Best Practices For Importing Medical Devices

+

Board Certified Customs and
International Trade Attorney

m Law Firm of Becker & Poliakoff
— (954) 270-1864
— POuinter@Becker-Poliakoff.com




The term "device" (except when used in paragraph (n) of this section and in
sections 301(i), 403(f), 502(c), and 602(c)) means an instrument, apparatus,
implement, machine, contrivance, implant, in vitro reagent, or other similar or
related article, |nclud|ng =10)Y component part, or accessory, which is:

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

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

(3) intended to affect the structure or any function of the body of man or other
animals, and which does not achieve its primary intended purposes through
chemical action within or on the body of man or other animals and which is not
dependent upon being metabolized for the achievement of its primary intended
purposes.
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m Examples of Medical Devices:
— Pacemakers
— Contact Lenses

— Hearing Aids
— Dental Floss
— Thermometer




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

For further information, see FDA's Office of Regulatory

Affairs Import Start Page accessible at:
(www.fda.gov/ora/import/default.htm)
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m FDA s Center for Devices and
Radiological Health (CDRH) is
responsible for regulating firms who

manufacture, repackage, relabel,
and/or import medical devices sold In
the United States.




Premarket Notification (510(k)), unless exempt, or Premarket Approval
(PMA)

Establishment Registration on Form FDA-2891

Device Listing on Form FDA-2892

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

Labeling Requirements
Medical Device Reporting

U.S. Designated Agent (for imported devices)
(http://www.fda.gov/cdrh/usagent)
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m The Food and Drug Administration (FDA)
established classifications for approximately
1,700 different generic types of devices.

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




m Device classification depends on the
/ntended use of the device and also
upon /ndjications for use.

m For example, a scalpel's intended use
IS to cut tissue.
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m The class to which your device Is
assigned determines, among other
things, the type of premarketing

submission/application required for
FDA clearance to market.




m Use the Classification Database to
determine what Class your device Is:

(WWW.accessdata.fda.gov/scripts/cd rh/cfdocs/cf

PCD/classification.cfm)

Search Classification Database Help | Download Files | More Ahout Classification

[ ] Product Code [ ]
Review Panel SubmissionType
Regulation Number [ | Third Party Elligible
Ve A7) v | Device Class




CLASS | — most are exempt from Premarket Notification
(510(k))

CLASS Il — most require a Premarket Notification (510(k))

— Most Class | devices and some Class Il devices are exempt from
510(k) submission. A list of exempt devices is located at:
http://www.accessdata.fda.qgov/scripts/cdrh/cfdocs/cfpcd/315.cf
m

CLASS 111 — those that support or sustain human life, most
require a Premarket Approval (PMA)




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

m Normally Class Il devices




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

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

Repackers or relabelers who make labeling changes or whose
operations significantly affect the device.

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




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

m A legally marketed device, Is a device that
was legally marketed prior to May 28, 1976
for which a PMA Is not required, or a device
which has been reclassified from Class 111 to
Class Il or I, or a device which has been
found SE through the 510(k) process.




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

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

m The SE determination is usually made within
90 days and is made based on the
Information submitted by the submitter.




m A device Is substantially equivalent if, in comparison
to a predicate It:

has the same intended use; and
has the same technoloaqical characteristics; OR

has the same intended use; and
has different technoloaqical characteristics and the
iInformation submitted to FDA;

m does not raise new questions of safety and effectiveness;
and

m demonstrates that the device is at least as safe and effective
as the legally marketed device.
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m If FDA determines that a device Is not substantially
equivalent, the applicant may:
— resubmit another 510(k) with new data,
— request a Class | or Il designation through the de novo

process

m (An applicant of a 510(k) who receives a Not Substantially
Equivalent (NSE) determination placing the device into a
Class 11l category can request a de novo classification of the
product into Class I or I1)

m 60 day review period
— file a reclassification petition, or
m 180 day review period
— submit a premarket approval application (PMA).




m Product requiring PMAs are Class 111
devices are high risk devices that pose a
significant risk of illness or injury, or devices
found not substantially equivalent to Class |

and Il predicate through the 510(k)
process.

m The PMA process Is more involved and
Includes the submission of clinical data to
support claims made for the device.




m The PMA Is an actual approval of the device
by FDA.

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

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




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

Small businesses are eligible for reduced or waived
fees.

