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Section 5: 510(k) SUMMARY MAY 0 2 2014

This summary of 510(k) safety and effectiveness information is being submitted in
accordance with the requirements of 21CFR, Section 807.92 (c).

Submitter Information: Boditech Med Inc.
43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gang-won-do, 200-883,
REPUBLIC OF KOREA.
Phone No.: +82 33 243 1400
Fax No.: +82 33 243 9373
E-mail: psy@boditech.co.kr
Website: www.boditech.co.kr

Contact Person: Sang Yeol Park/ Senior Director/ Ph.D.
Date: March 03, 2014

Device Information: |

Trade Name: i-CHROMA iFOB with i-CHROMA Reader

Common Name: i-CHROMA irFOB
Classification Name: Automated Occult Blood Analyzer

Class: 11

Panel: Hematology
Product Code: 00X

Regulation: 21 CFR § 864.6550

Predicate Device: OC Auto Micro FOB Test and Polymedco OC Auto Micro 80
Analyzer
Predicate K Number: K041408

Device Description:

i-CHROMA iFOB in conjunction with -CHROMA Reader is a fluorescence immuno-
chromatographic assay system for qualitative detection of fecal occult blood (FOB) in
human fecal samples.

Intended Use(s):

i-CHROMA iFOB in conjunction with ;-CHROMA Reader is a fluorescence tmmuno-
chromatographic assay system for qualitative detection of fecal occult blood (FOB) in
human fecal samples. i-CHROMA iFOB is an in vitro diagnostic test used by laboratories
and physician offices for routine physical examination when gastrointestinal bleeding
may be suspected.
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Indications for Use(s):

i-CHROMA iFOB is an in vitro diagnostic test used by laboratories and physician offices
for routine physical examination when gastrointestinal bleeding may be suspected.

Components of i-=CHROMA iFOB:

i-CHROMA iFOB consists of a ‘Test Cartridge’, an ‘ID Chip’ and a ‘Sample Collection
Tube’ containing the ‘Detection Buffer’ and i-CHROMA Reader

- The test cartridge contains a test strip; on the nitrocellulose membrane of which,
murine antibodies against human hemoglobin and rabbit immunoglobulin-G have
been immobilized at the test line and the control line respectively. Each test
cartridge is individually sealed in an aluminum foil pouch containing a desiccant.
25 sealed test cartridges are packed in a box which also contains an ID chip.

- The detection buffer contains fluorochrome-labeled anti-human hemoglobin
antibodies, fluorochrome-labeled anti-rabbit immunoglobulin-G, bovine serum
albumin (BSA) as a stabilizer, and sodium azide in phosphate buffered saline
(PBS) as a preservative. Each sample collection tube contains 1 mL detection
buffer. 25 pre-filled sample collection tubes are packed in a box which is further
packed in a Styrofoam box provided with ice packs for the purpose of shipment.

- Additionally, ‘Patient Packs’ are provided along with the test cartridge box and
also separately on demand.
Each ‘Patient Pack’ contains following items:
= | Patient Instructions Leaflet (for sampling instructions)
« 1 Sample Collection Paper (for fixing onto the toilet bowl)
« 1 Sample Sac (for enclosing the sample collection tube after sampling)

* 1 Return Envelop (for submitting the sample collection tube to the
laboratory/physician office for testing)

- -CHROMA Reader is a fluorometer instrument which scans the sample-loaded
i-CHROMA iFOB test cartridge and displays the test result. i-CHROMA Reader
and i-CHROMA iFOB are compatible only with each other. ;-CHROMA Reader
is marketed/supplied separately on demand.

- The ID chip contains a memory device that contains encoded calibration
data/information for the batch-to-batch (lot-to-lot) variation. With the ID chip
inserted in the designated port, -CHROMA Reader reads and utilizes the
calibration data reparding the batch/lot under consideration and applies
appropriate correction to the conversion formula while computing the test result.
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i-CHROMA iFOB Test Cartridge:

i-CHROMA 1FOB Test Cartridge is composed of a test strip enclosed in a disposable
plastic housing.
The components of the test strip are:

- An antibody-immobilized nitrocellulose membrane

- A sample pad

- An absorption pad (also called absorbing pad or absorbent pad)

- A plastic backing

i-CHROMA iFOB Sample Collection Tube:

‘Sample Collection Tube’ is an essential component of i-CHROMA iFOB. A box
containing 25 pre-filled sample collection tubes, is delivered separately from the test
cartridge box. It is further packed in a Styrofoam box provided with ice packs for the
purpose of shipment.

