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https://themedtechconference.com/

1.2 The MEDTECH CONFERENCE & (%

The MedTech Conference2024 (3 K [E @ 5t it [ % £ fff T. 2% & Advanced Medical
Technology Association(AdvaMed) 3 327 v 77 LV ATH DL, 7LF ) —AE—7
—HBETRTTL Ay P T —F VI LB VR AFKOBA R L LT3, 2024
£ 10 H 15 H2» 5 17 Ho 4 3 HEIC ChifE T 7z,
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3 AdvaMed Concludes Record-breaking MedTech Conference 2024 - AdvaMed
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https://www.advamed.org/industry-updates/news/advamed-concludes-record-breaking-medtech-conference-2024/
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Business Strategies and Finance (SF3£#kI& & BAFS)
Digital Health Technologies(7 ¥ 2 L7 7/ a ¥ —),
Health Equity and Diversity ({# 5 © ¥ 551 & % Hk4:)
In Vitro Diagnostics Tests and Technologies ((A/} 2 Wik 2 & BiflT)
International (EIfE 7 — ).
Legal and Health Care Compliance Best Practices((Ef& a2 v 774 7V ADRA b 7
70T 4R,
Market Access, Payment and Health Care Delivery (1357 7 & 2, i\, BEERRAL)
Regulatory, Quality and Good Manufacturing Practices(Bifil] - /& « GMP),
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fE[A]BR IC Business Strategies and Finance (SFZEHRI% & M) 23D % £ 23 FCTH - 72(F 1),

SEB ORI A & LT, International 7 —~< & L7zt v > a v 21 4(FE4E 6 ¢)
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2023 2024
(XED RESF )
Business Strategies and Finance 48 23 Ny
Digital Health Technologies 14 16
Health Equity and Diversity 8 3 N
Diversity, Equity and Inclusion
In Vitro Diagnostics Tests and Technologies 6 6
International 6 21 A
Legal and Health Care Compliance Best Practices 5 3
Legal and Compliance Best
Practices
Market Access, Payment and Health Care Delivery 10 7
Regulatory, Quality and Good Manufacturing Practices 13 20 A~
Supply Chain 4 5
Total 114 104
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Al OWFFERIFEE I L TL F oL — 3 a Vv AREREL 72 b 72\ 720 D 5 3R O BT 235363
D—DDETH o7z,

Al Z 3G U 7R aR IR L Cid, 2 oFIfETE DS & & 35D 5 K & ifF 2~ 6
Wieo 727 L. C OMFOSRICIZ S % OKEIC 51 2 ERAETH OIS ke - £ <
DIFHD NOHA I 5 BERERETE ~ D BRI & OFE SHIFE I 5 b b (i 2
oo B2, KENC 1T 2 ERHEEE 13 2020 FREYE TITH 650 T AR 2 &
TVRIHBDLT, DI 200 TALPHIATER LI BEL "B REINTwE,
D & 5 T EEREERH DR AR AR~ OIS & LT, AT Bl 2 8A L 7 B0 AL
%X 3 FEED S DWREDIR R B Tz,

S

RETI, 1ZUDIC Al %G L 72 SR 2 BRR IC R T 2 720 OfTE(FDA) o LY #i
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BH 7T v 77— PG TE 2HHloREAR(TREO T v 77— F oBEHREK % &) D
BEt, @ Al ZERICERET 2720 0 @EAEOMHER., O KEE A F XD X5 BGlicEE s
ZEEFROLEED 3 Hx T L b,

21 Al BEEHR RS OERE

KETIE 950 LA o AI/ML ZfdifH L 72 EIRHEER 2K S 1T\ 5 %, FDA % Health
Canada (%, AI/BEMYE (ML) < — 2 0 EFEFEEHICON 3 2 afiry 28l 2t L <s 0 |
SHETETHEREI L 27-00F KRGS EDTHY HA TV S 2 LA S N7z,
Frio, ATEAIZEICEL L CTw 2 720 (RO BIGIFHA Tl o8 L <. Bf4 5
& LT EAMICEIICGHEIST 2 HEEZBRL TW AR TH 5 Lk~ b7z,

