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1. Overview of Medical Device Control Processes

Idea /  
improvement

Design and Development 

(7.3 of ISO 13485)

Pre-submission and 

submission (AMDD)

Commercialization 

(domestic mkt, export mkt)

Post market 

surveillance 

Design 
verification 

(lab testing)

Design 
validation 

(clinical use)

Preparation of CSDT file 
(e.g. risk mgt., lab testing, 

clinical use, IFU) 

Production 

(ISO 13485)

Design 
transfer to 

Production

For export, following 
regulation of destination 

country (ASEAN, EU, USA)

The connection of Design and Development Process (Cl. 7.3 of ISO 13485) and Medical Device 
Registration (Ax. 4 of AMDD) → using the data of lab testing and clinical use in both processes

as presented in the workflow below

Researcher/Manu. Manufacturer Manufacturer ................ ................

Design and 
Development

Production and Distribution
Customer 
Feedback

Improvement
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Cl. 7 Product realization 

(                 )

      

7.2                    

          & 
           

7.4                    

                 & 
               

7.4.3, 8.2.6             

                  

7.5.11                  

                

7.5.1            

&             
              

8.2.6    

       
                

7.5.11        ,         & 

                               
(7.5.3, 7.5.4         &             )

Cl. 8 Measure, analyse, improve 

(                      )

  8.2.1                 (feedback, complaint)

                  .
  8.2.4                             (internal 

quality audit: IQA) 
  8.2.5                               (key 

performance indicator: KPI)
  8.2.6                                     

          
- 8.3                                       
                                      
      

Cl. 5 Management responsibility 

(                         )

Business flow

Cl. 6 Resource management 

(                 )

Cl. 4 Quality management system (                   ) 

- 5.3, 5.4.1                
                  
- 5.4.2                       
                      
- 5.5                           
                             
- 5.6                      

- 6.2        (                )

- 6.3                              
- 6.4                         

               (Role)          ,                                    7 

4.2.4                 (       ->        ->         ->               )                       
4.2.5                       (       ->        ->        ->                   )                      

             

7.1                                        

(risk management in product realization)

- 8.4                   

7.1                     

(planning of product realization)

                                   outsource                                 

                                                                

               (7.5.8)         (7.5.9)                            

                                                           (7.6)

  8.5.2                               (CAR)

  8.5.3                                 (PAR) 

7.3        & 

                 
          (     )

1. Overview 
of ISO 13485

Researchers follow cl. 7.3 of 
ISO 13485
Manufacturers follow cl. 4, 5, 6, 
7, 8 of ISO 13485
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ใบจดแจง้ ใบแจง้รายการละเอยีด ใบอนญุาต

Full Full Full

1                                                  x x x

2
                      ญ  /                                                                          

                                                        ญ  
x x x

3.1                     (          ฤษ) x x x

3.2           ฉ               x

3.3                           ( device description ) x x x

3.4 ( ) ฉ                                 ( device label l ing ) x x

3.4 ( ) ฉ                                  (      ) x

3.5                                (executive summary) x x

3.6                                                           x x

4
                      ญ                                                             

  ธ                          
x x

5                                                     x x

6                           ( ri sk analys is  ) x x

7                ธ                                                                      x x

8                         (ISO 13485/GMP) x x

9
                                                                     ฉ        ธ                    

                    
x x

10                                                                    x x x

11                                                                                 x x

12                                                           x x

13
    ฐ        ญ                                                                            

     .      
x x

14                                                                                      x x x

15                                             (                                ) x

16                                    (                       .             ) x

17                                                        .                    x

18                                                                                  (           ) A A A

        : x =        , A =      

เปรยีบเทยีบรายการเอกสารทีต่อ้งจดัเตรยีมตามระดบัความเสีย่ง คมพ.จดแจง้ คมพ.แจง้รายการละเอยีด และคมพ.ใบอนญุาต 

ล าดบั รายการเอกสารหลกัฐาน

1. Overview of Med. Dev. Registration (AMDD/CSDT)
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1. Overview of Post Market Surveillance
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2. Design and Development process
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2. Design and Development process

