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GOVERNMENT REGULATION OFGOVERNMENT REGULATION OF 
MEDICAL DEVICESMEDICAL DEVICES

USUS FDAFDA
CanCanaadada HealthHealth CanCanaadada
MexicoMexico HealthHealth Ministry (uses US FDA)Ministry (uses US FDA)
EuropeEurope European UnionEuropean Union ““CE MarkCE Mark””
ChinaChina Chinese FDAChinese FDA
IndiaIndia NoneNone

INDIAINDIA

••

••

India dIndia dooes not regulate thes not regulate the sale of medicae sale of medical
devices.devices.
India accepts nIndia accepts noonn--U.SU.S.. FFoodood & Drug& Drug
AdministratiAdministrationon--approved as well as nonapproved as well as non--
CECE--marked medmarked mediical dcal deevivicesces
–– hohowever, iwever, inn accordanceaccordance wwiithth U.SU.S. FDA. FDA 

requirements, U.S. manufactrequirements, U.S. manufacturers mayurers may onlyonly
export to India and to other countries medicalexport to India and to other countries medical
devices that have been approved either by thedevices that have been approved either by the
US FDAUS FDA

wwwwww..ita.ita.doc.doc.gov/td/mdegov/td/mdequip/indiarquip/indiareeggs.s.htmlhtml
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US FDA ORGANIZATIONUS FDA ORGANIZATION

Center forCenter for BiologicsBiologics Evaluation and Research (CBER)Evaluation and Research (CBER) 
Center forCenter for DevicesDevices and Radiological Hand Radiological Heealth (CDRH)alth (CDRH) 
Center forCenter for DrugDrug Evaluation and Research (CDER)Evaluation and Research (CDER) 
Center for Food SafetyCenter for Food Safety and Applied Nutritionand Applied Nutrition 

(CFS(CFSAN)AN)
Center for VeterinaryCenter for Veterinary Medicine (CVM)Medicine (CVM) 
National Center for Toxicological Research (NCTR)National Center for Toxicological Research (NCTR)
Office of tOffice of thhe Coe Commmmiissioner (OC)ssioner (OC)
Office of Regulatory Affairs (ORA)Office of Regulatory Affairs (ORA)

Which center to revWhich center to reviewiew your application?your application?

FDAFDA

Center for Devices andCenter for Devices and 
RadiologicRadiologi al Healthcal Health

http://http://www.fda.gov/cdrwww.fda.gov/cdr
h/index.htmlh/index.html
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FDA APPROVAL PROCESSFDA APPROVAL PROCESS

I.I. GeneralGeneral
ControlsControls

II.II. SpecialSpecial
ControlsControls

III.III. PremarketPremarket
Approval (PMA)Approval (PMA)

ClassificClassificaation of Product as I, II, or IIItion of Product as I, II, or III

GMGMPP

GGoodood MMaanufnuf..
PracticePractice

TE productsTE products
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FDA APPROVAL PROCESSFDA APPROVAL PROCESS

I.I. GeneralGeneral
ControlsControls

II.II. SpecialSpecial
ControlsControls
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FDA HistoryFDA History
httphttp://www.fd://www.fda.gov/a.gov/oc/oc/ooppaacom/fdcom/fda101/slda101/sld017.h017.httmlml

• InIn 11906906, Pre, Pressiiddent Theodorent Theodoree RooseRoosevveleltt sisigned into lgned into laaw thew the FFoood anod and Drugd Drugss 
ActAct. The. The 11906 la906 law's relevaw's relevantnt babackgckgrroouundnd in Ain Ammerica staerica starrttss with cowith collooninialal ffooodod 
statustatutteses conceconcerrned withned with brebreaadd anand med meat.at. The firThe firsst nt naationaltional law claw caame ime inn 18418488 
durinduringg thethe MeMexicxicaann WarWar.. IItt banbannneded thethe imimporporttatiatioonn of adulof adulteratedterated drdrugsugs,, aa 
chronic publicchronic public health prhealth probleoblem.m. 

• In 1937, a pubIn 1937, a publiclic hehealalth disth disaasterster demdemoonnsstrtrated theated the needneed for afor a ssttrorongngeerr ffeeddeerarall 
law.law. SulSulfanifanilamide,lamide, the firthe firsstt "wonder dru"wonder drugg" an" and ad a ppoopupular andlar and eefffefectictivvee 
tretreaatment for disetment for diseasesases likelike ssttreprep throatthroat aannd god gononorrhearrhea,, wawas fos formrmululatateedd iinnttoo anan 
ElixElixirir of Sulfanilamide andof Sulfanilamide and mamarkrketeetedd forfor use iuse inn chichilldredrenn. But. But ththe liquide liquid
ffoormurmulatlatiioonn cocontntainaineed a pod a poisisoonn,, thethe ssaame chemicme chemicaal usedl used in antiin antifrfreezeeze, ande, and iit
killedkilled 10107 people,7 people, mostmost ooff them chithem chilldren.dren. The eaThe earlier lrlier laaw did now did not requiret require thethe 
drug'drug'ss manufacmanufactturer to tesurer to testt thethe forformmululatiatioon for safen for safetyty beforebefore iitt wawas solds sold..

• CongresCongress cs coorrrrected thisected this weaknessweakness in the lin the laaw inw in 19193838 whwhenen itit papasssseedd tthhee 
FederalFederal Food, DruFood, Drugg,, andand CosmeCosmettic Acic Actt. This l. This laaww,, forfor ththe fire firsstt timetime, re, requiredquired 
compcompananies to prove theies to prove the ssaafefetyty ofof newnew drudruggs bes beforefore puputting them otting them on thn thee 
market. The new actmarket. The new act alalso addedso added ththe re reegugullaatitionon ooff ccoossmetmetiiccss andand ttherapeutiherapeutic
devicedevices, and generalls, and generally updated they updated the llaaww to imprto improveove consconsumerumer proteprotectctioionn..

