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What is a Medical Device?What is a Medical Device?

 The term "device" (except when used in paragraph (n) of this secThe term "device" (except when used in paragraph (n) of this section and in tion and in 
sections 301(i), 403(f), 502(c), and 602(c)) means an instrumentsections 301(i), 403(f), 502(c), and 602(c)) means an instrument, apparatus, , apparatus, 
implement, machine, contrivance, implant, in vitro reagent, or oimplement, machine, contrivance, implant, in vitro reagent, or other similar or ther similar or 
related article, including any component, part, or accessory, whrelated article, including any component, part, or accessory, which is: ich is: 

–– (1) recognized in the official National Formulary, or the United(1) recognized in the official National Formulary, or the United States States 
Pharmacopeia, or any supplement to them, Pharmacopeia, or any supplement to them, 

–– (2) intended for use in the diagnosis of disease or other condit(2) intended for use in the diagnosis of disease or other conditions, or in the cure, ions, or in the cure, 
mitigation, treatment, or prevention of disease, in man or othermitigation, treatment, or prevention of disease, in man or other animals, or animals, or 

–– (3) intended to affect the structure or any function of the body(3) intended to affect the structure or any function of the body of man or other of man or other 
animals, and which does not achieve its primary intended purposeanimals, and which does not achieve its primary intended purposes through s through 
chemical action within or on the body of man or other animals anchemical action within or on the body of man or other animals and which is not d which is not 
dependent upon being metabolized for the achievement of its primdependent upon being metabolized for the achievement of its primary intended ary intended 
purposes.purposes.



What is a Medical Device?What is a Medical Device?

 Examples of Medical Devices:Examples of Medical Devices:
–– PacemakersPacemakers
–– Contact LensesContact Lenses
–– Hearing Aids Hearing Aids 
–– Dental FlossDental Floss
–– ThermometerThermometer



Federal Food, Drug Federal Food, Drug 
and Cosmetic Act and Cosmetic Act 

 Imported medical devices must fully comply with the Imported medical devices must fully comply with the 
Federal Food, Drug and Cosmetic Act (as amended) Federal Food, Drug and Cosmetic Act (as amended) 
before the device is releases by Customs.  before the device is releases by Customs.  

 For further information, see FDAFor further information, see FDA’’s Office of Regulatory  s Office of Regulatory  
Affairs Import Start Page accessible at:Affairs Import Start Page accessible at:
((www.fda.gov/ora/import/default.htmwww.fda.gov/ora/import/default.htm))



FDA`sFDA`s Center for Devices Center for Devices 
and Radiological Healthand Radiological Health
 FDA`sFDA`s Center for Devices and Center for Devices and 

Radiological Health (CDRH) is Radiological Health (CDRH) is 
responsible for regulating firms who responsible for regulating firms who 
manufacture, repackage, manufacture, repackage, relabelrelabel, , 
and/or import medical devices sold in and/or import medical devices sold in 
the United States. the United States. 



CHECKLIST CHECKLIST 
TO IMPORT MEDICAL DEVICESTO IMPORT MEDICAL DEVICES

 PremarketPremarket Notification (510(k)), unless exempt, or Notification (510(k)), unless exempt, or PremarketPremarket Approval Approval 
(PMA)(PMA)

 Establishment Registration on Form FDAEstablishment Registration on Form FDA--28912891

 Device Listing on Form FDADevice Listing on Form FDA--28922892

 Quality System Regulation (QSR) (sometimes referred to as good Quality System Regulation (QSR) (sometimes referred to as good 
manufacturing practices or manufacturing practices or GMPsGMPs))

 Labeling RequirementsLabeling Requirements

 Medical Device ReportingMedical Device Reporting

 U.S. Designated Agent (for imported devices) U.S. Designated Agent (for imported devices) 
(http://(http://www.fda.gov/cdrh/usagentwww.fda.gov/cdrh/usagent))



Medical Devices ClassesMedical Devices Classes

 The The Food and Drug Administration (FDA)Food and Drug Administration (FDA)
established classifications for approximately established classifications for approximately 
1,700 different generic types of devices.1,700 different generic types of devices.

