
1



Critical Challenges in Cerebrovascular Accidents (CVA):

Urgency in Decision-Making, Thrombolytic Risks, and the Impact of Specialist Deficiency

Source: Ministry of Health and Welfare 
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A staggering 85% of cerebrovascular accidents (CVA) manifest as "Ischemic Stroke," demanding urgent decisions from medical 

professionals to accurately predict the potential transformation into a "Hemorrhagic Stroke." (4.5-hour golden time)

• Urgent Decision-Making: High mortality rate, highlighting the need for robust, immediate, and accessible solutions

• Thrombolytic Risk: 20% of patients on thrombolytic drugs face potential hemorrhagic stroke.

• Specialist Deficiency: Lack of specialists in emergency rooms or rural areas increases patient vulnerability.

Use thrombolytic drugs to dissolve 
clotted blood 

or surgery

Use medication to lower the 
cerebral/blood pressure 

or surgery

15% 

Hemorrhagic Stroke
Cerebral Hemorrhage
(blood vessel busted)

85%

Ischemic Stroke 
Cerebral Infarction

(blood vessel blocked)



Market size

Source: Ministry of Health and Welfare 
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Rapid growth of the AI ​​medical market and steady occurrence of cerebrovascular disease (stroke)
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Solution

MAPIS: Medical AI Prediction Image System

Source: Ministry of Health and Welfare 
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Acute stroke
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Solution

MAPIS: Medical AI Prediction Image System

80% 76.5% 76.3%
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Unlike cerebral hemorrhage diagnosis technologies, MAPIS is a “golden time saver” that helps make a quick decision on 
whether to administer thrombolytics.



Management
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Advisors
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Development of cerebral infarction prediction 

algorithm

MAPIS Solution Development

Registration of innovative medical 

technology

> Initiate exploratory clinical trials

> Ministry of Food and Drug Safety approval 

for exploratory clinical trials

> Ministry of Food and Drug Safety report 

and final approval review

Schedule when applying for integrated 

review of innovative medical devices

> Application for integrated review by the 

Ministry of Food and Drug Safety

> Application for evaluation of innovative 

medical technology by KHMR

Shorten by 8 months
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KHMR HIRA

Safety, Potential 

Assessment

Evaluation of health 

insurance benefits, 

possibility of replacement, 

medical importance, etc

KHMR HIRA

Safety, Potential 

Assessment

Health Insurance 

benefit evaluation, 

benefit adequacy, 

economic feasibility

Health Insurance Review and Assessment Service
: Korea Health Industry Development Institute

: Ministry of Food and Drug Safety
Korea Health and Medical Research Institute

MFDS

Application 

Acceptance

Ministry of Health and Welfare

KHIDI
Designation of innovative 

medical device group

HIRA
Evaluation of eligibility 

for medical care benefits

KHMR
Evaluation of innovative 

medical technology

MFDS

Innovative medical device 

requirements review and evaluation

MFDS

Innovative 

medical device 

designation 

announcement

Korea Health and Medical Research Institute

Safety, Potential Assessment

Korea Health and Medical Research 

Institute

Safety, efficacy assessment

30days
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Construction stage Remarks Note







2nd priority

Germany, Italy, England, France, India

1st priority 

USA, Canada, Japan, China

Health Insurance Review and Assessment Service ‘Statistical Analysis of Health and Medical Resources (2016~2020)’
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