
 

 

 

International Journal of Contents Vol.20, No.2, Jun. 2024 www.ijcon.org 

ISSN:1738-6764, eISSN:2093-7504 

 

A Matter-of-fact Way to Health Insurance Coverage for 

New Health Technologies 

EunHwan Oh 1,* 

1 Professor, Department of Health Management, Hyupsung University; oh@uhs.ac.kr 

* Correspondence 

https://doi.org/10.5392/IJoC.2024.20.2.033 

Manuscript Received 5 March 2024; Received 20 June 2024; Accepted 25 June 2024 

Abstract: New health technologies are as the state-of-the-art in the modern medicine and health care that 

can be applied to various systemic diseases. Regardless of its importance, in many cases the patients are not 

being able to benefit from new health technologies for their systemic diseases. Hence, they are not covered 

under health insurance generally, and even covered, it is common that long time is taken to be covered. This 

study looks at different perspective to the number of previous studies on regenerative medicine as an 

exemplary case and health insurance coverage, which focused on the clinical results that was beneficial to 

the patients, researchers and society. In this study, the insured benefits and various non-insured benefits under 

the health insurance system were examined. Even some regenerative medical services are recognized as safety 

and efficacy to some degree, the problem of being treated as non-insured medical services due to the new 

health care technology as itself was discussed through the concept of shadow price. In addition, the study 

discussed that regenerative medicine proven effectiveness for disease treatments should be included in the 

insurance benefits, in principle. For this, Japanese cases were referred. The case of Japan may not be fully 

applicable to all other countries or some specific countries. However, it may be a reference for countries with 

low protection even though taking public medical insurance systems. 
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1. Introduction 

The regenerative medicine can be used as treatment option to save patient’ life from the systemic disease. 

The medicine is state-of-the-art in the modern medicine that can be applied to various systemic diseases. 

However, regardless of its importance, the patients are not being able to benefit from the regenerative medicine 

for their systemic diseases. Because, its clinical studies are currently in progress and its effectiveness or the 

harm and its safety is not yet proved, hence, the regenerative medicine is not covered under health insurance. 

This study looks at different perspective to the number of previous studies on regenerative medicine and 

health insurance coverage, which focused on the clinical results that was beneficial to the patients, researchers 

and society. 

2. Materials and Methods: Health insurance coverage 

Generally, medical expenses are comprised of benefit covered by the health insurance and non-claimable 

part where patient is responsible for. Mostly, those of health care technologies or medical practices are accepted 

based on its effectiveness, safety, and economic efficiency, especially for the ones that are eligible to be covered 

by the health insurance [1]. Economic efficiency simply means, the services are acceptable within the scope of 

health insurance finance, which is not expensive or has no effects on other services to be covered by health 

insurance. Also, to be covered by the health insurance, it should be assumed that the services are relatively cost-

effective than the alternatives in those cases of the equal severity for the same disease.  

However, rather than categorizing the health care expenditure by a simple dichotomous of the health 

insurance coverage and the non-coverage. Various forms of classifications are available globally. The most 

common ones are conditional coverage and selective coverage [2, 3]. In the cases of that services are not suitable 
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for one or more for the criteria of effectiveness and safety, or economic efficiency, services are categorized as 

conditional coverage or selective coverage even though the criteria or classifications are completely different 

among countries. To be considered to fall into the category of conditional coverage or selective coverage, it’s 

not just consider the cases mentioned above, but also timeless or equity also takes into the consideration.  

Basically, public health insurance in the US, such as Medicaid, is for people in need of financial support, 

that is, low-income people [4]. However, people who need medical assistance but are not eligible for public 

medical aids may also be eligible for public medical assistance. This is also the same under the public health 

insurance system, which is a conditional coverage [5]. 

