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Overview for US FDA




{ Health & Human Services

AfoZindex | Follow FDA | FDA Volos Blog

U.S. Food and Drug Administration [T
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[

Products

For Consumers & Patients
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For Health Professionals
Medical product sty Information, averse
entprodlem reorting and more

For Scientists & Researchers
NCTR, padiatrics, clinical trizls, oritical patn
Inkizthe and more

For Industry
Guldance, registration and listing, impont
programs and more

Recalls & Alerts Approvals & Clearances Report a Problem FDA Initiatives

* Innovation

* Recalls & Safety Alerts ~ * Enforcement Report * Warning Letters * Globalization

* MedWatch: Safety Alerts  * Industry Recall Guidance  * FDA Recall Email Alert * Food Safety

* Regulatory Science

* Tobacco

* Transparency
News & Events * Medical Countermeasures
* October 22, 2012 - FDA approves Fycompa to treat seizures * Sentinel Initiative

* October 18, 2012 - FDA expands approved use of Sapien artificial heart valve




FDA Organization

Department of Health & Human Service

Secretary

Public Health Service Surgeon General

National Institutes of Health

Health Resources and Service Admin.

FoA

(FDA)

-4

FDA
(CDRH)A

-

Agency for Health Care
Research & Quality

Center for Food Safety & Applied Nutrition (CFSAN)

Center for Drug Evaluation & Research (CDER)

Indian Health Service

Center for Biologics Evaluation & Research (CBER)

Substance Abuse &
Mental Health Admin.

Centers of Disease Control

Center for Veterinary Medicine (CVM)

Office of Regulatory Affairs (ORA)




Center for Device and Radiological Health
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National Formulary
u

A

(Food and Drug Administration, FDA) A
(The Federal Food, Drug & Cosmetic Act, FD&C)

(the United States Pharmacopoeia)

(Food and Drug Administration, FDA)

~

A

Source: Industrial Development Bureau




(Classification) &
(Device Panel)




, 1700
(Regulation number), 16 A Panel (21
CFR 862-892)

862 Clinical Chemistry and Clinical Toxicology(

864 Hematology and Pathology( )
866 Immunology and Microbiology(

868 Anesthesiology( )
870 Cardiovascular( )
872 Dental( )
874 Ear, Nose, and Throat( )
876 Gastroenterology and Urology(
878 General and Plastic Surgery(
880 General Hospital and Personal Use(
882 Neurology( )
884 Obstetrical and Gynecological(
886 Ophthalmic( )
888 Orthopedic( )

@ 890 Physical Medicine(
892 Radiology(



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=862
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=864
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=866
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=868
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=870
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=872
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=874
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=876
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=878
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=880
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=882
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=884
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=886
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=888
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=890
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=892

FDA Regulation Number (

A Regulation number , .
(intended use/ identification), (classification)

A (1) (2)
panel

510(k) Premarket Notification

FDA Home Medical Devices Databases

A 510(K) is a premarket submission made to FDA to demonstrate that the device to be marketed is at least as
safe and effective, that is, substantially equivalent, to a legally marketed device (21 CFR §807.92(a)(3)) that is
not subject to premarket approval.

Learn more...

Search Database -

Help Download Files

510K Number I:I Product Code I:I

Center Combination Products [

Applicant Name Cleared/Approved In Vitro Products ]

Panel Third Party Reviewed ||

|
|
Device Name | Redacted FOIA 510(k) |
|
|

Decision v|

Decision Date I:l to I:l Clinical Trials [

Sort by | Decision Date (descending) v|

Quick Search Clear Form




Classification Product Code

A

Regulation number

Product code

Producta
Code ¥

Regulationa
Number ¥

0PI

Antimicrobial Medical Glove

Patient Examination Glove

280.6250

L7B

Finger Cot

Patient Examination Glove

880.6250

Glove, Patient Examination, Powder-Free

Patient Examination Glove

880.6250

Latex Patient Examination Glove

Patient Examination Glove

280.6250

IMedical Gloves With Chemaotherapy | abeling Claims - ..

Patient Examination Glove

880.6250

Patient Examination Glove

Patient Examination Glove

880.6250

Patient Examination Glove, Specialty

Patient Examination Glave

280.6250

Polymer Patient Examination Glove

Patient Examination Glove

280.6250

Powder-Free Guayle Rubber Examination Glove

Patient Examination Glove

880.6250

Powder-Free Polychloroprene Patient Examination Gl ...

