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P S  3 . 1  "Geopolitical Landscape"

U s e  of  A I  in  Me dica l D e v ice s  a n d C h a lle n ge s  
in  Ma r k e t  A u th or iz a t ion  

of  Ma ch in e  L e a r n in g- e n a ble d Me dica l D e v ice s  ( ML MD )

F U J I W A R A  Ya s u h ir o,  M. D. ,  P h . D.
Chief E xecutive,

Pharm aceuticals  and Medical Devices  Agency ( PMDA)
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 I n Japan,  even when AI  is  used to provide 
support for diagnosis and m edical treatm ent,

    -  Phys ician has  responsibility for the final decis ion.  

 T his m edical diagnosis / treatm ent is  regarded as  
a  m edical practice under Article 1 7  of the Medical 
Practitioners  Act ( Act No.  2 0 1  of 1 9 4 8 ) .

P h y s ic ia n  h a s  r e s pon s ibility for  th e  f in a l de cis ion

R e s pon s ibility  of  Me dica l P r a ct it ion e r  to  u s e  A I



Points  to cons ider for the pre- m arket review for AI  is ba s ica lly  th e  s a m e  
as  that of other m edical devices .

Ma r k e t  A u th or iz a t ion  R e v ie w  of  Me dica l D e v ice s  u s in g  A I  

C h a lle n ge s  in  pr e m a r k e t  r e v ie w  for  ML MD
・Plasticity
・Unpredictability

P e r for m a n ce  ca n  ch a n ge  
in the post m arket phase

• B ia s  of  da ta  cou ld a f fe ct  the 
perform ance of the software

• I n de pe n de n ce  and com ple te n e s s  
of data  is  cr itical

P la s t ic ity U n pr e dicta bility



P os t- A ppr ov a l C h a n ge  Ma n a ge m e n t P r otocol ( P A C MP / I D A T E N )  
for  Me dica l D e v ice s

Published in 2 0 1 9 ,  in force in 2 0 2 0

P A C MP  is  introduced for m edical devices  to  e n a ble  con tin u ou s  a n d t im e ly  
im pr ov e m e n ts  through product lifecycle.  

P la s t ic ity



I MD R F  ( I n te r n a tion a l Me dica l D e v ice  R e gu la tor s  F or u m )
ML MD  ( Ma ch in e  L e a r n in g - e n a ble d Me dica l D e v ice )

A m edical device that u s e s m a ch in e  le a r n in g ,  in part 
or in whole,  to  a ch ie v e  its  in te n de d m e dica l pu r pos e .  

I n te r n a tion a l R e gu la tor y  H a r m on iz a t ion

[OUTCOME Documents]

1. Machine Learning-enabled Medical 
Devices: Key Terms and Definitions 

     finalized in 9 May 2022

2. Good machine learning practice 
    for medical device development – 
    Guiding Principles
    finished public consultation

3. Technical Framework for AI   
    Lifecycle Management 
    Start discussion     

I n te r n a tion a l R e g u la tor y  H a m on iz a t ion

• C olla bor a t ion  w ith  F D A / E C



C a ll for  A ct ion

• Developm ent m ay rapidly  advance 
  - I f guidance docum ents  covering usage and learning m ethods can be form ulated and 
      success  stories  em erge.

• R egulations  m ay also be necessary
  -  T here are a lso issues  regarding how to respond when AI  learning is  m isused.  
   -  AI  learning can a lso result in degradation intentionally.

• Useful to share the sam e concerns  to com e together and work 
toward a  com m on m easures  as  a  best practices

  -  R egulators face com m on challenges
   -  Discuss ion is ongoing in the international harm onization of m edical device regulations .  
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T h a n k  y ou  v e r y  m u ch ! !

Please vis it the PMDA website 
https : / / www. pm da. go. jp /english / index. htm l

https://www.pmda.go.jp/english/index.html
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