The sample collection tube is a specially designed plastic container. Each sample
collection tube contains 1mL Detection Buffer. Apart from being the container for the
detection buffer, the sample collection tube serves the following purposes:

1) Proper sampling of the fecal sample
ii) Thorough mixing of the fecal sample with the detection buffer for ensuring complete
extraction of the fecal sample

iii) Application of precise quantity of the sample mixture into the ‘Sample well’ of the
i-CHROMA iFOB test cartridge

‘i-CHROMA iFOB Sample Collection Tube’ contains 1 mL ‘Detection Buffer’.
Approximately 13 mg (%1.82 mg) of human fecal sample is actually delivered into the
detection buffer in the -CHROMA iFOB Sample Collection Tube’ following the
sampling procedure described in the package insert of i-CHROMA iFOB test.

i~-CHROMA Reader:

i-CHROMA Reader is a custom-configured, portable, desktop, fluorescence-scanning
instrument for qualitative detection of fecal occult blood (FOB) in human fecal samples;
duly mixed with the detection buffer and tested by i-CHROMA iFOB.

i-CHROMA Reader is intended to be used only in conjunction with i-CHROMA iFOB
for in vitro diagnostic purpose by laboratories and physician offices. i-CHROMA Reader
measures 250 mm (L) x 185 mm (W) x 80 mm (H) in size and weighs 1.2 Kg.

The i-CHROMA iFOB test cartridge is loaded with the human fecal sample which has

been duly mixed with the detection buffer in i-=CHROMA iFOB Sample Collection Tube
as per the standard test procedure recommended by Boditech Med In¢. This sample-
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loaded test cartridge is inserted in to the cartridge holder of the i-CHROMA Reader for
the purpose of being scanned.

Upon inserting the sample-loaded test cartridge in the i-CHROMA Reader, the laser light
illuminates the test cartridge membrane thereby triggering fluorescence from the
fluorochrome-labeled complexes accumulated at the test line as well at the contro! line.

The fluorescent light is collected together with the scattered laser light. Pure fluorescence
is filtered from the mixture of the scattered and fluorescent light. Intensity of the
fluorescence is scanned and converted into an electric signal which correlates to the
intensity of fluorescence and hence to the concentration of FOB hemoglobin in the test
sample.

The on-board micfoprocessor computes the FOB hemoglobin concentration based on a
pre-programmed calibration. The computed and converted result is displayed by the
i-CHROMA Reader in a qualitative (positive or negative) manner.

Test Principle:

i-CHROMA iFOB is an immunoassay system based on antigen-antibody reaction and
fluorescence technology.

When a human fecal sample is mixed with the detection buffer in the sample collection
tube, the fluorochrome-labeled detector antibodies (anti-hemoglobin) in the detection
buffer binds with hemoglobin in the fecal occult blood (FOB).

When the fecal sample mixture is loaded into the sample well on the test cartridge as per
the recommended test procedure, it migrates through the nitrocellulose matrix of the test
strip.

The fluorochrome-labeled detector antibody-analyte (FOB hemoglobin) complexes get
captured on to the capture antibodies (anti-hemoglobin) which have been immobilized at
the test line on the test strip.

As a result, the fluorochrome-labeled complexes of the detector antibody-analyte (FOB
hemoglobin)-capture antibody get accumulated at the test line on test cartridge
membrane.

Thus, more the hemoglobin in the human fecal sample, more the complexes that get
accumulated at the test line on the test cartridge membrane.

Upon inserting the sample-loaded test cartridge in the ;-CHROMA Reader, the laser light
illuminates the test cartridge membrane thereby triggering fluorescence from the
fluorochrome-labeled complexes of hemoglobin.

The fluorescent light is collected together with the scattered laser light. Pure fluorescence
is filtered from the mixture of the scattered and fluorescent light. Intensity of the
fluorescence is scanned and converted into an electric signal which is correlates to the

intensity of fluorescence and hence to the concentration of FOB hemoglobin in:the test
sample,
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The on-board microprocessor computes the FOB hemoglobin concentration based on a
pre-programmed calibration.

