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What is a SaMD Intended to Support Behavioral Therapy?

https://sc.cureapp.com/d/

CureApp SC Nicotine Dependence Treatment
App and CO Checker (CureApp)

https://cureapp.co.jp/productsite/ht/

CureApp HT Hypertension Treatment Aid
App (CureApp)
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Today’s Outline

1. Intended Use and Claims of Medical Devices

2. Evaluation and Review of SaMD

3. Introduction of Recent Efforts Related to Program Medical 
Devices
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1. Intended Use and Claims of Medical Devices
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Why is Determination of the Role of SaMD in Clinical Practice Important?

Height, weight, age

Amount of exercise

Calories in daily meals

Overeating

Appropriate

Little eating
Software

For those who are 
concerned about their 

weight!

Prevention of 
lifestyle-related 

diseases

Improvement of 
HbA1c for patients 

with diabetes

• Non-medical device • Medical device?
• Would this product help 

prevent lifestyle-related 
diseases?

• Medical device
• Evaluate the ability to 

improve HbA1c
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2. Evaluation and Review of SaMD
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(a) The given device is judged that it does NOT have its own effectiveness
and/or performance as to be concerned in the application.

(b) The given device is judged of NO value for medical use because its
adverse effect(s) far exceed its effectiveness and/or performance.

PMD Act, Article 23-2-5 paragraph (2), 
item (iii), (a) & (b)

Reasons of Approval Rejection

Benefit

Risk
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Risk of SaMD

• CAD which provides doctors’ reference information for diagnostic support
⇒ inducing improper diagnosis decision

• DTx promotes behavioral modification 
⇒ promote excessive intervention and loss of treatment opportunity.

SaMD is trying to improve the user’s decision better

Possibility to induce improper decision

【e.g.】
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To Understand the Proposed Product

• What are the functions?
(What are the inputs? What are the outputs?)

• What medical needs do you want to solve?
• Who will use it and how?

• What will result in patients and clinical practice?

Development Concept

• What function did you try to realize for that?
• What performance did you aim at?

Design Concept
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3. Introduction of Recent Efforts 
Related to Program Medical Devices
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Evaluation Index for SaMD Intended to Support Behavioral Therapy

https://dmd.nihs.go.jp/jisedai/koudouhenyou/index.html
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Evaluation Index for SaMD Intended to Support Behavioral Therapy

Points to consider for evaluation:

(1) Basic matters (Items Affecting Efficacy/Safety)

(2) Matters related to non-clinical studies

(3) Matters related to clinical evaluation
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Take home messages

If you are trying to market a medical device, you should

1. consider the intended use and claims for SaMD

2. consider the risks of SaMD based on clinical performance

3. consider collecting data for evaluation as well as for development
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Thank you for your kind attention!

Takatomo EZURA, Reviewer
Office of Software as a Medical Device

ezura-takatomo@pmda.go.jp
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