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What Is a Label?

o Section 204(k) defines ‘lalkel” as a:

a/sp/ay; G Wiitten, PrnRtea, or grapiic miater:
UPoA tAE Immealate. contalier: o any.articié:. .

Wiaat IS [Lakeling?

o Section 201(m) defines; lalbeling” as:
‘all-jamels: ana. etier Wiitien, prntea, o5 qrapliic mater:

(1) upen any: article: er any. ofi ItsS' contalners ol
WIraPPErS, OF

(2) accempanying such article®at any: time while: a
device s held for sale after shipment or
delivery for shipment in interstate commerce.
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Mishranaing

= [[abeling contains false o misieading statements (directly, stated or
Implied)
o Missingl reguired imiermation firem; lakel/labeling (CER, FD&CA; ete.)

= Contains inadeguate directions for use including necessary
Warnimgs/limitations

= [Doees not comply wWith' perfermance: standards; requiements, I
applicable

o Section 201(n) ofi the Act states that Ifi an article Is alleged te he
mishranded due ter misleading lakheling or advertising| it needs; te: he
determinealii: the laneling/advertising 1s misleading:

= Based upon the representations; that are made: or suggested

= And to what extent it fallsito reveal crucial facts or possible.
conseguences resulting from' tne use based on the' representationsin the
lalbeling/advertising or' under customary’ or usual use
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Laneling Regulations

o [[abeling regulatiens pertaning te: medical
devices are fiounad in the fiellewing| Parts of itie
21 ofi the' Code of Federal Regulations; (CER).

General Device lLalbeling -
In Vitre Diagnestic Products: -

Investigatienall Device Exempiions, -

W4

Geoed Manuiacturing Practices; -
General Electronic Products, -

21 CER Part 804

24 CERI Parit 809

24 CERIPart 642

24l CERI Part 620

21 CER Part 1040



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=801
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=809
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=812
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=1010

Faneling for VD preducts

24 CER 609,10



21 CER 809.10(a) - Preduct Lanel

(@) e 1D product: lanel shall state: the following:
(1) Tihe proprietary and established name: (cemmon)
(2) Intended Use(s)/Indications for Use
(8) Reagent
o Name
o Amount eii each reactive ingredient
o Source and activity (bielogical erigin)
o Amount eff each reagent
(4) Warnings or precautions: statements

o Includes “Eor In Vitrer Diagnestic Use™ and any: ether limiting
statements (e.g., For Prescription Use Only?)

(5) Reagent — approprate sterage: Instructions
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21 CER 809.10(a) - Preduct Lanel

(6) Reagent — Is It still goed?
(1) Expiration date per storage Instructions.
()" Visual appearamnce (e.g., turbidity, color change, etc.)

() Instructions - simplermethoed hew: user can determine still
acceptable

(7) Reagent - Net: contents

(8) Name and' place ofi business: ofi manufacturer, Packer, or
distiibutor.

(9) Lot or contrel numier

(10) When infermation: can appear on Immediate euter container:
(1) Immediate container toe small
() lits presence will interfere with the test
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21 CER 809.10(19) — Preduct [Lakeling

(D)  Accompanying product laneling:
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(1) Proprietary:andl established name (809.10(a)(1)
(2) Intended Use + Precedure type (Qualitative/Quantitative)
(8) Summary and explanation, mecluding:
= Short history off the methodolegy,
= Pertinent references
= Speciall mentsiand limitations off the: method or preduct
(4) Principles of the precedure
(5) Reagents (principle: & accessory):
= Include 809.10(a)(3) — 809.10(a)(5)*
= Reagent preparation Instructions
= Pupfication proecedures;or treatment required fior use
= Indicatiens; of instability’ or deteroeration

