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Eos, NB, CA and Patient

EU Market (EEA)

Placing on the market Making available on market

=i Importer — Distributer

e y e v [

L Patient

Manufacturer _
(hospital etc)

NB Eu Rep

(Notified Bodies) _ (EU Representative)

EUDAMED

EOs = Economic Operators (Z¥E%£E) @ CA : Competent Authority (R#]%/5)
EEA:EU+)ETVYal3A40, TARS VR, /)LD —

O(Ul-) Solutions EUDAMED : European Database on Medical Device z



FHRERXRE~AD—HER (Article 10)

- RWREGLIHRBOBKET. BEIZT DOV TMDRADESF

c VRIRRTDA D FOHRHAZEFEIL.Annex [ D Section 3

- FRANZB > 1=ERER I D R & PMCFAD RS~ Article 61% UAnnex XIV

c BANDOBESHZRIENXEOEM L ZTOME (FEHRAE - 105, 15%) ~AnnexIl. IR UArticle 56
- FMEFIECESEZFMIN-EREEERUPCEY—F > J DOHf . Article 19% 120

* UDIND 3t~ Article 29% U31

* EUREP (BRMEEAN) ~DERE (BHDEEFRSE) ~Article 11

c HBEEEICHR>THIRITRERSHE, CSIZETIEREE~ADES

« QMS (Quality Management System) D&L]7ZEA (Article 1009. (a) M5B (m) Z8L)

- EPSVREEBLPMS (Post Market Surveillance) ~®x%tiG.~Article 83, Annex I Section 23, Article 56, 87. 88
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GSPR (Annex | : General Safety and Performance Requirement)

U General Requirements

o WRMBEIBEERICE > THRE, HESh, RESN-ERT HEA (ntended Use) [CEDE, FERAKICELNTZDMEE
ERETDHL

o MARFKHUHADEGEL, BEREDE AN L., HBEODFERAILRETHRNH LS &

o BHEICMAT, HBEDERAEZEH. HBDFERITHETILRENHERSN, RESNEVRVICEET ZEEEZLALSAT
T4y hEBEDRREREZSTY., RIESh DL
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GSPR (Annex | : General Safety and Performance Requirement)

O Requirements Regarding Design and Manufacture (E%EtEBAF R UELE(IZH T HEREE)

a
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Chemical, physical and biological properties ({b=. #3. &£¥FLGAIE ZF DM

Infection and microbial contamination (B3R UMAEY. MEH 5 DEE)

Device incorporating material of biological origin (B4 ERE )

Construction of devices and interaction with their environment (&{A, AR, BER. HEHEZHEAEHE-H#E)
Device with a diagnostic or measuring function (W, BITE#EE ZFDHss)

Protection against radiation (f&t#RA 5 DIRE)

Electronic programmable system (EMC ¥R 7 L)

Active Devices and device connected to them (BEBI#4EES & T~ DHEHT)

Particular requirements for active implantable devices (HEENTE! HHIAEZEADEKRK)

Protection against mechanical and thermal risks (##. ZIZ k51 XU b DRE)

Protection against the risks posed to the patient or user by device supplying energy or substances
Protection against the risks posed by medical devices intended by the manufacturer for use by lay persons

Requirements Regarding the Information Supplied with the Device (#z31ZB89 515%R)

Label and instructions foruse (S X1) >4 £IFU)




Technical Documentation (Efif>¢E)

o

. Device Description and Specification, Including Variants and Accessories

® Device Description and Specification (&% 5 0O1HEHR)

® Reference to previous and similar generation of the device (B4R DIEER)
2. Information to be Supplied by the Manufacturer (SR >4 B TUIFUs)
3. Design and Manufacturing Information (E&&tEASE & RED1HEHR)
4. General Safety and Performance Requirements (—f##f74LEM R UHREEREIE)
5. Benefit-Risk Analysis and Risk Management (RRI7 4y bk YR, BRUYRIIRTAD )
6. Product Verification and Validation (3 fMDRIE & 2 L 14FEER)

® Pre-Clinical Data and Clinical Data (JEEGFRERERDIER. ERFRFEM. PMCF)