 Each of these generic types of devices is Each of these generic types of devices is 
assigned to one of three regulatory classes assigned to one of three regulatory classes 
based on the level of control necessary to based on the level of control necessary to 
assure the safety and effectiveness of the assure the safety and effectiveness of the 
device. device. 



Medical Devices ClassesMedical Devices Classes

 Device classification depends on the Device classification depends on the 
intended useintended use of the device and also of the device and also 
upon upon indications for useindications for use. . 

 For example, a scalpel's intended use For example, a scalpel's intended use 
is to cut tissue. is to cut tissue. 



Medical Devices ClassesMedical Devices Classes

 The class to which your device is The class to which your device is 
assigned determines, among other assigned determines, among other 
things, the type of things, the type of premarketingpremarketing
submission/application required for submission/application required for 
FDA clearance to market. FDA clearance to market. 



Medical Devices ClassesMedical Devices Classes

 Use the Classification Database to Use the Classification Database to 
determine what Class your device is:determine what Class your device is:
((www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cf

PCD/classification.cfmPCD/classification.cfm))



Medical Devices ClassesMedical Devices Classes

 CLASS ICLASS I –– most are most are exemptexempt from from PremarketPremarket Notification Notification 
(510(k))(510(k))

 CLASS IICLASS II –– most require a most require a PremarketPremarket Notification (510(k))Notification (510(k))

–– Most Class I devices and some Class II devices are exempt from Most Class I devices and some Class II devices are exempt from 
510(k) submission. A list of exempt devices is located at: 510(k) submission. A list of exempt devices is located at: 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/315.cfhttp://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/315.cf
mm

 CLASS IIICLASS III –– those that support or sustain human life, most those that support or sustain human life, most 
require a require a PremarketPremarket Approval (PMA)Approval (PMA)



PremarketPremarket Notification Notification ––
510 (k)510 (k)

 A 510(k) is a A 510(k) is a premarketpremarket submission submission 
made to FDA to demonstrate that the made to FDA to demonstrate that the 
device to be marketed is at least as device to be marketed is at least as 
safe and effective, that is, safe and effective, that is, 
substantially equivalent (SE), to a substantially equivalent (SE), to a 
legally marketed device legally marketed device 

 Normally Class II devicesNormally Class II devices



Who must submit a Who must submit a 
510 (k)?510 (k)?

 Domestic manufacturers introducing a device to the U.S. Domestic manufacturers introducing a device to the U.S. 
market;market;

 Specification developers introducing a device to the U.S. Specification developers introducing a device to the U.S. 
market;market;

 RepackersRepackers or or relabelersrelabelers who make labeling changes or whose who make labeling changes or whose 
operations significantly affect the device.operations significantly affect the device.

 Foreign manufacturers/exporters or U.S. representatives of Foreign manufacturers/exporters or U.S. representatives of 
foreign manufacturers/exporters introducing a device to the foreign manufacturers/exporters introducing a device to the 
U.S. market U.S. market 



PremarketPremarket Notification Notification ––
510 (k)510 (k)

 Submitters must compare their device to Submitters must compare their device to 
one or more similar legally marketed one or more similar legally marketed 
devices and make and support their devices and make and support their 
substantial equivalency claims. substantial equivalency claims. 

 A legally marketed device, is a device that A legally marketed device, is a device that 
was legally marketed prior to May 28, 1976 was legally marketed prior to May 28, 1976 
for which a PMA is not required, or a device for which a PMA is not required, or a device 
which has been reclassified from Class III to which has been reclassified from Class III to 
Class II or I, or a device which has been Class II or I, or a device which has been 
found SE through the 510(k) process.found SE through the 510(k) process.



PremarketPremarket Notification Notification ––
510 (k)510 (k)

 Until the submitter receives an order Until the submitter receives an order 
declaring a device SE, the submitter may declaring a device SE, the submitter may 
not proceed to market the device. not proceed to market the device. 

