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Screening Checklist for Traditional/Abbreviated Premarket.
Notification [§10(k)] Submissions
based on
Guidance for Industry and FDA Staff
Format for Traditional and Abbreviated 510(k)s.
hitp:/iwww . fda.govicdrh/odelquidance/1 567 him!

Title Related information j Present | Inadequate ! N/A {
MDUFMA Cover Sheet Medical Device User Fee Cover Sheet
_ www.fda govioe/mdufmalcoversheet himl Sec, |
CDRH Premarket Review | CDRH Premarket Review Submussmn Cover Sheet v
Submission Cover Sheet | www.fda.goviopacom/morechoicasifdaforms/F DA- Seo 2
3514.pdf '
| 510(k) Cover Letter Appendix A of “Guidance for Industry and FDA Staff
Format for Traditional and Abbreviated 510(k)s” /
updated November 17, 2005 4’@ .3
Indications for Use Davice Advice * Content of a 510(k)" Section D e
Statement www.fda, qov/cdrhldevadvtce/314312 htmi#link 6. Sec.
510(k) Summary or Device Advice " Content of a 510(k) Section E -
510(k) Statement www.fda.qovicdrh/devadvice/314312.htmilink 7 Se c, g
Truthful and Accuracy Device Advice " Content of a 510(k)” Section G v
Statement | www.fda govicdrh/devadvice/314312.himi#link & ge_c,
Class ll Summary and | Class Il Summary and Certification Form ' ! l/
Certification www fda, govlcdrh/manuallstmncmxhtm
Financial Certification or | FORM FDA 3454 Certuﬁcatnon Financial lnterests
Disclosure Statement and Arrangements of Clinical Investigators.
www .fda. qovlopacom/morechmceslfdaforms/ FDA-
3454.pdf
FORM FDA 3455, Disclosure: Financial Interests and ,/

Arrangements of Clinical Investigators

" www.fda.qov/opacom/morechoices/fdaforms/FDA-
3455.pdf
Financial Disclosure by Clinical Investigators

www fda govloc/guidanceffinancialdis htmi.

Declarations of ‘ Use of Standards in Substantial Equivalence
Conformity and Summary- | Determinations
‘Reports (Abbreviated www.{da.gov/cdrh/ode/quidance/1131 html.

510(k)s) FDA Standards pragram Ve
fda.gov/cdrh/stdspreq, htiml. ‘
Declaration of conformity gac. n

www.fda.govicdrh/devadvice/3145.himitlink 9

Required Elements for Declaration 6f Conformity to
Recognized Standard »
wyaw.fda. govicdrhiodelreqrecsland.himl

Executive Summary -See section 10 in Chapter Il of "Guidance for Industry | &~
and FDA Staff Format for Traditional and Sec 8
Abbreviated 510(k)s” updated November 17, 2005 “ oy

Fig. 6
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Related information

' See section 11 in Chapter Il of “Guidance for Industry,
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| Present | inadequate ; wa §

‘| and FDA Staff Format for Traditional and o 1%ec, 4
| Abbreviated 510(k)s” updated November'17, 2005 !
Substanttal Equivalence: | Guidance on the CDRH Premarket Nolification. N
Discussion Review Program 6/30/86 {K86-3), 1%ee, 9
o www fda govicdrii/k863.html. Sec, )5
Proposed Labéling | Device Atvice * Content of a 510(k)” Section'H < “ 1
“www.fda.qov/edrh/devadvice/314312.htmblink_10. ecr M ‘
Sterilization/Shelf Life “Updated 510(k)- Sterility Review Guidance (K90-1) ’ i '
www:fda.govicdrhode/quidance/361.htm] - L~
1.For reuse of single use devices, see Guidance for- ) izt
Industry and FDA Staff — Medical Device User Fee Cee.
and Modernization Act of 2002 Validation Data in
Premarket Notification Submissions (510(k)s) for-
Reprocessed Single-Use-Medical Devices r
www.fda.qovicdrh/ode/quidance/1216 htm|
Biocompatibility FDA Blue Book Memo, G95-1, Use of International e
Standard 1SO-10993, "Biological Evaluation of S'e e 13

‘Medical Devices Part 1: Evaluation and Testing”

www fda. gov/edrh/g951. htm!

