medcomp

1499 Delp Drive
Hapleysville, P4 19438
Tel: 215-256-4201
Fox, 215-256-1787

Wy HtedCQmpHEl. Com

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

Medoomp® C3 Wave System

Section 20,0 Brisclosures

o

Ferformance Testing - Clinical Studies

ey

NIA - Clinieal studies weara nol deemed necessary for 83 Wave System
Accessory Pack,

Porformance Testing - Animal

N/A - There was no animal performance {esting completad for the C3 Wave
Syelem Accessory Pack.

Financial LCertification or Disclosure Statement

M/A - Mo clinical studies have been submitted reguiring financial cerification
or & disclosure statement.

Class I Summary and Certification

MN/A - The C3 Wave System Accessory Pack is not a Class 1l device,
therefore, a class I summary and certification is not reguired,

30-1
Medcomp® C3 Wave System Accessory Pack

Section 30 Disclosure Statements
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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UG FOOD & DRUG

HLRMINIETRATION

April 12, 2018

Medical Components, Inc. (dba Medcomp)
Courtney Nix

Regulatory Affairs Manager, North America and EU
1499 Delp Drive

Harleysville, Pennsylvania 19438

Re: K180567
Trade/Device Name: C3 Wave System
Regulation Number: 21 CFR §80.5970
Regulation Name: Percutaneous, Implanted, Long-Term Intravascular Catheter
Regulatory Class: Class 11
Product Code: LIS
Dated:; March 12, 2018
Recetved: March 15, 2018

Dear Courtney Nix:

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 i 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 labeling must be truthful and not misleading.

If your device is classified (see above) into either class IT (Special Controls) or class HI (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 publish further announcements
concerning your device in the Federal Register.

U.5. Food & Drug Administration
10903 New Hampshire Avenue
Siiver Spring, MDY 20993

Y

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determunation 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 forth in the quality systems (QS) regulation (21 CFR Part 820);
and 1f applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR
1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to htip:/www. tda goviMedical Devices/Salerv/Reporta Problem/default him for the CDRH's
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice

(httpsyAwww, Hda.goviMedicalDievices/Dievice RegulationandGuidance/) and CDRH Learn
(http/www ide cov/Trainng/CDRHE earm). Additionally, yvou may contact the Division of Industry and
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website
(http/fwww fda, cov/DICHE) for more information or contact DICE by email (DICE@ fda blis pov) or phone
(1-800-638-2041 or 301-796-7100).

Sincerely,
~ ZTina Kiang -
5

Tina Kiang, Ph.D.
Acting Director
Division of Anesthesiology,
General Hospital, Respiratory,
Infection Control, and Dental Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and DE'Ug Administration Expiration Ciate: D6/30/2020

Indications for Use See PRA Statement below.

510(k) Number (if known)
K180567

Device Name

3 Wave System

indications for Use (Describe)

The C3 Wave System is indicated for use in the positioning of Peripherally Inserted Central catheters (PICC). The C3
Wave provides real-time catheter tip location information by displaying changes in the patient's cardiac clectrical activity.
The C3 Wave is indicated for use as an alternative method to chest X-ray or fluoroscopy confirmation of PICC tip
placement in adult patients.

Note: Limiting, but not contrimdicated, situations for this technique are patients where cardiac rhythims may change
presentation of the P-Wave:

Atrial fibrillation

Atrial flutter

Severe tachycardia

Pacemaker-Driven Rhythm

Chronic obstructive puimonary disease (COPD)

Such patients are casily identified prior to PICC insertion. Use of additional method is necessary to confirm catheter tip
location.

Type of Use (Select one or both, as applicable}

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*B0O NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW ™

The burden time for this collection of information is estimated {o average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complate
and review the coliection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

"An agency may not conduct or sponsor, and a person is not required o respond fo, a coliection of
information uniess it displays a currently valid OMB number.”

FORM FDA 3881 (7/17)

PSC Publishing Services (301) 443-6740 EF

Page 1 of 1
Questions? Contact FDA/CDRH/OCE/DID %t CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medcomp®: C3 Wave System

K180567

510(k) SUMMARY

Special 510K

A. Submitter Information:

Submitter:

Registration Number:

Contact Person:

Date of Preparation:
B. Subject Device

Trade Name:
Device:

Product Code:

Regulation Description:

C.F.R. Section:
Class:

Regulation Medical
Specialty and Review
Panel:

C. Predicate Device

510(k) Number:
510(k) Holder:
Trade Name:
Device:

Product Code:

Regulation Description:

C.F.R. Section:
Class:

Regulation Medical
Specialty and Review
Panel:

Medcomp®: C3 Wave System
K180567 510(k) Summary

Medical Components Inc.
(dba Medcomp®

1499 Delp Drive
Harleysville, PA 19438

Tel: (215) 256-4201 x 2285
Fax: (215) 256-9191

2518902

Courtney Nix
Regulatory Affairs Manager,
North America and Europe

03/02/2018

C3 Wave System

Catheter, intravascular, Therapeutic Long-Term
Greater Than 30 Days

LJS

Percutaneous, implanted, long-term intravascular
catheter

880.5970

Il

General Hospital

K170934

Medcomp®

C3 Wave System

Catheter, intravascular, Therapeutic Long-Term
Greater Than 30 Days

LJS

Percutaneous, implanted, long-term intravascular
catheter

880.5970

Il

General Hospital

6-1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medcomp™: C3 Wave System

D. Subject of Submission:

The purpose of this submission is to expand the accessory packs offerings for the
C3 Wave System. The K170394 clearance includes three accessory packs. The
submission is to add an accessory code that contains a large drape. As a result, the
packaging system had to be revised to a larger header bag. All testing was
completed and is the subject of this submission.

E. Device Description:

C3 Wave is designed to provide a continuous display of electrocardiograph [ECG]
waveform to be used as a guide in placement of peripherally-inserted central
catheters [PICC] in the lower third of the Superior Vena Cava [SVC] of a patient.
The principle for operation of this system uses three ECG leads placed on the
patient’s chest and generates a third ECG lead by switching from RA to PICC stylet.
The ECG waveform is wirelessly transmitted to a tablet which allows the operator
to view and record changes to the ECG waveform as the tip of the catheter
approaches the heart. As the PICC catheter approaches the atrium of the heart, the
P wave in the ECG waveform shows substantial changes. This system is designed
to aid the visualization of changes in P wave amplitude.

The C3 Wave system must only be operated by a skilled nurse, physician, or trained
medical professional who has been qualified in placement of PICC’s and trained in
the proper use of this device.

F. Indications for Use:

The C3 Wave System is indicated for use in the positioning of Peripherally Inserted
Central Catheters (PICC). The C3 Wave provides real-time catheter tip location
information by displaying changes in the patient’s cardiac electrical activity. The C3
Wave is indicated for use as an alternative method to chest X-ray or fluoroscopy
confirmation of PICC tip placement in adult patients.

Note: Limiting, but not contraindicated, situations for this technique are patients
where cardiac rhythms may change presentation of the P-Wave:

-Atrial fibrillation

-Atrial flutter

- Severe tachycardia
-Pacemaker-Driven Rhythm

-Chronic obstructive pulmonary disease (COPD)

Such patients are easily identified prior to PICC insertion. Use of additional method
is hecessary to confirm catheter tip location.

G. Intended Use:

6-2
Medcomp®: C3 Wave System
K180567 510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medcomp™: C3 Wave System

C3 Wave System is intended to provide real time tip location information of a central
venous catheter by utilization of ECG to observe P-wave changes as the tip
approaches the right atrium of the heart via the superior vena cava.

H. Comparison to Predicate Devices:

Device

Indications
for Use

Table 6.1: 510(K) Summary: Design Comparison Matrix

Proposed Device:
C3 Wave System
(MRC3RD004)

The C3 Wave System
is indicated for use in
the positioning of
Peripherally Inserted
Central Catheters
(PICC). The C3 Wave
provides real-time
catheter tip location
information by
displaying changes in
the patient’s cardiac
electrical activity. The
C3 Wave is indicated
for use as an
alternative method to
chest X-ray or
fluoroscopy
confirmation of PICC
tip placement in adulit
patients.

Note: Limiting, but not
contraindicated,
situations for this

technique are patients

where cardiac rhythms
may change

presentation of the P-

Wave:

-Atrial fibrillation
-Atrial flutter- Severe
tachycardia
-Pacemaker-Driven
Rhythm
-Chronic obstructive
pulmonary disease
(COPD)

Such patients are
easily identified prior

Predicate Device:
C3 Wave System
(MRC3RD000)

The C3 Wave System
is indicated for use in
the positioning of
Peripherally Inserted
Central Catheters
(PICC). The C3 Wave
provides real-time
catheter tip location
information by
displaying changes in
the patient’s cardiac
electrical activity. The
C3 Wave is indicated
for use as an
alternative method to
chest X-ray or
fluoroscopy
confirmation of PICC
tip placement in adult
patients.

Note: Limiting, but not
contraindicated,
situations for this

technique are patients

where cardiac rhythms
may change

presentation of the P-

Wave:

-Atrial fibrillation
-Atrial flutter- Severe
tachycardia
-Pacemaker-Driven
Rhythm
-Chronic obstructive
pulmonary disease
(COPD)

Such patients are
easily identified prior

Substantially

Equivalent

Comparison

Unchanged

Medcomp®: C3 Wave System
K180567 510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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to PICC insertion. Use | to PICC insertion. Use
of additional method is | of additional method is
necessary to confirm necessary to confirm
catheter tip location. catheter tip location.
User/Setting Prescription Use — Prescription Use — Unchanged
Hospital/Clinical Hospital/Clinical
Setting Setting
Patient/User iPad iPad Unchanged
Interface
System iPad, C3 Wave Hub, iPad, C3 Wave Hub, Unchanged
ECG Leads, C3 Wave | ECG Leads, C3 Wave
Remote Remote
Overall iPad, iPad Case, iPad, iPad Case, Equivalent; Change
System Remote, Remote Remote, Remote to Dimension of
Components Battery, Hub, Hub Battery, Hub, Hub Drape
{incl Battery, Hub Power Battery, Hub Power
Accessory Supply, Leads, Base, | Supply, Leads, Base,
Packs) ECG Clip Cable, ECG Clip Cable,
Remote Cover, Remote Cover,
Electrodes, Skip Prep, | Electrodes, Skip Prep,
Drape Drape
Sterile ECG Clip Cable, ECG Clip Cable, Equivalent; Change
Accessory Remote Cover, and Remote Cover, and to Dimension of
Pack Drape Drape Drape
Components
Drape 100" x 86” 45" x 40” Equivalent; Change
Dimensions to Dimension of
Drape
Sterilization Sterile Accessory Sterile Accessory Unchanged
Method Packs — EO Packs — EO
Packaging 12.250"x18.500” 17.500"x10.750” Equivalent; Change
Systems Tyvek Headerbag Tyvek Headerbag to Dimension of
Headerbag to
CSR wrapped kit CSR wrapped kit accomrgcr’:aée larger
placed inside a placed inside a P
Tyvek /LLDPE Tyvek /LLDPE
headerbag and headerbag and
shipped within a shipped within a
corrugated shipping | corrugated shipping
carton carton.
Testing ISTA 2A, Endotoxin, ISTA 2A, Endotoxin, Unchanged
{Accessory EO Residuals, and EO Residuals, and
Packs) LAL LAL

. Non-Clinical Testing
The Following non-clinical testing was completed on the modified accessory pack
(larger drape and headerbag). Testing was performed as a resulit of the risk
assessment and design control activities based on the subject device modifications
from the cleared predicate.