Patient Examination Glove

880.6250

Powdered | atex Patient Examination Glove

Patient Examination Glove

280.6250

Powdered Nitrile Patient Examination Glove

Patient Examination Glove

880.6250

Powdered Polychloroprene Patient Examination Glove

Patient Examination Glove

880.6250

Powdered Vinyl Patient Examination Glove

Patient Examination Glaove

880.6250

Radiation Attenuating Medical Glove

Patient Examination Glove

280.6250

Vinyl Patient Examination Glove

Patient Examination Glove

880.6250




510(k) Premarket Notification

© FDA Home © Medical Devices @ Databases

sig

) 510(k) | DeNovo | Registration & Listing | Adverse Events | Recalls | PMA | HDE | Classification | Standards
(=) Rif7
. . CFR Title 21 | Radiation-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC

New Search Help | More About 21CFR

[Code of Federal Regulations]
[Title 21, Volume 8]
[Revised as of April 1, 2017]
[CITE: Z21CFR868.5270]

TITLE 21-—-FOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER H--MEDICAL DEVICES
PART 868 —- ANESTHESIOLOGY DEVICES
Subpart F--Therapeutic Devices

Sec. 868.5270 Breathing system heater.
(a) Identification. A breathing system heater is a device that is intended to warm breathing

gases before they enter a patient's airway. The device may include a temperature controller.
(b) Classification. Class I1 (performance standards).

R WEL BN W R YW B waEEwed LR e e 3 4

Type Traditional
Reviewed By Third Party No
Combination Product No

Q




Class lli

510k

Class I PMA
510k

510k

General Control

@ ; Investigational Device Exemption (IDE, 21 CFR812)
* FDAA CE TFDA



(General Control)

FDA

Premarket Notification (510(K)), unless exempt
] QSRNJ
j] MDRNJ
(Labeling)




(Special Control)

~

A U

(Postmarket Surveillance Study)

(Guidelines, ex: Glove Manual)







(Registration)

A21 CFR part 807

A : /
510(k) PMAA

1) )

The schedule of annual registration user fees for fiscal years 2013 through 2017
follows:

Year FY 2013 FY 2014 FY 2015 FY 2016 FY 2017

Fee $2,575 $3,313 $3,646 $3,845 $3,872*

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDe
vice/RegistrationandListing/default.htm




(Medical Device Listing)

A 21 CFR part 807 FDA
510(k)/PMA

A

& :

510(k) PMAA SE letter PMA
A 510(k)/PMA

510(k) PMA




(Premarket Notification, PMN, 510(k))

FDA

(= , Substantial Equivalence, SE)
*SE'As safe and as effectiveN

* : 1976-05-28 (preamendment device)
& FDA 510 (k) )

A Class Il N N
A510(k) Submission
A 90 FDA

510(k)
A FDA (Approval)

@




PMA
510(k)




(Premarket Approval, PMA)

21 CFR part 814 510(K)
(SE)

(Investigational Device
Exemption, IDE)

21 CFR part 812
PMA or 510 (k)

, FDA & IRB
IRB




(De Novo)

(FDA
Class | or Il)

(1) 510(k), FDA (NSE)
FDA De Novo; (2) De Novo,
De Novo ( SE & PMA)

https://www.fda.gov/ucm/groups/fdagov-public/@fdagov-meddev-
gen/documents/document/ucm582251.pdf




Submission Content

AAdministrative Information
ARegulatory History

ADevice Information and Summary
Alndications for Use

AChange Summary (if appropriate)
AClassification Summary
AClassification Recommendation (Proposed Special Controls for Class )
ASupporting Protocols and/or Data
ASummary of Benefits

ASummary of Identified Risks to Health
ARisk and Mitigation Information
ABenefit- Risk Considerations

ADevice Labeling

Q




Type of PMN (Premarket
Notification )




Type of PMN/510(K)

- Substantial Equivalence (SE)

Traditional 510(K);

Special 510(K);

Abbreviated 510(K),

~

A




(21 CFR 820.30 )A




510(K)

FDA device-specific guidance
FDA

Coversheet

FDA

Indications for Use Statement




(Recognition & Use Of

Standards)

predicate device




Recognized Consensus Standards

FDA Home Medical Devices

The CDRH Standards Program:

Databases

» Created as a result of the Food and Drug Administration Modernization Act (FDAMA) of 1997. The Standards Management
Staff (SMS) is responsible for facilitating the recognition of national and international medical device consensus standards.

