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Imports and ExportsImports and Exports

AMDM ConferenceAMDM Conference

April 23, 2009April 23, 2009
Rockville, MarylandRockville, Maryland

Cap UldriksCap Uldriks
Associate Director for Associate Director for 

Regulatory Guidance and Government AffairsRegulatory Guidance and Government Affairs
Office of the Center Director, CDRHOffice of the Center Director, CDRH
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Imports and ExportsImports and Exports

Important StatutesImportant Statutes

Food and Drug Administration Amendments Food and Drug Administration Amendments 
Act of 2007Act of 2007

Export Reform and Enhancement Act of 1996Export Reform and Enhancement Act of 1996
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Electronic Registration and ListingElectronic Registration and Listing

New Requirements in Effect NowNew Requirements in Effect Now

Electronic submission of registration and Electronic submission of registration and 
listing information using the Internetlisting information using the Internet

Time frame to registerTime frame to register

User fees for initial and annual registrationUser fees for initial and annual registration
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Electronic Registration and ListingElectronic Registration and Listing

New Requirements (cont.)New Requirements (cont.)

Annual updating of listing informationAnnual updating of listing information

Supply 510(k) numberSupply 510(k) number

Product code for devices exempt from Product code for devices exempt from 
premarket submissionspremarket submissions
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Electronic Registration and ListingElectronic Registration and Listing

New Requirements (cont.)New Requirements (cont.)

Type of operations, e.g., Type of operations, e.g., 
manufacture, repackage, relabelmanufacture, repackage, relabel

Registration and listing contact at the Registration and listing contact at the 
owner or operator siteowner or operator site
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Electronic Registration and ListingElectronic Registration and Listing

New: Registration and ListingNew: Registration and Listing

Foreign ManufacturersForeign Manufacturers

New: ListingNew: Listing

Domestic contract manufacturers / Domestic contract manufacturers / 
sterilizers that place devices into sterilizers that place devices into 

commercial distributioncommercial distribution
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Electronic Registration and ListingElectronic Registration and Listing

Electronic RegistrationElectronic Registration

Internet based systemInternet based system

Homepage site:Homepage site:
http://http://www.fda.gov/cdrh/reglistpage.htmlwww.fda.gov/cdrh/reglistpage.html
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Electronic Registration and ListingElectronic Registration and Listing

Electronic Registration WaiverElectronic Registration Waiver

FDA may grant individual requests FDA may grant individual requests 
upon finding that electronic means is upon finding that electronic means is 
not feasible for the person not feasible for the person 
requesting the waiver. requesting the waiver. 
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Electronic Registration and ListingElectronic Registration and Listing

TimeframeTimeframe

InitialInitial: 30 days after beginning activity: 30 days after beginning activity

RenewalRenewal: October 1 through December : October 1 through December 
31.  It covers the next calendar year, 31.  It covers the next calendar year, 
For example, registration on December For example, registration on December 
2008 covers calendar year 2009.2008 covers calendar year 2009.
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Electronic Registration and ListingElectronic Registration and Listing

Information to SubmitInformation to Submit

Name of owner / operator of each Name of owner / operator of each 
establishmentestablishment

Foreign firms:Foreign firms:
•• US agentUS agent
•• Known importers or those that offer Known importers or those that offer 
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Electronic Registration and ListingElectronic Registration and Listing
User FeeUser Fee

-- All establishments pay a flat fee All establishments pay a flat fee --

Fiscal YearFiscal Year FeeFee

20082008 $1,706$1,706

20092009 1,8511,851

20102010 2,0082,008

20112011 2,1792,179

20122012 2,3642,364
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Electronic Registration and ListingElectronic Registration and Listing

Payment by CheckPayment by Check

Mailing address:Mailing address:

Food and Drug AdministrationFood and Drug Administration
P.O. Box 70961P.O. Box 70961

Charlotte, NC 28272Charlotte, NC 28272--09610961
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Electronic Registration and ListingElectronic Registration and Listing

Payment by Wire TransferPayment by Wire Transfer

US Dept of TreasuryUS Dept of Treasury
TREAS NYCTREAS NYC

33 Liberty St33 Liberty St
New York, NY 10045New York, NY 10045
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Electronic Registration and ListingElectronic Registration and Listing

Payment InstructionsPayment Instructions

http://www.fda.gov/cdrh/reglistpage.htmlhttp://www.fda.gov/cdrh/reglistpage.html

““Fees and PaymentsFees and Payments””

http://www.fda.gov/cdrh/reglistpage.html
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Electronic Registration and ListingElectronic Registration and Listing

Next StepsNext Steps

Proposed RuleProposed Rule

Draft GuidanceDraft Guidance
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Exporting devices not marketed in Exporting devices not marketed in 
the USthe US

FDA Export Reform and Enhancement Act of 1996FDA Export Reform and Enhancement Act of 1996

