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FDA Requirements
FDA ZE3K

Post-Approval of Medical Devices
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Approved, Now What?
EH:I:IE I T_ll.a\ ’j]‘?

Elements required for the lifecycle of the
medical device

Ei7 e EEam BHAFRIIER

Quality Management System (QMS)
FREEENR (QMS)

Quality Manual - is a comprehensive document that outlines an organization's quality
management system (QMS). It describes the policies, processes, and procedures
implemented to ensure the delivery of high-quality products and services

FREFM - E—MEENINXHE, ATHLNRE=EEENRR (QMS), BiEA T NRFREES
ﬁ%ﬁ@?uu%ﬂﬂ&ﬁﬁ'ﬁfﬁmﬂﬁﬂﬁ\ miztlizs
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Design controls i%it3&H)




Production and process controls
FE IR
Complaint handling

IIFAbIE

CAPA

2l 1F

EEIN R

Internal audits

AEREETT

Management review

iR

T

Unique Device Identifier (UDI)

E—

lﬁ 1;]—1/\1_.]' (UDI)
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FDA’s Unique Device Identifier (UDI)
FDA HIE—iz&tmiIA«EF (UDI)

The FDA's Unique Device ldentifier (UDI) is a system designed to uniquely identify
medical devices sold in the United States. It consists of two parts:

FDA IE—IZEMIRF (UDI) 2—WAETFHEH—mMREEEHENETZRINAS. EH
MER D 2HRK -

« Device ldentifier (DI): A fixed portion that identifies the labeler and the specific
version or model of the device.

IREIRIRR (DI): BFIRAInEE IR SRIRMRASE SHIEES D

« Production Identifier (Pl): A variable portion that includes details like the lot or batch
number, serial number, expiration date, or manufacturing date.

EPEFRRE (P): BRI, FIIS. BREmHiE QRS B NTES
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The UDI is required to appear on device labels and packages in both plain
text and machine-readable formats. Additionally, device information must be
submitted to the Global Unique Device ldentification Database (GUDID),
which is accessible to the public. This system helps improve patient safety,
enhance post-market surveillance, and reduce medical errors. It also
supports better management of device recalls and fosters innovation in
medical devices.

UDI AN ATIN AL B RERSITEMEE L, s, #&1ES
WTURZASIRIE—IREITREUEE (GUDID), ZEIBERIEANIAI, %A
SEDTRBBEEREM. IR LHEREHFROETHR, CALSSTH
B IRFALRFEHRET IRFHIEIF,
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Approved, Now What?
E;ttlﬁ E T_:L,\/A'jj‘?

Elements required for the lifecycle of the medical device

EirsamMEEmBERIFRRINER

Risk Management

Key Activities (5):
M EIE R ER:

1. Hazard identification and risk analysis
feERAIF X B oA

2. Risk evaluation and control measures

MBS R A= wl Fa i
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3. Residual risk assessment

5% BE XU B T

4. Benefit-risk analysis
S XL RS 73 AT
5. Risk management file maintenance

MBS E T S G- 24




Elements required for the lifecycle of the medical device

EirsdEEam EEIFRIES

« Document and Record Control ensures traceability, compliance, and data integrity

XAEFhexEFIRARREMRE. SMIEFNEIRETEE
Requirements:
Z3K:

« Maintain Design History File (DHF), Device Master Record (DMR), and Device
History Record (DHR)

HEIFIRITA £ X E (DHF) . &% F1ic% (DMR) flig& A £ic% (DHR)

. Change control and versioning

32 58 122 hl| A R A4

« Record retention policies based on regulatory jurisdiction (often 2—10+ years)

RELEERTEAEORGEE (852 10 FXE
(@ -z
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Elements required for the lifecycle of the medical device

EiTasmEEwm EHMRNESR

* Supply Chain and Vendor Management

N EFEN S EE

Effective oversight of outsourced activities is crucial for maintaining

device quality.

B E I BRI -
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o Key Components of Supplier Management include:
o XREEAEM:
> Supplier qualification and risk assessment

1R e B 4 S XUR T A

> Quality agreements
PR tiX

> Performance monitoring and audits
LA R BT

> Incoming iInspection and control

g wEmg IR

> Cybersecunty and Software Maintenance (if applicable)

ML = MEREHEF (AER)
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Elements required for the lifecycle of the medical device

EiTaamEEm B FRIER

Training and Competency

g5 8E7]

o Personnel must be trained and competent in tasks affecting product
quality and compliance.
ARtz 23| FEES I~ mBREM S M IERIES.
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o Documented training plans

1CxE TR

o Job-specific training and effectiveness checks
TE LIEEINFIRRANE

o Training on updates (SOPs, regulations, changes)

BHIE)| (SOP. E#l. TE)
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Elements required for the lifecycle of the medical device

Cybersecurity and Software Maintenance (if applicable)

M2 2 MEREEF (AER)

o For devices involving software, apps, or digital connectivity

EX gt e A E LIS S e

XV IWEEIETK
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Key Reqgulations/Guidelines: FE;E#/45F:

o FDA Guidance on Software Validation (for production and QMS software)

FDA B {43uiEfar ((rXIEF QMS 3R {4%)
o Cybersecurity for Networked Devices (FDA, NIST, IMDRF)

Bz =R E (FDA, NIST. IMDRF)

-Best Practices: m&{E5CH:

o Secure software development lifecycle (SSDLC)
ZEHEF REqrEHR (SSDLC)

o Patch management
T EE

o Vulnerability scanning and incident response

i () 13 e A S {4
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Postmarket Surveillance

J:I—-E’:II’WF!