Medcomp®: C3 Wave System
K180567 510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Biocompatibility:

Biocompatibility was performed for the device modifications per ISO 10993-1 for a
skin contacting surface device, with limited exposure (i.e. less than 24 hours).

CYTOTOXICITY:
ISO 10993-5: 2009; Biological Evaluation of Medical Devices — Part 5: Tests for In
Vitro Cytotoxicity

SENSITIZATION:
ISO 10993-10; Biological Evaluation of Medical Devices — Part 10: Tests for
Irritation and Skin Sensitization

IRRITATION:
ISO 10993-10; Biological Evaluation of Medical Devices — Part 10: Tests for
Irritation and Skin Sensitization

Sterilization testing on the modified subject device:

The sterilization cycle was developed using the Overkill Approach defined in
ANSIAAMI/ISO 11135-1: 2014, Annex B. The Microbiological Performance
Qualification was performed in accordance with ANSI/AAMI/ISO 11135-1: 2014,
section 9.4.2 and the Physical Performance Qualification was performed in
accordance with section 9.4.3.

The residuals for C3 ECG Cable Accessory Pack (MRC3RDO004) were in
accordance with AAMIVANSI/ISO 10993-7:2008, Biological Evaluation of Medical
Devices- Part 7: Ethylene Oxide Sterilization Residuals, the maximum level is
4/mg/device.

The packaging integrity of the pouch seal was validated with a dye test per ASTM F
1929-15.

The strength of the packaging seal was validated with a compressed air burst test
per ASTM F1140/F1140M-13.

J. Summary of Substantial Equivalence:

Based on the indications for use, design, and performance testing results,

the modified subject device raises no new questions of safety or effectiveness
compared to the predicate device and is substantially equivalent to the predicate
device, C3 Wave System (K170934).

6-5
Medcomp®: C3 Wave System
K180567 510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



- C3 WAVE

INSTRUCTIONS FOR USE

Caution: Federal Law (USA) restricts this
B device to sale by or on the order
of a physician.

C3 Wave™ Systemn Instructions for Use:
These instructions are for use in con-
tion wilth the C3 Wave™ Systemn

s Maniual,

INDICATIONS FOR USE

The C3 Wave™ Systent is indicated for
wuse in the positioning of Peripherally
Inserted Central Catheters (PICC). The
€3 Wave™ provides real-time catheter
tip location information by dispiaying
changes in the patient’s cardiac
electrical activity. The C3 Wave™ is
indicated lor use as an alternative
method to chest X-ray or fluoroscopy
cenfirmat! of PICC tip placement in
adult patients.

Note: Limiting, but not contraindicated,
situations for this technique are patients

vhiere cardiac rhythins mag
>sentation of the P-Wave:

- Atrial fit

- Atrial flutter

- Severe tachycardia

- Pacemaker-driven thythm
Chrenic ebstructive pulinonary
disorder {COPD)

itfation

Such patients are casily identified prior
to PICC insertien. Use of an additionat
confirmation method is necessary 1o con
firm catheter tip location.

INTENDED USE

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

. P-wave is not present
. P-wave is not identifiable
N P-wave is intermitient

Place ECG adhesive electrodes carefully
at locativns indicated in these
Imstructions for Use aud ensure good
-clectrode contact. Failure to do so
may cause unstable ECG waveforms
and/or ECG waveforms that are not
described in these Instructions for Use.

All components in the accessory pack are
single use items. Do not reuse or
FEProcess.

Monitor catheter tip placement during
insertion proced: and verify catheter
tip location placement using your
institutions’ guidelines,

Failure to verify cathieter placement
may result in serious trauina or fatal
complications.

Inspect package and product prior to use
to verify that no damage has occurred
shipping.

ng may compromise
ructural integrity of the de
and/or lead to device failure whic]
turn, may result in patient injury, illness
or death.

Reuse or reprocessing ma o0 create a
risk of contamination of the device and/
or cause patient infection or cro:
infection, inchiding, but not lhnited to,
the transmission of infectinus disease(s)
from one patient to ancther.

Centamination of the device may lead to
injury, illness or death of the patient.

After use, dispose of product and
packaging in accordance with hospital,
adminisirative and/or local government
policy.

Do net use the b when plugged

No additional snapshats should be taken
after the "maximum P-wave” snapshot.

C3 Wave™ System is intended to provide
real time tip location information of a
central venous catheter by utilizaticn of
3 bserve P-wave changes as the
the i atrium of the
heart via the superior vena cava.

CONTRAINDICATIONS

There are no contraindications
associated with the C3 Wavs sysiem.

Consult catheter Instructions for Use for
Possible Catheter Contraindications.

PRECAUTIONS

NEVER cut the siylet or stiffeniing
wire.

Diiscard Biohazard according to
facility protocol.

Never use excessive force to advance/
remove the stylet as it may damage the
device or result in patient injury.

PROCEDURAL INSTRUCTIONS

WARNINGS

The C3 Wave™ systemn works with the
nornial sinus rhythmn of the heart. Do not
rely on ECG signal detection for catheter
tip positioning when interpretation of the
external or intravascular ECG P-wave is
difficult.

For example, when:

Prepare For Use of €3 Wave™ System,

Prior to use, the clinician 1rust read
and understand all labeling and
instructions provided with the

C3 Wave™ devices (including ©3
Wave™ OQwner's Maral).

Follow manufactur
provided with all accessory devices.

3.

Identify Catheter Insertion Site.

a. Refer to catheter manufacturer’s
Instructions for Use.

Mark planned insertion site o
patient’s arm.

Determine External Surface
Measurement.

a. For central venous placement,
the recommended target tip
location is the lower 1 /3 of the
Superior Vena Cava {SVC)/right
atrial junction.

Use the following guidelines during
paticnt positioning and
measurement.

° When possible, ensure patient
has both shoulders in contact
with the bed. Patient should
not be rotated during
measurement pl‘(v(“f‘dl]]‘f‘,.

. When possible, measure
directly on patient’s skin.
Measuring over clotling,
bedding, existing ECG
adhs ¢ clectrodes, wound
dressings, or other personal
and/or medical equipment
may intreduce neasurement
E1oT.

measurement can never exactly
duplicate the internal venous
anatorny.

¢. Measure path from the planned
insertion site using the following
external landmarks:

» Insertion site to axillary crease.

Figure 1. Measured Path

Right-Sided
Placement

Left-Sided
Placernent

. Axiliary crease to right
clavicular head. Measure to the
right clavicular head for both
left and right-sided placements.

e Right clavicular head to the
right sternial border at the third
intercostal space.

: The first interco s space may

cult to palpate due to its proximity to the

clavicle.

d. Record External Surface

Measurement,__

PREPARE ELECTRODES

Attach ECG Patient Hub to the three ECG
snap leads.

are and attach ECG adhesive
electrodes per the following steps.

: ECG adhesive ¢l
> applied only to intact, clean
not ever open wounds, lesions, infected
or inflamed arcasj. For best results use
the supplied ECG adhesive electrodes.

Attach ECG adhesive clectrodes to all
three ECG snap leads,

Remove backing and press ECG adhesive
electrodes tirmly onto skin at the specified
locations

d adhesive electrodes
v at locations indicated in these
tons for Use and ensure good
skin-electrode contact. Failure to do so
1Ay ble BCG waveforns
and/or ECG waveformas that are not
described in these Instructions for Use.,

careful
Instru

e

Black ECG snap lead/adhesive
on the patient’s left upper chest.

Red ECG snap lead /adhesive electrode
on patient’s lower left side, inferior to the
umbilicus and laterally along the
tid-axillary line.

Caution: Placenwent of red electrode

Wikt Bide

Figun 3 Bctrade Lot

e White ECG snap lead/ECG adhesive

clectrode on patient’s right upper chiest.

fon occurs,
*CG adhesive electrode use

immediately.
Evaluate baseline ECG waveform

Wilh the C3 Wave™ system running in
Surface Mode, the external ECG
waveform should be visible ar
this time.

1ble at

Verify that the P-wave is present,
identifiable and consistent on the main
screen of the C3 Wave™ ter.

Obtain snapshot of baseline ECG.

Enter surface external mez

(See Step 3-Dj

surement.

Prepare Sterile Field

Set up sterile field according to ¢
Instructions for Use and institutional
protocol.

Cover the Remote Control with sterile
Cover (provided in the C3 Wave™ ECG
Cable Accessory Packj.

Prepare Catheter

Follow catheter manufacturer’s
Iustructions for Use and institutional
protocol.

Trim catheter to length per the foliowing
steps.

1. Determuine the desired indwelling
catheter length based on clinician
measurenent technique and

nee, typically this is the

measurenent from the zere mark

on the catheter to the predetermined
catheter external Surface

Measurement, See Step 3-D,

X]

2. To cusure adequate catheter length
to reach maximum P-wave
amplitude, it is recommended that
the trimmed catheter length is 2em
more than the external/surface
wmeasrenent,

3. Retract the stylet until it is well
behind the targeted catheier cui
location. Do not entirely remove the
stylet lrom the catheter

Catheter depth markings are
ally in centhmeters - refer to catheter
g

4. Follow catheter manufacturer’s
Instructions for Use {or trimming.

: NEVER cut the stylet or
stiffening wire.

Tuspect cut surface to en

is 110 loose malerial,

6. Ensure stylet tip is

Caution: Never use excessive force to
advance/remove the stylet as it may
damage the device or result in patient
injury.

Stylet Tip Position in Catheter

Correat

Insorre

Inconect

® R

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

C

0.

7.

The following fi
catheter Lip pos

Prior to catheter insertion, ensure that
the stylet tip is contained within the
catheter, but not more than 1 cm [rom
the t 1 end of the cathete:
stylet within the catheter manufacturer’s
Tnstractions.

It

eoure

Warning: Ensure that the stylet tip does
not extend beyond the trimmed end of
the catheter. Extension of the stylet tip
beyond the catheter end combined with
g and excessive forees may result
in 1 damage, stylet damage, difficult
removal, stylet tip separation, potential
embolism and risk patient injury.

Attach saline-filled syringe and flush
catheter.

Remove the syringe after fushing.

