Q23. Are there morally relevant issues related to the
choice of endpoints, cut of values, and outcome measures
in the assessment?

During the assessment of health technologies, there are no
ethical problems about the choice of endpoints, the reading
of values and outcome measures.

024. Are there morally relevant issues related to the selec-
tion (criteria) of studies to be included in the HTA?

No ethical issues have been identified in the selection of
clinical studies included in the assessment.

Q25. What are the reasons that this technology is selected
to be assessed?

Noninsulin health technologies were selected for evalua-
tion due to the enormous socio-economic importance of
the disease nowadays and the expected increase in the inci-
dence of the disease associated with the large burden on
public funds.

Q26. Are there morally relevant issues in the planning of
the HTA (e.g., scoping process, expert group selection), in
the structuring of the HTA work, and in selecting, synthe-
sizing, and presenting the results?

HEALTH TECHNOLOGY ASSESSMENT

During the planning, structuring the work, selection, syn-
thesis and presentation of the results of HTA no ethical
problems have been identified.

Q27. What are the morally relevant presumptions made in
the economic analysis (e.g., on justice, equity (the quasi-
egalitarian presumption that “a QALY is a QALY "), defi-
nition of a target population, as well as in the choices of
analysis perspective, outcome measures, discount rates,
and (p)reference value)

The target group in HTA is patients with DMT2 who have
not achieved the goals of glycaemic control with first-line
therapy with Metformin, the perspective is of the paying
institution - NHIF, discounted by 5%, PSA sensitivity
analysis.

Q28. What are the interests of the persons participating in
the technology assessment?

Experts involved in HTA have no financial and any other
interest related with assessed health technologies.

029. At what time in the development of the technology is
it assessed (and what are the morally relevant conse-
quences)? What morally relevant challenges follow from
knowledge gaps?

The health technologies assessment is carried out after
their introduction on the market and their reimbursement
by NHIF.

030. Are there related or analogous technologies that
have not been assessed? (Why not?)

There are similar health technologies - sulphonylurea used
for treatment of DMT?2, which are well known, with estab-
lished efficacy and side effects that are not subject to this
HTA.

Q31. What are the moral consequences of the HTA?
(What are the results of implementing/not implementing
the health technology? Will other non-effective technol-
ogies be abandoned? Will certain sub-groups benefit
more than others? Are calling for further studies justi-
fied?)

The ethical consequences of HTA would be related to eq-
uitably allocate resources, increase accessibility to more
expensive treatment, which can deliver better health out-
comes and less side effects.

7. Are there any additional moral issues?

032. Are there moral issues in research ethics that are
important to the HTA?

There are no problems in the research ethics, important for
the HTA.

Q33. Are there morally relevant questions that have not
been covered by this list, but that have been identified by
the scoping process or literature search? (Which values
and challenges do they pose?)

No other ethical issues except those described here have
been identified.
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ONCLUSION have to use the conclusions for better and transparent as-

sessment and reimbursement policy. Applying HTA with

ethical issues can be a very useful approach for reduction

or minimization of ethical problems in reimbursement

e Autonomy of the physician when prescribing the ap- policy in Bulgaria especially in the treatment of chronic

propriate therapeutic agent diseases with their enormous burden on both the patient
and his family as well as on society.

The main ethical problems, identified through Hof-
mann methodology, are within the areas of:

e Physician-patient relationships in the course of disease
therapy

e Fairness and accessibility of health technology when Financial support.
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