Whether or not the patient has the ability to pay for medical care, whether or not he or she is insured, and 

whether or not the medical service he or she wants to use is covered by the insurance benefit, if the necessary 

medical care is sufficiently provided, this would be ideal for the patient [6]. However, in many cases, the 

medical service that the patient wishes to use is not included in the insurance benefit, so that the patient cannot 

use the medical service for financial reasons. In this case, the healthcare provider may require the insurer to 

provide the service as an insurance benefit. Then, in consideration of the medical needs and insurance financial 

burden, the service can be included as a general service of the insurance benefit, which can be called selective 

coverage [1], [7]. 

Generally, services that are covered by conditional coverage or selective coverage are recognized as new 

health care technologies. A new health care technology is the technology that is emerging in its development 

and use, and it can have a great influence on the treatment of patients [8]. A “new” health care technology is a 

term contrasted with existing health care technology, but in order to evaluate new health care technology, it has 

to be compared with existing health care technology, so that it is generally referred to as just “health care 

technology”. 

In many cases, despite of its accreditation on effectiveness and safety, health care technologies have an 

insufficient clinical evidence from the clinical reviews or showed unrespectable criteria. Most of the 

regenerative medicines are the examples.  

Though it is associated with patient’ medical treatment for this, and an expense can be caused, cost sharing 

is required between patients and researchers. That is because new health care technology such as regenerative 

medicine is often not included in the insurance, but it contributes not only to the patient's therapeutic purpose, 

but also to the researcher's research. To lessen the burden of cost on both sides, health insurance coverage is 

necessary.  

Market prices formed in perfect markets, represent true social values. However, in the case of new health 

care technologies including regenerative medicine, that is public services, because healthcare providers do not 

adequately supply services and patients do not consume as much as they want, it cannot do. The price that the 

market does not reflect a true social value is the shadow price. In other words, when loss of benefits occurs 

because of no insurance coverage for regenerative medicine, the loss is called “shadow price” in economics [9]. 

In health care, this concept can be derived. 

In Figure 1, the supply and demand curves in the complete market are balanced at the point A. The price 

at this point is “Price with insurance” and the demand is “Quantity with insurance.” However, at the point B 

made by the supply and demand under no insurance coverage for regenerative medicine, the price is “Shadow 

price” and the demand is “Quantity without insurance.” That is, when regenerative medicine is not included in 

insurance, there is a social cost in which the price is higher than the normal social value but the demand amount 

is smaller. This shows that regenerative medicine should be covered by insurance. 

3. Results 

3.1 Regenerative medicine health insurance coverage 

The regenerative medicine is currently the translational research that is finally designed to be a pragmatic 

clinical research, and it may be said that this is a convergence study for the public benefit. The study of the 

public benefit needs a support, to develop in a practical use in clinical study. In other words, it should be utilized 

practically in the clinical fields and produce much advantage socially. To do so, studies that is related to 

regenerative medicine should not only be just a “study” but also “treatment” for patients by the inclusion of 

insurance. 
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Figure 1. Social costs by no health insurance coverage for regenerative medicine 

The number of studies for curative effect and improvement for rare intractable disease patients are 

conducted around the world [10]. However, it seems to be difficult to overcome some diseases. It is expected 

that regenerative medicine to be able to raise the possibility of full recovery for these patients at present [11].  

The reason is that, a result of clinical trials using regenerative medicine have been appeared to show the 

possibility of complete recovery from the illness, as well as improving quality of life and not only prolonging 

life years. 

The reason appears successively with results of clinical trials showing possibility of the complete recovery 

from the treatment for a disease using regenerative medicine, and as a result, this enables to improve beyond 

the life extension and raw quality improvement. The benefits from regenerative medicine are beneficial for 

patients mitigating burden of medical expenditure and for the society. Obviously, health insurance coverage for 

the study and treatment by regenerative medicine must be premised to make it possible. 

Under the consideration of certain criteria of effectiveness and safety of regenerative medicine, use of 

uninsured services together with insured ones is acceptable by the advanced medical service system. This 

institutional framework of timely approval can make people receive proper services paying an acceptable level 

of payments. 