The FDA's post market processes for medical devices are designhed to ensure ongoing
safety and effectiveness once the devices are on the market.

FDA NETT W Li/Emiz & TR ET M L mENESER S EE L.

These 7 key components are also FDA requirements companies and for products post-
approval. Here are some key components:

XTCTRBAMES DT E FDA NAS AT mENERINEKXR, U N —ExBAmMED
« Medical Device Reporting

=Tk
* Post Market Surveillance Studies

EREENAR
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Post-Approval Studies
CHEHR

Device Tracking

X IBER

Recalls and Safety Alerts
BEMRLER
Cybersecurity Management
s RS B

FDA Facility Inspections
FDA it &

@
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Medical

Device Reporting (MDR): Manufacturers, importers, and user facilities

must report any device-related adverse events, malfunctions, or serious injuries to

the FDA.
EXpg L
REIAR

HRE (MDR) : #liSr. #ORMBEFILA2IE FDA HiSEES51%EH
S BENTERE.

dlin

PostMarket Surveillance Studies: Under Section 522 of the Federal Food, Drug,
and Cosmetic Act, the FDA can require manufacturers to conduct post market
surveillance studies to gather additional information about a device's performance.

IS =
T

MAF: RIE (BKFRM. LDmilamiE) 5 522 5, FDA BJPAZEK
EhEmlRE, MEERXIREEENESER.

Tl

Post-Approval Studies: For devices approved through the Premarket Approval
(PMA) process, the FDA may require post-approval studies to monitor long-term
safety and effectiveness.

i93: 3 =1
HEEMR

R NF@EId Emeiit/E (PMA) RIZHEENIRES, FDA RIEEEKHITHE
EH<ERZ 2 F B %, @CQQ/S\EIEJﬁECE




* Device Tracking: Certain high-risk devices must be tracked to ensure that
they can be located quickly if necessary.

IRFIRER: DIURIREESNRIRE, URRELENEBRRIELEITE],

 Recalls and Safety Alerts: The FDA monitors and manages recalls and
safety alerts to address any issues that arise with marketed devices.

BRMEZEEHR: FDA KIZMEEGRMZEEHR, AT LIRS LI
RYfE{a]|a)R,

 Cybersecurity Management: Manufacturers are encouraged to address
cybersecurity vulnerabilities throughout the product lifecycle, including post
market management.

MEzEER: SHEEEE T mEGERFRANSZ2RE, 8L

Vaax
mEEE,
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* FDA Facility Inspections: Inspections are part of the FDA's efforts to ensure ongoing
compliance with regulatory requirements and to monitor the safety and effectiveness
of medical devices once they are on the market. Key aspects of these inspections
include:

FDA /S : MERX FDA MRIFEETRERKRKURSEETsM LMENZEE
MBEBENSE NN—E D, XENTRIREL ESHE:

o Quality System (QS) Inspections: These inspections assess the manufacturer's
quality management system to ensure it complies with the FDA's Quality System
Regulation (QSR). This includes evaluating management controls, design controls,
production and process controls, and corrective and preventive actions.

FRE@Z (QS) HE: XENEIHIEEINREEEAR, UHRESS FDA B
SIRRZEN (QSR), XEFEMMEEREH. ITEH]. £ MIAEEH DA 24 EEA TR

Bh¥ant.
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o Medical Device Reporting (MDR) Inspections: The FDA inspects manufacturers to
ensure they are properly reporting adverse events, malfunctions, and other
significant issues related to their devices.

Eir=smikes (MDR) E: FDA WEHSE ARKRMAIERKRSES HixB&ExH
AREM. HEMEMEKX(D)R,

o Post-Approval and Post market Surveillance Inspections: For devices approved
through the Premarket Approval (PMA) process, the FDA may conduct inspections
to verify that post-approval study requirements are being met. Similarly, post
market surveillance studies required under Section 522 of the Federal Food, Drug,
and Cosmetic Act may also be subject to FDA inspections.

HUERM EMERENS: e EmattdgE (PMA) RAzHtERI=sM, FDA 7]
Rz ATHRENEUESHEERMRENR, [BF, (BFEm. Hmillftilam
B) 58 522 FERN LM BMRIErIEERE] FDARE, @
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Complaints and Medical Device Reporting (MDRSs)

IR METT 23RS (MDR)

- Complaint Files - include any written, electronic, or oral communication that alleges deficiencies
related to the identity, quality, durability, reliability, safety, effectiveness, or performance of a
device after it is released for distribution. Manufacturers and U.S. Importers must have
procedures in place for evaluating complaints.