7. Additional Information Required in Specific Cases (Z®0Of, HEDTr—RIZH T 51E5H)
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FD&C Act / 21 CFR 800~1050

v Title 21 Food and Drugs Part / Section

v Chapter| Food and Drug Administration, Department of Health and Human 1 - 1299
ACt) Services

QO FD & C Act (Federal Food Drug & Cosmetic

= = Subchapter A General 1-99
® FVE FFE 510 (K) Class I Clearance Subchapter B Food for Human Consumption 100 - 199
Subchapter C Drugs: General 200 - 299
Subchapter D Drugs for Human Use 300 - 499
021 CFR 800 ~ (Title 21 Code of Federal Subchapter E Animal Drugs, Feeds, and Related Products 500 - 599
Regu Iations) Subchapter F Biologics 600 - 680
Subchapter G Cosmetics 700 - 799
Subchapter H Medical Devices 800 - 898
Subchapter | Mammography Quality Standards Act 900
Subchapter J Radiological Health 1000 - 1040
Subchapter K Tobacco Products 1100 - 1150

Subchapter L Regulations Under Certain Other Acts Administered by the 1210 - 1299
Food and Drug Administration

» Chapter Il Drug Enforcement Administration, Department of Justice 1300 - 1399

v Chapter lll Office of National Drug Control Policy 1400 - 1499
Part 1401 Public Availability of Information 1401.1 - 1401.24
Part 1402 Mandatory Declassification Review 1402.1 - 1402.7

@ Solutions https://www.ecfr.gov/current/title-21 34
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FD&C Act / 21 CFR 800~

U 21 CFR / Subchapter H Medical Device

® Part 800 ~ 861 : Cross Cutting Device
Requirements

® Part 862 ~1050 : Device Specific Requirements
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v Title21 Food and Drugs
w Chapter | Food and Drug Administration, Department of Health and Human

Services

Part 800
Part 801
Part 803
Part 806
Part 807

Part 808

Part 809
Part 810
Part 812

Part 814
Part 820
Part 821
Part 822
Part 830
Part 860
Part 861
Part 862
Part 864

v Subchapter H Medical Devices

General

Labeling

Medical Device Reporting

Medical Devices; Reports of Corrections and Removals
Establishment Registration and Device Listing for
Manufacturers and Initial Importers of Devices
Exemptions from Federal Preemption of State and Local
Medical Device Requirements

In Vitro Diagnostic Products for Human Use

Medical Device Recall Authority

Investigational Device Exemptions

Premarket Approval of Medical Devices

Quality System Regulation

Medical Device Tracking Requirements

Postmarket Surveillance

Unique Device Identification

Medical Device Classification Procedures
Procedures for Performance Standards Development
Clinical Chemistry and Clinical Toxicology Devices
Hematology and Pathology Devices

Part / Section
1-1299

800 - 898
800.10 - 800.75
801.1 - 801.437
803.1 — 803.58
806.1 — 806.40
807.3-807.100

808.1 - 808.101

809.3 - 809.40
810.1 - 810.18
812.1-812.150

814.1 - 814.126
820.1 - 820.250
821.1 - 821.60
822.1 - 822.38
830.3 — 830.360
860.1 — 860.260
861.1 - 861.38
862.1 — 862.3950
864.1 — 864.9900

https://www.ecfr.gov/current/title-21
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Classification (92 5 A7)

Q49 5X9% : Intended UseB U R IZ5 L TClass I SID3IDIZHHITLNS
O Product Code : 3X*F (HEE) CTREINE=BBOSTIL—Ta—F (FELlDIntended UseZFDOBBNHDOE D)
QHEFEAEZ: VSAPHEICIE L THELEEAENRLS

* Exempt*
I Lowest General =

o *
I Moderate General and Special (if available) 510(k)

* Exempt
4l Highest General and PMA . PMA

_ CDRH LEARNIZ & 7 % An Introduction to FDA’s Regulation of Medical Device
(‘ UL » Solutions https://www.fda.gov/training-and-continuing-education/cdrh-learn 36
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Class I1 510(k) DfE¥E