3.2 An exemplary case: Japan 

In Japan, mixed private and insurance payments are not allowed for medical services [12]. So that, in case 

of using uncovered medical services by health insurance, the insured should pay for nay even medical services 

covered by medical insurance, though some highly advanced medical services are exceptionally allowed for 

mixed payments. In 2000s, as requirements for promoting economic vitalization and widening patients’ choices 

of medical services increased, exceptional approval for mixed payments was expanded [13]. 

Within the Japanese health insurance system, advanced medical services those are allowed to use in 

combination with insured and uninsured medical services are categorized by Advanced medical services A and 

B. The Advanced medical services A should not be involved to use any drug or medical equipment not being 

approved for outer range of approved application. This technology involves the use of extracorporeal diagnostic 
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agents, but the influence on human bodies by the relevant agents is insignificant. The Advanced medical 

services B can be involved to use drug or medical equipment not being approved for outside of approved 

application. This technology requires attentive evaluation for use on the basis of safety, effectiveness and any 

relevant side effects unexpected when implementing. Regenerative medicine comes under this technology. 

As other insurance benefits, regenerative medical services within insurance coverage, medical expenses 

consist of insurer’s burden and patient’s out-of-pocket payment. However, even in this case, mixed treatments 

with covered and non-covered services are prohibited. In principle, regenerative medical services that are not 

covered by insurance benefits cannot be used in combination with covered and non-covered services. If used, 

the patient is responsible for all medical costs, not just for regenerative medical services, but also originally for 

insurer’s burden. There is no difference between the Advanced medical services A and the Advanced medical 

services B. As of May 2017, the number of regenerative medicine under clinical studies is 66, out of 676 

Advanced medical services B items. 

The regenerative medicine is divided into three types up to safety. Type 1 is the technologies with the high 

risk having not been carried out by a person, e.g., embryonic stem cells or iPS cells. Type 2 involves 

technologies currently being used with a medium level of risk, such as somatic stem cells. Type 3 is the 

manufactured materials from stem cells with low risk, for example, processed somatic cells. There is no 

difference in the use of Type 1, Type 2 and Type 3, but the procedure for obtaining permission is different. 

Type 1 has a complicated screening process and Type 3 is relatively easy. 

4. Discussion and Conclusions 

In this study, the insured benefits and various non-insured benefits under the health insurance system were 

examined. Even some regenerative medical services are recognized as safety and efficacy to some degree, the 

problem of being treated as non-insured medical services due to the new health care technology as itself was 

discussed through the concept of shadow price. 

In addition, the study discussed that regenerative medicine proven effectiveness of disease treatments 

should be included in the insurance benefits, in principle. For this, Japanese cases were referred. The case of 

Japan may not be fully applicable to all other countries or some specific countries. However, it may be a 

reference for countries with low protection even though taking public medical insurance systems. 

As there is evidence that expanding health insurance coverage can prolong lives, escalating health 

insurance reimbursement including new medical technologies is important [14, 15]. However, the reality is that 

there are various limitations to expanding health insurance benefits. Therefore, the key is how to resolve the 

trade-off between salary expansion and budget constraints [16]. These are not the matters of responsibility or 

agreement between individual patients or medical staff or medical institutions, but those for which the state or 

society is responsible [17]. 

Acknowledgment: This study was supported by Hyupsung University (Research Fund 2023-0041) 

References 

[1] T. Jost, “Health Care Coverage Determinations: An International Comparative Study,” Open University Press: 

London; 2005 

[2] Centers for Medicare & Medicaid Services, “Medicare Coverage - Clinical Trials: Final National Coverage 

Decision”, (https://www.cms.gov/Medicare/Coverage/ClinicalTrialPolicies/downloads/finalnationalcoverage.pdf), 

Accessed May 6, 2022. 

[3] Ministry of Health, Labor and Welfare. (http://www.jmacct.med.or.jp/plan/files/exp160404_1.pdf), Accessed May 

6, 2022. 