*The same or similar information; as sulbsection indicated



21 CER 809.10() - Preauct [Lakeling

(6) Instruments; (Tepics to be included in User'si Manual)
= Use or function
= |nstallation procedures and special reguirements
= Principles off operation
= PErfermance characteristics andl Specifications
= Operating Instructions
= Calibratien precedures
= Operatienal precautiens and imitatiens
" Hazards
= Service and maintenance infiermaten
(7)) Specimen: collection and preparation for analysis
= Speciall precautions
= Knewn Interfering sulkstances.
= Recommended maintenance of stability of the specimen

W4



21 CER 809.10(l) - Proaduct [Lakeling

(8) Procedure: Instructions for Use (Specimen receipt to results)
= Calivration — 1D and preparation) i rieference samples/controls
= Usel ofi blanks
= Standard curve, etc. preparation
= Calibration range description (Including| highest & lewest value)

= Pescriptien of QC precedures and materials reguired
o Are boeth positive and negative: contrels needed?
= State what are consideredt satisfactory lmits off perfermance

(9) Results (IHow! te calculate or interprer)
(10) Limitation; efi the Precedure

= ISt Iimitatiens ofi the procedure

= State knewn interferents

= | additional fellow: Ups testing IS necessary
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21 CER 809.10() - Preauct [Lakeling

11) Expected Values
= \What they are
= RAN@e InvVareus, pepulatiens
= Hew and infwhom the range was established

12) Specific Perfiermance Charactenstics
= Accuracy, precision, specificity, and sensitivity.
= Summany. off analytical & clinical study: & data
13) Bibliegraphy.
14 809.10(2)(8)
15)" Issue date off the last lalbeling revision
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21 CER! 809.10(c) - Shipping

(©) IVDBs are exempt firomi 809.10(@) and 809.10(1)
and from a staneard promulgated unaer part 864 Ii:

(1) Shipment er delivery. fier an investigatien sulbject to
part 612, liFthere has heen ceompliance: With pait
olL2; OF

(2) Not subject te part 812 [see 812.2(c)], If:

@y I the laboeratery research phase: off development and- not
represented asian| effective: in viire diagnostic preduct — all
lalbeling must state prominently: “For Research Use Only.
INOL fier Use In diagnostic precedures.

(i Being shipped: or delivered fior product testingl before full
commerciall marketing — all' labeling must state prominently:
“For Investigational Use Only. The perfermance
characteristics of this product have not been established.”
Lon



21 CER 809.10(d)- General Purpose

(@) Lakeling off general purpese: laboratery, reagents and equipment: -
Uses are generally knewn by persens trained: in thelr use neead not
pear the directions fier use required by 809.10(a) andl (1a)),, If:

(1) The'label ol a reagent shall hear the fellowing miermation:
. 809.10(a)(2)
809.10(a)(3)

Reagent purty, quality, and ameuni: o IMPUIties; present
Conformity with' recegnized & available standard (e.g., ACS, USP; etc.)

809.10(a)(4)
= A statement “For Laberatory Use.”
809.10(a)(5)
= 809.10(a)(7) — 809.10(a)(10)
(2) Tine labell off general purpese lanoeratory equipment, €.49., a
eaker or a pipette, shall bear a statement adeguately. descrlblng

the product, 1ts composition, and’ physical characteristics: If
necessary for its proper use.
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21 CFR 809.10(e) - ASRs

(e)(1) Tihe lanveling| fier analyite Speciific reagents (e.g.,
moenoecienal anteadies, DINA prekes, virall antigens,
ligands) shallfbear the fellowing Informatien:

809.10(a)(2)
809.10(a)(3) - 809.10(2a)(9)

Thelabeling may: alse include: infermation; on; chemical/ melecular
compesItion, NUcleic acid sequence, Binding affinity, Cress-
reactivities, and interaction with substances off kinewn clinical
significance

Eor class | exempt ASRs, statement: “Analyte Specific Reagent.
Analyticalland perfermance: characteristics are net established™

Eor class Il and 11 ASRs; statement: “Analyte Specific Reagent.
EXCEpL as a component of the approved/cleared test (Name: of
appreved/cleared test), analytical and perfermance characteristics
off this ASR are noet estanlished.*

(2) 809.10(2)(10)
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21 CER' 809.10(T) — Drugs ofi Abuse
OTC Collection systems

(1) TThe lakeling fer ever-the-counter (OliC) test sample collection
systems fior drugs of abuse testing shalll bear the follewing in
language appropriateior the mtended! users:

(1) Adeguate instructions for specimen:

= Collection andihandiing
= Preparation and mailing

(2)  IDisystem to ensure specimens: ane not mixed up: er misidentified at
the a9y and Userranenymity IS maintained.