 Once the device is determined to be SE, it Once the device is determined to be SE, it 
can then be marketed in the U.S. can then be marketed in the U.S. 

 The SE determination is usually made within The SE determination is usually made within 
90 days90 days and is made based on the and is made based on the 
information submitted by the submitter.information submitted by the submitter.



510 (k) 510 (k) –– Substantial Substantial 
EquivalenceEquivalence

 A device is substantially equivalent if, in comparison A device is substantially equivalent if, in comparison 
to a predicate it: to a predicate it: 

–– has the has the same intended usesame intended use; ; andand
–– has the has the same technological characteristicssame technological characteristics; OR; OR

–– has the has the same intended usesame intended use; ; andand
–– has has different technological characteristicsdifferent technological characteristics andand the the 

information submitted to FDA; information submitted to FDA; 
 does not raise new questions of safety and effectiveness; does not raise new questions of safety and effectiveness; 

andand
 demonstrates that the device is at least as safe and effective demonstrates that the device is at least as safe and effective 

as the legally marketed device. as the legally marketed device. 



510 (k) 510 (k) –– Substantial Substantial 
EquivalenceEquivalence

 If FDA determines that a device is If FDA determines that a device is notnot substantially substantially 
equivalent, the applicant may: equivalent, the applicant may: 
–– resubmit another 510(k) with new data, resubmit another 510(k) with new data, 
–– request a Class I or II designation through the request a Class I or II designation through the de novode novo

process process 
 (An applicant of a 510(k) who receives a Not Substantially (An applicant of a 510(k) who receives a Not Substantially 

Equivalent (NSE) determination placing the device into a Equivalent (NSE) determination placing the device into a 
Class III category can request a de novo classification of the Class III category can request a de novo classification of the 
product into Class I or II)product into Class I or II)

 60 day review period 60 day review period 
–– file a file a reclassification petitionreclassification petition, or, or

 180 day review period 180 day review period 
–– submit a submit a premarketpremarket approval application (PMA). approval application (PMA). 



PremarketPremarket Approval Approval 
(PMA)(PMA)

 Product requiring Product requiring PMAsPMAs are are Class IIIClass III
devices are high risk devices that pose a devices are high risk devices that pose a 
significant risk of illness or injury, or devices significant risk of illness or injury, or devices 
found not substantially equivalent to Class I found not substantially equivalent to Class I 
and II predicate through the 510(k) and II predicate through the 510(k) 
process. process. 

 The PMA process is more involved and The PMA process is more involved and 
includes the submission of clinical data to includes the submission of clinical data to 
support claims made for the device. support claims made for the device. 



PremarketPremarket Approval Approval 
(PMA)(PMA)

 The PMA is an actual approval of the device The PMA is an actual approval of the device 
by FDA. by FDA. 

 FDA has 180 days to review the PMA and FDA has 180 days to review the PMA and 
make a determination (usually takes longer)make a determination (usually takes longer)

 A description of the process and instructions A description of the process and instructions 
for filing a PMA application can be found at: for filing a PMA application can be found at: 
http://http://www.fda.gov/cdrh/devadvice/pmawww.fda.gov/cdrh/devadvice/pma//. . 



PremarketPremarket Approval Approval 
(PMA)(PMA)

 Beginning fiscal year 2003 (October 1, 2002 Beginning fiscal year 2003 (October 1, 2002 
through September 30, 2003), medical device user through September 30, 2003), medical device user 
fees apply to original fees apply to original PMAsPMAs and certain types of and certain types of 
PMA supplements. PMA supplements. 

 Small businesses are eligible for reduced or waived Small businesses are eligible for reduced or waived 
fees. fees. 

 Additional information on medical device user fees, Additional information on medical device user fees, 
including how to qualify as a small business, is including how to qualify as a small business, is 
available at available at 
http://www.fda.gov/cdrh/devadvice/pma/userfees.http://www.fda.gov/cdrh/devadvice/pma/userfees.
htmlhtml. . 