Additional information on medical device user fees,

Including how to qualify as a small business, is

available at

Ettpl:llwww.fda.gov/cdrh/devadvice/pma/userfees.
tml.
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m Once Form 2891 is filed with the FDA,
the manufacturer will recelve a:

— Owner/Operator Number (within 5
business days)

— Registration Number (within 30-90
business days)
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m Check to see if a Manufacturer has registered its

establishment (by name, Registration Number,
Owner/Operator Number):

— http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/r

egistration.cfm

FoA 1]

FDua Logo links ko 1,0
WICES AND RADIOLOGICAL HEALTE
H H CoORH &~-F DREH

S100kY |

CEFR Title 21 | A SOy dhler | Recalls | Su nce | Standards

Search Registration Database Help | Download Files | More Abhout Registration
Establishment Name
Establishment Registration Mumber
OwneriOperator Number
Sort by
For full-text search, select o 7o S

[ So to Simple Search

| [10 ~ | Records per Report Page [_Search | [Clear |




m The Initial Importer must list Its
establishment as well (they must file a

separate Form 2891 from the
manufacturers).




DEFARTMENT OF HEALTH AMD HUMAN SERVICES

FOO0 alD DRUG ADMINIETRATION

REGISTRATION OF DEVICE ESTABLISHMENT

1. REGISTRATIOM NUMEER

FORM APPROVED: OME Mo. 0240-0387
EXPIRATION DATE: April 30, 2008

2. OWNER'CPERATOR MUMBER

WALIDATION (FDA LSE ONLY)

Submitan crginal copy.
Flease do not mail the instuction pages with your form (this page oniy).
Return form to: Food and Drug Administration
Center for De’vlces & RAadiclogical Health, HFZ- 309
200 Corporate B
Rockyille, MD 20850—-101a

5. REASON FOR UPDATE (chack aff thatappiy)

TODAY'S DATE {mnvdcyy )

TYPE OF REGISTRATION
[1 4.1 Initial [] 42 Update []+2 Preproduction

REQUIRED TO SUBMIT DEVIGE LISTING (Form FOA 28927
[Oves [ Mo B Mo, Explain:

a. ESTF\EELISHM-ENT {No P.O. Boxes)
Business Mame

81
[dse=z
[de&=

| R

[Oes
[Oes
Oer

| K]
| R

Establishment Mame Change

Establishment Type Change (daletion oraddition)
Establishment Addrass Change - Merged with Other
Establishment

Establishment Addrass Change - Movad to Mew
Location

Official Comespondent Mame/Address Change
LS. Agent Change

Owner’ Cperator Name/Address Change - Same
Company Mew Mame or Addrass

Owner Operator Change - Sold Establishmeant
Out of Business

e Establishment Types {chack ail that appiy)

Dalata
T
7.2
7.3
7.4
7.5
7.6
7.7

Contract Manufacturer

Contract Starilizer

Foraign Exporter

Initial Distributordmportar

Manufacturar

Remanufacturar

Repackager/Relabalar

EI 7.8  Reprocessor of Single Use Devices
[7.2 Specification Developer

|:| 7.10 U.S. Manufacturer of Export Only Devices

DDDDDDDDDD‘EE

[ 510 Mo Longer a Device Establishment
[] 611 In Production

[[] &.12 Trade Marme or Establishment URL Change

Murrksr & Sirest

9. OFFICIAL CORRESPOMNDENT (Name of individual is required)
Reason for OC Mames Change (see instructions) ©

10, U.5, AGENT MAME AND ADDRESS (Foreign Estabiishmants Oy
Same s Official Gormespandent? O Yes []No

e, ZWF code,) Mo PLO. Boxes. The LS. Agent must either reside in the
. or maintain a place of business there.
Mame

aﬁ\'o. List Individualls Name, Tie, Business Name, Number & Siraet, Oity,

Citw State ZIP Code

Mama

Tite

Foreign State [Pml Code [Ccumnr

Business Namse

Businzss Name

11. OWNER/OPERATOR (No P.O. Boxes)
Business Mame

elmbel & Street

Mumber & Strest

Citw State ZIP Code

ity

Murrber & Strest

Foraion State

‘ Pestal Coda

‘ Country

Stats ZIP Code

ity State ZIP Code

.1 EMAIL

10,1 EMAIL

Foreign State Postal Code Country

9.2 PHOME NO. (Phonsno. shoud include area code or countneiiy codes)

10.2 PHONE NO. [N LL& (Phone no. should include ares code)

11.4 PHONE NO. (Phone no, should include area code or couniny &y codes)

9.3 FAX NO. (FAXno, should incude area code or country'cly codes)

10.3 FAXNO, M LS. (FAX no. should include area cods)

TTHEF BLSINESS TRADING NAMES

SIGNATURE OF OFFICIAL CORRESPONDENT

124 PRINTED MAME (Mr., Miss., Mrs., Ms., Or.)

132 TITLE

14. ESTAELISHMEMT'S URL (Optonail

MOTE: This form s authonzed by Section S10

2), (21 LS
a currenty valkd

respect B a vidation of Saction 201

colaction of Information unless It d 3K control numibsr.