IR - BREAPE. BFROXEE, FMRRERMHEER, HEiFE. RE.
MAME., AJFEE. %, BREIEERFERE, HhSEMEE#OFANE THER
IFHVRER

- Medical Device Reporting (MDR) — deaths, serious injuries, malfunctions
Efrastmikes (MDR) - ZEC. ™mE{HE. &

« Manufacturers &R
« U.S. Importers =E#HOE
« Device User Facilities &% A8k
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Complaints and Medical Device Reporting (MDRSs)

REPORTER WHAT TO REPORT TO WHOM WHEN

Manufacturers [30-day reports of deaths, |FDA Within 30 calendar
serious injuries and days of becoming
malfunctions aware of an event
5-day reports for an event|FDA Within 5 workdays
designated by FDA or an of becoming aware
event that requires of an event
remedial action to
prevent an unreasonable
risk of substantial harm to
the public health

Importers Reports of deaths and FDA and the |Within 30 calendar
serious injuries manufacturer |days of becoming

aware of an event

Reports of malfunctions |Manufacturer |Within 30 calendar

days of becoming
aware of an event

Medical Device
Reporting
Requirements
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IRIFHIET3WikS (MDR)

L& IREAD 1) 3 IR
HERS 30 KAKIFET-. E{HFHEL |FDA REEHRER 30
PEiRE TMHFBEEA
X+ FDA {EERIE 43 |FDA REEHRERS
EE KBV ARG LE TMIEHA
PUNAN(ESE ST -D Nk
HASIEXMIEHE, F
H 5 Rk
# O T MERIRS FDA Ml#Hh&ER |FRBSH LT 30
TNHFBEHW
HPEIR S HEE REEHRER 30
TMHFBEEHA

EXNETLi R =T

@
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Change Management T HEEIE

Change Management to a medical device

TEEE-

* Manage design, manufacturing, or labeling changes
BiEIRIT. HEEnEEZ

* Assess regulatory impact (e.g., need for new 510(k) or EU
notification)

EmER (Fa, FTEFRY 510(k) SEREE & A
* Update documentation and implement revised risk assessments

R A SEHEAZTT R X B2 1S
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FDA Inspections FDA (&&=

The FDA inspects facilities to verify compliance with regulatory requirements before and
after medical device clearance/ approval.

FDA ZETr sz </MOE 2Bl < EEsNIgEHTINE, MEIEFEEEREREEZ K,
 Types of Inspections: fi&EZEH:
o Pre-approval inspections (PAI) for PMA and for some Class |l 510(k) devices
PMA FOZLE (1] 28 510(k) 23MASFHEEME (PAI)
o Routine inspections for compliance
BT E ARRS AE.
o For-cause inspections in response to complaints or violations

TR B TARITHERENE

o Follow up inspections after a 483 or Warning Letter is issued
X% 483 S ESERHITIRHNE

@COMPLIANCE
INSIGHT, INC



What to Expect during the FDA Inspection:

FDAQ S EAE]RYTHER TR -

o Inspectors will review documentation, observe processes, and

interview staff
REARKEEXH. UERRIEA

-Rip o]

— O

o Common areas of focus: CAPA, complaint handling, labeling, and

design and production controls

BUERIE: CAPA, IFLEE, RE ATl E 12|

o Be aware that Inspectors are trained to read body language and

upside-down writing

R, KBRS, EBRERAESHES S
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FDA Inspections — Preparing Your Facility
FDA *ﬁﬁ IE%IL;\E’] Eﬁ

* Always maintain Inspection Readiness
IR RITNE AT
* [Establish an Inspection Team
AL EZH
* Refer to SOPs to answer questions properly
{$F8 SOP [E] & (o] 5t
* Keep training records up to date
RIFIEINC R &
 Ensure appropriate knowledgeable person supplies the answers

* Ensure rapid document retrieval

RE AR @COMDL.ANCE
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e Train employees on FDA expectations
xJ 53 T#1T FDA HAZE S ERIEE I
« Obtain Regulatory intelligence on the inspector(s)
RIS 1Y B B
 Ensure all records are up to date and accessible
HfRPI B IS XA E VA B A BAvAlD),
« Clean and organize workspaces
mmrHetE TIE= 8]
« (Calibration and maintenance logs current
WAEM4 B SR

« Clear access to areas the FDA may inspect (labs, manufacturing, warehouses,
etc.)

FDA FIAEM BRI (TIE. 5IiE. OEZ) WAEEEE @

COMIPPLIANCE

INSIGHT, INC




« Ensure all records are up to date and accessible
FRRPT A 1IC R &R E s ATAYF BRI PATA (8]

e Conduct FDA mock audits to train on responding to FDA
FHATIEIL FDA BT, DU IE0{aI % FDA

« Set up a room for Quality Manual, SOPs, Design History Files, Complaints, training
records, Investigations, Process Validation Reports, etc.

IRMEINEE, ATERREFM. NERERER. TtHhEXH. ®iF. Jihc
*. BAE. ITZ2WMIERSEF.
« Ensure English translations of SOPs and other records are ready for review

A SOP HEftICRKAIREE

Mock FDA Inspection: To assess facility’s compliance with FDA regulations and
their readiness for an actual FDA inspection.