The computed and converted result is displayed by the /-CHROMA Reader in a
qualitative (positive or negative)} manner based on an analytical cut-off of 100 ng/mL
{hemoglobin in fecal sample mixed with detection buffer) which is equivalent to 8ug i.e.
0.008 mg hemoglobin per gram of stool.

i~-CHROMA iFOB and i-CHROMA Reader are compatible only with each other.

Substantial Equivalence Information:

Predicate Device: OC Auto Micro FOB Test and Polymedco OC Auto Micro 80
Analyzer

Predicate K Number: K041408

Comparison with the Predicate Device:

Following table summarizes similaritics and difference between the test device
i-CHROMA iFOB and the predicate device OC Auto Micro FOB Test.

SIMILARITIES
No.| Comparison Test Device Predicate Device
Parameter (i-CHROMA iFOB with (OC Autoe Micro FOB Test with
i~CHROMA Reader) Polymedco OC Auto Micro 80
Analyzer)
1 |Test Principle |Immunological test system using Immunological test system intended
antigen-antibody reaction for detection (for qualitative detection of fecal
of human hemoglobin in human fecal |occult blood in feces
samples.
2 |Intended Use |Qualitative detection of fecal occult  |Qualitative detection of fecal occult
blood (FOB) in human fecal samples  |blood in feces by professional
by laboratories and physician offices  |laboratories
3 |Test Sample |Human fecal sample mixed with Feces in an extraction buffer
detection buffer in the sample
collection tube
4 |Test Cut-off  |100 ng/ml (Human hemoglobin in 100 ng/mL (Human hemoglobin in
human fecal sample mixed with feces processed in extraction buffer)
detection buffer)
DIFFERENCES
No.{ Comparison Test Device Predicate Device
Parameter (i-CHROMA iFOB with (OC Auto Micro FOB Test with
i~-CHROMA Reader) Polymedco OC Auto Micro 80
Analyzer)
1 [Test Platform |Fluorescence immunoassay using Automated immunoassay using latex
lateral flow technology fixation
2 |Test Time 10 minutes 5~10 minutes
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3 |Detection Involves scanning/measurement of Involves optical measurement of

Mechanism intensity of fluorescence on the test agglutination of latex particles

cartridge membrane

Standard/Guidance Document Referenced:

USFDA guidance document for industry and FDA staff: ‘
‘Review Criteria for Assessment of Qualitative Fecal Occult Blood In Vitro
Diagnostic Devices’ (Issue date: August 8, 2007)

Summary of Performance Testing (Bench):

>

>

i-CHROMA iFOB showed no prozone/hook effect up to analyte concentration
2000 ng/mL.

i-CHROMA iFOB was found to be equally sensitive to ‘Hemoglobin S’ as the
abnormal hemoglobin associated with sickle cell anemia.

i-CHROMA iFOB showed no significant cross-reactivity with any of the eight
animal hemoglobin (i.c. bovine, chicken, fish, horse/equine, goat, pig/swine,
rabbit, and sheep origin) and no significant interference from any of the four
endogenous substances (Ascorbic acid, Bilirubin, Albumin and Myoglobin).

i-CHROMA iFOB showed high degree of repeatability as well as between-run,
lot-to-lot, instrument-to-instrument and site-site reproducibility.

Analytical method comparison study at three US sites performed on spiked
human fecal samples showed high degree of overall percent agreement as well
as positive percent agreement and negative percent agreement between test
results obtained with ~-CHROMA iFOB and the predicate method OC Auto
Micro FOB.

Clinical testing study at two Korean and one US site involving prospective
testing of clinical human fecal samples showed:

* More than 96% positive and negative percent agreements in test results
when compared with the predicate method OC Auto Micro FOB.

