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Outline of the Health Compensation Scheme 

for Participants of Clinical Research 

（STA00014） 

 

1.  Introduction 

・This clinical research will be conducted with meticulous attention, however, if any 

health injuries (such as an adverse reaction) might occur due to vaccination or 

research participation, our health compensation scheme will be applied to you. 

・This document summarizes the terms and conditions of the health compensation. 

Please keep this document along with the “Participant Information sheet and 

Consent form” with care. 

・If you notice any health injuries and thought it was caused by participating in the 

research, do not hesitate to inform your doctor, vaccination institution, or the 

National Center for Global Health and Medicine (NCGM). If the doctor judges that 

the health injury had occurred due to the research, you may be able to receive 

compensation according to the compensation protocol adopted by NCGM. 

・ If you are to be compensated, you need to notify us with your name, address, 

description of your health injury, bank account number, and your identity 

verification documents to the vaccination institution or NCGM. Then, your 

information will be kept strictly confidential and will never be used for other 

purposes. 

 

2.  Compensation by the vaccination institution 

(1) General rules 

① Compensation will be given based on the Clinical Trials Act to cover for your 

loss appropriately. Even if there is no legal liability nor negligence of the 

institution, if any health injuries occur to you, it will cover your damage. 

② If you request to receive compensation for the health injury occurred after 

participating in this research, NCGM will make compensation according to the 

compensation protocol. 
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③ Compensation will only be given to the health injury occurred after you signed 

the consent form and was caused by the research (caused by the study vaccine, 

study method, and/or procedures). Technically, this is known as having a 

causal relationship between the health injury and the research. Unless the 

doctor determines that the research did not cause the health injury, it will be 

treated as having causality to the research. 

④ Even after you received compensation, if you noticed any legal liability to the 

vaccination institution, your doctor, or any other third party, you have the right 

to claim for the compensation for damages (which means to claim for pain 

and/or suffering, treatment costs, lost profits, etc.). 

 

(2) Cases which will not be covered 

If there is no causal relationship between your health injury and the research, 

NCGM will not compensate for the injury. For example: 

① On your way to the vaccination institution, if you were hit by a car due to the 

driver’s carelessness and got injured, as there is no causal relationship to the 

research, the injury will not be compensated. 

② If the legal liability of the health injury was on the vaccination institution, your 

doctor, or any other third party, the compensation will not cover your injury. 

Instead, person or party who is responsible to the injury will pay for the 

damage. 

③ In case that the study vaccine did not work, generally, this is also non-eligible 

for the compensation. 

④ If it was proven that you are responsible for the health injury, you may either 

unable to receive compensation, or receive the reduced compensation. Those 

instances are such as your disobedience on the instructions given on the 

informed consent form or the doctor’s instruction. 

 

(3) Limitation 
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If there was an obvious cause of the health injury and the causality of the 

research could obviously be denied, you will not be eligible for the 

compensation. 

 

(4) Compensation Details 

Medical expenses, medical allowance, and indemnity will be given if you were 

eligible. 

① Medical Expenses: 

We will first ask you to pay for the medical expenses (expenses for medicine, 

examination, treatment, and/or hospitalization) required to treat the health 

injury due to the research. NCGM will then pay the amount equivalent to your 

payment according to the compensation protocol*1. 

If medical expenses exceed the self-pay limit based on the High Medical Care 

Cost System*2, please apply for the limit application standard certificate or the 

high medical care cost system. After application, NCGM will pay your self-

payment amount, deducting the refund. 

② Medical Allowances: 

If the health injury required hospitalization based on doctor's decision (including 

outpatient visit under injury equivalent to hospitalization), medical allowances 

will also be covered by NCGM, according to the compensation protocol*4 and in 

line with the Relief System for Sufferers from Adverse Drug Reactions*3. 

③ Indemnity: 

  a. Permanent Disability Indemnity  

If you meet the conditions of disability grade on the Industrial Accident 

Compensation Insurance, NCGM will pay the disability indemnity*5, in line with 

the Relief System for Sufferers from Adverse Drug Reactions. 

However, the eligible disabilities are those occurred within 18 months (including 

onset day) after the injury onset. 

  b. Death Indemnity 

In case of death, indemnity for bereaved family*6 will be paid to one 

representative of the family who was in the same living, according to the 
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compensation protocol and in line with the Relief System for Sufferers from 

Adverse Drug Reactions. 

④ Note 

Temporary disability compensation (salary loss due to work absence) will not be 

paid. Additionally, in case if there is a special reason such as emergency or life-

saving purpose, amenity bed expenses will not be paid. 

 

(5) Decision on Causality 

① Your doctor is responsible for making the decision on the causal relationship 

or disability grade. You do not need to prove the causality between the 

research and health injury yourself. Doctors of vaccination institution will judge 

the causality rationally, and if the causality could not be denied, you will be 

eligible. 

② It may take some time to judge causality. Before the decisions are made, as 

it is inappropriate to suspend the payment of medical expenses, thus, the 

payment will be initiated before the decision. After the judgment was made, 

we will contact you again. If the causality were denied at the judgment, the 

payment of medical expenses would be terminated. However, you do not need 

to return the medical expenses which are already paid to you. 

③ Generally, medical expenses will be transferred to your declared bank account 

in 2-3 months. Please note that in advance. 

(6) Compensation Application Procedures 

① If you noticed any health injury such as an adverse reaction after the research 

participation and thought it was caused by the research, please consult your 

doctor or NCGM personnel. 

② If you wish to receive compensation, please inform your doctor. The doctor 

will contact NCGM for compensation application. Then, doctors at the 

vaccination institution will investigate the causality between the health injury 

and the research. The personnel at the vaccination institution will contact you 

whether the health injury was eligible for the compensation. 