Catheter Insertion

Perform ultrasound and locate vesse
Follow ultrasound system Instructions
for Use.

Follow catheter Instru
regard
Tnsertion.

tions for
Venous Access anid Cathete

Connect the end of the ECG  Clip Cable
(provided in the ECG Cable Accessory
Pack) through the drape window to the
E{CG patient hub.

Note: C2 Wave™ only works with
conductive jmetal] stylets.

- Secure the BECG Clip Cable
(alligator clamp) to the proximal
end of the sivlet.

Place £3 Wave™ Sy,
"nternal Mode” and
manufacturer’s Instruct

monitor i
itheter per
ons for Use.

ush catheter with saline and wait for
avascular ECG waveform to stabilize
on monitor screen.

Verify that the P-wave on the
intravascular ECG waveform is present,

identifiable, and consistent on moniter
SCTeer.

Do not rely on ECG signal
ot for Catheter tip positioning
nterpretation of the P-wave is
difficult. For example, when:

a. P-wave is not present
b.  P-wave is not identifiable
. P-wave is intermittent

Catheter Tip Guidance and Positioning

show approximate
ons und representative

intravascular ECG wavelorms.

Figure 1: No cvi
tip is not in an acceptable pos

vena cava/right atrial juncti

ent P wave

ange - catheter
1.



Downward deflection on the leading
edge of the P wave - catheter tip is entering
the right atrium.

Figure 4: Biphasi:
within the right at

P wave - catheter tip is
.

Figure 5: Inverted P wave - catheter tip is
approaching the right ventricle.

Confirm all Bundle Protocol Parameters have
been met.

Catheter Insertion

Catheter advanced to target without
stance?

Stylet removed from catheter without
resistance?

Catheter Functionality

Positive/iree flowing blood return {all Iu-
mens?

Flushing without resistance {all hamens)?

Objective Assessment

US assessment of internal j
ative for cathieter?

ar veirn

EKG tip location agrees with surface mea-
surement (+/- Zemy)?

ECG P Wave Assessment

Initial P wave downward deflection noted
and documented?

P wave amplification noted & highest
waveform documented?

Wazrning: If “No” is selected for “Were all
parameters met,” you cannot rely solely on
the ECG interpretation by C3 Wave™, You
wmist obtain additional confirmation with
chest X of fluoroscopy to confinn the
PICC tip location.

A, As the catheter is advanced toward the
SVC/Right atrial junction the P-wave
height will increase.

B.  Advance Catheter until downward
deflection is seen on the leading edge of
the P-wave. Select the “snapshot icon”
using the Remote Conitrol to save
the ECG wavefornis.

P-wave may continue to increase in
amplitude when initial downward deflection
i rved. In this case, adjust catheter tip
position to maximum P-wave amplitude with
no downward deflection as shown below.

¢, Pull catheter back uniil maximm P-wave
is achieved.

D. Select the “snapshot” i using the
Remote Control Cable te save the ECG
waveforms. Refer to the C3 Wave™
Owners Manual.

taken aft

joN

D.
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Verify placement (e.g. chest x-ray or
fluorescopy) prior to releasing the
catheter for use il all of the Bundle
Protocol Parameters Lmet.

Tising the C3 Wave™ system, ceniral
venous catheter tip location can be

documented jor the patient’s chart. Refer

to C3 Wave™ Owner’s Marual.
Complete PICC Placement Procedure

Follow catheter Instructiens for U
institutional protocol.

. cinove the stylet
. aspirate and flush catheter
° secure catheter

Remove drapes and BCG adhest
electrodes and discard a
institutional protocol.

e
rding to

ECG Adhesive Electrode may
e skin if renwved carelessly.

Disconnect Patient ECG Hub from
BECG Clip Cable.

Dispose of the single use ECG Clip
Cable, Remote Cover according to
institutional protocol.

Retain the reusable ECG Snap Leads,
BECG Patient Hub; Remole Control
and clean per institutional prois

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

No additional snapshots should be
the "mmaximum P-wave" snapshot.

e and

WARRANTY

Medcomp® WARRANTS THAT THIS PRODUCT
WAS MANUFACTURED ACCORDING TO
APPLICABLE STANDARDS AND SPECIFICATIONS.
PATIENT CONDITION, CLINICAL TREATMENT,
AND PRODUCT MAINTENANCE MAY EFFECT
THE PERFORMANCE OF THIS PRODUCT. USE OF
THIS PRODUCT SHOULD BE IN ACCORDANCE
WITH THE INSTRUCTIONS PROVIDED AND AS
DIRECTED BY THE PRESCRIBING PHYSICIAN.

Because of continu
s, and
change without notic

g product improvement, prices,
adel availability are subject to
dcomp® reserves the tight to
modify its products o contents in accordance with all relevant
ry Fequirements.

Medeomp® is a regisiered trademark of Medical Components,
nc.

33 Wave™ is a trademark of Medical Components, Inc.

SYMBOL FABLE
[ [

Keep Dry

C- @ }> @ B~

Upper Limit of Temperature

Keep Away from Sunlight ©

Rated lype CF patient. protec
Caution, consult Accompanying
Documienis *

.

e By Date ©

Do Not Re-use

On

Standby

Sterilized U

B

sing Ethylene Oxide *

Do Not U

Package is Damaged *

Consult lnstructions for Use™

Date of Manufacture *

Batch/Lot Number *

REF | Catalague Number *

SN | Device serial Nu
Read Accompanying Documents for
important safety-related
information.

(%)

* This symbol is in accordance with 180 15223-1.

Note: Temperature symbols : “This symbel only
applies to kits with drags”.

d Medical Components, Inc.
1499 Delp Drive
Harleysville, FA 19438 USA.
Tel:215-256-4201
Fax:215-256-1787
www.medcompnet.com

PN 40567

Rev. A 2/
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Form Approved: OMEB No, 0810-0020; Expiration Diate: §130/2020

Departrernt of Health and Human Services
Food and Dirug Administration
STAKDARDE DATA REPORT FOR 510{gs
{To be filled In by applicant)

This report and the Surmmary Report Table are {o be completad by the applicant when submitting z 510(k) that refer-
ences a national or international standard. A separate report is required for-each standard referencad in the 510k}
FYPE OF 510 SUBMIBSION
[} readiticinat [ apecial - [ Abtreviated

STANDARD TiTLE™
14360 AAME ANSLET72:201 /R, Bacterial Endotoxing ~ Test Methods, Routine Monttoring, and Alterpatives to Batch Testing
{Sterility)

Fleass snswer the following guestions Yas Mo

s this standard recognized BY FDA T7 oottt kst > Ol
FDA Recognition numbBer® Lo it U USRCUDI gla-360
Was a third party jaboratory responsible for testing cordormity of the device {o this standard idertified

1 EFIE SO oo oo os et oot vt s e oot p et pe e pr et Ts oo

is a summary report desoribing the exient of conformancs of the standard used included iInthe
BACHIDT <o ose e oo s e st ers e es sttt et X O

i ne, complete a summaty report table,

Does the tast data for this device demonsirate conformity fo the requiremants of this standard as it
DEMAING TO IS BBVICET (o i iimiroiserm s it tvst e ssm oo s e fns et 25 ot 2 e a5 e Fo e vt s £ o h e

Dogsg this standard nclude ascapisines GIIBIIET . o e se s ecr s srsss easmsse e s rxse s svassseassergonacirans
¥ no, inciude the resulis of testing in the 510K}

U KX
Lt

Doas this standard include rmors than one option or salection of 1este? oo
if yes, report options salacted in the summarny report table.

Were thers any deviations or adaptations madge in the use of the standard ...,
If ves, were devialions in accardance wilh the FDA supplemental information shest (S15)%7

L LI

Were deviations or adaplations made beyond what is specified in the FDA 8187 v e
It ves, repord these deviations or adaptations in the summary report tahile,

L]
24

Yars there any exclusions from the siandard? oo s e s e
lf yes, raport thess exclusions in the summary raport fable,

Iz thars an FDA guidancs P that is associated with this Slandarg? e enss s e en
It yes, was the guidance document followed i preparation of thig BA0K? i immmon o o

K4
i

Title of guidance: Guidance for Industry Pyrogens aud Endotoxins Testing: Questions and Answers June 2012

+The formatiing convention for the tille jo [3000) numenc dantifier} ftifle of addrass -of the tesl laborattsy or cerlifivation body involved inconformance
standaid] jdate of publication] assessment i this standard. Thesummary report includas. information on

e . R . . sl standards uliized during the develonmant of the devics.
< puthanity {21 U800 3804d] hitpiiwiww, fda goviMedical Devicdss

DeviceRegulabionandGuidance/Standardsldefaul. him “The supplamantal infonmation sheet (SIS) s additional information which
. ) o iz necessary hafore FOA racagnizes e stendard. Found at hitpy/
B hitpfivavw. sccessdata fda govisoriptsicdrhieidecs/ofMtandardsisaarch.ofin www, socaesdaia. fda govisoripte/odtiicfdonsiofStandardsisearch of

A Tha sdrmuwary report should nclude: any adaptafions used to adapt fo the
device under raview {for example, sltarnative test mathods); chuiges made
whan optlons of g sslection 7 methaods are deseribed: deviations from the
standard; reauiraments fot applicabis tothe device; and the name and

€ The onfine searsh for CORH Guidanes Documents oan be found at
nttpfvavi fda goviledicatDevices/DaviceRegulationandBuidaios)
GliiganceDocwmsantsidetault. itm

e80 Fabilidlong Seevine 13032 $450750 BF

FORRM FDA 3854 (7117 Page 1 of 4
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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EXTENT OF STARDARD CONFORMARCE
SUMMARY REPORT TABLE

STANDARD TITLE
T4-360AAMY ANSTSTT2:201 /(R), Bacterial Endotoxing ~ Test Methods, Rowting Monttoring, and Alterpatives to Batch Testing
{Kterlity)

CONPORMAKCE WITH STANDARD BEECTRONE

SECTION NUMBER SECHOM TITLE CONFORMANGE?

1 Scope Phves [ne s

TYPE OF PEVIATION DR OPTION SELECTELD ¢
WA

DESCRIPTION
NiA

JUBTIFICATION
N/A

SECTION NUMBER SECTION TITLE GONFORMARNCE?
2 Naormative Referances Mives [Mve [na

TYPE OF DEVIATION OR OPTION SELECTED. ¢
N/A

BESCRIFTION
MA

JUSTIFICATHON
NiA

SECTION NUMBER | SECTION TITLE CONFORMANGE?
Definitions [Ives [no [Xwia

U3 gy

TYPE OF DEVIATION. QR OPTION SELECTED #
WA

DESCRIFTION
N/A

JUSTIFICATION
N/A

* Forcompleteness list all sections of the standard and indicate whather conformance is met i a sechion is not apphicable (N/A) an
explanation ls.neaded under justification.” Soms standards includs options, so similar 1o deviations, the oplior chosan nesds 1o ba
described and adequately justified as appropriale for the subject device. Explanation af all devigtions or description of opticns
selected when following & standard Is required under “type of deviation or option selected” "descrption” and “lustificotion™ onthe
report. More than ong.page may be nesassary.

