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U.S. Medical Device Market
EEEIT MMz

The 2025 Medical Device Market in the United States is ~190.7 Billion USD
2025 FEEFEET3MmMiaIIRZ99 1907 {¢=TT

~190.7 Billion USD = 1365.31 Billion Yuan
~1907 {237t = 1.365 A{ZTT AR

The Compound Annual Growth Rate anticipated for 2025 — 2029 is 5.19%
it 2025 & 2029 FNE SFIBKEN 5.19%
@C%@.@.&mﬁ



Top 5 Things You Need To Know To Enter The

U.S. FDA Regulated
Medical Device Market

HAXE FDA S ENETRZMHIZETEER 7 EN S5 5




FDA Pathways and Oversight

FDA *I]IIJ-;F!

Applications to enter the Road to
Commercialization

AN Z BRI ERIE

Premarket Pathways: IR 1S
* Premarket Approval (PMA)

L TRIHEA (PMA)

 De Novo M3k

e Humanitarian Device Exemption
ANEEXIRFHR

e 510(k) Substantial Equivalence
510(k) LA <5 [E]

Postmarket Oversight: Fi/FaE :

e Quality System Regulation
mBRRE

 Adverse Event Reporting (MDR)
NREBMHkS (MDR)

e Recalls and Corrections
AEFELE

 FDA Inspections and Audits
FDA M EFE 1T

Means to stay in the Commercializ
Market

BRIt miarFER
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FDA Requirements
FDA ZE3K

Premarket of Medical Devices
=yT 2 _E B
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Road to Commercialization &1t 2 &

21 CFR Part 820

and I1SO 13485 Submission Submission
21 CFR £ 820 Pathway and Approval
2R3 F 1ISO 13485 RE2RIE PR Rt
Regulatory Documentation
Strategy and Data
I/—I\-I‘\-I\- .
o B SR RIS
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21 CFR Part 820 and ISO 13485
21 CFR 25 820 4 #1 ISO 13485




How Does FDA Regulate Medical Devices?

FDA 2o i B 77 2810 ?

21 CFR Part 820, is a set of regulations enforced by the U.S. Food and Drug
Administration (FDA) that outlines the current good manufacturing practices
(CGMP) for medical devices. It covers various aspects of the manufacturing
process, including design, production, labeling, packaging, storage, and
servicing of medical devices to ensure they are safe and effective for their
intended use.

ZEBFDERY 5F 21 £H465 820 Hir E2EEERARNEEEF (FDA) L
—EEH, AT THETFSMARETREE! U,,e (CGMP) . &I
fé?f%J““ﬁ%E’J%/l\?’iﬁ AFEETSEMENRIT. &7, 785, 8%, #EEA
RS, ABRENNEMEBAEZEEN.
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How Does FDA Regulate Medical Devices?*
FDA 1ol iz B EIT 252

21 CFR Part 820 has been amended to align more closely with ISO 13485:2016. The
FDA issued a final rule on January 31, 2024, to incorporate the quality management
system requirements of ISO 13485 into 21 CFR Part 820. This alignment aims to
harmonize the FDA's Quality System Regulation (QSR) with international standards,
promoting consistency and reducing regulatory burdens for medical device

manufacturers. FDA will begin enforcement of QMSR requirements on February 2,
2026.

21 CFR £ 820 ZH 2181, A5 1SO 13485:2016 E1—3X, FDA F 2024 & 1 B
31 HEfm 7T=ZHN, 4§ ISO 13485 NR=EEMARERMNAN 21 CFR 3 820 Fp
. X—EEEREE FDA NREARZREN (QSR) 5EBFMmERTE, {EH —2%EFH
B ETamEEREE 3E, FDA T 2026 & 2 A 2 HAIBHRIT QMSR Z3K,
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How Does FDA Regulate Medical Devices?

FDA o= EETT 232

The revised regulation is now referred to as the Quality Management System
Regulation (QMSR) or Quality System (QS) Regulation, and it includes
additional concepts to ensure there are no inconsistencies with other
applicable FDA requirements.

AT IRRERNIIF A EE B REN (QMSR) SRR (QS) Zil, EEE
MM R, DARRTRS BfthiE Y FDA 2RAFEA—EL,

ISO Certification is not required to meet the new QMSR requirements located
in 21 CFR Part 820.