of the Federal Food, Diug, ard Cosmetic Act(21 UL.S.C. 2600, Fallurs & repart this Infomation 15 a volaion of Ssction 301(p) of the Act (21
LLS.5.831(p) ). Persons who viclats this prosision may, Il convictsd, be subject o a e of Impriscimeant ar both. The submission of any report that s faks o miskeding o any matsrial
231jq)(2)) and may be & volaton of 18 LU.S.C. 1001, AN agency may not conduct of Sponeor, and a psrson ks not required o respond o a

FOR OFFICIAL USE ONLY

QIWIPSY

FORM FDA 2891 (7/05)

(PREVICOUS FORMS ARE OBSOLETE)

Mote: Validation of this form iz notte be construed as FDA approval ofthe establishment or its products.

TS Mndia Ars (30114431090




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

m This process is known as medical device
listing and is a means of keeping FDA
advised of the generic category(s) of
devices an establishment is manufacturing
or marketing.
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m Also referred to as Good Manufacturing Practices
(GMP)

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

m Perform your Due Diligence!




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

— Design Control Guidance for Medical Device Manufacturers
http://www.fda.qov/cdrh/comp/designgd.html

— The guidance document, "Medical Device Quality Systems
Manual: A Small Entity Compliance Guide" is available on
the Internet at:
http://www.fda.gov/cdrh/dsma/gmpman.html
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m Labeling includes labels on the device as
well as descriptive and informational
literature that accompanies the device.

m Labeling requirements can be accessed on
the web at:

http://www.fda.gov/cdrh/devadvice/33.html
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What is the premarket review/approval
requirement for the device, and has it been met?

Premarket Notification (510(k)) Exempt

Premarket Notification (510(k)) — obtain copy of letter showing the
device has been deemed “substantially equivalent”

Premarket Approval (PMA)




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

Check FDA Website: Check FDA Website:

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL /reqistration.cfm

A 1S Food and Drug Administration <& 553

R E"'ICES AND RADIOLOGICAL HEALTH
D oime Pade | Search | CORH A-F Index | Cortact CORH

5100k | Regi: o | Listing | £
CFR Title 21 | A ry Committees
Search Registration Database Help | Download
Establishment Name

Establishment Registration Number

OwneriOperator Number

[ Go to Simple Search | 10 ~  Records per Repﬂrt Page l Search | [[::lE!:EH'_




oes a current Device Listing exist for the device?

Where the foreign manufacturer develops specifications, they should
own the Device Listing. Where the U.S. entity develops specifications,

they should own the Device Listing.

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

Department

F2A U.S. Food and Drug Adrnlmst[‘anon o PR

CEMNTER FOR IDEVICES AMNID FATIDDOLAOCGICA

CFEFR Title =21 | Tihler | Recalls e | Standards

Search Devwvice Listing Database Help | Download Files | More Abhout Listing
FProprietary Device MNMame

Owner/Operator MName

Owner/lOperator Number

Establishment Registration Number

FProcduct Code

Advisory Committee

Sort by

For tTull-text =earch, s=elect o 7o
[ Search | [IZ:ZIIEe._ ] 10 ~ | Records per Report Page l o to Simple Search
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To what extent is compliance with FDA’s Quality
System Regulations (QSRs)/Good Manufacturing
Practices (GMPs) required?

GMP Exempt (recordkeeping and complaint file requirements
still apply)

Full GMP Compliance




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

Mechanism for FDA and manufacturers to identify and monitor

significant adverse events involving medical devices

Detect and correct problems in a timely manner

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




RFPORTER

WHAT TO REFORT

RFPORT
FORM =

TO
WHOM

WHEN

Manufacturer

20 day repotts of deaths, serious
juries and malfunctions

Form FDA
35004

FDA

Within 20 calendar days
from becoming aware of an
evett

Manufacturer

S-day repotts on events that recuire
remedial action to prevent an
unreasonable sk of substantial
hatm to the public health and other
types of events designated by FDA

Form FDA
35004

Within 5 work days from

becoming awate of an event

Manufacturer

Baseline reports to 1dentify and
provide basic data on each device
that 1z subject of an MDE. report. At
thiz time, FDA has stayed the
requirement for denominator data
requested i Part IT, Tterns 15 and
16 on Form 3417,

Form FDA
3417

With 30 calendar, and 5
wotl day repotts when
device or device farmly 15
reported for the first time.
Interitn and annual updates
are also required if any
baselne wiormation changes
after nitial subtrssion.