=i FDARRE: T MET 258 FDANMEURES E&IFIESEE [f FDA 108,
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FDA Inspections — Do’s and Dont’s
FDA 18 E - ZEEIN

* Do not volunteer information, but present a complete story

AEEDRMER, MEEW—TTENHNE

Do not withhold material information

AERHEAER

* Do not volunteer information, but present a complete story

AEEDRHEER, MEEMW 1T TEINS

* Top management’s presence is important

SREEAGNEFERER

* Request a daily summary meeting
ERBABHEEZW

@
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FDA Inspections — Do’s and Dont’s
FDA 8 & - 2 EIN

* Debrief daily, plan for the next day
BHELE, 1mxlE—_X

* Refer to SOPs to answer questions
{§£F8 SOP [E|Za)g

. Ensure appropriate knowledgeable person supplies the answers

* Rapid document retrieval

IRIEAH I R @COMPLIANCE
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The end of the FDA Inspection
FDA 1 E455R

If the FDA Issues an FDA Form 483 (Inspectional Observation form):
2N5R FDA &7h FDA 483 RMEBLR:

* Respond in writing within 15 business days.

15 M ILEHREIE,

* Develop an Action Plan with Corrective Actions and Preventive Actions
(CAPAs) to address deficiencies.

il % 2 & ZU IEa e Al FREhTakE (CAPA) BY1TENIT XU SRARRERFE.

* Provide planned and corrective actions with clear timelines for

implementation.
hetel [Efare g E BRRARYSE R (8] 2R,
@C%@@.&J,.AN@CE




The end of the FDA Inspection
FDA 1 E455R

« Update FDA on progress every month in a written update report
5 H[o FDA @ik RIFN

N

* FDA will not reinspect until substantially complete with commitments
FDA A EARFTEHRAE LRI NS EMINE

 FDA will not lift Import Alert until successful reinspection
FDA A" =f&fR#EOEH, FRIFEFMUERIN
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—— e ———————————
DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

ADCRESS AND

10 Waterview Blvd., 3rd Floor

Parsippany, NJ 07054
(973) 331-4900 Fax:(973) 331-4969

Industry Information: www.fda.gov/oc/industry
HAME AN OF INDIVIDUAL TO WHOM |

TO0: Barbara T. McAleer, Vice-President/General Manager Plant 105
| A STREEY ACORESS

06/12/2012 - 07/30/2012*
WOWGER
1121308

Inteata LifeSciences Corporation 105 Morgan Ln

g i3 TVPE ESTATLGIMENT NSPECTED

Plainsboro, NJ 08536-3339 Medical Device Manufacturer

This document lists observations made by the FDA rep ive(s) during the inspection of your facility. They are inspectional
oboavuions,mdbnuw:ﬁndAm" mnati gardi g your pli If you have an objection regarding an
observation, or have imp d, or plan to impl ive action in resp to an observation, you may discuss the objection or

action with the FDA ) during the i jon or submit this information to FDA at the address above. If you have any
MphsemwFDAuthepbounmmd‘d&euabovg

The observations noted in this Form FDA-483 are not an exhaustive listing of objectionable conditions. Under the law, your
firm is responsible for conducting internal self-audits to identify and correct any and all violations of the quality system
requirements.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

Your firm has manufactured Class II (e.g., TmoGllde)debsslll(lMegmaﬂﬂiwlahnproducu[eg Dermal
Regeneration Template], Absorbable Collagen products) medical devices under the following conditions.

C . i p : ions (CAPA)
OBSERVATION 1

e Example FDA Form 483
Spec:ﬁcally.youtﬁnn'sCAPApmoedure(QA-OSl)wunotlmplememedmthnlmenmrepcmweleno(ﬁledmd p

were not req d prior to CAPA due dates.

= I S FDA 483 A& R

d. The first gmedandanavduedmof?./l/nwupvm The last corrective action, revising SOP
QA-02| was not completed until March of 2012, approximately one month after the first extension due date. No other
interim reports or extension requests were filed.

b) CAPA 63949 was opened on 3/13/12. The initial due date of one of the corrective actions, revising SOP 602, was 4/30/12.
dure was not revised and approved until 6/26/12, 57 days after the due date. No interim report or extension request

was gled.
c)CAPA47440waupprovedon 7/5/11 with a due date of 10/31/11. An interim report was filed and a first extension was
q The was granted and a new due date of 3/30/12 was given. A second extension was reviewed by the

DWPLOTERES SONATURE DATE GED
Loretta Nemchik, Investigator O’LEM}@MAM

SEE REVERSE | Barbara J. Wilimczyk-Macri, Investigator 07/30/2012

OF THIS PAGE | Meredith L. Sheridan, Investiqator 2 :

FORM FDA 453 (#9:08) PREVIOUS EDITION ORSCRETE INSPECTIONAL OBSERVATIONS PAGE | OF 7 PAGES
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Additional Enforcement Actions by FDA

FDA B E MR EITEN
Untitled Letter Import Alert/Red List (Case Study)
FeAT RS HOZHR/IEBZE (FHHAR)