22T, FDAIcHF 3 Al (NTHIEE) XML (BEWRAEE) Fiffi % o 72 R g ic
B3 2 XY A itk & SR o EHE 2 B3 2 (4 3),

2019 #1113, FDA 28 AI/ML #HW/2EE Y 7 b v = 7 (SaMD : Software as a Medical
Device) ICBHT 274 Ah vy av_—r"—%KKL, AI/ML HifioE#EIoHICE T 28
HllFRE I B3 2 ERamos s S v E L7z, A4, FDA 13 AI/ML ICB#E$ 22 7KL —7 4

YT A RNy v avORTRAEKNETET v RIITRE N o 7228, il z1X. American Hospital
Association @ 2021 4% 2023 FE O T b ERIEFE O 03 4TV 5, Data Brief: Health Care
Workforce Challenges Threaten Hospitals’ Ability to Care for Patients | AHA,
2023_AHA_Health_Care_Workforce_Scan.pdf

5 Artificial Intelligence and Machine Learning (AI/ML)-Enabled Medical Devices | FDA
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https://www.aha.org/fact-sheets/2021-11-01-data-brief-health-care-workforce-challenges-threaten-hospitals-ability-care
https://www.aha.org/fact-sheets/2021-11-01-data-brief-health-care-workforce-challenges-threaten-hospitals-ability-care
https://www.aha.org/system/files/media/file/2022/11/2023_AHA_Health_Care_Workforce_Scan.pdf
https://www.fda.gov/medical-devices/software-medical-device-samd/artificial-intelligence-and-machine-learning-aiml-enabled-medical-devices
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2022 i ix, FDA 28 IMDRF (International Medical Device Regulators Forum) 1217
% Al/ML RO E R B X CHEICET 2 Hik % 7z U, ERW 2SR 258 5
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RIS C O BBIE 2 X3 5 72 DR 38K & 17z,

2023 FFiCiZ. FDA 25 AI/ML B8R IC 3BT 2 FRIAHEBEI®O N7 7 P A X v R %%
KL, TYVEANVRICET 2B ERVBRILE N, 5, AI/ML EHEEEROEH
HHIZE 3 % PCCP (Predetermined Change Control Plan) %74 F 7 4 Y& E I, #H
BRI A3 — i B & 4172

Z LT, 2024 fFiCiZ, FDA 28 Al & EREEIGICBE T 2 s H 2 HK L. K& (CBER,
CEDER, CDRH, OCP) ot ikl zmE sz, 72, ALICBET 2 ) Vv —22EHL 72
— Y2 FDA O 7 = 7% 4 b RICHEEI N, BRERT 72 A LT WERESEX b7,