S510(K)IEJ S HEAZICIE, TROEELH D
U Traditional 510(k) :

® FEEMDS5I0K) HENDAET. RZHEM% B DPredicate Device(s) & DLELEIFERICE D EXET S

U Abbreviated 510(k) :

® Predicate Device & DRIFMFRT HETITAL ., A4 F 2 X, Special Control(s) & UfConsensus Standard(s)~DEEEE [T E
DEBREFETHTOER (HAFVAXNEDANMeXBELEHTEMRL, TORNBRICEDEZRASFEUEHAT S0 9V EZATIHINE
N b, £1-BFE L1-Consensus Standard(s)([Z DLV T HLIBHD &H B RANLE)

* MEMEEZIRHT S

4 Special 510(k) :
o ICEMENTLSBEHOERKFOERICEDCHE
® Intend UseZEH oG WEE TORGOEHRFOLERICHIET
o THNF-ERIZHLT, EQLSITFHEL-DOMNRS U bEGD
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¢ Q-Sub: FEA%G R ZHILIZFDAE DMeeting/s & &

BLTHERLEY., FDADLDT KINM RZEH D
57X

Pre-Sub : F{EICHRHEFZITL., EFEFIZTOUNT
FDAM 5 MDFeedbackz 29 5701 R

Guidance Document.” The Abbreviated 510(k) Program
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Electronic Submission Template and

Resource (eSTAR)

7. 510Kk BHEEIEL, “eSTAR'EMIEIN S
electrical submission 7O XIZLYITS T EAKDH S
ntTus

O 510(k) : 20234108 & Y BA%A

O 513(g) : 20244538 & Y BAtR

513(g)DQ-Sub.~Class D ¥EIZEET ZFEZED
TO0+t X4t eSTARTOXGHABIEE - 1=
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electronic Submission Template And Resource (eSTAR)

For non-In Vitro Diagnostic Medical Devices Version 5.2 (2024-03-29)

. This eSTAR is incomplete, and will be treated as an improperly prepared eCopy
STATUS: eSTAR INCOMPLETE and not reviewed. You will be notified by a standard eCopy Hold email.

Introduction

This template is intended for use in both constructing a non-in vitro diagnostic medical device premarket application/
submission, and in being a resource of non-in vitro medical device premarket regulations. It contains regulatory
information pulled from both International Medical Device Regulators Forum (IMDRF) documents, as well as
regulatory documents (e g. guidance documents).

This template is only used for constructing, not submitting, your application or submission. Directions at the end of the
template provide instructions on how to submit it.

Key

I A Red Bar indicates the associated required question, or a required question in that section, wasn't answered.
I A Green Bar indicates the associated required question, or all required questions in that section, was answered.

A Grey Bar indicates the associated question is optional. Green and Grey Bars act as left borders when present.

Blue Help Text Buttons when clicked display regulatory information pertaining to the question or section
heading they immediately follow_Assistive Technology (AT) users including text to speech, will hear "Help Text
Button." If activated, the help text windows will open, and can be closed by tabbing fo the OK key and pressing retum.

Hover text displays information about your application, such as the date an attachment was attached, or, if
the section corresponds to an IMDRFE harmonized section, the hover text will display the chapter number of the
IMDRF Table of Contents N9. We recommend numbering attachments according to the IMDRF chapter numbers.




Requirements along with Classification

O Class I: Devices are subject to a comprehensive set of regulatory authorities called general controls that are applicable
to all classes of devices.

O Class Il: Devices for which general controls, by themselves, are insufficient to provide reasonable assurance of the
safety and effectiveness of the device, and for which there is sufficient information to establish special controls to
provide such assurance. SR EEEE

O Class lll: Devices for which general controls, by themselves, are insufficient and for which there is insufficient
information to establish special controls to provide reasonable assurance of the safety and effectiveness of the

device. Class lll devices typically require premarket approval. B E

General Controls & SpeC|aI Controls’>
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Guidance Document.”The 510(k) Program : Evaluating Substantial Equivalence in Premarket Notification