(8) Intended use(s), What drugs are to be identified, a guantitative

description of the perfermance characteristics fior these drugs (e.g.,
sensitivity andl specificity), and tiie detection periogd.

(4) State that confirmatory testing will lbe dene on all mitially’ pesitive.

(5) 809.10(a)(4)

(6) Adeguate instructions fer ebtaining test results firem a persen that can
explain:
= |eaning of results
= Probability of false positive/false negative

= How to contact a trained health profiessional for additional information; on interpretation
or follew up counseling Is desired.

(7) 809.10(a)(8)
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Types of Lakeling

= [Device
= Radiatien Emitting Devices & Products
= Prescription devices
= Qver-the-Counter
= Home-Use
= |nvestigational
= |pstrumentation — Manuals
= Electronic (e.q., CD/DVD; web hased)
= Companion Diagnestic

o Patient
s Physician
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Radiation Emitting Devices &
Products (21 CER! Part 1000)

= [abeling| of radiation-emitting products applies 1o medical devices which
emit senic, Infirasenic, or ultrasenic radiation as the result off operation offan
electronic circuit in addition tol the general labeling reguirements fer medical
devices.

= |ncludesselectionic products that emit radiation: either by design (e.g., X-ray.
eguipment) or as a conseguence: of operation (e.g., television set), but
exclude products that emit radiation as a result of the decay: ofi a
radieactive element or I1sotope (e.g., anilonizatien tyjpe smoke detector).

s Section 358 of the Radiation: Controli for Healthrand Safety Act (RCHSA) of;
1968, authorizes, the development ofi Federal standards; for these ty/pes: of
radiation producing preducts.

s Performance standards
8 1010 — Electronic Products: General
811020 — lenizing Radiation Emitting Products
811030 — Micrewave Andi Radio Freguency Emitting| Products
§ 1040 — Light-emitting Products
8 1050 — Senic, Infrasenic, and Ultrasenic Radiation-emitting Products
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Prescription [Devices

o Comply:withr 21 CER: 809.1.0

o Prominently displays Eor prescription
(heme) use: enly” o1 ‘For prefessional use
enly’ statement

o Viay e limited for use By SPECIfic USers
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Investigational Devices

8 812.5 - Investigational device or Immediate package must bear a labeliwith:
= Name and place of business of the manufacturer, packer, or distrbutor;
" Quantity o contents;, I appropriate; and

= Statement, "CAUTION -- Investigational device. Limited by Federal (or United
States) law. terinvestigational use.*

= All'relevant contraindications; hazards, adverse effects, Interfering substances
Ol devices, Warnings, and precautiens.

= No false or misleading| statements nor Imply the device isisafe o effective. for
Investigated use.

= Research on laboeratery animals use only, lakel must contain the fellewing
statement: “CAUTION -- Device for investigatienall tuse: in lakeratony animais
Off ether tests, that do not Invelver human suljects.
= Provide detailed infermation on device labeling ini the investigational plan.
= Vay vary depending on the device and the nature of the study.

= Be sufificient te ensure stability for study:duration (Sterage reguirements,
calibrations procedures)

= Bear sufificient directions; for proper administration, and detail procedures to follow:
In the event of patient imjury
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Investigational Device Advertising

o Advertising:
= Under 81 812.7, a Sponser, Investigator, or any: persen acting| for o on
pehalif off a SpeRsoer o INVEestigatol cannot:

o Promote or test market an investigational device, until after EDA approval of
device fior commercial distribution:

o Commercialize it by charging the subjects/investigatoers a price higher tham
necessany to recover costs

o Unduly preleng an' investigation

o Ifinvestigational data woen't support/justify a premarket approval (PMA);, spensor
must promptly’ terminate the investigation.

o Represent that an investigational device isi safe or effective.