T2 ISO JAEEN AT # @& 21 CFR £ 820 2349 9%t QMSR E3K

@COMPLIANCE
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How Does FDA Regulate Medical Devices?
FDA {55 B =TT 28 10?

FDA is developing new inspection processes to align with the QMSR
requirements.

FDA IEfE I EFAIINE RIZ AT S QMSR 23K,

If a company does not meet QMSR regulations during an FDA inspection, an FDA
Form 483 will be issued. If the FDA Form 483 is not addressed to FDA’s
satisfaction or if the circumstances are high risk, the FDA will issue a Warning
Letter.

AR/ FDA FSEEREJ TGS QVISR FIE, FDA MG A& E FDA RA& 483, WIR FDA
=% 483 HIEE A NS FDA WEXR T B R X RS, FDABARILZESE.,

@COMPLlANCE
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If a medical device manufacturer fails to adequately correct violations cited in a 483
or Warning Letter, especially related to:

MRETTsMEIERAREEFTR DA IE 483 FESETIREIRNENITAN, LEEZAATNAE
HYIERAT A -
«  Quality System Regulation (QSR) noncompliance (21 CFR Part 820)
FREARRIEN (QSR) ~5# (21 CFR %8 820 &%)
. Lack of proper premarket notification or approval (e.g., no 510(k), PMA)
iR 2 & Sy R Br@AnsgHt A& (Flal, =<8 510(k). PMA)
. Misbranding or adulteration
L AR 22 B IS R
. Refusal of FDA inspection
BEFDAKE

...then the FDA may escalate the issue to an import alert under Section 801(a) of
the FD&C Act, particularly for "appearance" of violation.

3B/ FDA FIERIRIE (BRS. BRAMKRAR) B 801(a) RBEHARY
HOBR, BT R BT HOER.
(@ vz




’ Step 2

21 CFR Part 820 B
and ISO 13485 -'Lj—q;ﬁz
21 CFR 2 820
2R3 I1ISO 13485 00

00 (OFC) ©)

Regulatory Submlssmn Strategy

s Eie 2 5k i




Regulatory Submission Strategy
IS R ST

A well-structured FDA regulatory submission strategy for a medical device will
ensure efficient market entry while maintaining compliance with regulations.

EMRIFRIETT 8 FDA R BRI REGHIRSMINMIZAN, BRNRISNEMNE
ALIE

Device Classification i%& % %
Pre-submission engagement with FDA 5 FDA B9i23XBI&1E
Evidence development 1B BIZ5
Submission preparation 1232/E%
QMSR compliance QMSR &#l%
Labeling and Unique Device Identification (UDI) #r&f1E—12&Z4dr1R  (UDI)
Post-Market Planning Em/E#I%!
@CC’.Q’S‘E.':T".’;'E‘CE




How Does FDA Classify Medical Devices?
FDA el 3 =17 28t 1T 0 3=7?

Medical devices are classified into three main categories by the FDA
based on the level of risk they pose to patients and users:

FDA IRIEETT S X B E MM AN RRIZE, BHAN=:

« Class I: These devices present the lowest risk and are subject
to the least regulatory control. Examples include bandages,
latex gloves, tongue depressors, and handheld surgical
instruments. Most Class | devices are exempt from premarket
notification requirements.

|25 XERFXNRRME, RENnERHERD., G0, 2R

FE. FEERNFHEAF ARG, KRS | RIRFLFET LHEE
FNEK,

@
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How Does FDA Classify Medical Devices?

FDA {3 ET7 a3t 1T 9 K2

 Class II:

These devices pose a moderate risk and require greater

regulatory controls to ensure safety and effectiveness. Examples
include powered wheelchairs, blood pressure cuffs, contact lenses

and infusion pumps.
notification (510(k)).

Class Il devices typically require premarket

ZMNE, FEMEREREFINBERZESENBNIE.
Il KigEEEEE LHRE

I 2E: XEiGEEEH
BleN R Eh3etd. mMEMF
%1 (510(k)).

. BRAZARTRAIAHECR .
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How Does FDA Classify Medical Devices?
FDA el 3 =17 28t 1T 0 3=7?