» Modifications to the list of recognized consensus standards: Publications in the Federal Register to the list of recognized
consensus standards can be accessed at
http://www fda gov/MedicalDevices/DeviceRegulationandGuidance/Standards/ucm123792 _htm.

» Please note that changes to the recognized consensus standards database are updated the following Monday

Learn More_

Search Database

Standards Organization

Standard Designation Number
Note: numbers only, e.g., 14971, 60601-1

Standards Title or Keywords

Note: do not include standard designation number

Specialty Task Group Area

Product Classification Product Code
e.g., for vertical standard searches

Type of Standard

(use cirl button with mouse click

to select up to 3 types, e.g. Honzontal,
National, Materials Specification)

Quick Search

All Standards Organizations

{30 chars. max)
All Categories v

Regulation Number (e.q., 888 1111)

FR List Publication Date

t-:-

Product Area, Item #

All Standard Types
Vertical
Test Methods

MNational - | Sort By

Clear Form

@ https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfstandards/Search.cfm




Recognition Consensus Standards, ex: ECG

FDA
Safety and Performance |AAMI / ANSI ES 60601-1:2005/(R)2012 and
C1:2009/(R)2012,

IEC 60601-1-2:2004

1SO 14971
IEC 60601-2-25:2011 (Particular requirements for the basic
safety and essential performance of electrocardiographs)

AAMI ANSI EC57:2012 (Testing and reporting performance
results of cardiac rhythm and ST-segment measurement
algorithms)

AAMI ANSI EC53:2013 (ECG trunk cables and patient
leadwires)

IEC 60601-1-6 (IEC 62366)
Simulated lifetime

Software Document
IEC 60601-1-8
Disinfection

Recommend IEC 62304

FCC
Remark If mask or mouthpiece is not 510(k) cleared device,
therefore ISO 10993 for mask/mouthpiece is required.




Search All Guidance Documents:

blood pressure|

Showing 1 to 2 of 2 entries (filtered from 3 445 total entries)

Filter Results

Show | 10 v |entries Export to Excel

Comment
Closing
FDA Open for _ | Date on

Title Organization ¢ Subject Comment ¥ | Draft*

Guidance for Industry: 11/19/1998 Premarket
Mon-Automated

Sphygmomanometer

(Blood Pressure Cuff)

Guidance - Version 1

Mon-Invasive Blood 03101997 Premarket
Pressure (MIBP) Monitor
Guidance (Text Only)

Showing 1 to 2 of 2 entries (filtered from 3.445 total entries) Previous 1 Next

@ http://www.fda.gov/Regulatorylnformation/Guidances/default.ntm







predicate device
FDA




lyes

Class |

16 Device Panels

Class Il

Class Il

510(K)

3. predicate
device

510(K)

!

| T | |

PMA




/ntended use




Class |, Class Il  Class IlI?
regulation number, product code

?

classification database

A device panel



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/ucm051530.htm

FDA I ex: ECG

New Search Back To Search Results

Device Classification Name Electrocardiograph
510(K) Number K170954
Device Name | Portable ECG Monitor |

Applicant CONTEC Medical Systems Co.,Ltd
No.112 Qinhuang West Street, Economic& Technical Development
Qinhuangdao, CN 066004

Applicant Contact Xueyong Li

Correspondent Mid-Link Consulting Co.,Ltd
P.O. Box 120-119
Shanghai, CN 200120

Correspondent Contact Diana Hong
Regulation Number 870.2340
Classification Product Code DPS

Date Received 03/31/2017
Decision Date 05/30/2017
Decision Substantially Equivalent (SESE)
Regulation Medical Specialty Cardiovascular
510k Review Panel Cardiovascular
Summary Summary
Type Traditional
Reviewed By Third Party No
Combination Product No




(Sec. 870.2340)

New Search Help | More About 21CFR
Code of Federal Regulations] See Related
{ ‘ Information

Revised as of April 1, 2017]

[

[Title 21, Volume 8]
[

[CITE: 21CFR870.2340]

TITLE 21--FOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER H--MEDICAL DEVICES
PART 870 -- CARDIOVASCULAR DEVICES
Subpart C--Cardiovascular Monitoring Devices

Sec. [870.2340 Electrocardiograph.

(a) Identification. An electrocardiograph is a device used to process the electrical signal
transmitted through two or more electrocardiograph electrodes and to produce a visual display

of the electrical signal produced by the heart.
(b) Classification. Class 11 (performance standards) .

Q

38




Product Classification

FDA Home Medical Devices Databases

New Search Back To Search Results

Device Electrocardiograph
Regulation Description Electrocardiograph.