Typas of deviations can include an sxclusion of 3 saclion in the standard, 5 deviation brotight out by the FDA supplermehtal
information sheeat (SIS, a deviation 1o adapt the standardfo the device, or any adaptation of 3 seclion

+

This seotion applies only to reguirements of the Paperwork Reduction Actaf 1995,
G NOT SEND YOUR COMPLETED FORM T( THE PRA STAFF EMATL ADDRESE BELOW. 7

The burden time for this collection of mformation 15 estimared to average 1 how per response, ncluding the time o review
insiractions, search existing data sources, gather and maintain the data needed and complete and review the collection of
mformation. Send comments regarding this burden estimate or any other aspeet of this information collection, mchuding
suggestions for reducing this burden, to

Department of Health and Human Services "
A agency may not conduct ar sponsor, and

F (’U‘i and‘ [‘)rflg‘{f‘q‘fl}lnff’.t‘ratl‘i{i“ . T PEFSOR 15 MO Fequired 40 vesponid 10, u

Office of Chief lﬂﬁélmjimmrofﬁ?i] . eollection of mformation unless it displays o

Paperwork Reduction Act (PRA} Staff curcenttyvalid OMB control mumber.”

PRASIgifEfda bhs.gov

T Page 2 of ;
FORM FOA 3854 (7117} age 2 of 4 Add page

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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EXTENT QF STANDARD CONFORMANCE
SUNMMARY REPORT TABLE

STAWDARD TITLE

 (Sterility)

14-360: A ANY ANST 8T72:201 LAR), Bacterial Endotoxias - Test Methods, Rovtine Monitoring, and Aliernatives ta Bateh Testing

COMFORMANCE WITH STANDARD SECTIONE®

SBECTION NUMBER
4

SECTION TITLE

Quality Management Systeras Elements

CONFORMANCEY

Dlves [ e

[ Inia

N/A

TYPE OF DEVIATION DR OPTION SELECTED #

DESCRIPTION
N/A

SECTION NUMBER
5

BECHON TITLE

Mon-pyrogenic labsling

CONFORMANCE?

Plves [ Jwmn

[ lws

MA

TYPEOF DEVIATION OR OPTION SELECTED ¢

DESCRIPTION
NiA

SLISTIFICATION

MA

SECTION NUMBER

o

SECTION TITLE

Selection of product units

CONFORMANCE?

Pves [ INo

[ Jeim

NiA

TYPE OF BEVIATION OR OPTION SELECTED ¥

DESCRIPTION
WA

JUSTIFICATION
N/A

SECTION NUNMBER
7

SECTION TITLE

Selection of technigue

CONFORMANDE?

Yes [ |No

T

N/&

TYPEOF DEVIATION OR OFTION SELECTED ~

DESCRIFTION
NiA

JUETIFICATION
NfA

* Far complétensas lisiall sections of the standard and indicate whether conformarnice {gmel If a section is not applicable /A an
explanation s neadad under “justification.” Some standards inciude options, so similar 1o devistions, the oplion chosen needs o be
described and adequately justiiad as appropriate for the subject device, Explanation of all deviations or deseription of options
selecied when following a standard is required under “type of Jevigtion or option selected,” "desaription” and “justifcation” on the
report. Mors than one page may be necessary.

“ Types of deviations can include an exclusion of a section in the standard, a deviatian brought out by the FUA supplemental
information sheet (S18), & deviation to adapt the standard o the devics, or any adaptation of a seglion,

FORM FLA 3854 (Y17

*age 3
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 3 of 4

Add page
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EXTENT OF STANDARD CONFORMARCE
SUMMARY REPORT TABLE

STANDARD YITLE
14-36¢AAMY ANST ST72: 201 1/(R), Bacfenial Endotoxing - Test Methods, Routine Mowitoring, and Aliernatives to Batch Testing
{Steritity}

CONFORMANGE WITH STANDARD SECTIONS®

SECTION NUWMBER SECTION TITLE CONFORMANCE?
& Validation of Methodology Blves [Tino [Ina

TYPELOF DEVIATION OR OPTIOR SELECTED *
NIA

DBESCRIFTION
MiA

JISTIFICATION
MIA

SECTION MNLIMBER SECTION TITLE CONFORMANCE?
9 TUse of Techrique ives [Jne [ Inwa

TYPE OF DEViATION DR OPTION SELECTED: *
WA

DESCRIPTION
D

}>

JOSTIFICATION
N/A

SECTION MUBER SECTION TITLE CONFORMANCE?
10 Alternatives to Batch Testing DAves [ne [ Jwm

TYPE OF DEVIATION DR OPTION SELECTED *
NYA

DESCRIPTION
WNIA

JUSTIFICATION
WA

SECTION NUMBER SECTION TITLE COMFORMANCE

[ ves Dm A

TYPE OF DEVIATIONOR OFTION SELECTED *

e e
DESERIETION Iy ; @5/
ﬂj i T W 3
T o ;’\/\P'-[M
P Y
TUSTIFICATION P——— S
MWW
M

* For completenass list all sections of ihs standard and indicaie whether conformance is mat, If & section is not applicable (N/A)Y an
explanation is neaded under "justification.” Some standards include opfions, 50 similar to deviations, the aption chosan neads o be
described and adeguately justified as apprapriats for the subject device. Explanation of all devigtions or description of optims
salected wheh following & standard is required under “type of deviation or option selacted,” “desoription” and “justification” on the
raport. More than ong page may be necessary.

“ Types of deviations can inciude an exclusion of a section in the standard, & deviation trought out by the FDA supplemental
irformation sheet (S18), & deviation to adapt the standard 1o the devics, of any adapiation of 8 section.

=) - 40
FORM FDA 3654 (7H7) Questions? Contact FDA/CDRH/OCE/DID at 5D H FOISTATUS@fda.hhs.gov or 301-796-8118 Add page



Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

Form Approved: OME No, 0810-0120; Expiration Date: 813002020

Dapartment of Health and Human Services
Food and Drug Administration
STARDARDS DATA REPORT FOR B10{ks
{To be Blled in by applicant)

This report and the Summary Report Table arato be complated by the applicant when submitting & 510(k) that refer-
ancas a national or intermational qtunmrd A separate report s required foreach standard referenced in the 510K,

TYPE OF 51900 SUBMISSION

D Tradiional @ Special D Abhreviated

STARDARD TITLE
14-278: AAMI ANSI/ 160 199937 2008(F)2012. Biolgoical Evaluation of Medical Devices - Part 7: Ethylene Oxide Sterilization
Residuals {Stenlity).

Plaase answer the following guestions Yes Mo
Is this standard recognized by FDA®7 v e et s e P ]
FDA REcOGIGN NUBET® oot ens et hea i e SRR 3 /L S

Was a third party laboratory responsible for testing conformity of the device 1o this standard identified

H1EIE STO0KYT worvers e eess oo v esese s see oo ee st ee e e ere et ee s et et e ]

Is.a summary report 4 deseribing the exent of conformance of the stangard used included in the
EAOMKIT oot oveeses ettt et e er s erens s ne et eee e eer b O

if no, complete a summary report table.

Daas the test data for this device demonstrate conformity to the reguirements of this standard as it
DEMAING 10 HHE GEVICET (oot iireesvssieraasnimnsin s home s rrse e st e e 423 s s oo arr o 85t st S g a5 €8S e nFaemnain s

X
L

K
L]

Dogs this standard include accapiance oriBNRT .o renne e veneer s serans berereen et nian s eraan e
¥ no, include the regults of testing in the B10{0.

[

Dioes this standard include more than ong option or selection of 1estsT o, Voo
i yes, report options selected in the summary report table,

LHOE) X

Were there any deviglions or adaptations made in the uss of the standard?..,,,..‘..,,,‘..,,,.‘,.,.,....,,..wn.. B
H ves, wers deviations in accordance with the FRA supplemental information sheel (SIS1*7 v n
Were deviations or adaptations made beyond what is specified inthe FDA SIS o >

i ves, report these deviahions or adapiations i the summary report table,

L]
4]

Ware therg any sxclusions from the SIandard? e i ses s oes s s es e e s
H ves, report these exclusions in the summary repart table,

iz there an FDA guidance ® that is associated with this standard? ... v a R e e sy a s nn e e D >
i yes, way the guidance document followed in praparation of this B10KT .. _ L

Title of guidance: NA - No Guidance

* The formatting convention for e titis i [SDO] numeric dentifier [title of dddress of thie test laboralony orperlification hody involved In canfoimance
standard] [date uf publication} assegemant to-tniz standard. The somimary repart includes nformation on

. : o all standardy uiilizad during the devalopment of the davica
2 Agthortty £24 U S.C, 360d), hip i ida govibedicallievicas!

DaviesRegulationandGuidance/Sendards/default.him ¥ The supplemental information sheat (S15) i additional infurmation whish
. ) ) B o Is nacessany befare FDA recogrizes the standard. Eound at htts!
@ hitp: fwwew accesedaty. fde . goviscriptsicdrhioidogsicfStandards/seareh. ofin www.accassdatafda. gaviscripteicdiicidecs/cfSiandardsisearah. ofm

4 The sumimary repon showid inciude: any adepiations used 1o adapl 1o the
device undar reviaw (for gxample, altefnative test inathads) cheloss made
whisn options ar g sfestion of mathods are desoribed: deviglions from the
stavdaid reguirements not ghphicable o the dewice; and the rama and

Y The anling search for CORH Guidancs Doduments can be found at
hitg ireran e goviMedicalllevicesiDeviceRagulatianand Guidance/
GuidanceDoouments/defaulihtm

FORM FEA 3854 (7M7) Page 1 0f3 502 Pl Sirvises, 0 by AT BF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796- 81 18
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EXTENT OF STANDARD CONPORMANCE
SUMBARY REPORT TABLE

STANDARD TITLE
14-278 AAMI ANSL ISO 109937 2008R)2012, Biolgoical Evaluation of Medical Devices - Part 7: Ethylene Oside Sterilization
Resituats {Sieriiity).

COMPFORMANCE WITH BTANDARD SECTHING®

SECTION NUMBER SECTION TITLE SONFORMANCE?

i Soape Blves [ ne [Inia

TYPRE OF DEVIATION DR OPTION SELECTEDR &
N/A

DESURIFTION

JUETIFICATION
MiA

STHON NUMBER SECTION TITLE GONFORMANCE?
2 Mormative Refgrences Tlves {no NI

TYPEOF DEVIATION OF OFTION SELEECTED
WN/A

DESCRIPTION
N/A

JUSTIFIZATION
N/A

SECTION HUMBER SECTION TITLE CONFORMANCE?
3 Terms and Definitions & Vg B N& D B/A

TYPE OF DEVIATION OR OFTION SELECTED ¥
N/A

DESCRIPTION
MNIA

SHSTIFIGATION
N/A

* For coniplateness list all sections of the standard and indicate whether conformance is miet. f a section is not applicabls (N/ALan
explanation’is needed under “Justification.” Some standards include opifons, so similarts deviations, the option chasen neads 1 be
described and adequataly justified as appropriate for the subject device, Explanation of all deviations or description of aptions
setactad when foliowing & standard is requited under “tyne of devigtion or optien selectad,” "deseription” and "justifigation” on the
report, Morethan one page may be hecessary.