Regulatory Meeting Recall or removal

HERIN 3 [B1 3 Bk

Seizures, injunctions, and fines ~ Warning Letter
- B A (=
N, ZELSFIIFK =515
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FDA Warning Letter
B8 M=
= H 1A
WARNING LETTER
CMS# 700835

March 4, 2025
Dear Mr. Sayer:

During inspections of your firms located in San Diego, CA on October 21, 2024, through November 7, 2024, and Mesa, AZ on June 10, 2024,
through June 14, 2024, investigators from the United States Food and Drug Administration (FDA) determined that your firm manufactures the
G6 and G7 continuous glucose monitors. Under section 201(h) of the Federal Food, Drug, and Cosmetic Act (the Act), 21 U.S.C. § 321(h),
these products are devices because they are intended for use in the diagnosis of disease or other conditions or in the cure, mitigation,
treatment, or prevention of disease, or to affect the structure or any function of the body.

These inspections revealed that these devices are adulterated within the meaning of section 501(h) of the Act, 21 U.S.C. § 351(h), in that the
methods used in, or the facilities or controls used for, their manufacture, packing, storage, or installation are not in conformity with the current
good manufacturing practice requirements of the Quality System regulation found at Title 21, Code of Federal Regulations (CFR), Part 820.
We received responses from Charles R. Donlon, Senior Vice President, Quality Assurance on July 9, 2024; October 9, 2024; December 3,
2024; January 7, 2025; and January 10, 2025, concerning our investigators’ observations noted on the Form FDA 483 (FDA 483), List of
Inspectional Observations, that were issued to your firm on June 14, 2024, and November 7, 2024. We address these responses below, in
relation to each of the noted violations. These violations include, but are not limited to, the following:
@COMDLIANCE
INSIGHT, INC




SR (=

= == | =

CMS# 700835
2025 3 H4 H

EENEHLE:

F- 2024 £ 10 B 21 HZE 2024 & 11 B 7 BT IIFFBE LM ZIL SFa/A 5 #1THE, HT 2024 & 6 B
10 HZE 2024 & 6 A 14 XU T LFFZIBNEBFENAEFHITIRE, LRI REEF G6 1 G7 FELEMAE RN
., 1RIE (A Em. AmAEmER) (%E=XR) 5 201(h) 73, Bl 21 USC § 321(h), XE&ET=mETETT
2=, EANENEERT2MRFEMBE, SKATER. B, JBITSfbpERE, A TS Aa045E14
SR INEE.

XLEEMET TR, XLERWEIEIZERESE 501(h) T (21 USC §351(h)) WMEBRTBETR, ANEENE. &
x. BEFRTRMERNAFESIZEESEHATE (BAFER) (CFR) % 21 Eas 820 3o RERRIE
PITRIFETRNEIEXR, BFf1F 2024 F7 B9 H. 2024 £ 10 B 9 H. 2024 &£ 12 H 3 H. 2025 = 1
B 7 BRI T lRERIESKEIZF Charles R. Donlonf[E1E; MKk 2025 F 1 B 10 H, fINBEITABEARTE
2024 &£ 6 H 14 H# 2024 & 11 B 7 H@&/~ 5 & HAJ FDA 483 k1% (FDA483) (HMEWRFEH) s
IR ER, B 1FNSIUsLANEMNITH, £ FXPMEEN, XEFSMNITHEFEARERTFUTRS:




Of the 123 Warning Letters issued from 2020 — 2025 by U.S. FDA, 24
Medical Device Warning Letters were related to production in China:

EXEF

DATF2020FEFE2025F & ARy 123F ZLE(=H

E5HE

FEEX

* 11 Warning Letters sent to establishments in China

oA [E

FEANM &AL 11 HESE

, B4 ETT W

I3

o
J—

* 12 Warning Letters sent to establishments in the U.S. related to products
manufactured in China and sold in the U.S.

EEJES

ell& it 12 HESE, PREF

£

R

£

HERIT o

1 Warning Letter sent to an establishment in the Netherlands related to products
manufactured in China and sold in the U.S.

—KNMEET 1 HEEE, SREFTEETH

CIGES

=

< EHER™ m
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US FDA’s Top Medical Device inspection findings from 2024

Reference Number

21 CFR 820.100(a)

21 CFR 820.198(a)

21 CFR 820.90(a)

21 CFR 820.75(a)

21 CFR 820.50

21 CFR 820.100(b)
21 CFR 803.17

21 CFR 820.22

Short Description
Lack of or inadequate procedures

Lack of or inadequate complaint
procedures

Nonconforming product, Lack of or
inadequate procedures

Lack of or inadequate process
validation

Purchasing controls, Lack of or
inadequate procedures

Documentation

Lack of Written MDR Procedures

Quality audits - Lack of or
inadequate procedures

Long Description

Procedures for corrective and preventive action have not been
[adequately] established. Specifically, ***

Procedures for receiving, reviewing, and evaluating complaints by
a formally designated unit have not been [adequately]
established. Specifically,***

Procedures have not been [adequately] established to control
product that does not conform to specified requirements.
Specifically, ***