' 95-99.66% accuracy in test results with weak positive and weak negative
samples.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center — WO66-G609
Silver Spring, MD 20993-0002

Boditech Med Inc. May 2, 2014

c/o Sang Yoel Park, Ph.D., Senior Director QA & RA
43, Geodudanji 1-gil, Dongnae-myeon
Chuncheon-si, Gang-won-do, 200-883

REPUBLIC OF KOREA

Re: k132167
Trade/Device Name: i-CHROMA iFOB with i-CHROMA Reader
~-CHROMA iFOB Controls
Regulation Number: 21 CFR 864.6550
Regulation Name: Occult Blood Test
Regulatory Class: Class I
Product Code: O0X, JJX
Dated: April 23,2014
Received: April 25,2014

Dear Dr. Park:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.
The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device tabeling must be truthful and not misleading.

If your device is classified (sec above) into either class II (Special Controls) or class 1II (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
pubtish further announcements concemning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address

http://www.fda.pov/MedicalDevices/ResourcesforY ou/Industry/defauit.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to '
http://www.fda.pov/MedicalDevices/Safcty/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address

htip://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm,

Sincerely yours,

Maria M Chan -S
Maria M. Chan, Ph.D.
Director

Division of Immunology and Hematology Devices
Office of In Vitro Diagnostics and Radiological Health
Center for Devices and Radiological Health

Enclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES | Form Approved: OMB No. 0910-0120

Food and Drug Administration Expiration Date; December 31, 2013

Indications for Use See PRA Statement on last page.

510(k) Number (if known)}
K132167

Device Name
i-CHROMA iFOB Controls

Indications for Use (Describe)

i-CHROMA iFOB Controls are external quality control reagents intended for monitoring and ensuring acceptable performance of
i-CHROMA iFOB test system which is a qualitative in-vitro diagnostic test for detection of fecai oceult blood having an analytical
cut-off of 100 ng/mL which is equivalent to 8ug i.c. 0.008 mg hemoglobin per gram of stool,

Type of Use (Sefect one or both, as applicable)
Prescription Use (Part 21 CFR 801 Subpart ) [} Over-The-Counter Use (21 CFR 807 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE -~ CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CORH) (Signature)}

Maria M. Chan -S

FORM FDA 3881 (6/13) Page 1 of 2 PSC Publishiag Scrviccs (301) 36740 EF




DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120

Food and Drug Administration Expiration Date: December 31, 2013

Indications for Use See PRA Statement on last page.

510(k) Number (if known)
K132167

Davice Name
i-CHROMA iFOB with i-CHROMA Reader

Indications for Use (Describe)

ji-=CHROMA iFOB in conjunction with i-CHROMA Reader is a fluorescence immuno-chromatographic assay system for qualitative
detection of fecal occult blood (FQB) in human fecal samples.

i-CHROMA iFOB is an in vitro diagnostic test used by labaratories and physician offices for routine physical examination when
gastrointestinal bleeding may be suspected.

Type of Use {Select one or both, as applicable)
[X] Prescription Use (Part 21 CFR 801 Subpart D) [} Over-The-Counter Use (21 CFR 807 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signaturs)

Maria M. Chan -S

FORM FDA 3881 (6/13} : Page 1 of 2 PSC Publisting Semices (I} 436710 EF




Submitter:

Sang Yeol Park

Senior Director

Boditech Med Inc

Quality Assurance & Regulatory Affairs
43, Geodudaniji 1-gil, Dongnae-myeon
Chuncheon-si, Gang-won-do, 200-883, KS
Phone: 82-332-431400

Fax: 82-332-439373

Secondary Contact:

Sang Yeol Park

Senior Director

Boditech Med Inc

Quality Assurance & Regulatory Affairs
43, Geodudaniji 1-gil, Dongnae-myeon
Chuncheon-si, Gang-won-do, 200-883, KS

7408, 2013

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Attn: eSubmitter Team

Document Mail Center - WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Dear Sir orMadam:

This submission dated 7,0 8, 2013, is filed pursuant to the In Vitro Diagnostic Device Evaluation and Safety program's Electronic Review (eReview).

The submission is a(n) 510(k) and CLIA Waiver Combination, Original Submission, Traditional refeming to the product, Reagent, Ocault Blood also known

as trade name(s): i-CHROMA iFOB with i-CHROMA Reader with model(s): Not Applicable. The dassification panel for this submission is HEMATOLOGY. This
submission indudes a CLIA Waiver.