= Viay advertise for research sUbJects, to selicit: thelrr participation n; a study.
o Newspaper, radio,, IV, bulletin beards, pesters, flyers, etc.
o Should be reviewed by IRB te assure not unduly coercive or misleading

o No claimsishoeuld be made (explicitly’ or implicitly) that device isi S&E Tor;
PUrPESES UNAEer Investigation' or superor/equivalent te any other device
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Over-The-Coeunter (Non-Prescription)

s Principal Display Panel 21 CER 801.60

= Portionofi the label whichiisiintended to be displayed, presented,
shiewn,, o examined: under custemary: conditions fier retaili sales:

o Statement of ldentity 21 CER 801.61

= Jhe statement off identity of the device must e listed en the principal
display. panel.

= [ ISt common name foellewed by a statement of principal intended
actien(s);
= |ndications fier use must be' listed! in the directions for use; and

= [he statement must be in bold type, reasenably related inisize to the
most prominent printed maitter on the display: panel, and must be: n
lines generally: parallel to the hase of the package: on Which It rests.
s Net Quantity of Contents Statement 21 CER 801.62

= The lakel for packaged OINC device must contain

o Statement of net guantity of contents;in terms; of weight, measure,
numerlcal count; or a combination of numerical count and weight, measure,
or Size
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Home-Use IVVDs

o \Vay: require: prescription, Instrument, and
documentatien off training

o Examples:
= Glucese

Cholesterol

Drugs off Albuse

Infiectious Diseases (e.q., Hepatitis C, HIV)

Eecall Occult Bleod

Repreductive (e.g., Ovulation, Pregnancy)
Prothrembin



Heme-Use VD Labeling

o [abeling Considerations

= Acceptability: dependant on whether labeling meets the criteria

for "adeguate directions fior use™ (Section S02(F)(1) of the Act &
21 CFR 801.5)

= |inr compliance W/ adeguate: directions, for use i 21 CER 809.10
reqguirements are met (21 CER 801.119)

o 809.10 consideredi generally adeguate: for heme-use IVDs, however
primarily’ put inte effect for professional-use IVDs

= \Wrtten with suifficient detail/infermation and at a level to he
understandable to a lay user (i.e., 8t grade) (Patient Labeling)

o Should alse nclude:

= Contact informatien foif User guestions (e.g., toll-firee telephone
AUMBEr or address for Written correspondence)

= |echanism for consumer awareness of labeling changes
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Patient [Labeling

Any Information; associated withra device targeted to the patient: or
lay caregiver. It isi intended! te elp assure that the device Isi Used
saiely and efifectively.

This labeling may: pertain; to therapeutic, restorative, diagnostic, or
COSMEIC devices;
Eolmats:

= Brechures

= | eaflets

= User manuals

= \/ideo
IS Intended to e supplied, or given to and used by patients or thelr
|2y caregivers with! o1 Witheut accompanying prefessienal
counseling.
May: accompany’ devices intended solely: for use by

= Physicians to operate (e.q., LASIK, breast implants, etc.)

= Both physicians and patients or lay caregivers (e.d., PT/INR, Glucose
monitoring devices, ete.

= Operated selely by patients or their lay caregivers (e.g. Home-Use)

FA



o \Why IS medical device patient [akeling Impertant?

o \What are the generall types of information that may. be
ncluaedinm medical device patient laneling?