•• 1976 Medic1976 Medicaal Devicel Devicess AmendmentAmendment
• CoCongngress coress continues tontinues to ggiivvee FDA new responsibiFDA new responsibilities.lities.
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FDA STAFFINGFDA STAFFING

••

••

••

To carry out its mission, FDA employs someTo carry out its mission, FDA employs some
9,000 staff w9,000 staff whhoo wwoork inrk in locatilocations around theons around the 
country.country. 
The netThe netwworkork of 167 field offices is generallof 167 field offices is generally they the
first point of contact forfirst point of contact for the public and regulatedthe public and regulated
manufactmanufacturers. Thurers. The employe employees in these officesees in these offices 
focus on inspection and surveillance, laboratoryfocus on inspection and surveillance, laboratory 
wwoork, and public and industry education.rk, and public and industry education. 
The FDA staff who woThe FDA staff who work in trk in thhe greatere greater
Washington, D.C., areaWashington, D.C., area focus on product reviefocus on product review
and regulatory poliand regulatory policy.cy. 

CDRH Advisory CommitteesCDRH Advisory Committees

••

••

The Center for Devices and RadiologicaThe Center for Devices and Radiological Heal Heallth hasth has 
establishedestablished advisory coadvisory committeesmmittees to provide independent,to provide independent,
professionaprofessionall expertise aexpertise and technicand technical assisl assisttance on theance on the 
development, safety andevelopment, safety and effed effectivenctiveness, and regulation ofess, and regulation of
medical devices and electronic products that producemedical devices and electronic products that produce
radiation. Each committeeradiation. Each committee consists of experts wconsists of experts wiithth 
recognrecognizized expertise aed expertise and judgment in a specific field. Thend judgment in a specific field. The
committees are advisocommittees are advisoryry ---- they provide their expertise andndthey provide their expertise a
recorecommendationsmmendations ---- but final decisions are made by FDA.but final decisions are made by FDA. 
The Center has four advisory committees, including aThe Center has four advisory committees, including a
Medical Devices Advisory Committee which consists ofMedical Devices Advisory Committee which consists of 1818 
panelspanels that cover the medicathat cover the medical special specialty alty areas. These advisoryreas. These advisory
committecommittee meee meettingsings are open to the public, anare open to the public, and time isd time is 
provided for public comment on the topic underprovided for public comment on the topic under
consideration.consideration.
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CDRH Advisory CommitteesCDRH Advisory Committees

•• Medical Devices Advisory CommitteeMedical Devices Advisory Committee
–– Consists of 18 PanelsConsists of 18 Panels

•• Devices Good Manufacturing PracticeDevices Good Manufacturing Practice
(GMP) Advisory Committee(GMP) Advisory Committee 
•• National Mammography Quality AssuranceNational Mammography Quality Assurance

Advisory CommitteeAdvisory Committee 
•• Technical Electronic ProductTechnical Electronic Product RadiationRadiation 

Safety Standards CommitteeSafety Standards Committee

FDA ADVISOFDA ADVISORY PANELSRY PANELS

••

••
••

••
••
••
••
••
••

Anesthesiology and Respiratory TherapyAnesthesiology and Respiratory Therapy
DevicesDevices
Circulatory SystemCirculatory System DevicesDevices
Clinical Chemistry aClinical Chemistry and Clinical Toxicologynd Clinical Toxicology
DevicesDevices
Dental ProductsDental Products
Ear, Nose, and ThEar, Nose, and Throat Devicesroat Devices 
Gastroenterology and Urology DevicesGastroenterology and Urology Devices
General and Plastic Surgery DevicesGeneral and Plastic Surgery Devices
General Hospital and Personal Use DevicesGeneral Hospital and Personal Use Devices
Hematology and Pathology DevicesHematology and Pathology Devices
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FDA ADVISOFDA ADVISORY PANELSRY PANELS

••
••
••
••
••
••
••
••
••

Immunology DevicesImmunology Devices
MedicalMedical DeviDevices Dispute Resoluces Dispute Resolutitionon
MicrobiMicrobiology Devicesology Devices
MoleculMoleculaar and Clinicalr and Clinical GeneticsGenetics
Neurological DevicesNeurological Devices
Obstetrics and Gynecology DevicesObstetrics and Gynecology Devices
Ophthalmic DevicesOphthalmic Devices
Orthopaedic and ReOrthopaedic and Rehabilitation Deviceshabilitation Devices
RadiRadiological Deviological Devicesces

FDA ADVISORY PANELSFDA ADVISORY PANELS
CurrenCurrent Role in tt Role in thhe Regule Regulaattoory Processry Process

••

••

••

••

Each Panel is made up of experts in the field includingEach Panel is made up of experts in the field including
physicians, surgeons, scientists and engineers, aphysicians, surgeons, scientists and engineers, a
consumer representative, and an industryconsumer representative, and an industry
representrepresentaative (nontive (non--voting member)voting member)
FDA staff requests that theFDA staff requests that the Panel review certainPanel review certain 
submissions to FDA and masubmissions to FDA and make a recomke a recommmendation toendation to 
FDA regarding the acceptaFDA regarding the acceptance or rejectnce or rejection of theion of the 
documentation wdocumentation wiith respectth respect to sufficient evidence toto sufficient evidence to 
support safety and efficacy; the Panel taksupport safety and efficacy; the Panel takees a vote tos a vote to 
determine the recodetermine the recommmmendationendation
At tAt thhe Panel meetie Panel meetinng,g, the company makthe company makees as a 
presentation to the Panel to support its documentationpresentation to the Panel to support its documentation
FDA mayFDA may choose to accept or reject the Panelchoose to accept or reject the Panel 
recomrecommmendationendation
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FDA ADVISORY PANELSFDA ADVISORY PANELS
Initial Role in the Regulatory ProcessInitial Role in the Regulatory Process

