Latest Updates

Embedded
Software

Embedded software share the same classification as the device and
should be registered with the device.

Register according to the 1- "technical review guidance of medical device
software registration"- C1 5th Jun 2020, NMPA publish the "technical
review guidance of medical device software registration (2nd version)
(exposure draft)"

2-"technical review guidance of mobile Medical Device registration"
Classification according to 1- Medical Device Classification Rule [CFDA
No.15] 2-"medical device classification catalog"-C3 3- Classification result
on 2019 4- Classification result on 2020 5- Al Medical Device software
Classification guidance 6- Medical Aid decision software Classification
guidance (exposure draft)

Need to comply with GB25000.51 Software Quality Requirement and
Evaluation standard. -C2 YY/T 0664 (IEC 62304) Medical device software
- Software life cycle processes do we need to list all related standard here?
(quoted and list in guidance)

Software as
Medical Device
(SaMD)

Standalone software could be registered as separate license, or
accessories to medical device if could be used with other devices.

Register according to the:

1- Medical Device registration regulation (SMAR No.47]

2- Medical Device labelling regulation [NMPA No.g]

3- Medical Device Classification Rule [NMPA NO.15]

4- "technical review guidance of medical device software registration"
5th Jun 2020, NMPA publish the "technical review guidance of medical
device software registration (2nd version) (exposure draft)"

5-"technical review guidance of mobile Medical Device registration"

6- "technical review guidance of PACS registration"

7- "technical review guidance of central monitoring software registration"”
Classification according to:

1- Medical Device Classification Rule [CFDA No.15]

2-""medical device classification catalog"'-C3

3- Classification result on 2019

4- Classification result on 2020

5- Al Medical Device software Classification guidance

6- Medical Aid decision software Classification guidance (exposure draft)



http://english.nmpa.gov.cn/medicaldevices.html

Need to comply with GB25000.51 Software Quality Requirement and
Evaluation standard. YY/T 0664 (IEC 62304) Medical device software -
Software life cycle processes do we need to list all related standard here?
(quoted and list in guidance)

14 Jul 2022: NMPA published guidance document for recommmended
pathway for clinical evaluation of related products in sub-categories 21
"Medical Software" in "The Classification Catalogues of Medical Devices".
This guidance document provides the recommendations on approaches
to take in terms of clinical evaluation for medical software. Information on
the product’s description, intended use, device examples, regulatory
classification, approaches for clinical evaluation on the same class
products is listed with details.

Clinical Based on the different situation to choose the clinical pass way:
Decision Register according to the 1- "technical review guidance of medical device
S t Clinical evaluation " 2- Clinical exempt list 3- Clinical trial list 4- GCP
uppor regulation
Software (CDS)
Change 3- technical review guidance of Al medical device registration (exposure
Management |2
Requirements
for
Software/SaMD
Quality Follow all software guidance requirements
Management

System (QMS)
Post-Market Regulations on Adverse Events Monitoring and Re-evaluation of Medical
Management Device provisions for Medical Device Recall

Real World Data/Evidence

Announcement on the Publication of the Technical Guidelines for the Use of Real-World Data in
Clinical Evaluation of Medical Devices (Trial)

22 April 2022: NMPA published Communication Procedure for Medical Device Real World Data
Application Projects in Hainan Baoao Lecheng Medical Tourism Pilot Zone. NMPA will enhance
the guide on medical device pilot program in Hainan to help apply Real World Data (RWD) for
China registration.

Artificial Intelligence (SiMD & SaMD)

Machine Learning Refer: SaMD systems based on Artificial Intelligence/Machine
Learning

28 April 2022: NMPA announced the latest implementation and
amendment plan for YY and YY/T industry standards in China, and
among the list of 59 new YY/T standards, 2 standards covered are
related to Artificial Intelligence (Al) medical device.
(https://mwww.nmpa.gov.cn/xxgk/fawij/azwi/gzwiylgx/202204281553471
29.html)

Deep Learning Refer: SaMD systems based on Artificial Intelligence/Machine
Learning

28 April 2022: NMPA announced the latest implementation and



https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjylqx/20220428155347129.html
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjylqx/20220428155347129.html

amendment plan for YY and YY/T industry standards in China, and
among the list of 59 new YY/T standards, 2 standards covered are
related to Artificial Intelligence (Al) medical device.
(https://mwww.nmpa.gov.cn/xxgk/fawj/azwi/gzwiylgx/202204281553471

29.html)
Best Ethical No updates at present.
Practices
Generative Al No updates at present.