Software-

Guidance for the Conlent of Premarket Submissions
for Software Contained in Medical Devices
www fda gov/cdrh/ode/software. himl

N

Electromagnetic )
Compatibility/Electrical
Safety

CDRH Medical Device Electromagnetic Compatibility
Program

www.fda govicdrh/eme

See also IEC 80601-1- 2 Medical Electrical
Equipment -- Part 1. General Requirements for
Safety; Electromagnetic Compatibility --
Regquirements and Tests (Second Edition, 2001)

Performance Testing ~
Bench

}'See section 18 in Chapter Il of “Guidance for industry

and FDA Staff Format for Traditional and )
Atbreviated 510(K)s" updated November 17, 2005

Performance Testing —
Animal

See section 19 in Chapter Il of "Guidance for |ndustr§ :
and FDA Staff Format for Traditional and
Abbreviated 510(k)s” updated quember 17, 2005

PPN IO R

Qsec.a 4

Performance Testing —
Clinical

See section 20 in Chapter 11 of *Guidance for industry |

and FDA Staff Format for Traditional and
Abbreviated 510(k)s” updated November 17, 2005
Certification/Disclosure Forms: Financial interests
and Arrangements of Clinlcal Investigators

www.fda qovidpacomimorechoices/fdaforms(EDA=

‘3454 pdf

www. fda . gov/iopacont/morechoices/fdaforms/FDA-
3455.pdf

Kit Certification

_htt

Device Advicé
hvww fda: ov/cdrh/devadvice/314c.htr]
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TEST REPORT- - GAMMA RADIATION VALIDATION

TESTING SERVICES COMPANY

Report Date: 18/1/0%

fo-~ CUSTOMER

From~ SERVICE PROVIDER m
Microbitotogy Davision

Sktarting Date = 19711708

Laboratory Completion Date ~ 15/12/08

"SAMPLE ~ Dental Inplants
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Order # 1012/08
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We, COMPANY X located in LOCATION, manufacturers of Dental Implants
and accessornies, have classified our:
¢ Dental Implants & healing Cups & Abutments as a Class IIb, in
accordance with Rule 8, of Annex II of the Medical Device Directive

93/42EEC "All implantable devices and long term surgically invasive
devices are in class JIb".

¢ Dental Implants accessories & surgical kits are Class I in accordance to

rule 5 "All invasive devices with respect to body orifices, other than
surgically invasive devices and which are not intended for connection to an
active medical device: — are in Class I if they are intended for transient
use”.

e Accessories/ball attachments as Class IIa - For those products that are
being sale separately to support the patient and are being remain in the
patient mouth for several weeks Can be more than 30 days), suchas the
healing cup are classified as Class [Ja according to rule 5: All invasive

-devices with respect to body orifices are in Class [Ib if they are intended
for long-term use, except if they are usedin the oral cavity as far as the
pharynx, in an ear canal up to the ear drum or in a nasal cavity and are not
liable to be absorbed by the mucous membrane, in which case they are in

Class J[Ia."

Full Name: Position:

Date: Signature:

Fig. 11
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Application Number: APP-00212
Client: Global Devices

Country: Canada Device: Heart Monitor

Risk Class: A Application Date: 4/12/2011
Documents:

1-Executive Summary Download

2-Company Profile Download

3-Device EMC Download

4-Insurance papers Download ‘
-5-Insurance papers-FR @ File not found
6-Financial info Download

Fig. 12
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Uploadto Library:

Select Document: <one of the forms under some module>

Select Language: English

Upload File: "o . .. 20000
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