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91U(K) Premarket Notitrication

© FDA Home © Medical Devices @ Databases

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, to a legally marketed device (21 CFR §807.92(a)(3)) that is

not subject to premarket approval.
Learn more...

Search Database

510K Number Type

Center

Applicant Name

Device Name

Panel v

Decision

Decision Date E3] to

Sort by Decision Date (descending) v
Quick Search

¥4 tep ® Downioad Files

v Product Code
Combination Products |
Cleared/Approved In Vitro Products )
Redacted FOIA 510(k) |
Third Party Reviewed [/

v

Othsb Dﬁ(abasas
= De Novo

* Medical Device Reports
(MAUDE)

« CDRH Export Certificate
Validation (CECV)

* CDRH FOIA Electronic
Reading Room

« CFR Title 21

* CLIA

* Device Classification

» FDA Guidance Documents

* Humanitarian Device
Exemption

* Medsun Reports

« Premarket Approvals (PMAs)

» Post-Approval Studies

* Postmarket Surveillance
Studies

* Radiation-Emitting Products

» Radiation-Emitting Electronic
Products Corrective Actions

Back To Search Results

Device Classification Name ~Syringe, Antistick

@l S
New Search
510(K) Number
Device Name
Applicant

Applicant Contact
Correspondent

Correspondent Contact
Regulation Number
Classification Product Cods
Date Received

Decision Date

Decision

510k Review Panel
Summary

Type

Reviewed By Third Party
Combination Product

K051800

IN6 SAFETY SYRINGE, MODEL 3ML
IN6 INCUVESTOR INC.

3892 South America West Trail
Flaggstaff, AZ 86001

Jennifer Reich

IN6 INCUVESTOR INC.

3892 South America West Trail
Flaggstaff, AZ 86001

Jennifer Reich

880.5860

10/21/2005
Substantially Equivalent (SESE)

Regulation Medical Specialty General Hospital

General Hospital
ummary

Abbreviated

No

No
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Recognized Consensus Standards

Small-bore connectors for liguids and gases in - Part 7: Ce

for or hypodermic

applications
» 6-111SO 594-1 First edition 1986-06-15

Conical fittings with a 6% (Luer) taper for syringes. needles and certain other medical equipment - Part 1: General

requirements
# 6-148 ISO 7886-3 First edition 2005-03-01

Sterile hypodermic syringes for single use -- Part 3: Auto-disable syringes for fixed-dos

# 6-174 ISO 11608-4 First edtion 2006-03-15
Pen-injectors for medical use - Part 4:

and test methods for el and

pen-injectors

» 6-273 1SO 23908 First edition 2011-06-11

Sharps injury protection - Requirements and test methods - Sharps protection features for single-use hypodermic needles,

introducers for catheters and needles used for blood sampling
* 6-275 ISO 11608-2 Second edition 2012-04-01

Needle-based injection systems for medical use - Requirements and test methods - Part 2: Needles

# 6-278 1ISO 11040-5 Third edition 2012-02-15

Prefilled syringes - Part 5: Plunger stoppers for injectables
» 6-294 1SO 11608-3 Second edition 2012-10-01

Needle based injection systems for medical use - Requirements and test methods - Part 3: Finished containers

# 6-3411SO 11608-1 Third edition 2014-12-15

Needle-based injection systems for medical use - Requirements and test methods - Part 1: Needle-based injection

systems
—

(Y S —
This summary of 510(k) safety and effectiveness information is being submitted in accordance

with the requirements of SMDA and 21 CFR §807.92

1. Submitter's Name: 6 incuVestor™ Inc.

Address: No. 413 Ming-Hsouie Rd., Taipei, Taiwan
Phone: 886-2-2532-2825

Fax: 886-2-2532-2822

Contact: Ms. Lin Lee, Lee / PRESIDENT

2. Device Name :

Trade Name: In6 IncuVestor® Inc.
Common Name: Safety Syringe (provided with needic)
cl i ion name ick Syringe
3. Classification: Ciass Il
Regulatory Number:  880.5860
Product Code: MEG

4. Predicate Davice: e  VANISHPOINT SYRINGE (K980069) marketed by

RETRACTABLE TECHNOLOGIES, ING

5. Device Description: The In6 Safety Syringe (3ml) is sterile, single-use, disposable ,
Non-reusable, Retractable, Piston Syringe, provided with needle attached
of i

in place.. which is i for the inj
while minimizing the ial for
needle-stick (sharps injury).

injury as a result of

into a patient,

Dirug Trade
May

(S=neric Name)

WENCLEXTAS zoesTa WYSIS CLL FISH PROBE Pisoge1|  assoTT
(venatocisadg WIT

matinib
mesylats

FIT DE1EW Mutstion
Detection by PCR for
Siee ity &n.

Agoressive Systemsc
Mastocytosis (ASM)

4apoos | A
Laboratories,

H,2

dications

= = test to detact delation of

from patients with B-cell
<hronic lymancoytic leukami=
CL|

The test is indicatad
detecting deletion o

ntended for monitoring of
residual dissase.