SHBOTEE LT, ALIGHEGRD 74 794 7 VIcBld 5 4574 £ v 2, IMDRF Ic X %
RIAF 7B H R ORISR E S N BT H 5, F 72, FDA 1T Al SWERGEA v 7 7 D
fFEe. BEPLOT 7o —F, EMHET —XIcHKIERT X P ot & AI/ML £
it HHFRLICH T 2% HTHCOWMY AR FEIN TS, b OiEEIL, AI/ML &
o ReteaEMEom LicES L, FDA o%El#iE{t+ 2D dh T3,
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2019 2020 2021 2022 2023 2024 Coming Soon
* Published AI/ML - + Public Workshop on | « Posted List of
SaMD Discussion A/ML in Currently Marked — > ListUpdated — > ListUpdated — > ListUpdated ~--[--* ListUpdated
Paper Radiological A/ML Devices
Imaging
« First joined « Published AYML + Contributed to + Published + Published Al & + Final guidance on
Collaborative « Patient Engagement Medical Devices IMDRF’s Key Terms Predetermined medical Products PCCP for Al -
Community related to Advisory Committee Software Action & Definitions; Change Control paper on how enabled devices
A/ML Meeting on Patient Plan Machine Learning Plan for A/ML CBER, CDER,
Trust in AUML Enabled Medial Devices Draft CDRH, and OCP  Draft guidance for
Devices + Public Workshop on Devices Guidance are working Content and
Transparency of together Lifecycle of Al -
AIML Devices « Published Clinical + Announced enabled devices
Decision Support formation of Digital + Developed Al and
+ Published Good (CDS) Final Health Advisory Medical Products « First Digital Health
Machine Learning Guidance Committee page centralizing Al Advisory Committee
Practice Principles resources across meeting
* Recognized new + Published PCCP FDA.gov
Consensus Guiding Principles + IMDRF Good
Standard on A/ML + NPJ journal article Machine Learning
on Transparency in Principles
AIML -enabled
devices
+ Draft IMDRF SaMD
Risk
Characterization
Framework
Future Plans(2024+) O Develop Al quality O Strength FDA's role in O Foster a patient- O Support development O Advance real-world
AIML Medical Devices assurance plan and harmonizing GMLP centered approach of regulatory science performance pilots
Software Action Plan infrastructure methods
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FThbb, Al EEEROYE M D7-DICZH 3 AITA T Y XLOREDHRL LT, 2D
75w Ry 22 AlOEHED FL— FA 725 IcEE L - EERRE 2 S b T
DT A REXTH B LML 72,

COBEHESHE I NS 2 & T, BEDORERSY o0, Hilio#b %2 2 2 REL K 2
T T ED, AL LWL WHINTZRRICHEL T ) A TRAIRTH B Likbn
776

AlETADT v 77— MBI L CTid, KE ISR Al RS O TR A8 1
WG 2 72D ICEHE S LT 5 RIS O R HNE, 2o OLE 2 S, BEk, F#E52
ik, BLUTENODEHEOHE RIS 2 2 &L 23T 2 Predetermined Change
Control Plans(PCCP)ICBH3 2 F 7 7 b WA XV ADKEI N, WEAST YV v 7ax v v %
FEhtirh "TH B,

PCCP & i, MLMD OZ B E I3 2 Aol A Offkfic i 722 7 7' v — F Il 7' e+ 2 %
BbEDIL, THAARDAT 53—V ZADEH, B, BION/ T2 R3LELZBL T, X
ALY =20 ) R ZEMT 2, Z LT, 754 20LeM Gt RS
57000, mWHIHIEERZHER T 2 2 & 2 HIE L 22 HEHGHH 2 2R3 5, HEZEEH

ﬁmfi\f%%i LB L UHIHT 2720070 b a— A REHIC X 2 EONiLk L
BT 2RI VAT 5,

2.3 EBNRB OB

Al %5 L 7- Rt d 0Bt L A B CiE, ERWZREE 0P AR TR TH 5 &
DERITbEINT, KEPLHF X 2IZU O T2 TEABH YR IZ. Al Hfnicxt3 3 3F
flidEHEC U 2 7 HHMH A O — 1, mhdEflz @t L <w 5, Fric, Al HifliosE%
2 CEHING 2 LT 2 C, HFEOHEGI N E R 256, B OE MICfEE L 7
2Zehb, YEMOMATHIEANTY D

ERRR L imFASED C & T, Al ERERORR T2 AB LY ALKtk ), BE~
DT 7 RAPBREZLEZOLNTVE, Ibic, Al BZu— A B e ERENLS
o icid, EBAEOHERSY Y X 7 FHEOLBREENRD b T ) | KEOHH Y /R 0=
Erge s LmFHI N,

7 Predetermined Change Control Plans for Medical Devices | FDA
8



https://www.fda.gov/regulatory-information/search-fda-guidance-documents/predetermined-change-control-plans-medical-devices