Regulation Medical Specialty = Cardiovascular
Review Panel Cardiovascular
Product Code DPS

Premarket Review Office of Device Evaluation (ODE)
Division of Cardiovascular Devices (DCD)
Cardiac Diagnostics Devices Branch (CDDB)

Submission Type 510(k)

Regulation Number 870.2340

Device Class 2

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

Recognized Consensus Standards
¢ 3-105 IEC 60601-2-25 Edition 2.0 2011-10
Medical electrical equipment - Part 2-25: Particular requirements for the basic safety and essential
performance of electrocardiographs
3-118 AAMI ANSI EC57:2012
Testing and reporting performance results of cardiac rhythm and ST-segment measurement algorithms
3-126 IEC 60601-2-27 Edition 3.0 2011-03
Medical electrical equipment - Part 2-27: Particular requirements for the basic safety and essential
performance of electrocardiographic monitoring equipment [Including: Corrigendum 1 (2012)]
3-129 AAMI ANSI EC53:2013
ECG trunk cables and patient leadwires
13-56 IEEE Std 11073-10406-2011
Health informatics - Personal health device communication Part 10406: Device specialization - Basic
electrocardiograph
13-75 IEEE ISO 11073-10102 First edition 2014-03-01
Health informatics - Point-of-care medical device communication - Part 10102: Nomenclature -
Annotated ECG
13-76 ISO 11073-91064 First edition 2009-05-01
Health informatics - Standard communication protocol - Computer-assisted electrocardiography
13-89 IEEE ISO 11073-10406 First edition 2012-12-01
Health informatics - Personal health device communication - Part 10406: Device specialization - Basic
electrocardiograph (ECG) (1- to 3-lead ECG)

Implanted Device? No
Life-Sustain/Support Device? No

Third Party Review
* Eligible for Accredited Persons Program
Accredited Persons
¢ Center For Measurement Standards Of Industrial
* Regqulatory Technology Services, Lic
® Third Party Review Group, Lic
® Tuv Sud America Inc.




I ECG Device

K170954
Page 1 of 4

Summary

This 510(k) Summary is being submitted m accordance with requirements of SMDA 1990 and Title 21, CFR.
Section 807.92.

The assizned 510(k) Number.

1. Date of Preparation:03/24/2017

Sponsor [dentification
Contec Medical Systems Ca.. Ltd
No.112 Qinhuang West Street, Economic & Technical Development Zone.,
Qinhuangdao, Hebei, 066004, China
Establishment Registration Number: 3006979678
Contact Person: Xueyong Li
Position: Quality Manager
Tel: 86 355 3015489
Fax: 86 353 8015490
Enmail: Ixy1011@163.com

Designated Submission Correspondent

Ms. Diana Hong (Primary Contact Person)

M. Cindy Wang (Altemative Contact Person)

Mid-Link Consulting Co.. Ltd
PO. Box 120-119. Shanghai. 200120, China

Tel: +86-21-22815850.
Fax: 240-238-7587
Email: mfo/@md-link net

170954
Page 2 of 4

Identification of Proposed Device

Trade Name: Portable ECG Monitor
Common Name: Electrocardiograph
Model: PM10

Regulatory Information

Classification Name: Electrocardiograph
Classification: Class IT

Product Code: DPS

Regulation Number: 21 CFR870.2340

Review Panel: Cardiovascular

Indication for use
The device 1s a handheld. personal electrocardiograph unit. which can measure electrical activities of the
heart easily and conveniently. It is immediately available at any time to manually record transient
cardiac events. suitable for home health care use. which can detect. display and store ECG signal. and if
possible. provide average heart rate message after ECG measurement. The users can use it themselves to
check their heart condition.
It 15 suitable for the adult users, who suffers from cardio-vascular diseases, or the adult people who are
caring about their heart working conditions during their daily life. This device is not intended for use as
a conventional diagnostic tool. but use as a healthcare tool which can provide doctor the recorded data
as references.

The product is not a conventional diagnostic tool.

Device Description
The Portable ECG Monitor is intended to record and store Lead I ECG signals. and display heart rate for
home health care use. It is composed of host and USB cable, powered by Built-in large capability
rechargeable lithium battery.
The device can be connected with PC via USB. with mobile phone via Bluetooth pretocol. The function

of software PC and mobile phone includes sample mode and time sefting. upload case, case review.

QRS interval and VEB measurement. print. etc

Identification of Predicate Device