••

••

Each Panel reviewed every medEach Panel reviewed every mediical devical device ice in
its speciits specialtaltyy to dto deetermintermine ofe of ththe cle classificatiassificationon 
of the device should be I, II, or II.of the device should be I, II, or II.
The PThe Paanneels currently makls currently makee recomrecommendatimendationsons 
about thabout thee ““dodowwnn--classificationclassification”” ofof devidevices;ces;
e.ge.g., hip., hip replacement preplacement prrosthesesostheses were dwere doownwn--
classified from II to II.classified from II to II.

CDRHCDRH
Overview of RegulationsOverview of Regulations

••

••

The CDRH is responsibleThe CDRH is responsible for regulating firms whofor regulating firms who
manufacture, repackage,manufacture, repackage, relabelrelabel, and/or import, and/or import
medical devices sold in the United States.medical devices sold in the United States. 
Medical devices are classified intoMedical devices are classified into Class I, II, and IIIClass I, II, and III.. 
A description of device classification and a link to theA description of device classification and a link to the
Product ClassificProduct Classificaation Database can be found at:tion Database can be found at: 
ttp://www.fda.gov/cttp://www.fda.gov/cddrh/devadvice/313.htmlrh/devadvice/313.html.. 
Regulatory control increasesRegulatory control increases from Class I to Class III.from Class I to Class III. 
The device classificThe device classificaation regulation defines thetion regulation defines the
regulatorregulatory requirements foy requirements for a general device type.r a general device type. 
–– Most Class I devices are exempt fromMost Class I devices are exempt from PremarkePremarket

NotificationNotification 510(k)510(k)
–– Most Class II devices requireMost Class II devices require PPrremarketemarket NotiNotifificaticationon 

510(k)510(k);; 
–– Most Class III devices requireMost Class III devices require PremPremarketarket ApprovalApproval.. 
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•

-

•

CDRHCDRH
Overview of RegulationsOverview of Regulations

•• The basic regulatory requirements tThe basic regulatory requirements thhatat 
manufactmanufacturers of medical durers of medical deevices distributed invices distributed in
the U.S. must comply wthe U.S. must comply wiith are:th are: 
–– PremaPremarrketket NotificationNotification 510(k), unless exempt, or510(k), unless exempt, or 

PremaPremarrketket Approval (PMA),Approval (PMA), 
–– EstablishmEstablishment regent regististrraattion on forion on formm FDAFDA--2891,2891,
–– Medical Device Listing on form FMedical Device Listing on form FDDAA--2892,2892,
–– Quality System (QS) regulation,Quality System (QS) regulation, 
–– Labeling requirements, andLabeling requirements, and 
–– Medical Device Reporting (MDR)Medical Device Reporting (MDR) 

Is My Product RegulatedIs My Product Regulated by FDA'by FDA's Centers Center 
for Devifor Devices ances and Radid Radiological Healological Health?th?

The FDA regulates medical devices to assure their safety and effectiveness. 
The CDRH is the component within the FDA that is responsible for this 
program. To fulfill the provisions of the FD&C Act that apply to medical
devices and radiation emitting products, the FDA develops, publishes and 
implements regulations. These regulations are initially published in the 
Federal Register (FR) for public comment. The FR is a compilation of the
daily government activities including proposed and final regulations. Final
regulations are subsequently placed or codified into the Code of Federal 
Regulations (CFR) on an annual basis. 
One of the most important aspects of getting a medical device to market is to
know where to begin. The starting point is determining whether the product 
you plan to market is a medical device, as defined in section 201(h) of the 
FD&C Act. If your product meets the definitions, it will be subject to the 
provisions of the FD&C Act, that is, there are FDA regulatory requirements 
that must be met before a product can be marketed in the U.S. The purpose
of Device Advice is to help you decide whether your product is subject to
FDA regulations, and if so, to identify what these regulatory requirements 
are and help you comply with them. 
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–

–

–

Medical Device DefinitionMedical Device Definition

• 

• 

MedicMedicaal devicl deviceess rraange from simpnge from simple tonguele tongue depresdepresssoors anrs andd bedbedppansans tto
complex prcomplex programogrammmableable pacpacemakers withemakers with micromicro-cchhip tecip technolhnoloogygy and land laaseser
surgicalsurgical dedevicvicees.s. If a prIf a producoduct it iss llaabelebeled,d, prpromomotedoted oror useusedd inin aa mamannnneer tr thhaat
meets themeets the follfollowing definiowing definititionon iinn section 201(h)section 201(h) of theof the FFeederalderal Food Drug &Food Drug &
CosCosmmeetticic (FD(FD&&C)C) AcAct it itt wwiillll be rebe regulgulaatedted byby thethe FDAFDA asas aa medimediccalal dedevviicece 
andand iiss susubjecbjectt toto prepremmararketiketingng anandd popostmastmarrkketetinging rreegguulalatotoryry cocontntrorols.ls.
A deA devicevice isis:":"aann instrinstruument, apparment, apparaatus,tus, imimplplement, mement, maacchhine,ine, contricontrivance,vance,
iimmplplanant,t, iinn vivittrroo rereagagenent, or ott, or other simiher similarlar oror relrelated arated artiticle,cle, incinclludiuding ang a 
componecomponennt part, ort part, or acceaccessssorory which iy which iss::
– recognrecognizizeded inin ththe office officiial Natioal Nationnal Formual Formullaarry,y, or thor the Une Unitedited SSttaatestes 