« Class lll: These devices present the highest risk and are subject to the
most stringent regulatory controls. Examples include implantable
pacemakers and heart valves. Class Illl devices usually require a
premarket application (PMA) to ensure their safety and effectiveness.

mE: RigFNNE RS, BRAAR™EHNEERES, FIAEAN
SR FOEREE, 1 RigFEEFE L HarHtE (PMA) DA
REZELMEMNEN,
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Step 3
21 CFR Part 820 B
and ISO 13485  Regulatory 55&3
21 CFR 5 820 Strategy

=RF 1SO 13485 BERK oo e

) Y, J j

Submission Pathways

E_\_\ /
IRRIRR
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Submission Pathways
RARIET

The FDA offers several pathways to bring your device to market.
Selecting the correct one saves time and resources.

FDA 1217 G EBANZ F L HIZNIERR . IR IERIA AT S
B3R

Premarket Approval (PMA): _LhgiitE (PMA)

Most Class lll devices - These are the complex devices that require a PMA, a
rigorous FDA process with clinical data. Class Il devices are usually life-sustaining or
life-supporting.
Il K234 - XLERE 20023, FE PMA, X2—1 18K FDA iz, B3IGKEK
&, Il REBFMBEEHFEmNERZIFN.
(@i




Submission Pathways IE3Zi&{3

Class lll Less Common, but Notable Examples from China:
= AXKEN, BES

SN =1

x|

‘Iimplantable pacemakers — While rare, some components or lower-tier

assemblies might be sourced from Chinese manufacturers.

EAVOREEFER ——RARDI, B—

VAN
i':'jo

Artificial heart valves — Again, these are not mass exported, but some parts
and materials may originate in China.

AT

£

(o]

I ATRAR — — B4,

XEAZ RAMEL O, E—EFEMTAITgEr B H

oSl Rim 4B 4 rTeEsR B 1

G

*Cochlear implants — Advanced hearing devices with imported components.

Al

H

by —— R #E

ER1FRUST BN T 2S
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Submission Pathways 23%i%12

De Novo Pathway: M:Li&Z

* For devices that are novel, have no comparable approved
device, and pose a low-to-moderate risk.

&R

FHE

FRACIFEE. REFIENENEIRE, BXEEEIA
EXNgr L

* Provides a streamlined approach for innovative technologies.

FEIF AR KR RITTIE

@
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Submission Pathways 23%i%12

Humanitarian Device Exemption (HDE):

ABEXIZF R (HDE):

* For devices intended to treat or diagnose conditions affecting fewer than
8,000 patients annually.

a7 sz E R N2 8,000 & BB NTKAIVIZE .

* Requires less evidence than PMA but still ensures safety and probable
benefit.

FEAVULHELE PMA D, (B RTHRRZ 2L AT EERm AL,

@COMPLIANCE
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Submission Pathways 1E£32i%12
Premarket Notification - 510(k):

L RHEAD (510(k)):
Class Il devices often require a 510(k) premarket notification.
Il EBMBEBFETE 510 (k) EanELN,
» Applicable to Class | and Il devices unless exempit.
ERHT I 2/ 1 RigE, FRIFBRSEHRE.

« Manufacturers must prove the device is substantially equivalent to an
already marketed device (the Predicate).

Bl EE M INERRIZIgs & EL R EEFRFE LHANIRE (Bl Predicate)

 This pathway is faster and less complex than the De Novo and PMA
processes.

IZERLL PMA R E IR, B, (@i

L
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Submission Pathways 123Zi&1%

Class Il — Moderate Risk Il & — X [§
Commonly Exported Examples from China:[E 4 (8 E WLl :

Powered wheelchairs — With batteries and controls, these fall under Class II.

FEapiet - Bog BIPAERlEs, B'T I =,

Infusion pumps — Used to dellver medication, fluids, or nutrients to patients.

WIOR - BT mBEWIANY. RIFSEFIE

X-ray machines — Most imaging diagnostic equipment.

X JEHl - RZSE A BIZEMZE

Pulse oximeters — Especially in demand post-COVID, these measure oxygen levels
non-invasively.

P IEMAN - LEZTE COVID ZFMIFEXR, ENTRMIEEANEENE R SKE,
Surgical drapes and gowns — More protective, especially in OR settings.

FAREMFARR - EAEFRIFE, TESEFAEMER, @COMP,_, AN
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What are Exempt Medical Devices?*
o R ETT 2R M?