* Typas of devigtions can ingluds an exclusion of a section inthe standard, ¥ deviabon brought out by the FDA supplamental
information sheei {SI8), a deviatian 1o adapt the sfandard to the device, or any adapiation of a sechion.

This seetion applies only to sequirenrenis-of the Paperwark Reduction Actof 1993,
*BO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFY EMATL ADDRESS BELOW.*

The burden time for this collection of infornmation is estimated to average | hobir per tesponise, inchuding the e to review
instructions, seweh existing duta spurces, gather and maintain the data needed and complete and veview the collsstion of
information, Send coniments regarding this burden estimate or any other aspect of this miformation collection, including
suggestions for reducing this burden, o

Depatriment of Health and Fuman Services

. L ’ "An-agerey may nel conduet orspevsor. i
Food and Drug Administration & ma %

4 person is nol vequirad to respond lo.d

Office of Chief h’Lﬁo:‘matlou Oﬂjy"’*@f . collection of information unless i displavs a
Paperwork Reduction Act (PRA) Staff crrenth: vafid OMBE comtral number,”

PRAStafiafda hirs.gov

F f Page 2 of 3
FORM FDA 3654 {7117) Questions? Contact FDA/CDRH/OCE/DID athSRH—FOISTATUS@fda.hhs.gov or 301-796-8118 Add page
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ELTENT OF STANDARD CORFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

FTTE AANME ARSEH IS0 10993-7: 2008(R)2(112, Rislgoical Bvaluation of Medical Devices - Part 7, Bthylene Oxide Sterilization

Residuats (Sterility).

CONFORMANGE WITH S8TANDARD SECTIONS

SECTEIN NUNBER SECTION TITLE COMFORMANCE?

4 Requirements yes [—J NG ﬂ Wik
TYPEOF DEVIATION OR OPTION SELECTED ¥

NiA

DESCRIFTION
A

i

his
JOETIFICATION
WA
SECTION NUNMBER SECTION TITLE CONFORMARNZE?
5 Product Refease Bves [TIne  [Jia
TYPE OF DEVARTION OR DPTION SELEGTED ¢
WA
DESCRIFTION
N/A
JUSTIFIGATION
W/A
SECTION NUMBER {SECTION TITLE COMFORMANCE? /
D Yea D o E}' i
e
TYPE OF DEVIATION OFR GETIONSELECTED + S
e
o
‘»,v“.
el
DESCRIFTION /
JUSTIRICATION P
§ ;)’A’ ‘_»,x’"ﬂ‘f
P e

SECTION NUMBER SECTION TITLE ﬁ//’g CONFORMANDE?

- o Tives Mo NI

. . ) a . I/Fﬂ{? 7 i":)f?'/"g u D D
TYPE OF DEvIA TN OR OFTIOR SELECTER s I EA A A .
w""ff” ’ -
. »-v”'/
DESCRIPTION o
o
«/““‘“‘“““'
o
JUSTIFIGARTN
o

w/

* For completeness Jist ali sections of the standard and indicate whether sorformance is met. If a section is nol applicable (N/A} an
explanation s nesded under "justification.” Some standards include opticng, so similar to deviations, the option chasan nesds 1o be
described and adequately justified as appropriate for the subject device. Explanation of alt deviations-or descaription of opfions
selected when following 2 standardis required under "tyoe of daviation of optich selecied,” "descriplion” and “justification” an the

report. More than -one page may be necessary.

* Types of devigtiohs can include an exclusion of 2 seciion in the standard, a deviation brought out by the FDA supplemental
information sheat (818}, 2 deviation to adapt the standard to the device, or any adaptation of 2 section.

EQRM FDA 3654 (71 T)

Page 3 of 3
Questions? Contact FDA/CDRH/OCE/DID a?CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Add page
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Form Agproved; OME Na. 6410:0120; Expirgtion Date: H30/2020

Department of Health and Human Services
Foand and Drug Admiristration
STARDARDS DATA REPORT FOR 810k)s
{To be filled i by applicant)

Thiz report and the Bummary Hepod Table are io be completed by the applicant when subiritting a 510(k) that refer
ancas a natfonal or international standard. A separate report is required for each standard refarencead in the 5700k).
TYPE OF 510K} SUBRMISSION
[} Tradiional B4 Special [ Jasbrevisied

ETANDARD TITLE Y
14-452; IS0 11135 Second Edition 2014, Sterilization of Health Care products - sthiylens axide - requirements for the develogment,
validation and routine conirol of sterilization process for medical devices. (Sterility)

Fluase answar the following guestions Yeas e
is this standard recognized By FDA TP e n e n s o TR ]
FOA RECOGMION FIUIMBET® (ooiirecoiisissscoeios oo s oriees s sovese s essimesis s nssrae s etoee s eease i nian ke e gladsz

Was g third party laboratory responsible for testing conformiity of the device o thiz standard identified
ol L8 O S S Oy U SRV U UURE SR RUPI drne e e

L

ts & summary reporl® describing the exent of conformance of the standard used included in the
BAOLET oo reses s e st s e e s e e s g st b e R R e S e S cen n
if no, complate a summary report lahie

[
L]

Does the fest data for this device demenstrate conformity 1o the reguirements of this standard as it
DEMENE 10 TS GRVICET .1 i it e e et s ie sl n et ia s s s e b2 ek ir e ies St e st ke et e

5

]
L [

Does this standard include scemtance CIEEIET ... o i e cinns e e sbasst 5 s et i< os bex e ass
¥ no, include the results of tasting in the 310K,

Does this standard include more than one option or selection of tB817 v L1
if ves, report opticns selectad inthe summary report table,

Were thers any deviations or adaptations mads inthe use of the standard?. i, SR I X
¥ ves, were deviations in accordance with the FDA supplemental information shest {(SIS757 .. ] O
Were deviations or adaptations made bevond what is specified inthe FDA SIS it ]
if ves,; repori these daviations or-adaptations in the summary report table.

Weres thers any exclusions from the standard? ... TSP poreeass e [

Hyes, report thass exclisions in the summary repor table,

fs there an FDA guidance  that is associated with this SIBNGEIET. . ooceinscaoeoes e es e 24 ]
I yes, was the guidance document followed in preparation of this 310k? oo, it s s s e e ®]

Titte of guitdance: Submission and Review of Sterility Information In Premarket Motification (510(k)) Submission for Devipe

+ The formating convention for the-iitle is; [SDOY numetic identifier] [ile of address of the test iaboraiory or certiiication body invalved it sonformance
standard] [date of publication] anspasimant to this standard. The sununary regort inciudes information on

 Authorty 121 U5, 3600), b wani id8. goubedicalDevicas! aif standards utilized during the devalopment of the device:
2 Authonty (24 B0, bt e fda aoviiiedice V=1t

UevicaRegulationandGuidance/Standsrds/defautt him * The'supplamantal information sheat {518) s additionat information which
., } o o is nanessary befors FOA recognizes the standard. Foung at hitpidf
= hiip: wwwiaccsssdata fde, govacripisicdehicidacsiofStandards/search.ofm v scessadats fda govisoripisingricldces/afSiandardsisearch.oim

+ Thie summary report sheuld include: any gdaptations used to adapt 16 the
denvioe under review {for-example, siternative test methods); choices matle
when optionsor a selection of methods are described; deviations from the
staridard; requirements riot apphicable to the device; and the name and

o

The balire search for CORH Guidance Dostmants can be found &t
it M fd a8 goviiedicalDevicesDeviceRegulationandGuidance/
Guidencelincumenisidaiai him

FORM FDA 3884 (THT)

TS Pisbishig Senvices () 3G CBF

Page of 5
Questions? Contact FDA/CDRH/OCE/DID gt CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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EXTENT OF STARNDARD CONFORMANCE
SUMMARY REPORT TABLE

STARDARD TITLE

J4-457: 180G 11135 Second Bdition 2014, Stenifization of Health Care products - ethylene oxide - reguivemants for the development,
vahidation snd routine conirel of sierilization process for medical devices, (Sterility)

GONEFORMANCE WITH ETANDARD SECTIONS?

SECTHIM NUMBER SECTION TITLE
1 Scape

COMFORMANGE?

Bdves [ e [Ina

TYPEOF DEVIATION OR.OPTION SELECTED #
WA

DESCRIPTION
WA

SUSTIFICATION
NIA

£

H

ECTION NUMBER SECTION TITLE
Mormaiive References

o

B3

CONFORMANCE?Y

Bdves [ e [ Jwes

TYPE OF DEVIBTION OR OPTION SELECTED ~
NiA

DESCRIPTION

NiA

JUSTIFICATION

Nig

SECTION NUMBER SECTION TITLE CONFORMANCEY

3 Terras anid Definitions Dlves e [Jnia

TYPE OFDEVIATION-OR OFTION SELECTED ¢
NIA

DESCRIFTION
A

JUSTIFICATION
NIA

* For complateness list all sections of the standard and indicate whsther conformance & met. If 2 saction is nol applicable (N/A) an
explanation is needed under "justifcation.” Some standards include ophong. so similar to devigtions, the oplion chosan neads 1 be
desoribed and adequately justiied as appropriate for the subjed
selected when following a standard is required undar "type of deviation or option selacted,” “description” and “justification” on the
report. More than one page may be necessary.