Begin of risk management
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2. Design and Development process

Begin of risk management

End of usability engineering
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Certificate of ISO 13485 and scope:
Researcher

2. Design and Development process
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2. Design and Development process

Certificate of ISO 13485 and scope:
Manufacturer
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2. Design and Development process

Design and development → Design transfer to production

(Researcher) → (Manufacturer)

Registration of 
medical device

Registration of 
premises

Quality management

system certification

321
based on ISO 13485 based on AMDDbased on Medical Device Act
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Begin of risk management

End of usability engineering
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3. Risk Management process
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3. Risk 
Management 
process

Std. that conjunction with ISO 14971
• IEC 60601-1 → Energy
• ISO 10993-1 → Biocompatibility
• IEC 62366-1 → Usability engineering
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3. Risk Management process
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3. Risk 
Management 
process

Risk control measure with 3 options
• Inherently safe design
• Manufacturing process
• Information for safety
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3. Risk 
Management 
process

Verification of the prototype (e.g. 
orthopedic implant)
• Sim. test by finite element test
• Actual test by mechanical test
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3. Risk Management process

Verification based on standard / 
series of standard / group of 
standard of the product

Verification based on standard 
of usability engineering (IEC 
62366-1)



20

4. Usability Engineering process
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4. Usability Engineering process

Previous concept: Risk management concerning risk on product e.g. use function
(Product)
Present concept: Risk management → use function and use error of the product 
(Product + People)

Product + People → Usability Engineering (about interfacing)
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4. Usability Engineering process

Comparison between Usability Engineering and Risk Management

Usability Engineering Risk Management

Reasonably foreseeable misuse (user expectation) Intended use (use function) define manufacturer

Identify user interface characteristic) 

(1) Intended user) 

(2) Use environment) 

(3) How device works and what user needs) 

(4) User interface requirements)

Identify medical device characteristic related to 

safety 

(Use questions provided in the standard) 

Use-related risk analysis and management

Example of hazard considered from use scenario, 

user interface and user interface requirements

Risk analysis by Identifying hazards and 

hazardous situations

Example of hazard 

(1) energy hazard 

(2) biological, chemical, biocompatibility hazard 

(3) operational (use function, use error) hazard 

(4) information hazard

Preparation of user interface evaluation report

(1) By formative evaluation method

(2) By summative evaluation method

Identify appropriate risk control measures

Implement and verify the identified risk control 

measures
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Comparison between Usability Engineering and Risk Management

Usability Engineering Risk Management

Reasonably foreseeable misuse (user expectation) Intended use (use function) define manufacturer

Identify user interface characteristic) 

(1) Intended user) 

(2) Use environment) 

(3) How device works and what user needs) 

(4) User interface requirements)

Identify medical device characteristic related to 

safety 

(Use questions provided in the standard) 

Use-related risk analysis and management

Example of hazard considered from use scenario, 

user interface and user interface requirements

Product + People

Risk analysis by Identifying hazards and 

hazardous situations

Example of hazard 

(1) energy hazard 

(2) biological, chemical, biocompatibility hazard 

(3) operational (use function, use error) hazard 

(4) information hazard

Product
Preparation of user interface evaluation report

(1) By formative evaluation method

(2) By summative evaluation method

Identify appropriate risk control measures

Implement and verify the identified risk control 

measures

4. Usability Engineering process
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4. Usability Engineering process

The verification of a prototype by formative 

evaluation method may need to conduct 

repeatedly until getting the final prototype 

that will be used for summative evaluation. 

(as presented in the flow)

The verification by summative evaluation 

method should be conduct under the 

condition presented in the user interface 

characteristic. (intended user, use 

environment, how device works and what 

user needs, user interface requirements)

In case of the verification by summative 

evaluation method not pass, such summative 

evaluation will be treated as formative 

evaluation and need to start a new 

summative evaluation. 
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Begin of risk management

End of usability engineering
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5. Reg. Req. of Usability Engineering in CSDT File

By Mr. Tanapon Wongkaew
Thai FDA Officer
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End of the presentation