A process whose results cannot be fully verified by subsequent
inspection and test has not been [adequately] validated according
to established procedures. Specifically, ***

Procedures to ensure that all purchased or otherwise received
product and services conform to specified requirements have not
been [adequately] established. Specifically, ***

Corrective and preventive action activities and/or results have not
been [adequately] documented. Specifically, ***

Written MDR procedures have not been [developed] [maintained]
[implemented]. Specifically, ***

Procedures for quality audits have not been [adequately]
established. Specifically, ***

Frequency

254

191

92

85

82

59
54

50
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Top 7 Warning Letter citations for Medical Devices from China issued by
U.S. FDA for 2020-2025:

2020-2025 FE[E FDA 3 HREET 3 M AT 7 KAESE5I1X:

1. Labeling-In addition, the Disposable Medical Face Mask is misbranded under section
502(a) of the Act, 21 U.S.C. § 352(a), because its labeling is false or misleading. FDA
registration of a device establishment or assignment of a registration number does
not denote FDA approval of the establishment or the device. Thus, references to a
firm’s establishment registration and registration number that create an impression of
official FDA approval, clearance, authorization, certification, endorsement or other
evaluation of the establishment or the device are misleading and constitute
misbranding. See 21 CFR 807.39.

Frss- b, RIEIZIAZESE 502(a) T (21 USC § 352(a)) , —RMERAOER T
M, ARNEFGZSEERINIZSE, FDA MigEENMETEMEEEHESN S RHAARE
T FDA #tEZAMEIRE . Eitt, R ASIAEMADEMSSLEAE N FDA B
AHEE. BT BN TAIE. IARTSEMEEAVEIR, XEIRSMHR, MENGEEMR
%, #5517 21 CFR 807.39. @COMDL.ANCE
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2. Design Controls - Failure to establish and maintain adequate procedures to
control the design of the device in order to ensure that specified design requirements
are met, as required by 21 CFR 820.30(a).

itiERl- REEZEIIMERT EBHNRERFEFIZEFZNIZIT, UBRBEEIEERITE
5K, % 21 CFR 820.30(a) FrEKAARHE,

For example, your firm has not established Design Control procedures related to its
private label manufactured medical devices intended for the U.S. market to include
Class |l Sterile and Non-Sterile Electrosurgical Scissors, Class Il Sterile
Electrosurgical Graspers, and Class Il Sterile Veress Pneumoperitoneum Needles.
Additionally, your firm was unable to provide documentation and/or evidence of
conducting Design and Development activities for these medical devices.

Blun, JmREEAREYSEBEmEETN. HOXEEDIZRIET FMEXAIZITE
wiER, 81 || XIXEMIELERINIBET]. I = TEEIMFENHEA 1| XXE
Veress SHERHr, UESh, TRABIIERMEHNXEEST eMATIIT A &GN 4

HUSLIESR.
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3. Medical Device Reporting - Failure to submit a report to the FDA no later than 30
calendar days after the day that your firm received or otherwise became aware of
information, from any source, that reasonably suggests that a device that it markets
has malfunctioned and this device or a similar device that your firm markets would be
likely to cause or contribute to a death or serious injury, if the malfunction were to
recur, as required by 21 CFR 803.50(a)(2)....... However, your firm failed to submit
MDRs for each of the referenced complaints.

EITaamIRE - REEFES A s MERIRIRIBIS A B A TURANE R Z Hite 30
NHIBZHWME FDA I#RIRE, ZERSERAEHEENEMEMDINEE, H8B
1Z2a a5 ) iH SRR IUSSMANRBERRNRE, PIRES SEERIE T ™
E{H=, 4 21 CFR 803.50(a)(2) FTEKAY....[EE, FZEIREEF NS —IHERAY

¥ZIRIEZZ MDR,
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4. Validation- Failure to adequately establish and maintain procedures for monitoring and control of
process parameters for validated processes to ensure that the specified requirements continue to
be met, as required by 21 CFR 820.75(b).

For example: Your firm was unable to provide validation documentation with objective evidence and
data for activities related to the manufacturing of medical devices, specifically EtO Sterilization, Heat
Sealing Packaging, and UV Glue Curing documented in the Validation Management Control
Procedure (Doc No. (b)(4), Ver. No. (b)(4) and dated (b)(4)), Sealing Machine Sealing Effect Re-
Verification Program (Doc No. (b)(4), Ver. (b)(4) and dated (b)(4)), Sealing Machine Sealing Effect
Re-Verification Report (Doc No. (b)(4), Ver. (b)(4) and dated (b)(4)), UV Curing Re-Verification
Program (Doc No. (b)(4), Ver. (b)(4) and dated (b)(4)). Your firm also did not have personnel familiar
with process validation.