25 AHICHIT 2 Al EEKRRICET 2RO Y BA DR

HARICE T 2 Al RS O ERA 2 IEE T 2 TBUEK OB Y Ml A Z i3 %2, HART
. ATHIRE-CHEM B I BE 3 2 s 28, RS 7 1 7 7 4 RS (SaMD) @ SOk
TERHINZ LB, TNODODHNARE LD B7-9IC, JAAME Search ZiEM L. TA
THIGE] 2 B8 YE | & TN 28N E2RIC—EOEBMEZF o T A ZEEH L /-,
F72, BET AR D &0 TEEOES D O EFBIICEY £ &7,

Al Z i U 72 BERREEER 1T B 9 2 TBUNRGm 2. 2017 481C PMDA BFERARIC X o T
KIns: TAL ZiEH L 72 BERZW o 2 7 4 - EREEREICBI S 2308 & 25 2017] %, [
ISR TIEE OREER DT BT 2 AT EAEERR DI X 2 WEH iz 5T %,
F 72, NLHIBEAD Z 7207, WREOEEZ(T) 7 u s 7 L LERES 17T &L 0F
277 2018 FFIC DR I T B,

2020 Ficiz 7’ u 7T LEEEE (Software as a medical devices; SaMD) o ERA AL B
BLENy =g ATREI N, 2023 FICIFE2E LCHz~A VA —V 2
INTWn3,

FHT XL, KERBRER Y A T3 PCCPD X 5 ICERIEIROWR - EF A 2
AKX T 5 723 OGE 7R FHEZEEICRE 3 25 2 Jivd. HATIX 2020 421 IDATEN il 5
ELTHfTENT VR RETH D 10 oI, ERESROETHEEZ HTICHERT 5720
DR ATH Y, 2022 i iE [ N THIBEBDEEAM % 16 L 72 BRReH s o 28 S EH i o filf 72
FHICHET 2 ERUCEE (Q&A) ] AFH I Nz, BEICIT, FENOKE IO [Fu s
L EIRAR O 2 S EHE O WEZE RS IC B 3 2 EEE N T E R o SL# S Hlic O v T 235
T, Bl &k oER L ERED ST b,

Iho D% 2 &, IDATEN HlE I HFIC BT CHlE(L S, T Tic 4 FED
EAEE AR CTE 0. A/ML (CBd 2fTEIVELY #4132 FDA & iR L CTh kL TER
Tk, LA, DX RETHARY M2 ENCBEBNICREL. MREHELT
W ZLTTVTDRELTHRAMICD 7LE Y RAERL T T ENTE S LKL,

8 Z DIMBEEBESTFICE T B ALEAHEERZKS ) 513, 2019 4£ic [Hamo BB L 5% o5 mE]. 2022
Ficd [ZhETCOHEMOEI L SHOBHOED T (F) | HRE S NERN AREIA LI h T3,
O b, KEFDA © PCCP ic BT 244 X v RO FH#HEITH PCCP 13#i7=%mE 27 Tldm ., ko
FEBHOPICEWTHEAINTELZNAETH D Z LAEHIN TV,
0 ALY ZRROFTEREINTWEED . KEICEIT 2 PCCP RHHLWEL G TIERL. iRz H
27-0% 25 LTCWEZEhb, WFRARENR TV 2 LW ERTIERY,
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EfRMBROEET BKLEEE- A 7RSS LERE
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A29\) EEMQSEA) =D (Q&A) [SDLV T
VDWT(EHER12A HE®12A228)
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x£ 2 AI/ML icB3 23 ky>aviZzoffE

tyvavé B
3 A Global ALXHIET N4 2B X CEBER ST B T 2 FTE 0 A HE R
3= | Perspective on RHE O ERICBE 3 2 R Zn R, e, B LXUHEICOWT
PCCP: AI/ML D RfgHsa TN,
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FDA Predetermined Change Control Plan (PCCP):
Compliance Guide for Medical Devices

Whatis a Predetermined Change Control Plan (PCCP)?

In Aprilof 2023, the FOA published the draft guidance,

submissions for medical devices.
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In this prefiminary guidance, the i
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13 Medical Devices Supply Chain & Warehouse Solution | Warehouse Anywhere
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