Establishment Registration Establishment Registration 
–– FDA Form 2891FDA Form 2891

 Once Form 2891 is filed with the FDA, Once Form 2891 is filed with the FDA, 
the manufacturer will receive a:the manufacturer will receive a:

–– Owner/Operator Number (within 5 Owner/Operator Number (within 5 
business days)business days)

–– Registration Number (within 30Registration Number (within 30--90 90 
business days)business days)



Establishment Registration Establishment Registration 
–– FDA Form 2891FDA Form 2891
 Check to see if a Manufacturer has registered its Check to see if a Manufacturer has registered its 

establishment (by name, Registration Number, establishment (by name, Registration Number, 
Owner/Operator Number):Owner/Operator Number):
–– http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rhttp://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/r

egistration.cfmegistration.cfm



Establishment Registration Establishment Registration 
–– FDA Form 2891FDA Form 2891

 The Initial Importer must list its The Initial Importer must list its 
establishment as well (they must file a establishment as well (they must file a 
separate Form 2891 from the separate Form 2891 from the 
manufacturers).manufacturers).



Establishment Registration Establishment Registration 
–– FDA Form 2891FDA Form 2891



Medical Device Listing Medical Device Listing --
FDA Form 2892FDA Form 2892

 Most medical device establishments required Most medical device establishments required 
to register with FDA must also identify to to register with FDA must also identify to 
FDA the devices they have in commercial FDA the devices they have in commercial 
distribution including devices produced distribution including devices produced 
exclusively for export. exclusively for export. 

 This process is known as medical device This process is known as medical device 
listing and is a means of keeping FDA listing and is a means of keeping FDA 
advised of the generic advised of the generic category(scategory(s) of ) of 
devices an establishment is manufacturing devices an establishment is manufacturing 
or marketing. or marketing. 



Medical Device Listing Medical Device Listing --
FDA Form 2892 FDA Form 2892 



Quality System Regulation Quality System Regulation 
(QSR)(QSR)

 Also referred to as Good Manufacturing Practices Also referred to as Good Manufacturing Practices 
(GMP)(GMP)

 The quality system regulation includes The quality system regulation includes 
requirements related to the methods used in and requirements related to the methods used in and 
the facilities and controls used for: designing, the facilities and controls used for: designing, 
purchasing, manufacturing, packaging, labeling, purchasing, manufacturing, packaging, labeling, 
storing, installing and servicing of medical devices. storing, installing and servicing of medical devices. 

 Perform your Due Diligence!Perform your Due Diligence!



Quality System Regulation Quality System Regulation 
(QSR)(QSR)

 The quality system regulation includes design The quality system regulation includes design 
controls which must complied with during the controls which must complied with during the 
design and development of the device. Information design and development of the device. Information 
on design controls can be found in the following on design controls can be found in the following 
guidance documents: guidance documents: 

–– Design Control Guidance for Medical Device ManufacturersDesign Control Guidance for Medical Device Manufacturers
http://http://www.fda.gov/cdrh/comp/designgd.htmlwww.fda.gov/cdrh/comp/designgd.html

–– The guidance document, "Medical Device Quality Systems The guidance document, "Medical Device Quality Systems 
Manual: A Small Entity Compliance Guide" is available on Manual: A Small Entity Compliance Guide" is available on 
the Internet at: the Internet at: 
http://http://www.fda.gov/cdrh/dsma/gmpman.htmlwww.fda.gov/cdrh/dsma/gmpman.html



Quality System Regulation Quality System Regulation 
(QSR)(QSR) -- LabelingLabeling

 Labeling includes labels on the device as Labeling includes labels on the device as 
well as descriptive and informational well as descriptive and informational 
literature that accompanies the device. literature that accompanies the device. 