PPhhararmacmacoopoepoeiia,a, or anor anyy supplesupplemmeennt to thet to themm,,
– inteintendended ford for useuse in the diagnosisin the diagnosis of disease orof disease or other conditionother conditionss, or, or inin ththee cucurere,,

mitigation, treamitigation, treatment, or prevtment, or preventionention of disease, in man oof disease, in man orr otherother animals, oranimals, or 
– inintentenddeedd to affeto affect thct the se sttruructucturree oror ananyy functionfunction of the body ofof the body of man or otherman or other 

animals,animals, andand whicwhich doeh doess not achinot achieve aneve anyy ofof itit's primary intended's primary intended purpurposeposess 
through chemical actthrough chemical actiionon within orwithin or onon the bodythe body of man or other anof man or other animals andimals and 
wwhhicichh is not depeis not dependendent upon bnt upon beeing meing metaboliztabolizeed ford for the acthe achiehievveemmeennt of ant of any ofy of itsits 
prprimaryimary inteintendendedd purpurposeposes.s."" 

Medical Device DefinitionMedical Device Definition

••

••

••

••

The definition provides a clear dThe definition provides a clear diistinction betwstinction between a medicaeen a medicall 
device and other FDA regulated prdevice and other FDA regulated products such as drugs. If theoducts such as drugs. If the
primary intended use oprimary intended use off the product is achieved throughthe product is achieved through
chemical action or by being metabolizchemical action or by being metabolizeed by td by thhe body, thee body, the
product is usually a drug. Human drugs are regulated byproduct is usually a drug. Human drugs are regulated by
FDA'sFDA's Center for Drug EvaluationCenter for Drug Evaluation and Researchand Research (CDER).(CDER).
Biological pBiological prroducts woducts whhich inclich include blood and blood products,ude blood and blood products,
and blood banking equipment are regulated by FDA'sand blood banking equipment are regulated by FDA's CenterCenter 
for Biologics Evaluation and Researchfor Biologics Evaluation and Research (CBER).(CBER).
FDA'sFDA's Center foCenter for Veterinary Mediciner Veterinary Medicine (CVM) regula(CVM) regulatteses 
products usproducts used wed wiith animals.th animals.
If your product is not a medical device but regulated byIf your product is not a medical device but regulated by
another Center in the FDA, eachanother Center in the FDA, each component of the FDA has ancomponent of the FDA has an
office to assist woffice to assist wiith questionsth questions about the products they rabout the products they reegguulatelate.. 
In cases wIn cases whhere it is not clear were it is not clear whhether a product is a medicalether a product is a medical
device there are prodevice there are proccedures in plaedures in place to usece to use DSMICA StaffDSMICA Staff 
DirectoryDirectory to assist you in making a determination.to assist you in making a determination.
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–
–

–

–

FDA DEVICE CLASSIFICATION 

••

••

TheThe FDAFDA has established classifications for aphas established classifications for approximately 1,700proximately 1,700
different gdifferent geeneric types of devicesneric types of devices and grouped them into 16and grouped them into 16
medical speciamedical specialties referred to aslties referred to as ppaanels. Each of these gennels. Each of these geneeriric
types of devices is assigned totypes of devices is assigned to one of three regone of three reguulatory claslatory classesses 
based on the level of cobased on the level of control necesntrol necesssaary to assurry to assuree the safethe safety anty and
effectiveffectiveneseness of the device:s of the device:
– ClasClass I Geners I Generaall ConConttrroolsls
– ClasClasss IIII GeGeneneral Conral Conttrroolsls and Sand Sppecial Contrecial Controolsls
– ClasClass IIIs III GenGeneraleral ConConttrroolsls andand PremPremarkearkett AApprpprovovalal

The class toThe class to wwhhich your deviceich your device is assigned determines, amongis assigned determines, among
other thingother thingss, the type o, the type off premarketingpremarketing submissubmission/applicasion/applicattionion 
required forequired for FDA clearance to mar FDA clearance to market.rket.
– If yoIf your devur deviicece is clis claasssisifiedfied asas CCllass II a 510k will be requiass II a 510k will be requiredred fofor

marketimarketinng.g.
– ForFor ClClasass IIIs III devicedevices, as, a prepremmarkarkeett approvapproval aal applicatpplicatiioon (PMA) willn (PMA) will bebe 

required.required.

FDA DEVICE CLASSIFICATION 

••

••

••

Device classification depends on tDevice classification depends on thhee inintended utended ussee of the deviceof the device 
and also uponand also upon indicaindicatiotionns for uses for use. For examp. For examplle, a scalpel'se, a scalpel's
intended use is to cut tissue. A sintended use is to cut tissue. A suubset of intenbset of intendded use arises wed use arises whenhen 
a more specializlized indication is added in the device's labelinga more specia ed indication is added in the device's labeling
such as, "for making insuch as, "for making incisions in thcisions in the cornea." Indications for ue cornea." Indications for usese 
can be found in the device's labecan be found in the device's labeling, but may also be conling, but may also be convveyedeyed
orally during sale of the product.orally during sale of the product. 
In addition, classification is riIn addition, classification is risk based, that is, the risk thsk based, that is, the risk thee devicedevice 
poses to the patient and/or the usposes to the patient and/or the user is a major factor in the cler is a major factor in the classass 
it is assigned. Class I includesit is assigned. Class I includes devices wdevices wiith the lowth the loweest risk anst risk andd 
Class III includes those wClass III includes those wiith the greatest risk.th the greatest risk.
As indicated above all classes ofAs indicated above all classes of devices as subject to Generaldevices as subject to General
Controls. GeneraControls. General Controls al Controls are the baseline requirements of there the baseline requirements of the
Food, Drug and Cosmetic (FD&C)Food, Drug and Cosmetic (FD&C) Act that apply to all medicalAct that apply to all medical
devices, Cladevices, Class I, II, and III.ss I, II, and III. 
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•