WIT DE18W Mutstion Desaction
o PR for Gleswec Shgibiiny
n Aggressive Systamic
Mastocytosis (ASM
= the “KIT Da1
= an in witro diagnostic test
niended for qualitstive
olymerase chain reacton
'CR) detection of KIT D216
mutstional status from fresh
Bone marrow ssmples of
patients with sggressive
mic mastocytosis. T
WIT DE18W mutstional assay is
ndicated as an aid in the
selaction of ASM patients for
whom Glesvec® (imatinib
mesylate) reatment is being

be performed at @ single
sborstony site.
The indication for use

statement has been mosfied
from that granted for the HUD

approval to limit the assay use
"0 fresh bene marrow biopsies

http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/InVitroDiagnostics/ucm301431.htm

2017/5/25

18



2017/5/25

i E %
! FE9H- 0L 100 HEHY | 00K
LY REdw 4 % we(ol) 111281 HEL

RE<HEE- 88 ()bl o)W1 $80R

_.?J f___..%%;ﬁﬁ%g,%&;Eazgéégi%,&g
L. TYEEET AL - 4

R
[ Rl Ao D L g AR BT LI SR BN B D ERRIERYEH -

| REE-(|) 58 (1)) EREEFHSBENE (BRFERE) (1)) M NEE

_ _ nr_” ﬁmmw,a%?m%.%ﬁEé@ﬁfzﬁﬁ%mEvmmﬁﬁ%%ﬁ%iﬂ

w bR S S S BRTEEE TR ST ET S () K

Aumq. A5l EERE ({) KEKARTHAOD N FERIoRAEAN S () WS

B T T R P | TR TS

ﬁwﬁu FEYTHE (BHARE) (+) GEK (L4RHHES QN uSURRanLRg
ir S HK)-

— ] RSP ER AR S LEREE ks - FHEAE (T4 ww. doh. gov. tn)
7 E?

‘?T#

lw

/

P

i
15 g
,,www i ml.u
T+ #e 0
Bk
#=

¥

19




PR TRR RS T A

* IRBE T %

Tk 2%

¥
=

° E:%E_E\z QT&}%H‘%‘%

o IVD H 7L ureddl2
© FAERE

b=

IRB# ji=5= § %

c REFARERS
*ARRPERER
B TR R
© ERET R
%ﬂiﬁi
. ;H :#5@*’{&:9%
55&’_‘1 i

* ﬁﬁmﬁ%;Q? #

G A SR I gk TR

E‘E;‘mﬂgﬁ e AN A g 2
FidBk i X 2EF > 22 RBER

Bi B eanTin » 3F% 2% 73 - 27 # 3%

=5 nf— i

2017/5/25

20



iR R S e

AEE TR ERKT AL FRL R AR
RPN F TR EGEA -

ZPpH B e G F RhE R 4o® S (pivotal
study)z. fefk 2% 7 7 £ 3L & roi® e 4p R(primary
endpoint) ~ ;R BELZI 11 2 £ T kit S 50

FERBAR IR BHRF G L RDESE

GCP % =

Lz A |

BRIt 3%, % IRBH

.__Jg}!';

i B G

2017/5/25

21



Tl iR Y GALS

Tﬁ fs(Hospital)
g Jﬂ‘ (Sponsor)
= 327 7 #45 (CRO)

fr 4 451135 /TFDA AREEERL R §
(Regulator) (IRB/JIRB)
2 2

| & 7 Rk R |
ﬁUR)ﬁﬁmp ﬁ
i fﬁ i /"u%‘:ér:ﬂ]

TRk kLY HE %
TR EREL Y R ARDT Y AR
LREY
- BBV EIGRIREHRB LT )
= \,\F;a =
R A
T~ /\gaxpé 2%
T \;._;;34:&{11 °
FOERFRFEHLRG X 2ETHE
= ‘ﬁf‘;ﬁ—*‘" iffp‘*ﬁh’j@“f’ﬁi‘?ﬂw o
AN RBHRIFABIE R A E U T Em TR TR
1~ B gL WERt ﬁ#ﬁ Tm ol
LR kAR A ALE R

I

-ﬁ__—gk_

2017/5/25

22



BT EI N

Background

Study rationale / purpose

Objectives : Primary objectives / Secondary objectives
Study design :

Population : Inclusion / Exclusion criteria, number
Treatment

Visit schedule

Assessments :

baseline characteristics Treatments / Efficacy (endpoints,
methodology)/safety

Safety monitoring : Serious adverse event reporting ....
Statistical methods and data analysis

References
FEETEZRP
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» Brand new : Marker X

+ Clinical validation (¥ #)

» Technical validation (= 4~)
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o TR T REKRE VS BTG

« 5 #p 7k 225 ( feasibility study) VS confirmatory study

B oh 2 A T 7= e (GR)

metabolic ~ respiratory origin : severe diarrhea,

medicine, DM lead to ketoacidosis * renal failure,

hypovolemic shock, respiratory failure .............

acidosis

XX Kit --> acidosis => OO
disease ?
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