 Labeling requirements can be accessed on Labeling requirements can be accessed on 
the web at: the web at: 
http://www.fda.gov/cdrh/devadvice/33.htmlhttp://www.fda.gov/cdrh/devadvice/33.html



OVERVIEW OF OVERVIEW OF 
DUE DILIGENCE DUE DILIGENCE 
REQUIREMENTSREQUIREMENTS



DUE DILIGENCEDUE DILIGENCE

 What is the What is the premarketpremarket review/approval review/approval 
requirement for the device, and has it been met?requirement for the device, and has it been met?

 PremarketPremarket Notification (510(k)) ExemptNotification (510(k)) Exempt

 PremarketPremarket Notification (510(k)) Notification (510(k)) –– obtain copy of letter showing the obtain copy of letter showing the 
device has been deemed device has been deemed ““substantially equivalentsubstantially equivalent””

 PremarketPremarket Approval (PMA)Approval (PMA)



DUE DILIGENCEDUE DILIGENCE

 Does the foreign manufacturer, and initial importer or Does the foreign manufacturer, and initial importer or 
distributor have a current Establishment Registration?distributor have a current Establishment Registration?

 Check FDA Website: Check FDA Website: Check FDA Website: Check FDA Website: 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/registrathttp://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/registration.cfmion.cfm



DUE DILIGENCEDUE DILIGENCE
 Does a current Device Listing exist for the device?Does a current Device Listing exist for the device?

 Where the foreign manufacturer develops specifications, they shoWhere the foreign manufacturer develops specifications, they should uld 
own the Device Listing.  Where the U.S. entity develops specificown the Device Listing.  Where the U.S. entity develops specifications, ations, 
they should own the Device Listing.they should own the Device Listing.

 Check FDA Website: Check FDA Website: 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/listing.chttp://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/listing.cfmfm



DUE DILIGENCEDUE DILIGENCE

 To what extent is compliance with FDATo what extent is compliance with FDA’’s Quality s Quality 
System Regulations (System Regulations (QSRsQSRs)/Good Manufacturing )/Good Manufacturing 
Practices (Practices (GMPsGMPs) required?) required?

 GMP Exempt (recordkeeping and complaint file requirements GMP Exempt (recordkeeping and complaint file requirements 
still  apply)still  apply)

 Full GMP ComplianceFull GMP Compliance



DUE DILIGENCE DUE DILIGENCE ––
Medical Device ReportingMedical Device Reporting

 Incidents in which a device may have caused or contributed Incidents in which a device may have caused or contributed 
to a death or serious injury must to be reported to FDA to a death or serious injury must to be reported to FDA 

 Mechanism for FDA and manufacturers to identify and monitor Mechanism for FDA and manufacturers to identify and monitor 
significant adverse events involving medical devicessignificant adverse events involving medical devices

 Detect and correct problems in a timely mannerDetect and correct problems in a timely manner

 Further information on the Medical Device Reporting process Further information on the Medical Device Reporting process 
can be found at: can be found at: 
http://www.fda.gov/cdrh/devadvice/351.htmlhttp://www.fda.gov/cdrh/devadvice/351.html



Medical Device ReportingMedical Device Reporting
for Manufacturerfor Manufacturer’’ss



DUE DILIGENCE DUE DILIGENCE ––
U.S. AgentU.S. Agent

 Foreign manufacturers must also designate a U.S. Agent.Foreign manufacturers must also designate a U.S. Agent.
 Information on U.S. Agents can be found at:Information on U.S. Agents can be found at:

 http://http://www.fda.gov/cdrh/usagentwww.fda.gov/cdrh/usagent//



DUE DILIGENCEDUE DILIGENCE
Compliance History of ManufacturerCompliance History of Manufacturer

 What is the compliance history of the What is the compliance history of the 
manufacturer, importer, and device?manufacturer, importer, and device?

Warning LettersWarning Letters
((www.fda.gov/foi/warning.htmwww.fda.gov/foi/warning.htm))

RecallsRecalls (Enforcement Report) (Enforcement Report) 
((www.fda.gov/opacom/Enforce.htmlwww.fda.gov/opacom/Enforce.html))



Sample Warning LetterSample Warning Letter



DUE DILIGENCEDUE DILIGENCE

 Is/has the device (been) subject to Is/has the device (been) subject to 
any of the following?any of the following?