* Types of deviations can include an exclusion of & section in the standard, a deviation braught out by the FDA supplemeantal
infarmation sheet {515}, & deviation 1o adapithe standsard to the device, or any agaptation of a section,

device. Explanation of alt deviations or description of options

suggestions Tor reducing this burden, i)

Fond and Dmg Administration

PRASuyfadahhs gov

Departmsent of Health and Human Services

Office of Chief Information Officer
Paperwark Reduction Act (PRA) Staff

This section 4pplivs only 1o reguirements of the Paperwork Reduction Act of 1995.
DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFY EMANL ADDRESS BELOW >

The burden time for this collection of information is estimaied to average 1 hour per response, including the fine to review
instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of
information, Send sonunents regarding s burden estimate or amy othet aspect of this information collection, including

“An agdney mey BT canduct or sponsor, and

& personds nelreguired {o respond 1o, a

collectipn of information wiless it displavs a

clivenly valid OMR contral nionber,”

FORM FDOA 2654 (7HT)

Pa
Questions? Contact FDA/CDRH/OCE/DID at

To¥ s
H-FOISTATUS@fda.hhs.gov or 301-796-8118 Add page
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EXTENT OF STARDARD CONFORMANCE
SUMMARY BEFIRT TABLE

STANDARD TITLE
14-432: 180 11135 Becond Edition 2014, Sterilization of Health Care produets - ethylene oxide ~ requirements for the development,
validation and routine control of sterilization process for raedical devices, (Slerility)

GONFPORMANCE WITH STARDARD SECTIONS”

SECTICN NUMBER SECTHIN TITLE CONFORMANCE?
4 Quality Management Svstem B ves D Mo | iniA
TYPE OF DEVIATION OR OFTION SELECTED. *
MIA
DESCRIFTION
WA
JUETIFICATTION
NiA
SECTION NUMBER !SE{ZT?DN THLE CONFORMANCE?
a gStcriiizing agent characterization Rives [we [ na
TYPE OF DEMIATION OR OPTHON BELECTED ¢
NiA
DESCRIFTION
WA
SUSTIERCATION
1A
SECTION NUMBER SECTION TITLE CONFORMANCE?
6 Process and Equipment characierization Blves [ Ine [ ma
TYPE OF DEVIATION OR OPTIOK SELECTED
N/A
DESCRIPTION
NIA
SUSTIFICATION
N/A
SECTION NUMBER SECTION TITLE CONFORMANCEY
7 Produet definition Rlvee [ wo [ Jwie
TYPE OF DEVIATION .OR OFTION SELECTED ¢
A

DESCRIFTION
RiA

JUSTIFICATION
W/A

* For completeness listall sections of the standard and indicate whather conformance is mel. if & section is not applicable (RA) an
explanation iz nesdad Urder fustification.” Same standards include aplions, so similar 1o deviations, the aption chosen neads fo be
described and adequately justified as appropriate for the sublent device. Explanation of all deviations or description of options
selected when following 2 standard is required uhder "type of deviation o oplion selected,” "description™ and “justification” on the
report Morsthan one page may be negessary

" Types of devigtions canm inglude an exciusion of & section inthe standard, a deviation brought cut by the FDA supplemental
informmation shael (518), a deviation w adapt the stendard to the device, of any adaptation of a ssctioa,

i 7 age 3 of
FORN FDA 3654 (7117) Questions? Contact FDA/CDRH/OCE/DID a CSRH -FOISTATUS@fda.hhs.gov or 301-796-8118 Add page
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EXTENT OF STANDARD CONPORMANCE
SURMMARY REPORT TABLE

4432 180 11135 Second Bdition 2014, Sterilization of Heabth Care products - ethivlene oxide - requirements for the developmei,
validation and routine contro} of sterifization process for medical devices. {Sierility}

CONFORMANCE WITH STARDARD SECTIONS®

SECTION NUMBER SECTION TITLE COMFORMANCE?
b Progess Definition Bves [ Ine [ Iha

TYPE OF DEVIATION OR OPTION SELECTED 7
KA

DESCRIPTION
WIA

JUSTIFICATION
WA

SECTION NUMBER SECTION TITLE CONFORMANGE?
G Validation . @ Yag D Mo D ML

TYPE OF DEVIATION GR.OPTION SELECTED *
N/A

CESCRIFTION
NiA

JUSTIFICATION
NiA

SECTION NUMSER SECTION TITLE CONFORMANCEY
10 Routine Monitoritig and Control Dlves [no | |wa

TYPE OF DEVIATION OR OPTIOM SELECTED *
MiA

CERCRIFTION
NiA

JUSTIFICATION
Nr‘;A

SECTION NUMBER SECTION TITLE CONFORMANGE?
11 Produgt Release from Sterilization @Y s D no  [Tnia

TYPE OF DEVIATION GROPTION SELECTED ¥
NiA

DESCRIPTION
/.

SUSTIFICATION
WN/A

* Forcompletensass iist all sections of the standard and indicate whethar confarmance-is msl. if g seclion is not applicable (N/A) an
explanation is needed under “justifivation.” Some standards include options, so similar to deviations, the opfion chosen neads to be
describad and adeguately justified as appropriate for the subgect device. Explanation of all deviations or description of options
selacted when following & standard is reguired under "type of deviation or aption selected,” “desaription” and “justification™ on the
raport. More than ong page may be necessary,

* Types of deviations can include an exdclusion of & section in the standard, a deviation brought out by the FDA supplemental
information sheet (813), a devigtion o adaplthe standard 1o the device, orany adaptation of a section.

FORM FDA 2654 (TH7} o estions? Contact FDAICDRH/OCE/DID 48 BRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Add page
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
14-452: 150 11135 Second Edition 2014, Sterilization of Health Care products ~ sthylene aside - requirenients for the developmaent,
validagion and routine contral of sterilization process for medical devices. (Sterility)

CORMFORMARNCE WITH STARDARD SECTHING™

SECTION MURBER SECTION TTLE CON [
12 Maintaining Process Effectiveness Bves [TIne [ Ina

?{PE OF DEVIATION OR OFTION SELFCTED
.”I,”/Ax

DEGCRIFTION
MIA

JUETIFICATION
WA,

SECTION NUMBER SECTION TITLE GONFORMANCE? v

Cves [ ne D}Vﬁ

TYPE OF DEVIATION OR OFTIOR SELECTRED #

DEBCRIPTION

JUSTHIZATION

SECTION NUMBER SECTION TITLE ) \&“}i) COMEQRGANCE?
A

o ’L/O " D‘YES DNO DNJA

TYPE OF DEVIATIONOR OPTION SELECTED ©

DESCRIPTIGN

JUSTIRCATION

CORFORMANCE?

[lves  [Ins [nia

SECTION HUMBER

TYPE GF DEVIATION OR OFTI@N 38LECTED *

JUSTIF Ei’x}}éf\i

&

* For compisteness list all sections of the standard and indicats whether conformances s met I a section is not applicable (NA)4an
explanation is neaded under “justification.” Some standards Include options, 50 similar fo deviglions, the option chosen needs o be
deseribed and adeguately jusiified as appropriate for the sitijact device. Explanation of all deviations o description of options
selected when following 2 standard s required uhder "type of daviation or-option selected.” “description” and "justification” on the
report, More than one page may be necessan:

* Types of deviations can include an exclusion of 4 section inthe standard, 2 deviation braught out by the FDA supplemerntal
infarmation shest {818}, s deviation o adapt the standard to the device, or any-adapiation of a section,

o Is 2y Seves 5 5
FORM FDA 3854 (T17) q estions? Contact FDAICDRH/OCE/DID 4 e DBHFOISTATUS @fda.hhs.gov or 301-796-8118
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£ 7%,

Fomn Approved: OWE Ne, 00100120 Bxplration Date 8730/ 2020

Department of Haalth and Human Services
Foad and Drug Administration
STANDARDS DATA REPORT FOR 510k
{To be fibed In by applicant)

This report and the Surbmary Report Table are 1o he compisted by the applicant when submitting g 570(k) that refer-
ahaes 2 national or international standard, A separate report ls reouired for sach standard referenced inthe 1000,
TYPE OF 51045) SUBMIBSION
[ rraditional D special [_1Abbreviated

STANDARD TITLE!
14-454: 1SO 11667-1 First Edition 20006-04-15, Packaging for terminally sterilized medical deviges - part ) requirments for
materials, sterile harrier systems and packaging systemns [including: amendment 1 (20143} (Sterifity)

Plegse answer the follewing gusstions Yas Mo
I this Standart FEcOQNIZES BY FIIA 27 oo oeeasss oo evessm s ans s b2 £ s s N
FIA RECOGMIIoN BUMBEN oo vierers s eoen e eeocose s on s oo resms st e et f14-454 .

Viias @ third party tabioratory responsible Tor testing conformity of the device to this standard identified
I HE STOMKIT ooveivrrreieseemeos s ieens v ss e ebes oot esr s ek e e 0 X

=@ summary report 4 desceribing the exttent of conformanes of the standard used included in the
BRI T oot res v ricas s seebin b e e et s s e e w4 £ e e e eS8 e e e ae S v e e e 1
o, complete a summary repor table:

k<
L]

Dioes the test data for this device derndnsgirate corformity 10 the raguirements of this standard as 1t
RIS B0 DS G BVICE Y (it it ieinr oo cee e e ea e s e s £ e 24 bs e na e s e R e 0SS s

Y
L]

24
]

Does this standard include accaptance eriteria? o e i, RO hesrp s nrsniann JOUTSNUSN
i 1o, include the results of testing in the 510(k).

E
(]

Does this standard include more than one option of salection of fests”
ifyes, report options selected in the summary repoit {able

Waere thare any deviations or adaptations made in the use of the standard? .o G st et
i ves, were devialions inaccordance with the FDA supplemenial informalion shesl(BISY37 ...

IR

Were deviations or adaptafions made beyond what is specified inthe FDA SIBY . e
if ves, report these deviations or adaptations in the summary repori table.

Wera there any exclusions from the standard? i o v s i e
¥ ves, report these exclusions in the summary report fable.

L Oy O s

Iz thare an FDA guidance ©that is associated with this standard?..c. e b e et s v
i yes, was the guidance docurment foliowed in preparation of this S5T0K? Lo s 1

LMY B K

Title of guidance: N/A - No Guidanve

 The formatting convention for he e is: [5D0)] [numeds idantifiar] Hte of adilress of thi {eslUiaboraiony &r cetification bady involved In conformance
-standard] idate of publication assessmant o his standard, The summary report includes information on
altstandards uiilized during the devalopment of the devics.

2 athority (29 LLS.C, 3604], btindwww i6a. goviadical Devices/

DaviceRegulationandGuidancelSiandards/dataull,. him  The supplameniat information sheet (318} 15 additional information which
. ey ] . . ! is necessaty before FDA recognizes the standard, Found &1 htip
¥ hitpdliwaey Bcossstatuida. povisoripisiadivicidosalofStandards/search.cim v accessdata fdagovisoriptsiednickiocsiciStandards/searchioim

# Thie summany repart should include: any adaptations used io adapt o the
device ynder revisy (B examide. alternative test methodsl; chioicas made
when onlions or 2 salection of msthods are desaribed; deviations from the
standard; requiremants not applicabie to the device; and thename and

% The orfing sedrch fr CDRR Guidancs Documants can b found ai
it theavew Fda.govifedical BevicesiDeviceRequistionsndGuidance!
GuidanseDocuments/dafault lim

FORM FDA 38584 (71T} Fage 1 ol 3 PEC Bl Mied T s g s BF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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EXTERT OF STANDARD CONFORMANCE
SUMBMARY REPORT TABLE

STANDARD TITLE
14-454; 1803 11607-1 First Edition 20006-04-15, Packaging for tenisinally siesilized medical devices ~ part 1: requisments for
materials. sierile barrier systems and paclaging svstems {inoluding amendment 1 (2014, (Sweciling

CONFORMANCE WITH STANDARD BECTHONS®

SECTION NUMBER SECTION TITLE CONFORMANCE?
1

Scope Dves [Timo [fwa

TYRPE GF DEVIATION OR OFPTION SELECTED *
WA

DESCRIPTION
N/A

JUSTHICATION
N/A

BECTION NUMBER SECTIOM TITLE CONFORMAMCE?
2 Normative References Ve D Mo B A

TYEETIE DEVIATION OR OFTICN SETEETER
NiA

DESCRIPTION

i
£ih

JOETIFICATION
N/A

SEOTION NUMBER BECTION TITLE CONFrORMARNGE?
3 Terms and definitions Rves [ Jne [Jwis

TYPE OF DEVIATION OR OPTION SELECTED 7
WA

DESCRIFTION
N/A

JUSTIFICATION

N/A

* For completeneass list all sections of the standard and indicate whether conformancs is met if 2 sechion is not applicable (N/A) an
explanation ts nesded under “ustification.” Some standards inchude options, sosimitar 1o deviahons, the optioh thosen needs 1o be
descrihed and adequately justified as appropriate for the sublect device, Explanation of all deviations or descriplion of options
selected when nllowing a standard is required under “ype of deviation or option selected,” "desonption” and “justification” on the
report. kore than one page may be nsEcessary.

