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Overview for US FDA
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FDA

FDA FOOD AND DRUG 
ADMINSTRATION ̙

̙

Ǜ ̘ ̘
̘ ̘
̘
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FDA Organization

Public Health Service Surgeon General

Health Resources and Service Admin.

National Institutes of Health

Food & Drug Administration

Centers of Disease Control

Agency for Health Care 

Research & Quality

Indian Health Service

Substance Abuse &

Mental Health Admin.

Center for Drug Evaluation & Research (CDER)

Center for Food Safety & Applied Nutrition (CFSAN)

Office of Regulatory Affairs (ORA)

Center for Biologics Evaluation & Research (CBER)

Center for Device & Radiological Health (CDRH)

Center for Veterinary Medicine (CVM)

Department of Health & Human Service
Secretary Ǎ (FDA) 

̘ ̘

̙FDA 

(CDRH)Ǎ

̙
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CDRH

Center for Device and Radiological Health

ǉ Ǌ

V

V (ex: 
Manufacturer, Repackager, 

Relabeler, Importer)

V ǉ ̘ ̘
̘X Ǌ ̙
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á (Food and Drug Administration, FDA) Ǎ

1938 (The Federal Food, Drug & Cosmetic Act, FD&C) 

201(h) Ụ̈̀ ̘ ̘ ̘ ̘ ̘

̘ Ǎ ̘ ̙̤

1) National Formulary (the United States Pharmacopoeia)
ǜ

2) ǜ ̘ ̘ ǜ

3) Ǎ
Ǎ ̙

á (Food and Drug Administration, FDA)

Ǎ (IVD) ̘ Ǎ

̘ ̘ ̙ ̘

̙

/ USA

Source: Industrial Development Bureau
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(Classification) & 

(Device Panel)
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FDA 

Â , 1700
(Regulation number), 16 Ǎ 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( ) 9

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 ( )

Â Regulation number , : 
(intended use/ identification), (classification) 

Â (1) ; (2) , 

panel
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Classification Product Code

Â Regulation number Product code &

11
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FDA 

Class III
510k

Class II PMA

510k Premarket

ApprovalClass I 510k 

510k
Special Control

510k 

General Control

Â 16 , 

Â , FDA

-> FDA

; Investigational Device Exemption  (IDE, 21 CFR812)
* FDAǍCE TFDA 13



(General Control)

FDA Ǎ

Å

Å

Å Premarket Notification (510(K)), unless exempt

Å ǉQSRǊ

Å ǉMDRǊ

Å (Labeling)
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(Special Control)

Ǎ Ǜ

Å (Postmarket Surveillance Study)

Å

Å

Å

Å (Guidelines, ex: Glove Manual)

15



FDA
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(Registration)

Å21 CFR part 807 &
FDA

Å ? / 30
̙ 510(k) PMAǍ

̙

Å (1) ; (2) ; (3) 

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDe

vice/RegistrationandListing/default.htm
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(Medical Device Listing)

Å 21 CFR part 807 FDA , Ǎ
510(k)/PMA

Å : , , , , 
, , , 

, & , 

Å 510(k) PMAǍ SE letter PMA
̙ Ǎ 510(k)/PMA

̙

Å FDA

Å 510(k) PMA Ǎ
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(Premarket Notification, PMN,  510(k))

510 (k)

Å : FDA , FDA

(= , Substantial Equivalence, SE)

* SE : As safe and as effectiveŃ

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

Å Class II , Ń Ń

Å510(k) Submission , 

Å 90 FDA

510(k)

Å FDA (Approval)

- FDA

Å , Ǎ 19



510(k) 

Å

Å

Å

Å

Å PMA

Å 510(k)

Å Ǎ

( : Ǎ ĺ )

Å 21 CFR

510(k) 
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(Premarket Approval, PMA)

¸ 21 CFR part 814 (1) 510(K)
(SE) , 

(Investigational Device 

Exemption, IDE)

¸ 21 CFR part 812 , 
, PMA or 510 (k)

¸ , FDA & IRB , ; 
, IRB
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(De Novo) 

¸ , (FDA ,
Class I or II)

¸ (1) 510(k), FDA (NSE) , 30
FDA De Novo; (2) De Novo, SE, 

De Novo ( SE & PMA)

https://www.fda.gov/ucm/groups/fdagov-public/@fdagov-meddev-

gen/documents/document/ucm582251.pdf 22



Submission Content

ÅAdministrative Information

ÅRegulatory History

ÅDevice Information and Summary

ÅIndications for Use

ÅChange Summary (if appropriate) 

ÅClassification Summary

ÅClassification Recommendation (Proposed Special Controls for Class II)

ÅSupporting Protocols and/or Data 

ÅSummary of Benefits 

ÅSummary of Identified Risks to Health

ÅRisk and Mitigation Information

ÅBenefit -Risk Considerations

ÅDevice Labeling



Type of PMN (Premarket 

Notification )
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Type of PMN/510(K)

- Substantial Equivalence (SE)

Å Traditional 510(K); Ǎ

Å Special 510(K); Ǎ

Å Abbreviated 510(K); FDA 

Ǎ ̙
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510(K)

Ǎ Ǎ
Å

Å

Å

Å

Å Ǎ ̘

Å

Å (21 CFR 820.30 )Ǎ
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510(K)

Å FDA device-specific guidance

Å FDA

Å Coversheet 510(k)

Å

Å FDA

Å

Å Indications for Use Statement 
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(Recognition & Use Of 

Standards)

Å

Å

Å predicate device

Å Ǎ ̙
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfstandards/Search.cfm
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Recognition Consensus Standards, ex: ECG



http://www.fda.gov/RegulatoryInformation/Guidances/default.htm
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510(k)

32



510(k) 

1. 

2. 

3. predicate device

4. FDA

5. 

6. 
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1. 

2. 

3. predicate 

device

4. FDA

5. 

6. 

16 Device Panels

Class I Class II Class III

FDA /

21

yes
No

510(k) 510(k) PMA
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1-

Intended use

Å US FDA : ̘ ̘
̘ ̘ ̘ ̘ Ǎ ̘
̙ĺ ǜ
̘ ̘
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2-

Å Class I, Class II Class III?

- regulation number, product code

? :

Å 1: classification database

Å 2: Ǎ device panel

Å

36

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


FDA ïex: ECG
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(Sec. 870.2340)
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FDA ïECG Device
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