 Import AlertsImport Alerts –– used to initiate automatic used to initiate automatic 
detentions of regulated products detentions of regulated products 

((www.fda.gov/ora/fiars/ora_import_alerts.htmlwww.fda.gov/ora/fiars/ora_import_alerts.html))

 Import Import Refusal ReportsRefusal Reports –– view by country or view by country or 
productproduct

((www.fda.gov/ora/oasis/ora_oasis_ref.htmlwww.fda.gov/ora/oasis/ora_oasis_ref.html))



DUE DILIGENCEDUE DILIGENCE
Compliance History of ManufacturerCompliance History of Manufacturer

-- Establishment Inspection Reports (Establishment Inspection Reports (EIRsEIRs))

-- EIRsEIRs are prepared by the FDA Investigator performing the are prepared by the FDA Investigator performing the 
inspection after every inspection.  inspection after every inspection.  

-- This Report details the inspection and findings, and This Report details the inspection and findings, and 
includes exhibits to document findings.  includes exhibits to document findings.  EIRsEIRs are provided are provided 
to the inspected entity following inspection.  to the inspected entity following inspection.  

-- They can be obtained in redacted form, by thirdThey can be obtained in redacted form, by third--parties parties 
through a Freedom of Information (FOI) request.through a Freedom of Information (FOI) request.



DUE DILIGENCEDUE DILIGENCE

 Has a Notice of Sampling been received for the Has a Notice of Sampling been received for the 
product?product?

 If yes If yes -- hold the product intact and do not distribute hold the product intact and do not distribute 
until a until a ““May ProceedMay Proceed”” Notice is received.  Notice is received.  



Detention/RefusalDetention/Refusal ProcessProcess

 Products that Products that appearappear (from examination or otherwise) (from examination or otherwise) 
to be violative may be detained and ultimately refused to be violative may be detained and ultimately refused 
entry into the U.S.entry into the U.S.

 The standard for detention and refusal is extremely The standard for detention and refusal is extremely 
low low -- detention is permissible without actual detention is permissible without actual 
observation of a product or its labeling.observation of a product or its labeling.

 The ability to challenge the FDA is limited almost The ability to challenge the FDA is limited almost 
exclusively to legal, as opposed to factual, issues.exclusively to legal, as opposed to factual, issues.



Detention ProcessDetention Process
Notice of FDA ActionNotice of FDA Action

 The Food, Drug, and Cosmetic Act (the Act) The Food, Drug, and Cosmetic Act (the Act) 
authorizes FDA to detain a regulated authorizes FDA to detain a regulated 
product that appears to be out of product that appears to be out of 
compliance with the Act. compliance with the Act. 

 The FDA district office will then issue a The FDA district office will then issue a 
"Notice of FDA Action" specifying the nature "Notice of FDA Action" specifying the nature 
of the violation to the owner or consignee.of the violation to the owner or consignee.



Informal HearingInformal Hearing

 The owner or consignee is entitled to The owner or consignee is entitled to 
an informal hearing in order to provide an informal hearing in order to provide 
testimony regarding the admissibility testimony regarding the admissibility 
of the product. of the product. 



22ndnd Notice of FDA ActionNotice of FDA Action

 If the owner fails to submit evidence If the owner fails to submit evidence 
that the product is in compliance or that the product is in compliance or 
fails to submit a plan to bring the fails to submit a plan to bring the 
product into compliance, FDA will product into compliance, FDA will 
issue another "Notice of FDA Action" issue another "Notice of FDA Action" 
Refusing admission to the product. Refusing admission to the product. 



Refusal Refusal 

 The product then has to be exported The product then has to be exported 
or destroyed within 90 days otherwise or destroyed within 90 days otherwise 
subject to Liquidated Damages. subject to Liquidated Damages. 



Import Procedures Import Procedures 
FlowchartFlowchart

 The next slide is an overview of the The next slide is an overview of the 
import process import process 





Questions?Questions?
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