•

How to Determine ClassificationHow to Determine Classification
To find the classification of your device you need to find the regulation 
number that is the classification regulation for your device. There are two 
methods for accomplishing this: go directly to the classification database and 
search for a part of the device name, or, if you know the device panel
(medical specialty) to which your device belongs, go directly to the listing for 
that panel and identify your device and the corresponding regulation. 
If you already know the appropriate panel you can go directly to the CFR 
and find the classification for your device by reading through the list of 
classified devices, or if you're not sure, you can use the keyword directory in
the PRODUCT CODE CLASSIFICATION DATABASE. In most cases this 
database will identify the classification regulation in the CFR. You can also 
check the classification regulations below and the Precedent Correspondenc
for information on various products and how they are regulated by CDRH. 
Once you have identified the correct classification regulation go to What are 
the Classification Panels below and click on the correct classification 
regulation or go to the CFR Search page. Some Class I devices are exempt
from the premarket notification and/or parts of the good manufacturing
practices regulations. Approximately 572 or 74% of the Class I devices are 
exempt from the premarket notification process. These exemptions are listed 
in the classification regulations of 21 CFR and also has been collected 
together in the Medical Device Exemptions document. 

DEVICE CLASSESDEVICE CLASSES

Class IClass I -- General ConGeneral trolsControls
Class IIClass II -- Special ControlsSpecial Controls 
Class IIIClass III -- PremarketPremarket ApprovalApproval
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–

–
–

DEVICE CLASDEVICE CLASSESSES
Class IClass I -- GGeeneneraral Cl Coontntrorolsls

•• Class I devices are subject to thClass I devices are subject to the least regulae least regulattoorry controy control. Thel. Theyy
present minimal potential for harm to the user and are oftenpresent minimal potential for harm to the user and are often 
simpler in design than Class II or Class III desimpler in design than Class II or Class III devices. Class I devices. Class I devicesvices 
are subject to "General Controls" as are Class II and Class IIIare subject to "General Controls" as are Class II and Class III
devices.devices.
•• GeneGeneraral col controls incntrols incllude:ude:
– EstaEstablisblishmehmenntt RegiRegissttraratitionon of cof coompaniempaniess which are rewhich are requiredquired to reto regisgistterer 

underunder 2211 CFRCFR ParPartt 80807.7.2200, s, suuch as mch as maanufacnufactturersurers,, didissttrriibutorbutorss,, rerepacpackkagesages
andand relrelabelerabelerss.. 

– MMeeddiicacal Dl Deevviicece LisListtiningg (use(use FDAFDA ForFormm 28289292) w) wiith FDAth FDA ofof dedevicesvices toto bbee
marketemarketedd.. 

– ManuManufacfactturinuring deg devicevicess in acin accordance wicordance withth GGoood Mod Maanunuffaacctturiurinngg PrPracactiticeces
(GM(GMPP)).. 

– LaLabelingbeling devidevices in accces in accoordance withrdance with labellabeliingng regulatiregulatioons.ns. 
– SubmSubmississiionon of aof a prepremmararketket nonotiftifiicacatiotionn [5[51010(k)](k)] bebefore mfore maarkerketting a device.ing a device. 

•• Examples of Class I devices inclExamples of Class I devices include elastic bandages, examinatioude elastic bandages, examinationn 
gloves, and handgloves, and hand--held surgicaheld surgicall instinstruments.ruments.

DEVICE CLASDEVICE CLASSESSES
Class IIClass II -- Special ControlsSpecial Controls

••

••

••

Class II devices are those for whClass II devices are those for which genich generaleral 
controls alone are insufficient to assure safety andcontrols alone are insufficient to assure safety and
effectiveness, and existingeffectiveness, and existing methods are avaimethods are available tolable to 
provide such assurances. In addition to complyingprovide such assurances. In addition to complying
witwithh general controls, Class II devices are alsogeneral controls, Class II devices are also
subject tosubject to special controls.special controls.
Special controls may include special lSpecial controls may include special laabelingbeling
requirements, mandatoryrequirements, mandatory performance standardsperformance standards
andand postmarketpostmarket susurveillance.rveillance.
Examples of Class II devices include poExamples of Class II devices include powerewered
wwhheelchairs, infusion pumps, and surgical drapes.eelchairs, infusion pumps, and surgical drapes. 

