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Classification Description Examples Potential risk
MD: General Medical
Class | Devices x-ray film, IVD instruments, Analytes | Almost insignificant
IVD: Analytes defined by (e.g., CRP, Mg, CSA, HbAlc etc.) (extremely low)
MHLW
MD: Controlled Medical
Devices

. Endoscopes, MRI, CT, ultrasound
IVD: Moderate Risk Class ! ' !
Class Il ! tests for analytes (e.g., TACR, Tnl,

Analytes
BNP, TSH .
not Classified as Class | or , TSH, etc.)

Have potential risk
(moderately low)

balloon catheters (lll), stents (IV),
valves (IV), linear accelerator (ll1),
lithotriptor (ll1); tests for infectious
diseases, cancer markers’
Antistreptolysin O, bacterial
identification (e.g. HIV, HBs-Ag,
CA19-9, HCV-Ab) (1)

MD: Special controlled
Medical Devices
Risk -IVD: New and High

Analytes (Class Il only)

Significant
(high risk or invasive,
potentially life
threatening)

Class lll & IV
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Classification Submission Regulatory clearance procedure
category
(Premarket No regulatory approval or marketing
General medical devices (Class | ) notification) authorization is needed . Only a notification
(TODOKEDE) to PMDA is needed .
RCB (3™ Party) certification is required. Only
If conformity assessment (Premarket those class Il & Il devices for which PMDA
with (criteria applicable certification) has evaluation standards may utilize the RCB
certification standards) (NINSHO) certification process. RCB reviews
Class application and then certificate is issued.
1/
Products with no (Premarket
certification standards/ approval)
New technology(Novel) (SHONIN) PMDA review of application and then
approval is issued from MHLW.
(Premarket
Class IV approval)
(SHONIN)
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Signed and stamped

Sr. Certificate/document IssuanFe Content
authority
1-MAH &manufacturer/s name and address
2-Trade name, description, codes and sizes
1 Free sale certificate MHLW 3- Number and date of :
legalized marketing approval /Notification /
RCB certificate
4-Issuance date
Certificate of conformity in case of Class Il and registered
2 class lll medical devices with certification certification
standards body (RCB)
Certificate of QMS conformity (kijun tekigoshou)
(Legalized)
(In conformity with ordinance 169)
3 or PMDA or 1- intended scope should mention manufacturing.
MDSAP ( Issued to MAH and foreign manufacturer RCB 2-Manufacturing facility
“if present”) 3-Issuance date and validity
for all classes and class | devices
(if applicable according to JMDN)
1-Trade name, description, codes, sizes and kit/set contents in
case of kit/set
2-Quality management system is applied under MAH
responsibility
Declaration Of Conformity according to Japanese 3-Approval route tf.]r.ough RCB or PMDA(issuance body and
regulations certlflcate number and date) .
4 Signed and stamped MAH 4-ReguIatlo.ns/.law.s/standards applied
5-indication for use
6-classification
7-MAH/D-MAH name and address, legal manufacturer (in case
of presence of D-MAH), manufacturing site(s) name(s) and
address(s)
8-JMDN
Vigilance commitment
Signed and stamped
5 The same procedures for EU classes: |, lla, llb and Ill MAH
are followed with Japanese Classes: |,11,Ill and IV . . L . .
respectively As mentioned in guidelines published on EDA website
6 Technical file MAH
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. |
Sr. Certificate/document ssuanFe Content
authority
1-MAH &manufacturer/s name and address
. 2-Trade name, description, codes and sizes
Free sale certificate
1 legalized MHLW 3- Number and date of :
:esalized marketing approval /Notification /
RCB certificate
4-|ssuance date
Certificate of conformity in .
registered
case of Class Il and class 1l .
2 . . . certification
medical devices with body (RCB)
certification standards v
Certificate of QMS conformity
(kijun tekigoshou) (Legalized)
(In conformity with ordinance
169) . .
1-intended scope should mention
3 or PMDA or manufacturin
MDSAP) Issued to MAH and RCB Jring.
. . 2-Manufacturing facility
foreign manufacturer “if L
" 3-Issuance date and validity
present”)
for all classes and class | devices
(if applicable according to JMDN)
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1-Trade name, description, codes, sizes and
kit/set contents in case of kit/set
2-Quality management system is applied
under MAH responsibility
3-Approval route through RCB or
Declaration Of Conformity PMDA(issuance body and certificate number
according to Japanese MAH and date)
regulations 4-Regulations/laws/standards applied
Signed and stamped 5-indication for use
6-classification
7-MAH/D-MAH name and address, legal
manufacturer (in case of presence of D-MAH),
manufacturing site(s) name(s) and address(s)
8-JMDN
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CANR LR

MHLW Ministry of Health, Labor and Welfare
PMDA Pharmaceuticals and medical Devices Agency
MAH Marketing authorization holder

DMAH Designated Marketing authorization holder
RCB Registered certified body

MDSAP Medical device single audit Program
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