Indications for Use

i-CHROMAIFOB in conjunction with -=CHROMA Reader is a fluorescence immuno-chromatographic assay system for qualitative detection of fecal occultblood
(FOB) in human fecal samples.

i-CHROMA iFOB is a rapid, convenient, sensitive and reliable in vitro diagnostic test intended for routine physical examination, screening and/or monitoring for
gastrointestinal bleeding disorders such as colorectal cancer by laboratories and physician offices.

The prior submissions that are related to this release are as follows: K062981 (i-Chroma CRP Test).
The devices to which substantial equivalence is claimed are as follows: OC Auto Micro FOB Test and Polymedco OC Auto Micro 80.

User Fee Payment ID:“

Truth and Accuracy Statement

To the best of my knowledge, the data and information submitted in this premarket notification are truthful and accurate, and no matenal fact has been omitted
(asrequired by 21 CFR 807.87).

Sincerely,

Sang Yeol Park
Senior Director
Boditech Med Inc




Submission Report

Section: Admin

1.0 Type of Submission
Introduction
Department of Health and Human Services
Food and Drug Administration
CDRH PreMarket Review Submission Cover Sheet
Form Approval
OMB No. 0910-0120

Note: Please be advised that: 1) under 21 CFR 807.7(1), we may request any addifional information thatis necessary to reach a

determination regarding substantial equivalence and 2) supportive raw data may be provided as attachments to this submission.
Information: Whenever possible, please enter desciiptions in execulive summary format because this information will be used to generate the FDA

Decision summary. If additional information is needed, please attach the appropnate file.

I Section A IType of Submission

Submission Type * 1510(k) and CLIA Waiver Combination

*

. | Submission Sub-Type Onginal Submission

_ | Submission Sub-Sub-Type * | Traditional
Enterthe onginal submission number.
Is thisa bundled submission? * I No

User Fee Payment ID Number *;

MDUFMA Cover Sheet

Please attach the completed MDUFMA Cover Sheet.

File Attachment | MDUFMA

2.0 Contact Information

I Section B IPrimary Contact (Submitter, Applicant, or Sponsor)




Primary Contact Information

Contad Information:

Contad Name Dr. Sang Yeol Park
Occupation Title Senior Director
Email Address psy@boditech.co.kr
Address

Establishment Name

Boditech Med Inc

Divison Name

Quality Assurance & Regulatory Affairs

Address 43, Geodudaniji 1-gil, Dongnae-myeon
Chuncheon-si, Gang-won-do, 200-883, KS
Telephone Number 82-332-431400
Fax Number 82-332439373
I Section C ISecondary Contact (Applicant Correspondent, US Agent, or Consultant)

Secondary Contact Information

Contad Information:

Contad Name Dr. Sang Yeol Park
Occupation Title Senior Director
Email Address psy@boditech.co kr
Address

Establishment Name

Boditech Med Inc

Division Name

Quality Assurance & Regulatory Affairs

Address

43, Geodudaniji 1-gil, Dongnae-myeon
Chuncheon-si, Gang-won-do, 200-883, KS

Telephone Number

Fax Number

Who should be contacted forissue s related to this submission?

*

Primary Contact

ISection D

IManufacturing Location (Physical Location of the Manufacturing Plant)

Manufactuing Location (Optional)

Establishment Information:

Establishment Name

Boditech Med Inc.

FDA Establishment Identifier (FEI)

Central File Number (CFN)

Registration Number

Owner/Operator Number

D&B D-U-N-S Number

Physical Location:

Address

Telephone Number

Fax Number




3.0 Reason for Submission

ISecﬁon D3 IReason for Submission -510(k)

New Device

* lYes

Additional or Expanded Indications

Change in technology

If addiional information is required, attach file.

ISection E |Additional Information on 510(k) submissions

Information on Device fo which substantial equivalence is claimed. 510(k) Number - Trade orProprietary orModel Name

Item 1 I OC Auto Micro FOB Test and Polymedco OC Auto Micro 80

For this submission, are you induding a 510(k) Statement or Summary?

*

510(k) Summary

Enter your 510(k) Summary or Statement.

Section 5-510(k) summary has been attached.