Pre-amendment devices/ Prior to May 28, 1976
TS EIESEE/1976 £ 5 B 28 HZHi

FDA determined that the devices do not require strict regulation
FDA HEXEIRENREZ T EnE
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/315.cfm
Most must still meet General Controls including requirements for:
REZBBUDDIGH E—RARIERIErE, B3EAREXK:

« Adulteration 1R

« Misbranding 51% Gk&

« Records and Reports 10& MRS

+  Good Manufacturing Practices B {F4F=#I5E

* Registration and Listing ;£ & £

« Premarket Notification _trIEIEAN

@COMPLIANCE
INSIGHT, INC


https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/315.cfm

Submission Pathways 1E3Zi&13

Class | Medical Devices:

=

E—KET N

Many low-risk Class | devices are exempt from premarket submissions but
still require compliance with labeling and manufacturing controls. However,
some Class | device are not exempt and do require a 510(k) application.
Examples of these devices are Galactose U.V. Method, many dental
handpieces and accessories, as well as antigen and antiserum reagents for

Epstein-Barr virus.

P EMXEE | Ra3mIFHIT LR, BIhFEETInEMHhEEqH. 8

E

AN 4

L*E,%ﬁl\i&/ﬁ

[t[l/m'tulJ

JJ:IS 7|< mz:%_

FZH

SE

SRR, HEHAIT 510(k) HIF, XLELFMAYGIF

(255

=W ANESE, K Epstein-Barr f&& IR

@
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S

Submission Pathways 233i&{F

Class Il exempt Medical Devices:

Il ZSERRETT 23

Certain low-risk Class |l devices may be exempt from premarket
submissions but still require compliance with labeling and
manufacturing controls. Class || exempt examples include Acid
Hematin Assay, Cell indices, and blood storage refrigerators and

freezers.

REARMXE 11 LM AT RETCHHIT LT

EIEH, 1 ZEER RIS
PKFEFKAE,

EETivyes

ARNE. MREtaEiA LK

TR, {B{hHREST N ]

WRIETF

@COMPLIANCE
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510(k) Application 510(k) Ei&

Most common pathway is 510(k) =E LR E 510(k)

* Moderate Risk devices

PEX LIRS

* Demonstrate substantial equivalence rather than conduct

full clinical trials
UEAEZF R ME T A
* Speed

_—

e

=

=E=
& T

A9 IIE RIS

@
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510(k) Application 510(k) Eig

Key Elements of Substantial Equivalence

SLRFENREER

 Same intended use as the predicate
5 Predicate E5HERITREARIE.
« Same or Similar Technological Characteristics

HRE SR IR RIFE

If there are different technological characteristics, do they raise
new questions of safety and effectiveness?

MRFEARBIRAFLE, ENRER5|KNZEENEILE)

RN?

@COMPLIANCE
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What is a Predicate Medical Device?
4 £ Predicate EfF 22k?

A predicate medical device is a previously approved device that serves as a benchmark for
evaluating the safety and effectiveness of nhew medical devices. When a manufacturer
wants to market a new device, they can submit a Premarket Naotification (510(k)) to the
FDA, demonstrating that their device is substantially equivalent to a legally marketed
predicate device.

Predicate [(Ef7 23M=IRCRIERMERNIR S, RIEHEMEr M= ENERIENEE,

SHERES B —F g EHE@mizeS, BIEA[E] FDA T%fi”tﬁiﬁﬁiﬁiﬁﬂ” (510(k)) , UERHE
ISR ELR EFR/T—REEL T predicate EJT 231 .

Substantial equivalence means the new device has the same intended use and similar
technological characteristics as the predicate device. This process helps streamline the
approval of new devices while ensuring they meet safety and efficacy standards.

“EHFRE BIREIMEERAS predicate IR FHERITIEAARE, HFEBHEBAIFRAIFILE,
Iz BT RAFMKERELURE, RNRERENSZEEME LRI E,

@COMPLIANCE
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Choosing the Predicate ;%#% Predicate

 Find an FDA approved device with the same intended use and the same
or similar technology characteristics

=1 FDA #t/&ErY 85 15[ T ER A & FE R SR s RS IERY IR &

 Determine the approved device’s product code which will lead to device
classification, regulation number, and testing required

FRERLERIRZRIT ML, XESBRED R BENRSHATFRYNLL

https:/www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm

COMIPPLIANCE

INSIGHT, INC
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm

Product Code Classification* 7m{{i5% %

The FDA product code (3 letter code) significantly impacts the timeline for regulatory
clearance/ approval because it determines the classification, review pathway, testing
requirements, and whether there is a predicate device.