* Typas of deviations can inctude an exclusion of & seclion in the standard; 2 deviation brought eut by the FDRA supplemental
information sheet (815, a daviation 1 adapt the standard 1o the device, orany adapiafion of 2 section.

This section applics only 1o requirements of the Paperwork Redudtion Act of 1995,
*BO NOT SENB YOUR COMPLETED FORM T4 THE PRA STAFF EMATL ADDRESS BELOW *
The buarden time for this collection of information is estimated 10 average | bour per response. mcluding the time to review
lnstructions, search existing data sources. gather and mamtain the data needed and complete and review the collection of
jnformation. Send comments regarding this burden estimate or any other aspect of this information collection, including
suggestions for reducing this burden, o

Department of Health and Huowran Services v ) _
s agency may noi conduct ar Spronsor, and

e and her nini # ; Lo

Pood ané E}‘; ug A%mimﬁtfﬂ:)ﬂ?}f a persow fs ot reguired io respond 1o, a
Office of Chief In. f:’m]fmo_l? O I\C"‘r zollection of wforsmmion-unless 1 displavs o
Paperwark Reduction Act{PRA) Sl currently valid OME control mimber,”

FPRAStff mfdo.his. gov

FORM FDA 3884 (717 Page 2 of 3 et o
< {77i7) Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Add page
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EXTENT OF 8TAKDARD CONFORMANCE
SLHAMARY REPORT TABLE

STANDARD TITLE

14-454; 18O 116071 First BEdition 20006-04-15, Packaging for isrminally sterilized medical deviees - part 17 requirments for
materiats, sterile bamier sysrems and packaging gystems [including: amendment 1 (20043 (Sterility}

CONFORMANCE WITH STANDARD SECTHONS®

[SECTION TITLE

SECTION NUMBER
£ . .
4 General Requirenients

CONFORMANCE?

Blves [ Ino

U win

TYRE OF DEVIATION OR OPTION SELECTED *
N/A

DESCRIFTION
MN/A

JUSTIFICATION
M/A

SECTION NUMBER SECTION TITLE

CONFORMANCE?

5 Materiais and preformed sterile barrier systems Klves [sio

[ Inin

TYPE OF DEVIATION OR OPTION SELECTED ©
NiA

DESCRIPTION

RN/A

JUSTIFICATION

NiA

SECTION NUMBER SECTION TITLE CONFORMANCE?

4 Diesign and-development requirements for packaging Bves [ e [ Ina
TYPFE OF DEVIATION QR OPTION BELECTED &

Z

N/A

DESCRIPTION
WA

JUSTIFICATION
NiA

SECTION TITLE

SECTION NUMBER
7 Information 1o be provided

CONFORMANCE?

@ Yes D hlo

e

TYPE OF DEVIATION DR OPTION SELECTED 7
NiA

DESCRIPTION
N/A

JUSTEICATION
NIA

* For completenass st all sections of the standard and indicate whethar confermance is sk If'a secbon is not applicabls (N/A) an
explanation 15 needed undsr “justification.” Some standards include options, sosimilar to devialions, the aption chosen needs t6 be
described and adequately justiiad as appropriate for the subjact davice. Explanation of all devigtions or deseription of options
saletted when fallowing a standsrd is reguired under “type of deviglion or option sslected,” "description” and “justiication” on'the

repiort. Morg than one page may be necassdry.

“ Types of devistions can indude an sxciusion of m section it the standard, a deviation brought out by the FDA supplemerntal

information sheet {S18), 8 deviation to adapt the standard tothe devioe, or any adaptation of a:section.

FORE FDA 3854 (7117}

Page 2of3 Add pags
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 GG page
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Farm Approved. UMB Mo, 091804 20; Expiration Date: 8302020

Dapariment of Healih and Humsn Barvices
Food and Drog Administration
STARKDARDS DATA REPORT FOR 510{s
{To be filled in by appdicant)

ances a national of intermational siandard. A separate repori s required for each standard referenced in the 5100

This report and the Summary Report Table arg to be somplated by the applicant when submitting 2 57100k that refer-

TYPE OF 510(K) SUBMISSION
] Traditianai 5 special [ Antreviated

STANDARD TITLE !

for forming, sealing and assembly processes fincluding: amendment [ (2014)]. Sterility

14-455: IS0 116072 Fiat Edition 2006-04-15, packaging for terminally sterilized inedical devices - part 2; Validation requirenyernts

Please answer the following guestisns Yes Mo
s this standard recognized DY FDA 7 L s et r et % 1
FDA Recognition numbers ..o, e bee. v ¥t e s it e i #4435

Was a third party laboratory respongible for testing conformity of the device to this standard denfified

T 43 OO SO UU VU USROS TR ]

is & surmmary report * describing the exient of confarmance of the standard used includad in the
Lo (s KA e e e et et oo XK U

i ro, camplste a aummary report table,

Does the test data for this device demanstrate conformily o the requirements of this standard as #

PErtains 10 HHIS UBMICET (i sk e vt e R i e s X
Does this standard include aocaeplante CHIBMHER o i i et e s v s

i 1o, include the results of testing nvthe 510{kK).

o) g

Doss this standard include more than one option or salection of tBSIEY i e X
I ves, report options selected in the summary repert table,

Were there any deviations or adaptations made in the usa of the standard? . v

L0
134

¥ ves, ware davigtions in accordance with the FOA supplemental information sheet (5t S}”? ...........
Ware deviations or adaptations made bayond what is spectfied in the FDA BIBT .o vivvinn n

 yes, raport these deviations or adaptations in the summary report table,

7y

Ware thers any exciusions Trom e staifart? s cara e cssseaaaets e bt e Ol
i ves, report these exclusions in the summary rapoit table

Iz there an FDA quidancs ® that is associated with this standard?. s ceae s e N
i yas, was the guidance document foliowed in preparation of this BI0K? oo

LIRS

Title of guidance: N/A - No guidance

* The tormatting convantion for thetlitte s [300] [numenic dentifier] fite of addrass of the tes! laboratory of cerlification body invalved in conformance
standard) [date of publication] assagsment tothis standard, The summiary report includes information an

. . , o alt-standards utilized during the daveiboment of the device
< futherity 121 WS G, 380d)L hitpfhwwew tda gaviMedicallisvicass

De\ﬂc&ReguiaﬁQnatw‘Guk:azmei‘w tandards/detauii m ® This supplemental information shisst (SIS} I8 additional information which
; . L o . is necessary before FOA recognizes the standard, Fournd at htip:#
* mttp: Awegew Arcessdata ida govissrpisicdriveidocs/ofStandards/saarch. oim weaw aonesslate. foa aovsciptsicdrhiofdons/ofStEndardsissarch. ofm
¢ The summary rapart shauid include; ary adaptatines used 1o adapl to the & The onfing search for CDRE Cuidance Documents can be found gt

davice under review (for example. altemative test maeihoda) choices made
whian options or & selaction of méthods are described, deviations Trom the
srandard: meguiramenies hotapplicatdes o the-devics; and the name. and

g e fda goviMisdicaiDevicasDevicaRegulationantdGuidance/
GuidanceDotumantsidetaull.tm

FORRE FLES 3854 {77 Tt Dbl Sarbrins 30 b T R

Questions? Contact FDA/CDRH/OCE/DID at CDRH FOISTATUS@fda.hhs.gov or 301-796-8118
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
14455 15O 11607-2 First Edition 2006-04-135, packaging for terminally sterilized medical deviges « part 20 Validation requirements
for formsing, sealing and assembly processes [including: amendment 1 {20143}, Stecility

CONFORMANCE WITH STARDARD SECTIORS”

SECTION NUMBER SECTION TITLE CONFORMANCE?

Seope Blves [ns [na

o

TYRE OF DEVIATHON OR OPTION SELECTED »
MN/A

DESCRIPTION
N/A

JUSTIFICATION
A

SECTION NUMBER SECTION TITLE CUNFORMANCEY
2 Mormative references Rves [Ino [ I

FYPE BF DEVIATION OF GFTION BELECTED ©
Nia

DESCRIFTION
WA

JUSTIFICATION
NiA

SECTION NUMBER SECTION TITLE CONFORMANCE?
3 Terms and Definitions ves [ Ino  []win

TYPE OF DEVIATION OR OFTION SELECTED *
/A

DESCRIPTION

JUSTIFICATION
N/A

* For compistensss fist all sechons of the standard and indicatewhether conformance is met If 2 section is not applicable (N/A) an
explanation’is needad urider "justification.” Soime standards include options, o similarin deviations, the option chioser nesds fobs
described and adequately justiied as appropriate for the subject device, Explanation of all dewations or descnption of aptions
saelected when following g standard is required umder "type of deviation or option selected,” "descrintion” and “ustification” on the
report. More than gng page may bs necessary.

* Typas of deviations can include an exclusion of & section i the standard, a deviation brought out by the FDA supptemental
information shest {818}, 2 déviation to adapt the standard o the davice, or any adaplation of a ssction,

This section applies only to-requirernenis of the Paperwork Redaction Act of 1923,

PO NOT SEND VOUR COMPLETED FORM TO THE PRA STAFFEMAIL ADDRESS BELOW . #

The burden tirae for this collection of infarmation is estimated w average 1 hour per response, ineluding the fime to review
instructions, search extsting data sourees, gather and maintain the data needed and compiete and review the collection of
nformation. Send comments regarding this burden sstimaie or any other aspect of this information collection, inchuding
suggestions for redocing this burden, o

Department of Health and Fuman Rervices

= : o . “dn agency may not conduct-or sponsar, ond
Food and Drig Administration BRI ” '

¢ persos is not regutived 1o responid o, @

YR e o Clyiet T o T e
Office of Chief uxi‘Orm:ﬁBGD Oﬂ“"f" coflection of yformativn imless it displays o
Paperwork Reduction Act (FRA) Staff curvantly valid OMB control number.”
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPFORT TABLE

STANDARD TITLE
14455180 11607-2 First Bdition 2006-04-15, packagiog for terminally sterilized medical devices -~ part 2: Validation requirements
for forming, sealing-and assombly processes [ncluding: amendment 1 (2014)]. Stertlity

CONFORMANGCE WITH STAKDARD SECTIONS®

SECTHON NUMBER SECTION TITLE CONFORMANCE?