File Attachment | 510(k) Summary
4.0 Product Information
I Section F IProduct Information

Common or dassification name

Reagent, Occult Blood

FDA Document Numbers of all prior related submissions (regardless of outcome)

Item 1 |K062981 {-Chroma CRP Test)

4.1 Trade, Proprietary, or Model Names

Iltem: 1

Trade, proprietary, ormodel name for this device

*

i-CHROMA iFOB with i-CHROMA Reader

Model number

*

Not Applicable

5.0 Product Classification

I Section G1 IProduct Classification




Choose the podud code for this submission.

Produd Code REAGENT, OCCULT BLOOD (KHE)
Device Class CLASS I

Classification Panel HEMATOLOGY

C.F.R. Section 864.6550 -OCCULT BLOOD TEST.

Add any other produd codes that are applicable to this submission.

Item Produd Code Device Class Classification Panel C.F.R. Section

If the podud code(s) is’are unknown, please describe the dassification of the produd.

Not Applicable

If necessary, identify the secondary Classification Panel

Iltem |

ISection G2 Ilnhended Use and Indications for Use

Information: Intended use refers to the objective intent of the persons legally responsible for the labeling of devices. The intentis determined by
such persons’ expressions or may be shown by the circumstances surrounding the distribution of the arfide..." (see 21 CFR 80 1.4).

Code of Federal Regulations

Enterthe intended use of the product *

Intended Use(s): i-CHROMAIFOB in conjuncion with i-CHROMA Reader is a fluorescence immuno-chromatographic assay system for qualitative detedion of
fecal occultblood (FOB)in human fecal samples. i-=CHROMA iFOB is a rapid, convenient, sensitive and reliable in vitro diagnostic test which aids in the
diagnosis of gastrointestinal bleeding disorders such as colorectal cancer.

Indications for Use(s): i-CHROMAIiFOB is recommended for use in moutine physical examination, screening and/or monitoring for gastrointestinal bleeding
disorders such as colorectal cancer by laboratories, and physician offices.

. | Intended Use Prescription

Information: For AST devices, the Indication For Use statement should indicate: whether the assay is quantitative (MIC) or qualitative (breakpoint
devices); whether results may be read and reported manually; which organism groups the device is indicated for testing; and any
instumentation the device may be used with, ifapplicable. A typical exanple of an intended use statement is: "ABC's systemis
intended for the in vitro qualitative or quantitative determination of antimicrobial suscepfibility of rapidly growing aerobi c non-fastidious
Gram positive and Gram negative organisms on the ABC Instrument.”

Code of Federal Regulations

Information: Please attach the Indication(s) for Use Formto the following question.

Indication(s) for Use Form

Enterthe product's indications for use. *

i-CHROMAIFOB in conjunction with -CHROMA Reader is a fluorescence immuno-chromatographic assay system for qualitative detection of fecal occultblood
(FOB) in human fecal samples.

i-CHROMA iFOB is a rapid, convenient, sensitive and reliable in vitro diagnostic test intended for routine physical examination, screening and/or monitoring for
gastrointestinal bleeding disorders such as colorectal cancer by laboratories and physician offices.




Enterany spedal applications of the device or contraindications not addressed in the Intended Use Statement

Not Applicable

6.0 Manufacturing/Packaging/Sterilization Sites

Iltem: 1

Status Change

Site Operation

. | Manufacturer

*1Yes

. | Contract Manufacturer

. | Contract Steiilizer

. | Repackager/Relabeler

Contad Information

Contad Information:

Contad Name Dr. Sang Yeol Park
Occupation Title Senior Director
Email Address psy@boditech.co.kr

Establishment Information:

Establishment Name

Boditech Med Inc

Division Name

Quality Assurance & Regulatory Affairs

FDA Establishment Identifier (FEI)

Central File Number (CFN)

Registration Number

Owner/Operator Number

D&B D-U-N-S Number

Physical Location:

Address

43, Geodudanji 1-gil, Dongnae-myeon
Chuncheon-si, Gang-won-do, 200-883, KS

Telephone Number

(82 )33 -243 Ext 1400

Fax Number (82) 33 -243 Ext 9373
Mailing Location:
Address 43, Geodudanji 1-gil, Dongnae-myeon

Chuncheon-si, Gang-won-do, 200-883, KS

7.0 Utilization of Standards

I Information: ISelect the CDRH Recognized Standard from the available list.

Select all standards referenced.