General Controls

FICTRICHITHEIEMGeneral Controls

Labeling (ZX1) > 4) 801 Provide information for users ({£ & ~D1ER)

Report device-related injuries and deaths (¥28E (<

Medical Device Reporting (MDR) (FiBR#&#Re) 803 b 475 BEOR A RDRE)

Establishment Registration (ERi&E#E D ZE k) 807 Register business with FDA

Device Listing (428D & &k & € DHEF) 807 Identify devices

Quality System (B X T L) 820 Ensure safe, effective finished devices

Adulteration (FR&m (fiEm. KEEZEET) ) FD&C Act 501  Provide device not proper for use (SR (Zi# & %0Y)
Misbranding (R IEZ& &) FD&C Act 501 Provide false or misleading labeling (T Y > 4255

Y PRABLTEL)

CDRH LEARNIZ & [T 4 An Introduction to FDA’s Regulation of Medical Device
https://www.fda.gov/training-and-continuing-education/cdrh-learn

O(UI-, Sokrtions FDA Web Site : General Controls for Medical Devices

https://www.fda.gov/medical-devices/regulatory-controls/general-controls-medical-devices



https://www.fda.gov/training-and-continuing-education/cdrh-learn
https://www.fda.gov/medical-devices/regulatory-controls/general-controls-medical-devices

Special Controls

U Not Common

Q4 Design, Characteristics or Specifications
U Testing

Q4 Special Labeling

U Guidance Documents

U 21 CFR®MDevice Specific Requirements|Z
£I1+% (b) Classification

BERMEHA T UAXENCFRIZRE SN TV
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BIZIE - - - EBBEEDBEN XA TLIZDONT

§ 876.5860 High permeability hemodialysis system.
(a) Identification = = - -

(b) Classification : Class Il. The special controls for this device are
FDA’s:

(1) “Use of International Standard ISO 10993 ‘Biological Evaluation
of Medical Device—Part |: Evaluation and Testing,””

(2) "‘Gwdancelfor the Content of 510(k)s for Conventional and High
: Permeablllﬂy Hemodialyzers,”

(3) I“Gmdance.for Industry and CDRH Reviewers on the Content of
IPremarket Notifications for Hemodialysis Delivery Systems,”

—— -/—" |

(4) "‘Guidance.for the Content of Premarket Notifications for Water
lPurification: Components and Systems for Hemodialysis,” and

(5) l Gmdance,for Hemodialyzer Reuse Labeling.”

https://www.fda.gov/medical-devices/quidance-documents-medical-devices-and-radiation-emitting-products/class-ii-special-controls-documents

a1


https://www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-products/class-ii-special-controls-documents
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+ QMS (ISO 13485) LJRYTRI AU (ISO 14971)

« EMC (IEC 60601-1-2)

« Y775l &Cybersecurity (IEC 62304, IEC 81001-5-1)
- BEXRRLMEEFME (1EC 60601-1)

« a—HYENT1(IEC 62366-1)

o HEYZROEEM (1SO 10993-1% TS0 18562)

@ Solutions

42



YRR RD A NG - FRABRIRE

Q YRIIROANERIDELT-FTE - BRI

YRIRAOAVMNIERBBEOREICEVWTERICEELER

B L e, BHYE EMC, EMEMFM. VILIIT. A—HEY T4 T SR ORI &+ S InputiE
EWE BEREHR) ITHAN\—tF ) T4, 2—HFEU T DEEHENM

ISO 13485 (Quality Management System) \\

Indication for Use.”Intended Use (RUSERIIZF R alge%i{EH) >

| 1ISO 14971 YRITHRI AR |

[

@ Solutions

- ¥ . . ¥
IEC 60601-1 IEC 60601-1-2 IEC 62304 IEC 62366-1 ISO 10993-1
zrzet | ST | | a—weuTe [ Emewsm |
+

[%0)1111(1&11 IEC 81001-5-1: A /S\—tFaF+ .~ 1SO 18562 u¥mﬁzﬁ&§§%0|£9§ﬂ%%§0)$mﬁéﬁ)]/

43




QMS (ISO 13485) EVRITRIAVE (1SO 14971)
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