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SUD reprocessing 
• The term “reprocessed single-use devices” used 

in this ordinance refers to the following: Of 
single-use medical devices (medical devices 
designed for a single use only; the same applies 
hereinafter), those that have undergone 
reprocessing (having single-use medical devices 
that have been used undergo processes 
required for manufacturing/marketing new 
products, such as inspection, disassembly, 
cleaning, and sterilization; the same applies 
hereinafter).   
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QMS ordinance revision 
 (ISO 13485:2016 introduced) 

• Since ISO13485:2016 was issued in 2016, 
discussion to revise the ordinance was 
started between the industry and the 
regulatory authority. They have agreed to 
revise it to be aligned to ISO13485:2016 
and draft making is being conducted. 
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QMS ordinance revision  
(ISO 13485:2016 introduced) 
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• Public Comment will be implemented soon... 

Current Ordinance New Ordinance 
Chapter 1:Purpose, Definition 
of Terms, and Scope of 
Application 

Chapter 1: Purpose, Definition 
of Terms, and Scope of 
Application 

Chapter 2: Basic Requirements 
aligned to ISO13485:2003 

Chapter 2: Basic Requirements 
aligned to ISO13485:2016 

Chapter 3: Additional 
Requirements 

Chapter 3:Additional 
Requirements 

Chapter 4, 5, and 5-2: Product 
Specific Requirements 
(Biological Products, 
Radioactive IVDs, SUD) 

Chapter 4, 5, 6: Product 
Specific Requirements 
(Biological Products, 
Radioactive IVDs, SUD) 

Chapter 6: Others Chapter 7: Others 
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1. Regulatory Revising for Reasonable Regulations in Line with the 
Characteristics of Medical Devices 

(C)  For further streamlining of the QMS inspection system and international 
harmonization 

– In the previous regulatory revision, we promoted the international harmonization of relevant 
regulations by introducing to the QMS ordinance the ISO 13485. We also introduced the concept of 
classification by product group, as the unit of issuing the QMS conformity certificate and 
implementing the inspection, so that the approval review process was greatly expedited through the 
effective streamlining of the inspection. 

– On the other hand, since the conformity certificate is issued by the unit of product group 
classification and all combinations of manufacturing plants involved in the manufacturing of the 
medical device concerned, a redundant burden is demanded of both the investigative authority and 
the applicant in the current system. For example, when you use multiple manufacturing plants to 
ensure a stable supply and subsequently exclude some of these plants after a certain period of 
operation, according to the current system, it is required for the remaining plant(s) to undergo 
another conformity inspection to be issued another conformity certificate, separate from the 
conformity inspection and the conformity certificate previously issued for the initial multiple plants. 
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– In addition, in view of the scope of MDSAP (organizations and [multiple] product groups 
included in the same quality management system), which has been examined by the IMDRF in 
recent years, we can expect to change the conformity certificate requirement of “a combination 
of a single product group and its manufacturing plants” to “(multiple) product group(s) 
manufactured by a combination of manufacturing plants under the same quality management 
system” so that the manufacturing/distribution business license holder and/or manufacturing 
plants and product groups to be described will become closer to those described in the MDSAP 
certificate, thereby helping promote the introduction/use of MDSAP. 

– Aiming at making better use of a quality management system in line with the characteristics of 
medical devices, we propose the following to further improve the QMS inspection system. 

1. Rationalize the concept of the combination of multiple manufacturing plants in the conformity 
certificate 

2. Further streamline product groups, as the unit of conformity inspection. 

3. Examine adopting a scheme in which a uniform conformity certificate is issued 
comprehensively covering combinations of manufacturing plants and product groups by “the 
unit of the same quality management system (quality manual).” 



Thank you. 
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