Exporting devices not marketed in the US:Exporting devices not marketed in the US:

Amends Chapter VIII of the Federal Food, Drug, and Amends Chapter VIII of the Federal Food, Drug, and 
Cosmetic Act (21 USC 381)Cosmetic Act (21 USC 381)

Section 801    (Old Way)Section 801    (Old Way)
Section 802    Section 802    (New Way)(New Way)
Import for ExportsImport for Exports
CertificatesCertificates
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Exports:  Big IssuesExports:  Big Issues

1 Devices 1 Devices legally marketedlegally marketed
devices in the US devices in the US 
(same old way)(same old way)

2 Devices 2 Devices not legally marketednot legally marketed in in 
the US the US 
(old and (old and new waynew way))

3 Certificates: two types 3 Certificates: two types 
(old and (old and new waynew way))

4 Import for Export only (4 Import for Export only (new new 
wayway))
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Exporting devices legally Exporting devices legally 
marketedmarketed

Devices legally marketed in domestic commerce Devices legally marketed in domestic commerce 
(old way)(old way)

Export them without notice to FDAExport them without notice to FDA

Certificate to Foreign Governments (CFG)Certificate to Foreign Governments (CFG)
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CCertificate to ertificate to FForeign oreign GGovernmentovernment
Want one?Want one?

SelfSelf--certification Checklist:certification Checklist:

Manufacturer is registered and listed.Manufacturer is registered and listed.

Premarket clearance / approval.Premarket clearance / approval.

Manufacturer complies with cGMP*Manufacturer complies with cGMP*

*No GMP history? *No GMP history? –– OK.  WeOK.  We’’ll edit the CFG.ll edit the CFG.

Remarketed (used) device? Remarketed (used) device? –– sorry.sorry.
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Exporting devices Exporting devices notnot legally legally 
marketed in the US.marketed in the US.

Two options:Two options:

•• Section 801(e)(1) Section 801(e)(1) –– the the oldold wayway

•• Section 802 Section 802 –– the the newnew wayway
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Exports under section 801(e)(1)Exports under section 801(e)(1)
(The Old Way)(The Old Way)

These statutory criteria These statutory criteria alwaysalways apply apply –– for for 
both old both old andand new ways of exporting.new ways of exporting.

1)  Meet foreign 1)  Meet foreign ppurchaserurchaser’’s specs spec’’s;s;

2)  Not in conflict with the laws of foreign 2)  Not in conflict with the laws of foreign 
country;country;

3)  Shipping carton labeled for export; and3)  Shipping carton labeled for export; and

4)  Not offered or held for sale in domestic  4)  Not offered or held for sale in domestic  
commercecommerce!!
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Exports under 801(e) Exports under 801(e) 
(Old Way)(Old Way)

801(e)(1) for class II type devices801(e)(1) for class II type devices

The benefits:The benefits:
•• Enforcement discretion on notice requirement Enforcement discretion on notice requirement 

–– ““Just do it.Just do it.””
•• No cGMP requirementNo cGMP requirement
•• ““ExportabilityExportability”” Certificate as an Certificate as an OEMOEM
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Export under 801(e)(1)Export under 801(e)(1)
(Old Way)(Old Way)

Certificate of ExportabilityCertificate of Exportability

•• Device subject to FDA jurisdictionDevice subject to FDA jurisdiction
•• Device may not be sold or offered for sale in the Device may not be sold or offered for sale in the 

USUS
•• Meets the four export criteria of 801(e)(1)Meets the four export criteria of 801(e)(1)



2424

Exports under 802 Exports under 802 
(New Way)(New Way)

Any unapproved device (class III)Any unapproved device (class III)

Tier I country clearance requiredTier I country clearance required

Must meet 801Must meet 801’’s four criterias four criteria

Requires substantial compliance with cGMP  Requires substantial compliance with cGMP  --
section 802(f)section 802(f)
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Exports under 802Exports under 802
(New Way)(New Way)

•• Again, always meet Again, always meet ““oldold”” statutory statutory 
criteria:criteria:

1. 1. PurchaserPurchaser’’ss specificationsspecifications
2. No conflict with foreign country2. No conflict with foreign country’’s s lawlaw
3. 3. ShippingShipping container labeled for exportcontainer labeled for export
4. Not 4. Not soldsold or held for sale in domestic or held for sale in domestic 
commercecommerce

•• Try to Remember Please (PTry to Remember Please (P--LL--EE--S)S)……
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Exports under 802Exports under 802
(New Way)(New Way)

Tier I countriesTier I countries
•• AustraliaAustralia
•• New ZealandNew Zealand
•• CanadaCanada
•• South AfricaSouth Africa
•• IsraelIsrael
•• JapanJapan
•• SwitzerlandSwitzerland