Manufacturer

Anmial Certification

Form FDA
3381

Cotncide with firm's antal
registration dates.




‘Foreign manufacturers must also designate a U.S. Agent.
Information on U.S. Agents can be found at:
http:.//www.fda.gov/cdrh/usagent/

FoA U.S. Food and Drug Administration

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH
FD& Home Page | CDR ome Page | Search | CORH A-F Indes rtact CORH

United States Agents for Devices

Identifyving a United States Agent

a TTnited States agent

Background




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

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

Recalls (Enforcement Report)
(www.fda.gov/opacom/Enforce.html)




P m sl Divisg Moiasd f ol s oo -
S Gpeltear FRod
Focicalie MDD 20850

WAHNING LETTER

WA FEDERAL EXFRESS [AND FACSIMILE]

D Meter Schoevind
Mlanapging Dhrector
MMedion DRagnostics AG
Bt Irfsage 9

CH-3 1864 Doedingcen
SWITZEERLAMND

Diear D, Schrawimd:

Druering ancinspection of your firm becared in Duedimpen, Switrerland, on

February &, 2007, throwgh Febmiary 8, 2007, an investigntor from the United Staves Founal
ared Dhmg Adminisiration (FDA) determined that vour firm manulfactares The Sickle Sol
l'est and The Sickle Trol Sickle Cell Hemoglobin Controls. Under sectson 2000R) of the
FMederal Fonad, Thug, amsl Cosoestic ot (che s, 21 0050, 321000, hese products are
devices bocause they are mtended for use inthe disgnaosis of disexse or other conditions
o im hes cure, mitigation, reasiment, or prevention of disease, or are inended o affect the
slrsciure ar funchom of dhs by,

This imspection revealod that The Sickle S0l Test and The Sicklbe Trol Sickle Cell
Hemoglobin Controls are adalierared under section SO0 1 B of the fAct, 21 1L5.C.
FELIW 1 WBL because you do nod have an approved application for premask et approval
(FRAY in effect parsuant 1o section 51503 af the Act, 20 L7 S 0 360a), or an approved
application for an irvestigational device exempiion (IDE} under section S20§ g of 1he
Act, 21 US.C 360§(g). These devices are alsa mishbrnded under section S02(0) the Acl,
21 LLS.C. 352 (o), becawrs you did not noiify e agency oF yowr intent e isteoducss (b
device irmto commercial distrnbution, ns reguired by section 3100k of the Ac, 21 1.5.C
360(k). Foradevice requiring premasket approval, the notification required by sectian
FIME) of the Act, Z1 UL3.C. 360(k), iz deermed sxichisd Whici & PRAA s pending bediore
the agency. 201 CF.E. BOT7T.81(b). The kind of snfarmaticn youl mured B swbends in order e
aihitain approval or clesrancs for your device is available throuaph the Intermet =t

hoge sy fdagowisdimidevadyviessd 1 23 himl. The FERA will evaluate ths infarmation
you subimit and decide wheiher vour product may be lepally masketed

You should take prommps action to carrect the violations addressed in this letber. Failure to
prompdly cormect thess vaslations may result in regulatory aetion, which meay includo
dolaining vour devices withoul physical examinarios vpen entry inde the Undted Stades
umntil the corrections are completed.  Soction 800 (a) of the Act (21 ULS.0C § 381(a)) Alsa,




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

Import Alerts — used to initiate automatic

detentions of regulated products
www.fda.qov/ora/fiars/ora _import alerts.html

Import Refusal Reports — view by country or
product

www.fda.gov/ora/oasis/ora_oasis_ref.html




Establishment Inspection Reports (EIRS)

EIRs are prepared by the FDA Investigator performing the
Inspection after every inspection.

This Report details the inspection and findings, and
Includes exhibits to document findings. EIRs are provided
to the inspected entity following inspection.

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




+

Has a Notice of Sampling been received for the

product?

hold the product intact and do not distribute
until a “May Proceed” Notice is received.




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

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

The ability to challenge the FDA is limited almost
exclusively to legal, as opposed to factual, issues.
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m The Food, Drug, and Cosmetic Act (the Act)
authorizes FDA to detain a regulated
product that appears to be out of

compliance with the Act.

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




m The owner or consignee Is entitled to
an informal hearing in order to provide
testimony regarding the admissibility

of the product.
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m If the owner falls to submit evidence
that the product is In compliance or
fails to submit a plan to bring the

product into compliance, FDA will
Issue another "Notice of FDA Action"
Refusing admission to the product.
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m The product then has to be exported
or destroyed within 90 days otherwise
subject to Liquidated Damages.




_~_

m [he next slide I1s an overview of the
Import process
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