FDA Fmfths (= 1TFECHE) SNENBENNEZAFEERZN, RAERE T
FmiyoR. BiEE. MhidEK, UKEEFE predicate 195,

 Existing product code — Faster, Predicate device determination, testing
identified, generally 510(k) clearance.

B8 RAE - EitER. AT Predicate 8% . NiXE KRB, BEERTF
510(k) B HEER1Z,

* No existing product code (novel technology) — generally De Novo or PMA

(~9-36 months or more).
@COMPLIANCE
INSIGHT, INC




Device mask, surgical

Regulation Description Surgical apparel.

Regulation Medical Specialty General & Plastic Surgery

Review Panel General Hospital

Product Code FXX

Premarket Review Office of Surgical and Infection Control Devices (OHT4)

Infection Control Devices (DHT4C)

Submission Type 510(k)

Regulation Number 878.4040

Device Class 2

Total Product Life Cycle (TPLC) TPLC Product Code Report
GMP Exempt? No

Summa.wy Malfunction Sheible

Reporting

Implanted Device? No

Life-Sustain/Support Device?
Recognized Consensus Standards

*6-406 ASTM F1862/F1862M-17

Standard Test Method for Resistance of Medical Face Masks to Penetration by Synthetic Blood (Horizontal Projection of Fixed Volume at a Known Velocity)
*6-425 ASTM F2100-19

Standard Specification for Performance of Materials Used in Medical Face Masks

*6-427 ASTM F2101-19

Standard Test Method for Evaluating the Bacterial Filtration Efficiency (BFE) of Medical Face Mask Materials, Using a Biological Aerosol of Staphylococcus aureus
*6-492 ASTM F2100-23

Standard Specification for Performance of Materials Used in Medical Face Masks

*6-493 ASTM F2101-23

Standard Test Method for Evaluating the Bacterial Filtration Efficiency (BFE) of Medical Face Mask Materials, Using a Biological Aerosol of Staphylococcus aureus
*6-504 ASTM F1862/F1862M-24

Standard Test Method for Resistance of Medical Face Masks to Penetration by Synthetic Blood (Horizontal Projection of Fixed Volume at a Known Velocity)

Guidance Document

*Surgical Masks - Premarket Notification [510(k)] Submissions; Guidance for Industry and FDA COMPLIANCE
INSIGHT, INC



https://www.fda.gov/about-fda/cdrh-offices/cdrh-management-directory-organization#OHT4
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=878.4040
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfTPLC/tplc.cfm?id=3021
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cfm?standard__identification_no=45931
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cfm?standard__identification_no=44412
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cfm?standard__identification_no=44392
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cfm?standard__identification_no=44411
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cfm?standard__identification_no=44391
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cfm?standard__identification_no=45930
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-and-fda-staff-surgical-masks-premarket-notification-510k-submissions-guidance

Choosing the Predicate j5t1% Predicate

* Note Device Class, Submission Type, Consensus Standards, Guidance
Documents, Test requirements

ARIRERA, BREE, KR, BSXE. MhfZEK

* Go to the total Product Life Cycle (TPLC)
R maEmER (TPLC)

 Premarket Reviews will list manufacturer(s) who have substantially
equivalent products for that product code. Also note MDRs and Recalls
located here as applicable.

FhmEERIIEAEE ST mUBEAREENTmiEER. B1ELE
Itb4bEFRARY MDR F1 A [E, @
COMPLIANCE




Does the new device have the same intended use as the predicate?

Yes

No

Does the new device have the same technological
characteristics as the predicate?

No

If different, do they raise new safety/effectiveness
guestions?

Yes No Yes

Does the manufacturer provide
sufficient performance data?
No Yes

COMPLIANCE
INSIGHT, INC



S ESZEAES Predicate 1BERYFREAR&®?
P

MEZEREES Predicate 1HE L ARISAE? _
s

UIRAE, EMRERREFINZEE/AWIE

— |I:I|EElﬁg\ r) |
=HY r | 2K
Hl g 2 SR A EBRYILRENIE?