BE - ReEEZDEBUMEFERUT ZH T 25 iaiEZMEs iz, NURRASHeHEREX,
21 CFR 820.75(b) FTESKHY., flaN: (REVASI AR S BT samaE  BARIENHVEIEX 4, HH
BESFIHENLSE, SrfRNIIEEEHER UFHRS (b)(4), MRAE (b)(4) F1BEE (b)(4)) Hicx
Y EtO KE . AHBRMEINERE L. HONZHRREMRUIER UFRS (b)(4), HRE (b)(4)
MBHA (b)(4)). HONBHBREMNUERS (XGRS (b)(4), WRAS (b)(4) FTHER (b)(4)). RKINE[E
HEMNIERERF (XHFHRS (b)(4), hRZS (b)(4) FHER (b)(4)), REVASHIKBAEL ZHRUERIALG,



5. Customer Complaints - Failure to establish and maintain procedures for receiving, reviewing,
and evaluating complaints by a formally designated unit, as required by 21 CFR 820.198(a).

For example: Your firm’s Control Procedures for Customer Feedback, Complaints and Return, (b)
(4) and dated (b)(4), has no requirement to ensure your firm is receiving complaints from its
distributor that is marketing and selling the private label manufactured medical devices in the U.S.
market. Additionally, your firm has no documented agreement with its U.S. private label distributor
requiring them to provide your firm with complaints. It is important that your firm reviews and
evaluates all complaints in a uniform and timely manner to determine whether an investigation is
necessary and that they are evaluated to determine whether the complaint represents an event that
is reportable under 21 CFR Part 806, Medical Device Reporting.

EFRF - REEIRAR 21 CFR 820.198(a) RYZESK, HIEIVIEE R A4HFEIR. EENITERIFAY
B, I RASNERRE. RFAESLAIER (09 AEMN ()4 REERBRRAZ
B3k B (EEE T B RTINS B A RMSIEET BHOSHTORE, 1, RADEESHEE
A RMEHEERBENY, BRINARADLME, RHATSANS— RIS ST
AT, AERATEMTEE, AT HEMRERFREREIRE 21 cF 2 806 815
(EFSHRS) THENEE,
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6. Device Master Record (DMR)/ Device History Record (DHR) - Failure to
adequately establish and maintain procedures to ensure that DHR's for each batch,
lot, or unit are maintained to demonstrate that the device is manufactured in
accordance with the DMR, and the requirements of this part as required by 21 CFR
820.184.

For example: Your firm was not able to provide Device History Records for their
manufactured medical devices intended and exported to the U.S. market. Your firm
was unfamiliar with FDA regulations and requirements for manufactures to include
the DHR requirements and their Device History Record Control Procedures (Doc
No. (b)(4), Ver. (b)(4) and dated (b)(4)).

12T FICHE (DMR)/IXFHEIEF (DHR) - REER D B MEIFIER, ARREIFS Tt
K. #tSEE(AY DHR, DAUERRIZ R ZIRIE DMR Hli&8Y, HRFS 21 CFR 820.184 FIE
MAERDEVEK, Hlal: =2asEhEFEN. FIEEOZETIZINET KSR
HISBIFICFK. BT AHE FDA FEAFIEEHENXR, B35 DHR BEXRHIZREHE
IDxEHIER UFHRS (b)(4). MRA (b)(4) FAHERA (b)(4))

@CC’.QQE.':T'.."N'E‘CE




Failure to maintain device master records (DMRs) as required by 21 CFR

820.181.

For example: Your firm has not maintained their Device Master Records related
to the subject device, and the personnel was unfamiliar with documents,
processes, and medical devices related to the U.S. market. Additionally, the
manager of the site was not familiar with the FDA regulatory requirements to

iInclude DMRs for

RBEIRER 21 CFR 820.181 BYE K LI 1R F 3

medical device manufacturers.

EIC% (DMR),  BI30: SRS im) AR 4

SIZIXEHERNRBEEICE, HEARARES ZEMIHHERIOXGE. AEMEST

Za o LESh, %2

TR IBEARE FDA BEESKR, EIETE

DMR,

=17 7 I 1S R RY
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7. Evaluate Product in the Market - .... However, you have no plan to evaluate and
retrospectively conduct design control activities for affected products. You should
conduct a review of your products to determine which products did not have design
control activities conducted and retrospectively conduct those activities to ensure
products meet design requirements. In addition, you should actively assess if lack of
design control activities could have led to the distribution of nonconforming products
(aside from review of adverse event or malfunction reports). If any risks are identified,
you should take appropriate action to mitigate those risks.

HEHig LR~ m - ... (B, B8 1TINZ2 ey M T iHMEFE iz =SS
5l o :’L’.‘\F_TZRTFEDL??EE, PATH 72 [P LE == &) ﬁLfﬂRl’HﬁE%U/EE}J FIE M IX LB 7R
ARRT mAEEIRITER, I, BNIZRATEHLERZ ZiTiEfE e S =S8/ A

SEERONY (RTHSTRBHIMERS) . NREMETRR, LK
i TR AR KL R
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Other commonly cited issues include:

ELAth ' Ul o) @R 84 :

+ Lack of Quality Management System (QMS) or Quality Procedures
iR Z = EEINR (QMS) SiEEF

* Lack of Maintenance Procedures

Itz

* Not reporting a Field Correction or Recall
AR SIIHEIESE[E
* Documents not presented to U.S. FDA in English

NEIZEE FDA BRI
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* Not addressing Product in the Market
AT K iz LR

* Products sold do not match 510(k) approved
PREmANE 510(k) #HU/kE

* Investigation and CAPA

EE A CAPA

@COMPLIANCE
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Field Correction and Recall 174 1E 13 [0

Warning Letters can result in Field Correction or Recall.
L E{Erl e S BN E IE A0,

Field Correction: A correction made at the site of the device rather than
removing it from the field.

