
Processed Product for Medical Device 

 

Application Number: Medical devices (Annex E.2.9.) 

Application Name: For medical device 

 

 Materials used in this product is PFA (CAS NO:26655-00-5). 

 

· This product is to be used under the following conditions. 

 Subject to use: to be used as materials for flow meters in dialysis machines, and 

packings, pumps, etc., in the sterilization and cleaning processes of dialysate supply 

equipment. 

Chemical solution to use: Sodium hypochlorite, acetic acid 

Usage environment: room temperature to 90°C 

Use conditions: not to be affected by chemicals in the use environment, and no 

elution. 

 

 For example, sodium hypochlorite used as a dialysate solution or disinfectant 

used in hemodialysis machines is corrosive, hence it is necessary to have chemical 

resistance and corrosion resistance. These properties need to be ensured especially for 

medical applications, and no alternative product is considered to be available at this time. 

 In addition, if the use of the material is restricted by PFAS regulations, parts 

necessary for hemodialysis machines will not be available, affecting approximately 

350,000 people*1) in need of hemodialysis and risking their lives. 

 The global dialysis market is expected to reach US$174,446.7 million*2) by 

2030 due to the increasing number of elderly people, diabetes and hypertension, and if 

the machines cannot be manufactured, it has a significant impact on the market size. 

 

 In light of the above, it is essential that PFA be used in applications for medical 

devices, and we request a regulatory exemption of this material from the subject of PFAS 

regulations. 
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