= When' should youruse medical device patient lakeling?

o \Wheniis medical device pauent lakneling not usually,
NEcessan/?

s What should you' censider when identiiying a method to
distribute the medicall device patient laneling?
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Physician Labeling — IVD/IUOs

o Addienaliiniermation directed to clinician
Whe will“hhave ne eppoertunity: tor venefii
from the' 1D package Insert

= Vieaning of test result(s)
= Physician brochure (Investigationall devices)

= Additienall infermatien deecmed necessary e
mitigate; rsks
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|nstrumentation

s 21 CER'809.10(19)(6)
e Users Vanuals

s Combined RUG/VIDr EUnctionality —
melecular diagnestics Instrtments

= [[alheling and marketing restrictions



Electronic Labeling

e Section 206 of MPDUEMA amended Section
502(1) ofi the Eederal ED&CA

= Electronic version ofi paper lakelingl (e.g.,
pPackage Insert; Users manual, etc.)

= Complies withr allfapplicakle reguirements of:
AW as [andl copy/paper Version

= Haral copy: vVersion should he availahle
promptly upoen reguest frem user (esp.
patient laneling) at ne additionall cost
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Companioen; Diagnostics

o Comply:withr 21 CER: 809.1.0
o Cross-labeled withrdrugl or kielegic

o Clinicall perfermance Infermation: firom
clinical trials (INIDA7/BICA)

s Patient and/err physician lakeling; may. be
fequired In adaitien; te; prescription
laleling
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PI - Typical Order of Headings

Proprietany: Name
Common/Establisihied Name
Intended Use

= |VDs usually imclude
Indications for Use

iest Summary. and Explanation
Principle: ofi the Precedure
[Device Description
Materials/Reagents/Instruments
= Supplied and net supplied
Warnings/RPrecautions
Storage & Handlingl eff Reagents
Indications of: lnstability:

Specimen Collection and
Rreparation

Procedure (Instructions; of Use)

FA

Calibration/Controls
Quality: Contrel
Limitations, ofi Procedure
Expected! Values

Interpretation of Results
= |nclude description: ofi calculations)

Summary: oft Analytical
Perfierimance

Summany oft Clinical Perfermance
Treuklesheoting

REferences

\Warranty.

LLicense Information

Contact Information



Symbols

$ymbal Uned for Symbal Used for

FDA Recognizes Selected ISO m R

16923 and EN 980 Medical = ™

A EI-
e ——

o |SO 15223, Medical
Devices — Symbols te be
used with medicall device
lalels, lalkeling and
information te be supplied [ECTREP] | 3t erepesn commany

Caution, consult accompanying Sterilized using aseptic
documents [ STERILE | & ] procesing technigue

Containg sufficent for
= N = tests

s EN'980), Graphical symiols
for use in'the labeling of
medical devices
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VD! [Lalbeling changes — 510(k)

o Often pose the mest difficult guestiens te) e adaressed
By device manuiacturers

s Should lbe careful withrlaneling changes

s [Fdevice clhanges result 1 need for lakel changes may.
need a new 510(k)

e [fin doubt, ask OIVD



Additional Info Sources

s 510(k)r datalase:
= Search by 510 #, preduct cede;, device name, applicant name
= [inks to lots of useful dBs
= Review templatess after —=September 2003
LA CCESSE aiah i e eV/SCHPLS/ A/ clid sy CIRIVIN/BRIRECTT
= [Device Advice
= CDRH specific! Lots ofi great hackground oni pre- andl post- market stufi

= HisieE//AnEidaraev/iViedical DEVICES/DevicEREGUIabipnane Elic 2nce/dela
ulEhRtm

o CDRH Guidance Document database

= For industry and EDA —what werlook fior or reguire for particular
devices or topics

= Rsies//AnanEidaraev/iViedical DEVICES/DeviceREGUIatipant GUIGance/Guid
ancebocunenis/deiauli-iatm
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/default.htm

Labeling Guidance Decuments
& Infermation

Lalbeling - Regulatory: Reguirements for Medical Devices (FDA 89-4203)
LILEd Mt etz elo/elanyellozlclsAEciczl R vic as /gy e deltifzldoriclnelCililc/zlc
slCitijclzileg Bt is /GO9S0, deli