Page 15 



•

•

•

•

–
–

–

–

DEVICE CLASDEVICE CLASSESSES
Class IIIClass III -- PremPremarketarket ApApprovalproval

• 

• 

• 

• 

ClasClasss IIIIII isis ththe me moosstt ssttriringengenntt rreegulatory categorgulatory categoryy forfor devicesdevices.. ClClasass Is IIIII 
devicedevices are those fors are those for which insuffwhich insufficient informaicient informattion exion exists toists to aassssuurre safe safeetty
and effecand effecttiivvenesseness solsoleely through gely through generalneral or specior specialal contrcontroolsls..
ClClasass IIIs III dedevivices areces are uussuuaalllly thy thoseose tthhaatt susupporpportt or suor suststaaiinn huhummaan lin lifefe, are, are
of sof subsubstantitantiaall importanceimportance in pin preverevennting iting immpairment ofpairment of humhumanan healhealth,th, oor
which present awhich present a potentipotentiaall,, unreasunreasoonanable rible risksk of illof illnessness oorr injurinjury.y.
PremarketPremarket apapproval isproval is the rthe reequiredquired prproceocessss of scientiof scientifficic revreview toiew to ensurensure
thethe ssaafefetyty and effecand effecttiivvenesenesss of Clof Clasass Is IIIII dedevicesvices. Not. Not allall ClasClasss IIIIII dedevivicesces 
require anrequire an approvedapproved prempremarketarket apapproval applproval applicatiicatioonn to beto be mmaarkerketteded.. 
ClasClass IIIs III dedevivicesces which are equivalewhich are equivalent to devicent to devicess lelegallgallyy markemarketted beforeed before 
May 28, 1976 mayMay 28, 1976 may bebe mmaarkerketted through theed through the prepremmararketket nonotitificficaattiioon
[510(k)] pr[510(k)] proceocess untilss until FDAFDA has publhas publisheished ad a requirerequirement forment for mmaanufnufacacturersturers 
ofof ththatat gegenerineric tc tyypepe ooff devideviccee ttoo subsubmmiitt PPMMAA dadattaa..
ClasClasss IIIIII dedevivices which reces which requirequire anan apprapprovedoved prempremarkearkett aapprovpprovalal 
applapplicatiicatioon ton to be mbe maarkerketted are those:ed are those:
– regulated as new drugs prioregulated as new drugs prior tr too MaMayy 2828, 1976, 1976, also ca, also calledlled trantransisitional devices.tional devices. 
– dedevicviceess found not substantiallyfound not substantially eequivalequivalennt to devict to deviceess marmarkkeetteedd pprior torior to MaMay 28y 28,,

1976.1976. 
– Class IIIClass III ppreamenreamenddmmenentt dedevicviceess wwhhicich, bh, byy reregulatigulation in 21on in 21 CFR, require aCFR, require a 

ppremarkremarkeett appapprroval applicatiooval application.n. 

DEVICE CLASDEVICE CLASSESSES
Class IIIClass III -- PremPremarketarket ApApprovalproval

••

••

••

Examples oExamples off Class III devices wClass III devices whhich require aich require a premarkepremarket
approval inapproval include replacementclude replacement heart valves, silicone gelheart valves, silicone gel--filledfilled 
breast implants, and implanted cerebella stimulators.breast implants, and implanted cerebella stimulators.
Class III deClass III devices which can be marketed wvices which can be marketed wiith ath a premarketpremarket 
notificationnotification 510(k) are those:510(k) are those:
– posposttameamendmendmenntt (i(i.e.,.e., inintrtrododuceduced toto the Uthe U..S. mS. maarkerkett afafterter MMaay 28y 28, 19, 197766)

ClasClass IIIs III dedevivicesces which are subswhich are substantanttiiaallllyy eequivalequivalent tont to preamepreamendmendmennt
(i.e(i.e., in., introductroduceded ttoo thethe U.S. marketU.S. market bebeffoorere MaMay 28y 28, 197, 1976)6) CCllassass IIIIII 
devicedevicess and for which the reand for which the regulgulaation ction caallillingng forfor thethe prempremarkearkett aapprovpprovalal 
applapplicatiicatioonn hhaas ns noot beet beenn pupublisheblished ind in 2121 CFR.CFR. 

Examples oExamples off Class III devices wClass III devices whhich currently require aich currently require a
premarketpremarket notification include implnotification include implantable pantable paacemacemakker pulseer pulse 
generatogenerators andrs and endosendossseeousous implaimplannts.ts.

Page 16 



What isWhat is PremPremarkarkeett NotificationNotification [510(k)][510(k)]

••

••

Each persEach person whoon who wants to mwants to maarkrket Class I, II and someet Class I, II and some 
III deviceIII devices intended for human use in the U.S. musts intended for human use in the U.S. must 
submit a 510(ksubmit a 510(k)) to FDA at least 90 days beforeto FDA at least 90 days before
marketing unless the devimarketing unless the device is exempt from 510(k)ce is exempt from 510(k)
requiremrequirements.ents. 
A 510(k) is aA 510(k) is a premarkpremarkeetingting submission made to FDA tosubmission made to FDA to 
demonstrate that the device todemonstrate that the device to be marketbe marketed is as safeed is as safe 
and effective, that is,and effective, that is, substantially equivalentsubstantially equivalent (SE), to a(SE), to a
legally marklegally marketed device that is not subject toeted device that is not subject to premarkepremarket
approval (PMA).approval (PMA). ApplicantsApplicants must compare their 510(kmust compare their 510(k)
device to one or modevice to one or more similar devices currently on there similar devices currently on the
U.SU.S. market and make and. market and make and support their substantialsupport their substantial
equivalency claims.equivalency claims.

What isWhat is PremPremarkarkeett NotificationNotification [510(k)][510(k)]

••

••

A legally marketedA legally marketed device isdevice is
–– a device that wa device that waas legally marketed prior to May 28, 1976s legally marketed prior to May 28, 1976 

((preamendmentspreamendments device), ordevice), or
–– a device which has been reclassified from Class III to Class IIa device which has been reclassified from Class III to Class II 

or I,or I,
–– a device which has been found toa device which has been found to be substantbe substantiallyially equivalentequivalent 

to such a device through the 510(k) process.to such a device through the 510(k) process. 