"-""technical review guidance for medical device cybersecurity"™ 2-""technical review guidance
for medical device cybersecurity" (2nd version) (exposure draft) 3- Beijing FDA--Guidelines for
implementation of registration and Review guidelines for Medical Device Network Security
"China cybersecurity law""-C5 2-China Data security Law 3-China personal information protection
Law 4-National Emergency Plan for Cyber Security Incidents 5-Measures for Assessment of
Personal Information Exit Security (Draft) 6-Measures for Cybersecurity Review (Draft revision for
public comments) 7-National Health and Medical Big Data Standards, Safety and Service
Management Measures (Trial) under discussion: "'standard for medical device cybersecurity basic
safety requirement™ 1-WS/T XXXX Internet Health and Medical Information Security
Management Guideline 2-GB/T 20985.1-2017 5 BHA % &H AR 5 B2 & H M 15 FHE R
H[S] 3- GB/T 22080-2016 {5 BH AR ZAHA 5 8228 Mk REK([S] 4- GB/T 22081-2016 5 BHA 24
HAR G B2 G S HMNS] 5- GB/T 22239-2019 {5 B2 AR AR Mk SRRy S AT K ([S] 6-GB/T
25000.51-2016 RAS5HM L RESHMA R EZERMNEA (SQuaRE) 514 g vl B ™ (
RUSP) )5 B R AR LI [S] 7- GB/T 25070-2019 15 2 % At AR W% & &S i fdp 2 A it Ho R B R [S)
8-GB/T 28448-2019 {5 R 22 AR W4 22 255 AR M PFEK [S] 9-CB/T 29246-2017 15 BHAR 4 A 5
B AR R MR FAIL[S] 10- GB/T 30276-2020 {5 B2 A B W44 2 4 i & BV [S] 11-GB/T 31167-
2014 (E B R EHAR =it HIRS 2418 [S] [31] GB/T 31168-2014 5 B L &H AR =it B MRS %4 fe J1ER[S]
[32] GB/T 31722-2015 {5 RHAR waHA 5 8L NEEE[S] [33] GB/T 35273-2020 {5 B2 aHA MNGE
Rz 2 HYE[S] [34] CB/T 35274-2017 15 B2 AHAR KIS %466 12K [S] [35] GB/T 35278-2017 {5 15
GAEFAR B &2 AR ER R [S] [36] GB/T 37964-2019 15 B4 4&HA M NE B E iRk ia#E(S] [37]
GB/T 37973-2019 {5 B 244 AR KHE 2248 FA8 I [S] [38] GB/T 37988-2019 15 B 2 a4 AR Hdi 2426
FREAEREIYS] [39] GB/T 39335-2020 13 B2 AH AR MAE R 2T [S] [40] GB/T 39725-2020
5 B2 ERA R FEEITHIE 2 2167 ([S] [41] YY/T 0287-2017 BT %4 BB HA R TR ER[S] [42]
YY/T 0316-2016 Z&J7 # bl JRURG A HET BT 25 W B2 [S] [43] YY/T 0664-2020 BT 2R A4 ik A= 47 i ik
FE[S] [44] YY/T 1406.1-2016 &I 2K 551585 YY/T 03165 F F By S i 24 1 Fa 94 [S] [45] YY/T
1708.1-2020 [EFHEWIXSHERFAR R & il MERF A PERE AR 51300 @A ER([S] [46] YY/T 1708.2-2020 &
FAS WX R AR R 44 B PR S R AR BB 230 0y XTI AR B IR 4 [S] [47] YY/T1708.3 A&
WX 2 R BB I AT S AR TR 38 B R XL (DR)  (R#FD [S] [48] YY/T
1708.4 & XS AR W A I MR S MR AR 254 B0y B i A SR XST L (DSA)  (HRdittRRD
[S] [49] YY/T1708.5 & FHZ WiX S e s (8 e & B PE AT A PERE AR 555 #04): FURXET &AL (RttR=) [S]
[50] YY/T 1708.6 [ WiX Gt A5 W 4 @ MR A MR AN SR 356 #i0r: DUEXSTENL GRIMARD [S] [57]
YY/T & AR5 W 48 e A BEAR R GIRHILEAR) [S] [52] DB32/T 3769-2020 1 57 2% W 245 1% 1238 Fl B AR ML
[S]"