7~

=~ 249 |

_ BAZH (51004 F)
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Step 4
21 CFR Part 820
and ISO 13485 Submission 124
21 CFR 5 820 Pathway
&1 1ISO 13485 RRIFE o o
| 1\ @'
Regﬁlatory r
Strategy Documentation
i BRI and Data

N AFHZHE

@COMPLIANCE
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FDA Checklist FDA {2& 58

> Checklist for Acceptance Review for PMAs

PMA IS BB B EE

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/
acceptance-and-filing-reviews-premarket-approva -appilcatlons_pmas

> Checklist for Acceptance Review for De Novo Classification

De Novo 7RI E/E L

https://www. fda .gov/requlatory-information/search-fda-guidance-documents/
acceptance-review-de-novo-classification-requests

> Checklist for Acceptance Review for 510(k)s

ol
h

O(

ttps

K) B8 I B A2 5 BB

.//www.fda.gov/medical-devices/premarket-notification-510k/acceptance-

C

nec

K

ists-510ks

@COMPLIANCE
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/acceptance-and-filing-reviews-premarket-approval-applications-pmas
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/acceptance-and-filing-reviews-premarket-approval-applications-pmas
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/acceptance-and-filing-reviews-premarket-approval-applications-pmas
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/acceptance-review-de-novo-classification-requests
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/acceptance-review-de-novo-classification-requests
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/acceptance-review-de-novo-classification-requests
https://www.fda.gov/medical-devices/premarket-notification-510k/acceptance-checklists-510ks
https://www.fda.gov/medical-devices/premarket-notification-510k/acceptance-checklists-510ks
https://www.fda.gov/medical-devices/premarket-notification-510k/acceptance-checklists-510ks

Documentation and Data SCH4FNIEUE

Examples of data that may be included in 510(k) submission:
510 (k) RRRXPAIEEEZAIEIETAI:

* Administrative * Biocompatability
1T FEHBE

* Device Description » Software
IX D ER{H

« Substantial Equivalence » Cybersecurity
LREE MBLE

* Proposed Labeling * Electrical Safety
EANE I BRESZE

 Sterilization » Performance Data
His EBEEN IR

« Shelf Life * Performance Characteristics

INSIGHT, INC




Regulatory Pathway 510(k) Clearance De Novo Premarket

Approval
(PMA)
Typical FDA Review Time 3-5 5-12 12+
(months)
Total Time to Market* 6-12 90-18 18-36+
including preparation
(months)
Device Risk Level (Most) Class Il Class | or |l Class Il
(novel devices)
Clinical Trial Required Rarely Sometimes Always
Test Requirements Bench tests and  Bench, performance Extensive clinical
some biocompatibility and possible clinical trials & safety
testing studies
Likelihood of FDA Moderate High Very High
questions/

delays
. . @COMPLIANCE
*Assuming all documents are submission ready. INSIGHT. INC



= BIRE 510 (k) 1F7] MEFg L RUHEE

(PMA)

FDA &E&HAt8 (B) 3-5 5-12 12+
5 FEFEANE ETHETE 6-12 0-18 18-36 LA L

(B)
IENEER (R5) S | 285 Il 22 11 2
(FRBURE)
S=EmKidiE B> =1 ISV
I Kk IR IR —LeAY) 825G, e iz AYIGARIR ISR
BE NS Yl ZEEHR
i
JEIRBYRTHEE =l =58 EES

COMIPLIANCE

INSIGHT, INC
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Tips for Manufacturers

Lol SRRV EIN

Factors That Can Negatively Affect Approval Time
B BEXY B LAY (8]~ £ A E =2 A A 2=

* Quality of submission — Incomplete or unclear data leads to FDA
requests for additional information, delaying the process.

RRAIE—-—HFEATEBANEEZTI FDA EREHEZ(E
2, MmERRE.

* Testing requirements — Some devices require biocompatibility, electrical
safety, or performance testing, which can add months.

M ER - —EERZFFEHTEMESE. BESTEIEEEN
1, XARERZEEN AN E).
(@ vz




Tips for Manufacturers

‘aml ERIAVEEIYL

Factors That Can Negatively Affect Approval Time
B BEXY B HEHT (8] A S E =2 M HY Rl 25

* FDA workload — High submission volume can slow processing times.
FDA TEE——IRREAF eSS IEERT (8.