European European 
Economic AreaEconomic Area
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802 802 --European Economic Area European Economic Area 

AustriaAustria GreeceGreece MaltaMalta
BelgiumBelgium HungaryHungary NetherlandsNetherlands
CyprusCyprus IcelandIceland NorwayNorway
Czech Rep.Czech Rep. IrelandIreland PolandPoland
DenmarkDenmark ItalyItaly PortugalPortugal
EstoniaEstonia LatviaLatvia SlovakiaSlovakia
FinlandFinland LithuaniaLithuania SloveniaSlovenia
FranceFrance LiechtensteinLiechtenstein SpainSpain
GermanyGermany LuxembourgLuxembourg SwedenSweden

United KingdomUnited Kingdom

More to come as the EU / EEA expands.More to come as the EU / EEA expands.
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Exports under 802Exports under 802
(New Way)(New Way)

WhatWhat’’s s substantialsubstantial compliance with GMPs?compliance with GMPs?

•• Last GMP inspection not classified as Last GMP inspection not classified as ““Official Official 
Action Necessary,Action Necessary,”” e.g., e.g., 

•• Warning LetterWarning Letter
•• Injunction Injunction –– related to devicerelated to device
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Exports under 802 Exports under 802 
(New Way)(New Way)

BenefitsBenefits

•• FasterFaster
•• Identify device one time and goIdentify device one time and go
•• Worldwide commerceWorldwide commerce
•• Covers commercial, investigational, and Covers commercial, investigational, and 

pipeline use.pipeline use.
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Exports under Section 802 Exports under Section 802 
(New Way)(New Way)

Certificate of Exportability Certificate of Exportability ––

•• Meets old export requirements (sec. Meets old export requirements (sec. 
801(e)(1))801(e)(1))

•• Device subject to FDA jurisdictionDevice subject to FDA jurisdiction
•• Not approved for marketing in USNot approved for marketing in US
•• Manufacturing site subject to FDA inspectionManufacturing site subject to FDA inspection
•• Substantial complianceSubstantial compliance with cGMP with cGMP 
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““Import for ExportImport for Export””
New Export Program!New Export Program!

Section 801(d)Section 801(d)

Purpose Purpose 
•• Import for further manufacturing, then export Import for further manufacturing, then export 

(Jobs)(Jobs)
•• Conditional entry for articles otherwise Conditional entry for articles otherwise 

refused entry (adulterated or misbranded)refused entry (adulterated or misbranded)
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Import for ExportsImport for Exports
Three main elements*Three main elements*

1) Notice1) Notice

2) Records2) Records

3) Export or destroy3) Export or destroy

*Free Trade Zone *Free Trade Zone –– no exemptionno exemption
from Registration and Listingfrom Registration and Listing



3333

Notice Notice -- Imports for ExportsImports for Exports
To FDA District Office (import entry)To FDA District Office (import entry)

Entry for further manufacturing by initial owner Entry for further manufacturing by initial owner 
or consigneeor consignee

Statement by initial owner / consigneeStatement by initial owner / consignee

Into a device  / subassembly for export Into a device  / subassembly for export 

Identify export authority (801 or 802)Identify export authority (801 or 802)
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Records Records –– Imports for ExportsImports for Exports
Maintain records that identify Maintain records that identify useuse of the of the 
componentscomponents
•• Serial numbers or lot numbers, etc.Serial numbers or lot numbers, etc.
•• Activities related to the Activities related to the ““processing.processing.””
•• Identify location / possession.Identify location / possession.

Upon FDAUpon FDA’’s request, submit report that accounts s request, submit report that accounts 
for for dispositiondisposition of incoming articlesof incoming articles

100%100% AccountabilityAccountability
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Export or DestroyExport or Destroy
Any component or accessory not incorporated Any component or accessory not incorporated 
into a deviceinto a device

Reasonable time limitation Reasonable time limitation 
•• Note: US Customs Port Director may have Note: US Customs Port Director may have 

time preferencetime preference……

Prohibited Act Prohibited Act –– Section 301(w):Section 301(w):
•• False statementFalse statement
•• Domestic diversionDomestic diversion
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Regulatory FollowRegulatory Follow--UpUp

•• Deny Entry into the USDeny Entry into the US
•• Warning LettersWarning Letters
•• No Certificates No Certificates 
•• SeizureSeizure
•• Civil Money PenaltiesCivil Money Penalties
•• Administrative DetentionAdministrative Detention
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More Information?More Information?

Check FDACheck FDA’’s Internet site for s Internet site for ““EExportsxports””

http://http://www.fda.gov/cdrh/index.htmlwww.fda.gov/cdrh/index.html

ee--mailmail: : Casper.Uldriks@FDA.HHS.GOVCasper.Uldriks@FDA.HHS.GOV

http://www.fda.gov/cdrh/index.html
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