No updates at present.

UDI No updates at present.

Specific Market | No updates at present.
Requirements



https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjylqx/20220428155347129.html
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjylqx/20220428155347129.html

Talwan

Latest Updates

Embedded
Software

Embedded software is not registered separately, but as part of the
system.

Software as Medical
device (SaMD)

Based on "Guidance of Classification of Medical Software"

Clinical Decision
Support Software
(CDS)

No updates at present.

Change
Management
Requirements for
Software/SaMD

No updates at present.

Quality
Management
System (QMS)

Regulations of the Medical Device Quality Management System:
https://law.moj.gov.tw/ENG/LawClass/LawAll.aspx?pcode=L0030116

Post-Market
Management

Guidelines for Post-Market Change Application of Software as
Medical Device:
https://www.fda.gov.tw/TC/siteListContent.aspx?sid=310&id=39567

Guidance in terms of cybersecurity can be found in section VIII.
Postmarket Cybersecurity Monitoring under the "Guidance for
Industry on Management of Cybersecurity in Medical Devices" (Ref:
https://www.fda.gov.tw/tc/includes/GetFile.ashx?id=f63755810353022
0620)

Real World Data/Evidence

No specific guidance.

Artificial Intelligence (SiMD & SaMD)

Machine Learning

Guidance for Industry to Register Artificial Intelligence/Machine

Learning-based Software as Medical Device (Al/ML-based SaMD) :
https://www.fda.gov.tw/tc/includes/GetFile.ashx?id=f6376480521182079
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https://www.fda.gov.tw/ENG/aboutFDAContent.aspx?id=23
https://law.moj.gov.tw/ENG/LawClass/LawAll.aspx?pcode=L0030116
https://www.fda.gov.tw/TC/siteListContent.aspx?sid=310&id=39567
https://www.fda.gov.tw/tc/includes/GetFile.ashx?id=f637558103530220620
https://www.fda.gov.tw/tc/includes/GetFile.ashx?id=f637558103530220620
https://www.fda.gov.tw/tc/includes/GetFile.ashx?id=f637648052118207932
https://www.fda.gov.tw/tc/includes/GetFile.ashx?id=f637648052118207932

Deep Learning

Guidance for Industry to Register Artificial Intelligence/Machine
Learning-based Software as Medical Device (Al/ML-based SaMD) :
https://www.fda.gov.tw/tc/includes/GetFile.ashx?id=f6376480521182079
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Best Ethical
Practices

No updates at present.

Generative Al

No updates at present.

Guidelines for Cybersecurity of Medical Devices for Manufacturers:
https://www.fda.gov.tw/tc/includes/GetFile.ashx?id=f637558103530220620

Implementation Regulations Governing Personal Information File Security Maintenance Plans in
Wholesaling and Retailing Medical Devices: https:/join.gov.tw/policies/detail/e0e0831f-73cc-4f07-

95fd-361a73441fdb

UDI

No updates at present.

Specific Market
Requirements

No updates at present.



https://www.fda.gov.tw/tc/includes/GetFile.ashx?id=f637648052118207932
https://www.fda.gov.tw/tc/includes/GetFile.ashx?id=f637648052118207932
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