* Refusals to Accept (RTA) — If the FDA finds the submission incomplete,
it can reject it before formal review, causing delays.

B35 (RTA) — U15R FDA RIIRRRINANBSATEE, MaAELERNEE L
BB E, MMEHLEIR,

* Wrong Product Code
RO RAED (@ <o

INSIGHT, INC




Top Mistakes When Filing a 510(k)
15 510(k) BB IERYEEIR

Factors That Can Negatively Affect Approval Time
0] geXd B b BT 18] = & A E #2 MW pY (E 3=

» Confusing intended use with indicated use

B TEAARES 18R AE
* Ignoring the device’s regulatory history

AOZENnERSE

* Not following the 510(k) submission checklist
RIBTE 510(k) 1IRB

* Failing to provide adequate Risk Management practices
NEETRIE B BRI X FL B TE L B

* Different intended use or technical characteristics

ANEIRIFNER AR I AR
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Top Mistakes When Filing a 510(k)
B15 510(k) B mFEILAYTE IR

Factors That Can Negatively Affect Approval Time
A] GEXT R HEAT 8] = A E A2 IR A 2=

* Not demonstrating equivalence to the predicate or comparing the wrong
predicate device
NEEIEARS Predicate RIS [E]1E, BRIk 1 T51xHY Predicate g & #1TEEXT

* Glossing over FDA instructions and guidance
2 FDA lWiE eSS

* Not providing all of the expected testing and results or not providing

validation testing
(@ vz

SRIB AT TR ML AL R o R IR (T i




Strategies to shorten the time required for FDA submission,
clearance, and approval:

JAFEFDAE3Z. H HLAIHL/E PR TRAT BRI SRR

* Early Regulatory Planning: Start planning for regulatory requirements early in the
development process. This includes understanding the specific requirements for
your device and preparing the necessary documentation in advance.

FHRENN: EARKIENFEHEMABINEERNR, XEHE 7 FIRENENRE
KA B R NERI XA

* Design Research: Conduct thorough design research to ensure that your device
meets user needs and regulatory standards from the outset. This can help avoid
costly and time-consuming revisions researched.

TSR . #THRAIRITIAR, BERENREMN—AEMEERFPFZ KRN LnE
P o iTanE“EbJ@f%%fE%%HTE’JTI R
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Strategies to shorten the time required for FDA
submission, clearance, and approval:

AaFEFDAIRAR . BRHEALHE P AR B B AU SRl

* Abbreviated 510(k) Program: This program uses guidance documents, special
controls, and recognized standards to streamline the review process. If the device
conforms to these standards, the review can be expedited.

BLhAR 510(k) iTxl: ZTXMERESXE. BIAEHIMAIAMMER B X EERIZ, U
RixEFEXERE, WAIMINREERE.

* Pre-Submission Meetings: Engaging in pre-submission meetings with the FDA can
help clarify requirements and address potential issues before the formal submission,
leading to a smoother and quicker review.

RRRAIRIN: 5§ FDA #HTIERAISWENFEIENIER ZENE I EEXHERB1ED

®
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Strategies to shorten the time required for FDA
submission, clearance, and approval:

ARG FDATEAR . B HE AL/ P RE B B8] AU SR i

* Electronic Submission: Utilizing electronic submission templates can facilitate
faster processing and review by the FDA.

R FIFABEFIRRIERAI AE# FDA BIRMIENHEE,

* Cross-Functional Collaboration: Enhance collaboration between various
departments such as R&D, quality assurance, regulatory, and production.
Effective communication and collaboration can minimize regulatory
bottlenecks and speed up the approval process.

BEEREETME: MseiR. BifR. ME. £F-FSE 1 ZERIMME, BRI E
S MERT AR AR PRE R D s EAREN, ANREE Ttt/mﬁz :




Strategies for manufacturers to shorten the time
required for FDA submission, clearance, and approvail:

HlISRIJEFEFDARAZ, XMt /EFRFRET BRI SRES

Al Tools for Design and Compliance: Integrate Al tools to automate routine tasks like
documentation, design simulations, and compliance checks. This can shorten product
design cycles and facilitate quicker regulatory approvals.