[4] D. Cutler and J. Gruber, “The effect of Medicaid expansions on public insurance, private insurance, and 

redistribution,” The American Economic Review 1996; 86:378-383. 

[5] J. Marton and A. Yelowitz, “Health insurance generosity and conditional coverage: Evidence from medical manage 

care in Kentucky,” Southern Economic Journal 2015; 82:535-555, doi: https://doi.org/10.1002/soej.12064. 

[6] F. Colombo, “Toward more choice in social protection? Individual choice of insurer in basic mandatory health 

insurance in Switzerland,” Paris: OECD; 2001. 

[7] S. Kwon, “Thirty years of national health insurance in South Korea: lessons for achieving universal health care 

coverage,” Health Policy Plan 2009; 24:63-71, doi: https://doi.org/10.1093/heapol/czn037. 

https://doi.org/10.1002/soej.12064
https://doi.org/10.1093/heapol/czn037


International Journal of Contents Vol.20, No.2, Jun. 2024 37  

[8] National Institute for Health and Care Excellence, “National arrangements for clinical excellence arrangements for 

topic selection – Overviews of the new system,” London: NICE; 2002. 

[9] J. Stiglitz and C. Walsh, “Economics,” Third edition. W. W. Norton & Company Ltd: London; 2002. 

[10] M. Lee, Y. Han, J. Yoon, et al. “New governmental regulatory system for regenerative medicine in Japan”, Tissue 

Eng Regen Med 2015; 12:167-172, doi: https://doi.org/10.1007/s13770-015-0435-2. 

[11] K. Kang, “Implications of epigenetics in tissue engineering,” Tissue Eng Regen Med 2015; 12:162-166, doi: 

https://doi.org/10.1007/s13770-014-0419-7. 

[12] H. Nomura and T. Nakayama, “The Japanese healthcare system: The issue is to solve the “tragedy of the commons” 

without making another,” BMJ 2005; 331:648–649, doi: https://doi.org/10.1136/bmj.331.7518.648. 

[13] Cabinet Office, Government of Japan. Council for Regulatory Reform. Second report regarding promotion of 

regulatory reform - Priority regulatory reform measures to promote economic vitalization. 2002. 

(http://www8.cao.go.jp/kisei/en/021212report/), Accessed May 15, 2022. 

[14] Miller S., Johnson N., and Wherry L., "Medicaid and Mortality: New Evidence From Linked Survey and 

Administrative Data," The Quarterly Journal of Economics, vol. 136, no. 3, pp.1783–1829, August 2021, doi: 

https://doi.org/10.1093/qje/qjab004. 

[15] Borgschulte M., Vogle J., "Did the ACA Medicaid expansion save lives?," Journal of Health Economics, vol. 72, 

July 2020, doi: https://doi.org/10.1016/j.jhealeco.2020.102333. 

[16] Petek N., "The marginal benefit of hospitals: Evidence from the effect of entry and exit on utilization and mortality 

rates," Journal of Health Economics, vol. 86, December 2022, https://doi.org/10.1016/j.jhealeco.2022.102688. 

Noghanibehambari H. and Engelman M., "Social insurance programs and later-life mortality: Evidence from new 

deal relief spending," Journal of Health Economics, vol. 86, 2022, doi: 

https://doi.org/10.1016/j.jhealeco.2022.102690. 

 

 

 

©  2024 by the authors. Copyrights of all published papers are owned by the IJOC. They also 

follow the Creative Commons Attribution License (https://creativecommons.org/licenses/by-

nc/4.0/) which permits unrestricted non-commercial use, distribution, and reproduction in any 

medium, provided the original work is properly cited. 

 

https://doi.org/10.1007/s13770-015-0435-2
https://doi.org/10.1007/s13770-014-0419-7
https://doi.org/10.1136/bmj.331.7518.648
https://doi.org/10.1093/qje/qjab004
https://doi.org/10.1016/j.jhealeco.2020.102333
https://doi.org/10.1016/j.jhealeco.2022.102688
https://doi.org/10.1016/j.jhealeco.2022.102690