Wiz ik : IS IZ#TILIE, MARRKEMINIZREIR,

Recall: An action taken to address a product that violates FDA laws. This
includes the removal, correction, or notification about a device that
presents a risk to health.

Al FXE/R FOA AR mRERN1TE). XEREBER. U IESG@AN f2REM

A X B RN IR 28
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Recall Classification:

BEl5gk:

* Class |: Reasonable probability of serious adverse health

conseguences or death.

|35 BEEREEESEU™E

* Class Il: Temporary or medical

consequences.

Il 25: BN ES PR
» Class lll: Not likely to cause adverse hea
l 35 AXFAIBESHARER
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Recall Strategy (per 21 CFR 7.42)
Aol (1R#E 21 CFR 7.42)

Should include:
N B

* Depth of recall (user level, distributor, etc.)
- BEIRE (AFR%7. 7HEEFE)

Public warning if appropriate

MEBLE, ~AES

Effectiveness checks

- BRENE
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*Recall communications (letters, notices)

abiaE (5. &8A)

- FDA evaluates the recall and assigns the classification

DA ST BEFHEES %

- Monthly reports are to be submitted until the recall terminates

FHERKE, BEEAR

2 1F - HhSE eIt R E It 1B KA LE

- The manufacturer may request termination after demonstrating effectiveness

il 1S 8 AI IR SIEF1E KR LE

- FDA issues a formal recall termination letter if in agreement

=E=W:FE

NREZ, FDAEH]

O
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Lifecycle Management for Medical Devices EI7a3i04 dp EHIEE

AL

What is Lifecycle Management (LCM)? {t+4 =4 EBIEE (LCM)

« LCM refers to the systematic oversight of a medical device from concept to retirement,
ensuring continued safety, effectiveness, and regulatory compliance.

LCM BFENETIREMNRZERISHITRAAERE, WRITENZEE. BENENEMNE,

* Guide the company through information, decisions, results and assumptions related to the

supply chain, production, testing, and retirement activities documented in an intelligence
repository.

B ISIREFICRINS HNEE, £ Ml AERRENERIIER. RR. GRNERIRKES AT

* Provides support for future decisions regarding the supplier and/or device made by any
functional area.

JIAEASTBR B STt 7 (A Nz T AL/3k 1% 25 6 L U AR SRR SRR AR 5285
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End-of-Lifecycle (EOL) Management
S ap EHIR IEEIE (EOL)

* Planned device discontinuation:

TSRS

o Notify customers and regulators
EAE P ENM

o Service and support planning —
AR SS s 35H %I

o Document retention and archival

XA REYIE

o Risk management for discontinued products

(S = mAy X L E TR

COMIPPLIANCE

INSIGHT, INC

@



About Compliance Insight
X TFEHEE

Your Trusted Partner in US Market Entry 875 2E B i 354\ 77 T B ] 5 806 VE 1 AF

Who We Are *<FFHA]

 US-based FDA compliance experts with 25 years of experience
EEMITEEMNFDAGHIE R, HA25FLN

e Specialists in guiding international medical device manufacturers to

US market success
| HESEFRET 23 ERRINHEANEE TS
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Our Direct FDA Expertise F{JAOFDAEEEEES

-FDA Liaison Services - Primary interface for all FDA communications

FDARXZHRSS - FREFDA/ABIEEE O

‘Meeting Management - Draft requests, prepare packages, represent you

SINEE - EEHE. EEXHE. AKREZS

‘Regulatory Submissions - 510(k), PMA, IDE applications and review management
mERR-510(k). PMA, IDERRIEREFEEE

-Compliance Remediation - FDA 483 and Warning Letter Responses

SHIEE - FDA 483 BRHME SO E

‘Industry Leadership - Active in FDA policy development and guidance creation
TUAS S - MRS 5FDABEHIEAES0l5E e




Comprehensive Support Services £H % 15ARSS

» QMS implementation & optimization
QMSEjiti 5 L1t

« FDA readiness inspections & audit preparation
FDAEEMANENFEITES

- Staff training programs
1 LIFYIT Xl

 Supplier audits & risk assessment
N R TS XS

« Complete documentation development

SEEE X A5 R
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Please scan this QR code to access:

e Qur direct contact information

e Detailed case studies of successful US
market entries

o Comprehensive FDA readiness checklist

 Complete 510(k) submission checklist

e Today's full presentation materials

19 I RS DR EA R 2
¢ R EHERR R
TN A A DI
T FDA 2 AU
. S S1006) MR
« AR TR

(@ vz




Thank you to the Jiangsu Provincial Drug
Administration for organizing this event

Thank you for your attention!

For inquiries, please contact our
authorized partners in China!
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