ATitAEMey Al TE: S Al TERBEHRTOE. I @RIUAeMIERESH
B1ES . XRIAEET mixIt AHA MRS ERTLERE,

An estimate of time reduction was researched, and this data is not available

X BB ETHER T TR, (B8 RZEUE.
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Step 5

21 CFR Part 820 _
and ISO 13485  Regulatory  sybmission Documentation 55%5

51 CER 2 820 Strategy Pathway and Data
RS F 1SO 13485 ”/_’M—kkﬂ]ﬁz RERIEHT SAFFOENIRE 00
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Standard FDA Review vs. Third Party Review for 510(k)
tnE FDA HES 510(k) B=F®EHE

510(k) Review Comparison 510(k) B & LE ¢

Standard U.S. FDA Review
FrEZEE FDA FE

Third Party Review
E=HE

Submit to FDA

Submit to Accredited Third Party

RRZEFDA RZGINFIINE =1
15-day initial review period 30-60-day assessment of equivalence and written
15RYTEHERR recommendation

30-60 RIVFIE L P HEERE

60-day Substantive Review
60 REEREEFE

30-day decision then send to FDA
30 KIRTE, AfF&ix% FDA

FDA then has 30 days to issue a final decision
FDA [B/58 30 REVAY B R i aRIRE

Total time: 90+ days*
SBE]: 90+K*

Third Party Review 60-90 days + FDA 30 days = 90-120+ days*
F=HE 60-90 X + FDA 30 X = 90-120+ X*

*Review times for each may be exceeded due when questions that must be responded to

before progressing stop the review clock.

SRR I F Ve S LE BRI Y, S EREE R EEREEL
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FDA Standard Review for a 510(k) application
FDA %I 510(k) BRIGHYIREREE

The FDA aims to complete the review of a Traditional 510(k) submission
within 90 calendar days from the date of receipt. FDA will perform an
acceptance review within 15 days of receipt of a 510(k) application. The
FDA checks the 510(k) submission for completeness, if incomplete, the
FDA may issue an RTA (Refuse To Accept) notification, and the 90-day
review clock will not begin.

FDA B9B#n=EUENHES 510(k) FRiEZHEE 90 THHBEHATAEZ,
FDA JEEEI 510(k) Ri5fF 15 RANHITIRIKEIZ, FDA & 510(k)
BRUERE, NIRRT TR, FDA Algesx it RTA (E#Es) @, #H
90 KAVEZET B AA=FFEE,




FDA Standard Review for a 510(k) application
FDA ¥ 510(k) BRiGHIIREE &

After the acceptance review is passed, the FDA will conduct a substantive
review. detailed review, assessing substantial equivalence. If more data is
needed, the FDA may place the submission on an Al Hold (Additional

Information), pausing the 90-day clock. The 90-day clock resumes only after the
FDA receives a complete response.

WINEEET/E, FDA SITSRMEES, FAEE, HETRZWLE. 125

HEZ SUE FDA Tﬁ‘é@h?&s&ﬁ’ﬂe%? Al Hold (F#pNER) AT, &EfE 90
RHOEHLAT ), RA7E FDA IgE5es 0|85, 90 RIVEHIEIA S RE.

Interactive Review: If minor issues exist, the FDA may ask for quick clarifications
without stopping the clock.

RENEE: NREFEN O, FDA FJEE=EXKIRIFERE, MASEIEITH,
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Electronic Submission

17 a8 mEy L iR 2K

* All 510(k) and PMA submissions must be filed electronically using the FDA's Electronic
Submission Template and Resource (eSTAR) system, unless exempted.

A 510(k) A1 PMA 1222157 FH FDA BRI FIERRRAM IR (eSTAR) RSt
MEFHNIER, FRIFRSEHR%.

« Starting October 1, 2025, all De Novo submissions must be filed electronically using the
FDA's Electronic Submission Template and Resource (eSTAR) system.

B 2025 % 10 B 1 H, FiA& De Novo IR EN{ER FDA B FIEHE
RFAZRE (eSTAR) RALAERF AR,
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Electronic Submission

17 2 Ey L HREER

The 510(k) submission process demands considerable time and
resources. If you find preparing these submissions to be a daunting task,
consider enlisting the expertise of Compliance Insight to support your
project.

510(k) IRRAIEREEA=NEFRIE, WRELINEFTXLRRXGE—IN
SEERIESS, 1BEZEEIS Compliance Insight B9E L ETIRSE S HEEAYIRE .
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