The legally marketedThe legally marketed device(sdevice(s) to w) to whhich equivalence isich equivalence is 
drawdrawn is knon is knowwn as the "predicate"n as the "predicate" device(sdevice(s).).
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What isWhat is PremPremarkarkeett NotificationNotification [510(k)][510(k)]

•• Applicants must submitApplicants must submit descriptive data and,descriptive data and,
when necessary, perfwhen necessary, performormaance datnce dataa tto
establishestablish ththat their deviat their device is SE tce is SE too a predicatea predicate
device. Again, the data indevice. Again, the data in a 510(k) is to showa 510(k) is to show
comparability, that is,comparability, that is, substantial equivalencysubstantial equivalency
(SE) of(SE) of a new da new deevice tvice too a pa predicate device.redicate device. 

What is Substantial EquivalenceWhat is Substantial Equivalence

••

••

UnlikUnlikee PMA,PMA, wwhhich requires demonstration ofich requires demonstration of
reasonable safety and effectreasonable safety and effectiivveness, 510(eness, 510(k) requik) requiresres 
demonstration of substantial equivalence. SE meansdemonstration of substantial equivalence. SE means
that the newthat the new device is as safe and effective as thedevice is as safe and effective as the 
predicatepredicate device(sdevice(s).). 
A device iA device iss SE if, in comparisSE if, in comparison to a predicate device it:on to a predicate device it: 
–– has the same intended use as the predicate device; andhas the same intended use as the predicate device; and
–– has the same technological charhas the same technological characteristics as the predicateacteristics as the predicate

device; ordevice; or
–– has different technological charachas different technological characteristics, thateristics, thatt do not raisedo not raise 

newnew questioquestionns of safety and es of safety and effectivffectiveness, and the sponsoreness, and the sponsor
demonstrates that the devicdemonstrates that the devicee isis as safe and effective as theas safe and effective as the 
legally marketed device.legally marketed device. 
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IDE OverviewIDE Overview

• An iAn innvesvesttiiggatatiioonnaall dedevivicece exexempemptitioonn (IDE(IDE)) alallloowwss the ithe innvesvesttiiggaattiiononalal devidevicce
to beto be used in a clinicaused in a clinicall studystudy inin order toorder to ccoollllect safeect safety andty and efeffecfecttiivveneseness datas data 
requiredrequired to suto supporpportt aa PPrremaemarrkketet AApprpprovovalal (P(PMAMA) appl) appliiccaattiioon or an or a 
PremarketPremarket NNoottiiffiicacationtion [[510(510(k)]k)] submission tosubmission to FDFDAA..
• ClinicClinicalal studiestudiess arare me moosstt ooften conducften conductedted to sto suppupporortt a Pa PMMA.A.
• OnlOnlyy a sma smallall percentage of 510(k)percentage of 510(k)’’s rs reequiquire clinicre clinicalal datadata to sto suppupporortt thethe 

applapplicatiicatioonn..
• AAllll ccllininiiccaall evevaalluauattiioonnss ooff invinveeststigigaattioionanall ddeevviicceess,, uunnllessess eexxeemmptpt, must, must havhave

an apan approprovveded IIDDEE beforebefore tthhe ste stuuddyy isis ininiittiiaatteedd..
• ClCliinniiccalal eevvalaluuaattiioonn ofof dedevivicceess ththatat hhaveave nnoott beenbeen clcleeaarered fd foorr mmaarkerkettiinngg

requiresrequires::
– an IDE appran IDE approveoved by an institud by an instituttionaional review bl review board (IRB). If toard (IRB). If thhe se studytudy involvinvolvees as a 

significant risk device, the IDEsignificant risk device, the IDE must also bemust also be apapprproveoved by Fd by FDA;DA; 
– ininformedformed conconsseennt frt from all patients;om all patients; 
– labeling folabeling for invr inveestigational usestigational use onlyonly 
– monitormonitoriing of theng of the studystudy and;and; 
– reqrequuiiredred recorecordrdss anandd repreportsorts.. 

PremarketPremarket Approval (PMA)Approval (PMA)

• PMA iPMA iss thethe FDA prFDA procesocesss of scientiof scientifficic andand regulregulatoratory rey review to evview to evalaluuaattee ththee 
safesafetyty andand eeffectiffectivveneeness of Classs of Class IIIs III memedidical devicecal devices.s.
– Class III deClass III devicviceess araree those thatthose that supporsupportt oror sustsustain human life,ain human life, araree of substantiof substantiaall 

impimpoortanrtance ince in pprevenreventintingg impimpaaiirrmement of human hent of human health,alth, oror wwhhicich prh presesenent t a
potepotential,ntial, unrunreeaasonablesonable rriisk ofsk of illneillness orss or injurinjuryy..

– DueDue to theto the lelevel of risk assocvel of risk associiateatedd wwiith Class III deth Class III devicviceess, FDA, FDA hhaass ddeetermintermineed
ththat genat generaleral anandd ssppecialecial conconttrorolsls alonalone ae arree ininssuufficienfficient tot to asasssuure the safetre the safetyy anandd 
eeffeffeccttiveivenneess ofss of ccllass III deass III devicviceess..

– ThThereforeerefore,, ththesese de deevivicesces rreeqquuiirree aa prepremmararkekett aapproval (PMA)pproval (PMA) applicationapplication 
uunndder ser sectionection 5515 of th15 of thee FD&C ActFD&C Act inin order toorder to obtain marketing cobtain marketing clealearranance.ce.