Wirite It Right
LIEEOZ LM felzl eloii/elaiyellozlclsAlg ezl Rlavic S5 /DEviceR ezl izl nelCililc/zlc
s/Cijelzile g Ddeti e is /CIIOXOLLL delf

Device LabelingrGuidance #G91-1 (biue boek memo)
LILEOS LM felzh claidleclicellDavicas REvic e getzidazliclclCitliczine /6L g s
BlciirrlSrlis eSS a8, flitr]

Guidance on Medical DevicerPatient Labeling; Einal Guidance for lndustry and
FDA Reviewers

LILEas Lt telzl eldy/elaalezlesAEcicel/BEvices /D8 vic SR etz dazIfcd Gz 16
lCilfclzinle g Ddatinrl s Aien QXSO0 deli

Guidance on Labeling fior [Laberatory: Tests; Draft
Llete Lt iclzr ejeliz/elaicllezlels A ie]iezl/B)e Vtes/PE VicEREa)ABIIE[E GHIE /G
lCilfclinles BdetimnerisAletI2 495, deli

Human Factors Principles for Medical Device Labeling
e IG 3. GoV/E0WIEIGAAS/VIealcalDeVices/DeViceRequlauoHann GUiaa/ie.
e/ClidarcePocuments/DehD958005001
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http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM095308.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM095308.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM095308.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM095300.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM095300.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM095300.pdf

Labeling Guidance Decuments
& Infermation

Electronic Lakeling: Section: 206 of the Medical Device User Feerand Modemization Act
(MDUEMA)I (New: section: 502(f) of the Federal Food), Drug, and Cesmetic Act) Electrenic
[Sabeling| for Prescription: Devices Intended for Use ini Health Care Eacilities - #G03-1
LIELOs /L ezl eidi/elaiyllezlelsAiEedicz iR Evieds /D Vi e julzldarizlfelCclelae AU UL
WenicalPeyicelsel=eeaia/onelzanemAcul/POEN A/ cHIT 08208100/

Rx Labeling; Altermative to) Certain Prescription Device Labeling Requirements
LIEras L ezl eldy/elayloztels AeeliczllREvieds/REviee s e ftlzliaz felCiic/eae 2 ACME RIS
MedliczilBEviea s e iEdgzindiacd2 izl donl cadRUsALIc il 09205, deli

Investigational Device LLabelingl Reguirements
RitEE//AmEdaraeyv/ViedicalDEVICES/IDEVICEREGUI2treRaNE GHICARCE /IS BWIGN BikE LY GUIIDEVI
ce/lnvesuaationalDevice ExemploniDE/NCnOST480ritn

In Vitre) Diagnestic Devices: Guidance for the: Preparation off 510(k) Submissions) -
Appendix € = Paints Tio Consider Regarding Labeling AndlPremarket Sulbmissiens, For:
Home-Use In Vitre Diagnostic [Devices:

LIErOs Lt ezl cld vz diczliRl2yic s /Bl Evica R deitizidazielCiiiczlne /i e S Rac LSl 541
CLIIOAT L. Ll

DoEeS Your Preduct Emit Radiation?

LIErOs Lt ezl clovdleeliczllBl g vic s /RS viga i ezl datizlelelCllc/lple AU LUSIAC 155 i Lt
DEVice/iciiibod 502 it
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http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandModernizationActMDUFMA/ucm109203.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandModernizationActMDUFMA/ucm109203.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandModernizationActMDUFMA/ucm109203.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandModernizationActMDUFMA/ucm109203.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandModernizationActMDUFMA/ucm109203.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandModernizationActMDUFMA/ucm109203.pdf
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/InvestigationalDeviceExemptionIDE/ucm051480.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/InvestigationalDeviceExemptionIDE/ucm051480.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/InvestigationalDeviceExemptionIDE/ucm051480.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm094567.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm094567.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm094567.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/ucm051504.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/ucm051504.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/ucm051504.htm

Thank You

Questions?

Karen. vlwaara@iaa.imis: gov.
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