Item IStandardTitle and Reference Number

I Category

IOngarizaﬁon I




Standards Data Report for 510(k)s (FDA Form #3654, Form Approved OMB #0910-0120)

For each standard selected abowe, please fill out the Standards Data Report for 510(k)s (FDA Form #3654 ) and attach it here.

Details |

I Did you reference any other standards? |

8.0 Utilization of Guidance Documents

Please enter all referenced Guidance Documents.

Item DocumentTitle Office Division Web Page

Item 1 Guidance for Industry and FDA Staff - Review Criteria for Assessment of http://www.fda_gov/cdhoivd/g
Qualitative Fecal Occult Blood In Vito Diagnostic Devices uidance/772.html

Item 2 Fomat for Traditional and Abbreviated 510(k)s - Guidance for Industry OIvVD http://www.fda_gov/cdiivode/gu
and FDA Staff idance/1567.html

Item 3 Guidance for the Content of Premarket Submissions for Software ODE http://www.fda_gov/cdiivode/gu
Contained in Medical Devices - Guidance for Industry and FDA Staff idance/337 html

Iltem 4 Labeling - Regulatory Requirements for Medical Devices (FDA 89-4203) |OCER http://www.fda_gov/cdiivdsma/4

70 pdf

9.0 Certification of Compliance with Clinical Trials

Information: The Food and Drug Administration has issued draft guidance titled: "Ceriifications To Acconpany Drug, Biological Product, and Device
Applicatons/Submissions: Conpliance with Section 402(j) of The Public Health Service Act, Added By Tifle VIl of The Food and Drug
Administration Amendments Ad of 2007".

The draft guidance can be found at: http://www.fda. gov/Re gulatoryInformation/Guidances/ucm125335.htm
Form FDA-3674. ClinicalTrials. gov Data Bank

Information: Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA) induded a provision that all MA applications are
required to be acconpanied with certification that all applicable dinical tnal information has been submitted to the Glinical Tnals.gov data
bank

Beginning December 26, 2007, submissions mustindude form FDA-3674. If your submission indudes data froma clinical trial, you
must determine if your study is applicable forentry into the clinical tnal registry data bank at Clinical Tnals.gov.

Form FDA-3674. ClinicalTrials. gov Data Bank

For each dinical tral, complete form FDA-3674 and attach it here.

Details | Not Applicable

Section: CLIA Waiver

Introduction

CLIA Waiv er Application

Note: CLIA requires that clinical laboratories obtain a certificate from the Secretary of Health and Human Senices before acceptin g matenals
denved fromthe human body for laboratory tests. 42U.S.C j* 263a(b). Laboratories that perform only tests that are "si mple" and that
have an "insignificant risk of an erroneous resulf” may obtain a certificate of waiver. The Secretary has delegated to FDA the authonty to
determine whetherpariicular tests (waived tests) are "snple” and have "insignificant sk of an erroneous result” under CLIA 69 FR




|22849.

Note: To denonstrate that your device is snple and has an insignificant risk of emoneous result, the following items should be induded in
yourwaiver application: a descrption of your device that demonstratesitis snple to use; a hazard analys's, induding fie x studies that
identify potential sources of ermor for your device and a description of methods you have inplemented fo mitigate the nsk of these
ermors; validation studies to demonstrate the ability of the failure alert and fail-safe mechanisms to mitigate the nsk of emors (under
conditions of stress); a description of the design and resulits of the dinical studies you conducted to demonstrate that the device has an
insignificant nsk of emmoneous results in the hands of the intended user; and proposed labeling with instru ciions for use that are
consistent with a device thatis "sinple."

Refer to the "Draft Guidance for Industry and FDA Staff: Recommendations for Clinical Laboratory
Improvement Amendments of 1988 (CLIA) Waiver Applications" for more mformation.

1.0 Type of Product

*

Selectdewvice type: Qualitative

*

Select device technology: Rapid Immunochromatographicassay, Lateral How

Enterthe device technology if you chose "Other"

2.0 Test Principle




3.0 Demonstrating Simple







4.0 Demonstrating Insignificant Risk of an Erroneous Result I
4.1 Tier 1 Risk Analysis and Flex Studies I

Include a report of the risk analysis results that identifies all potential sources of eror, induding test systemfailures and operator errors
for yourdewvice.

4.1.1 Design 