• PPMMAA isis tthhee momostst ssttringringeenntt tytyppee ofof dedevicevice marketimarketinng applicatig applicatioon rn required byequired by
FDA. TFDA. Thhee appapplliiccanantt mumustst rereceiceive FDve FDAA apapproprovvaall ofof iitts Ps PMMAA appapplliiccatatioion
priorprior toto markmarketinetingg thethe dedevivice. PMAce. PMA apprapprovaloval isis basedbased on a deon a determtermininaattioion
by FDAby FDA ththatat the PMA cthe PMA coonnttainsains susufffficient vicient vaalid scientilid scientifficic eveviiddencence to ase to assuresure 
ththaatt thethe devdeviiccee isis sasafefe aand end efffectfectiveive ffoorr ititss inteintendednded useuse((ss). An ap). An approprovveed
PPMMAA isis,, iinn effeeffecctt, a, a pprrivivaatte lie licceennse grse granantitinngg the apthe applpliiccanant (t (oorr owner)owner)
permispermisssiioon to marketn to market thethe dedevice.vice. The PMA owner,The PMA owner, howhoweever,ver, can autcan authohorizerize 
use ofuse of iittss ddaata by anta by another.other.
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PMA Data RequirementsPMA Data Requirements

• A PMA applicaA PMA applicattion iion iss aa sciscieentintifficic, re, regulgulaatory documtory documeentationntation to Fto FDA tDA to
demonsdemonstrtrate theate the ssaafety and effecfety and effecttiveivennesess of thes of the classclass IIIII deviceI device. Good. Good ssccienceience 
aannd scientifid scientificc writing is a keywriting is a key toto the apthe approprovvaall ofof PMAPMA aapplppliiccatatiion. If aon. If a PMPMA
aapplpplicatiicatioon lacksn lacks vvaalid clinilid cliniccaall iinnfoformatirmatioon andn and scientiscientiffiicc aannaallysiysiss on son soounundd 
scientiscientiffic reaic reassoonninging,, iitt will delaywill delay FDAFDA’’ss rereviviewew anandd apprapprovovalal. PM. PMAA 
aapppplliiccaattioionsns ththaatt aarree ininccoompmplleettee,, iinnaacccucuraratete,, ininccoonnssisistteenntt, o, ommitit cricriticticaall 
informinformatiatioon,n, and pand pooorly ororly organizganizeedd hahaveve resulresultted ined in delaydelayss in ain apppprovarovall oor
denialdenial of PMA apof PMA applicplicationsations. Man. Manuufafactctuurrererss shshoouuldld ppeerrffoorrm a qm a quuaalliityty cocontntroroll 
audiaudit oft of a Pa PMMA apA applicplicationation beforebefore sendisendinngg iitt to FDA toto FDA to asassuresure ththaatt itit iis
scienscienttiifficicallallyy ssoounundd andand prespresentedented inin a well ora well organizganizeed ford formmat.at.
• TechnicalTechnical SecSecttiioonsns:: TheThe tectechnical sechnical secttiioonnss conconttaiaininningg ddaatata anand id innforformmatiatioonn 

should allshould alloow FDAw FDA to deto detertermmineine whewhetther toher to apprapproveove or disor disaapprpprove tove thehe 
aappppllicaticatioion.n. ThThesesee ssectionectionss aare usre usuauallylly divdiviiddeed intod into nononn-clinical lclinical laaboboraratotorry
studiesstudies and cand clliinnicalical ininvesvesttiigatigatioonsns.. 
• NonNon-clinclinical Laical Laboboratoratoryry StStududiesies’’ SecSecttiioonn:: NonNon-ccllininiiccaall lalaboborraatotoryry ststududiieess’

sectisectioon incln includes informudes informatiatioon onn on microbiologmicrobiology, ty, tooxxiicocolloogygy, immuno, immunolologgyy,
biocbiocomompatipatibilbiliity, sty, sttressress,, wear,wear, shelshelf lif life, and otherfe, and other llaaboratorboratoryy or anior animmalal tetessttss.
NonNon-cliclinnical sical sttudiesudies forfor safesafety ety evvaluaaluatitionon musmustt be cbe coondnducteducted inin compcomplialiancence 
witwithh 2121CCFFR PaR Partrt 5588 (Good Labor(Good Laboraatortoryy PPrracactice fortice for NonclinicaNonclinicall LaLaboborraattooryry
StuStuddiesies))..

PMA Data RequirementsPMA Data Requirements

•• Clinical InvClinical Inveestigastigattionsions’’ Section:Section: Clinical investigationsClinical investigations’’ sectionsection 
includes study protocols, safety and effectivenincludes study protocols, safety and effectiveness data, adversess data, adverse
reactions and complications, device fareactions and complications, device failures ailures and replacements,nd replacements,
patient infopatient information, patient cormation, patient compmplaints, tabulations of datalaints, tabulations of data 
from all individual subjects, resulfrom all individual subjects, results of statistical analyses, ats of statistical analyses, andnd 
any other information from theany other information from the clinical investigations. Anyclinical investigations. Any
investigation conducted underinvestigation conducted under an Investigational Devicean Investigational Device
Exemption (IDE) must be identifieExemption (IDE) must be identifiedd as such.as such.
•• Like oLike otther sher sccientific reports, FDA has observed problems wientific reports, FDA has observed problems wiithth 

study designs, study costudy designs, study conduct, data analyses, presentations, andnduct, data analyses, presentations, and
conclusions. Investigators should alwconclusions. Investigators should always consays consult all applicableult all applicable
FDA guidance documentsFDA guidance documents
((http://www.accessdata.fda.gov/scrihttp://www.accessdata.fda.gov/scripts/cdrhpts/cdrh/cfdocs/cfGGP/Sea/cfdocs/cfGGP/Sear
ch.cfmch.cfm).).
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