4 General Reguirementds DAves [ Ine [ Jwm
TYPE OF BEVIATION OR GPTION SELECTED. +

Ni&

DESCRIPTION

N/&

SUBTHFICATION

N/A

SECTION NUMBER SECTHON TITLE CONFORMANCE?

5 Vahdation of Packaging processes BRves [ Jne D NIA

TYRE OF DEVIATION OR GPTION SELESTED ¥

M/A

DESCRIPTION
Na

JUBTIFICATION
NiA

SECTION NUMBER SECTION TITLE CONFORMANCE?
Packaging system asssmbly Bves [ne [

TYPE GF DEVIATION OR OPTION SELECTRD *
NiA

DEBCRIPTION
N/A

JUSTIFICATION
Nia

SECTION NUMBER SECTION TITLE CONFORMANCE?
7 Use of reusdble sterile bamier systens [ves [ Ne Nia

TYPE OF DEVIATION O OFTION SELECTED *
N/A

DESCRIFTION
RiA

TUSTIFICATION
N/A

“For compleierioss list alb ssctions of the standard and indicate whether conformance s met. H a sechon is not applicable (WA an
explanation s needed under jusiification.” Some standards include options, so similar to deviations, the optian chosan needs to e |
described and adequately justified as appropriaie for the subject device. Explanation of all deviations of descripiion of options
salected when following & standard is requifed under “iype-of deviation of apticn selecied.” “description” and “justification” anthe
report, More than cne page may be hecassary.

* Types of devigtions can indude an exclusion of & sechion in the standard, a deviation brought out by the FDA supplemantal
information sheet (SI8), a-devigtion 1o adapt the standard to therdevice, or any adaptation of a sechion.

FORM FDA 3554 (7117) . Page 3.ot4 A Bage
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ao page
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EXTENT OF STANDARD CONFORMANGE
SUMMARY REPORT TABLE

STaMDARD TITLE
14435 150 116072 First Bdition 2006-04- 13, packaging forterminally sterilized medical devices - part 20 Vahdanon requirements
for formring. sealing and azsembly processes [inchdiog, amendroent 1 (2014Y]. Steviliny

CONFORMANCE WITH STARDARD SECTHIMS"

SECTION NUMBER SECTION TITLE CONFORMAMCE?

8 Stertte fluid-path packagmg Clves [ine Bwe
TYPE OF DEVIATION OR OPTION SELECTED #

N/A

DESCR%PTEDN

N7A

JUETIFICATION

NiA

SECTHON NUMBER SECTION TITLE CONFORMANGE? <

-~
[:] Yas l_j No}/ﬂ@!l\

T¥RE OF DEVIATION OF OPTION SELECTED ¢

TISTECATION /

SECTION NUMBER SECTION TITLE CONFORMANCEY
/ Cves [ne [ Jwua
£
TYPE OF DEVIATION OR GPTION SELECTED © L
A\ 443
, d ‘kf . }\:Y (z,x
NEEEERTION ! g i
b Iy LR f\f&\ (J L
i; b

SUSEHHCATION

SECTION HUMBER SECTION TITLE ) CONFORMANCE?

[ e DNO DNJA

TYPE OF DEVIATION OR OPTION S8ERRECTED ~

DESCRIPTION

JUST{FIQA/U@'N

e For completeness st all sections of the standard and indicate whether conformance is met ¥ a.section is not applicable (WA} an
explanstion & needed under “justification.” Some standards include options, so similar to devigtions, the option chosean nesds t¢be
described and adesustely justified ag appropriate for the subiect device. Explanation of alf deviations or description of options
selected when ioflowing & standard is required-under "type ofdavigtion or option selected ” “dasoription” and “lustification” on the
report. Moré than one pags may be necessary.

* Types of devigbions ean include an exdlusion of & section in the standard, & devigiion brought out By the FDA supplemantal
information sheet {S15), a deviation to.adaptthe standard to the device, or any adaptation of 2 section.
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8 7 3 5 3 2 1
REVISIONS -
REV. [ nare CR DESCRIPTION
L I RELEASE T PRODUCTION - J—
L e
D [»]
| 4541 |
le—— 18.75 REF —=
C c
MEDLINE 18.25 REF
PEDIATRIC DIRECTIONAL
INCISION DRAPE
MEDS??—\ |
. 35REF | 4011 ( )
e § N —
""" | 7.5 REF N
. // - 8
/ i
—— ASSEMBLED IN CHINA
O 2
m VENDPC;E 2 - SMS - BLUE 1
1 - PE 0.015MM - CLEAR 1
NOTES: —
e ITEM |PART NUMBER DESCRIPTION QY.
% ; @SE%R,%%‘EEEBEOBS M BILL OF MATERIALS N
3’. PART TO BE FREE OF VENDOR AFFR DATE FILE NAME: ]
S DIRT, OIL, GREASE, AND e MEDCOMP
ANY OTHER] PARTICULATE 2 NSPECTION KEY 1499 DELP DRIVE, HARLEYSVILLE, PA 19438
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VERIFY
5 ' 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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®
Q MOMP PRODUCT VERIFICATION/VALIDATION RESULTS

SUMMARY
ORIGINATOR: * S DATE: 02123118
STUDYITEST: VERIFICATION 0O
PROJECT NUMBER: VALIDATION © V NUMBER: i

DEVICE DESCRIPTION: C3 ECG Cable Accessory Pack (MRC3R004) 3 Year Accelerated Aging

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Q ’
’m OMP PRODUCT VERIFICATION/VALIDATION TEST

...... PROTOCOL
ORIGINATOR:| ___ DATE:  11/7117
i 5 STUDY/TEST: VERIFICATION [J

PROJECT NUMBER: | VALIDATION ® VNUMBER:.

DEVICE BESCRIPTION: C3 ECG Cable Accessory Pack (MRC3R004) 3 Year Accelerated Aging

DEPARTMENT: [X] ENGINEERING [0 COMPLIANCE

TEST/STUDY: XKIORIGINAL 1 AMENDMENT

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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TEST REPORT
(b)(4)

3-Year (T3) Accelerated Aging for C3 ECG Cable Accessory Pack (MRC3R004)

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

Good Morning Courtney,

(b)(4) Deficiencies

Sincerely,
Kathieen Fitzgernid

Nurse Consultant/L.ead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

oV
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT iS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not
the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If you have received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85({k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an advisory opinion, does not necessarily
represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 7:12 PM
To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathieen <Kathleen.Fitzgerald@fda.hhs.gov> wrote:

Hi Courtney,

(b)(4) Deficiencies

Sincerely,
Kathleen Fitzgeraid

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002

(301) 796 - 6292
kathleen fitzgerald@fda.hhs.gov

<image001.png>

006 jpg>
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have

THIS MESSAGE iS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER
LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action
based on the content of this communication is not authorized. if you have received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85{k} and constitutes an informal communication that represents my best judgment at this time but does not constitute an advisory opinion,
does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.cam]

Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

Thanks,

Covirfney Niw

Courtney Nix | Regulatory Affairs Manager, North America and EU

Medical Components, Ine,
1489 Deip Dr. » Harleyevile P8 10438
T: 215-256-4201 x 2285 G P F: 215-256-9101

Email: Cixi@medoampnat. o s vwen: www.medoompral.omm

From: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>

Sent: Monday, March 12, 2018 7:56 AM

Cc: Kathleen Fitzgerald <kathleen.fitzgerald@{fda.hhs.gov>
Subject: K180567 is on Hold Pending Your Response

March 12,2018

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Acceptance Review Notification - Refuse To Accept (RTA)

‘We have completed the administrative acceptance review of your premarket notification (510(k)) submission K180567. Our review indicates that your
510(k) submission does not meet the criteria established for administrative completeness. Thus, we regret to inform you that we are unable to conduct
a substantive review of your submission at this time and are placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the 510(k) number K180567, addressing the elements identified
as missing or inconsistent in the attached checklist to:

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Docurment Control Center - WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 2(993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from the date of this email. If you do not correct the missing or
inconsistent elements identified in the checklist by September 8, 2018, we will consider this 510(k) submission to be withdrawn, and we will delete it
from our review system.

Upon receipt of the requested information, FDA will conduct another administrative review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 510(k) submission.

For additional information regarding the Refuse to Aceept Policy for 510(k)s please refer to the guidance document available at
htip:/r'www.fda.gov/downloads/MedicalDevices/DeviceR egulationandGuidance/Guidance Documents/UCM3 150 14.pdf.

*** This is a system- generated email notification ***

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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March 16, 2018</br></br><font face="arial">

<b>Acceptance Review Notification - Accepted</b>

<br/><br/>

</font>

<p>An administrative acceptance review was conducted on your premarket notification
(510(k)) K180567/8001, and it was found to contain all of the necessary elements and
information needed to proceed with the substantive review. We will contact you should

we require any additional information during the course of the substantive review. The
lead reviewer assigned to your submission is Kathleen Fitzgerald.</p>

<br><br><br><p>*** This is a system-generated email notification ***</p>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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LS FOOD & DRUG Build Correspon

SRMINIZTRATION

Medical Components, Inc. (dba Medcomp)
Courtney Nix

Regulatory Affairs Manager, North America and EU
1499 Delp Drive

Harleysville, Pennsylvania 19438

Re: K180567
Trade/Device Name: C3 Wave System
Regulation Number: 21 CFR 880.5970
Regulation Name: Percutaneous, Implanted, Long-Term Intravascular Catheter
Regulatory Class: Class 11
Product Code: LJS
Dated: March 12, 2018
Received: March 15,2018

Dear Courtney Nix:

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
cnactment 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 labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class 111 (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 publish further announcements
concerning 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 forth in the quality systems (QS) regulation (21 CFR Part 820);

11.5. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

www.fda.gov
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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and if applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR
1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR 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.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice
(https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn
(http://www.fda.gov/Training/CDRHLearn). Additionally, you may contact the Division of Industry and
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website
(http://www.fda.gov/DICE) for more information or contact DICE by email (DICE@fda.hhs.gov) or phone
(1-800-638-2041 or 301-796-7100).

Sincerely,

Tina Kiang, Ph.D.
Acting Director
Division of Anesthesiology,
General Hospital, Respiratory,
Infection Control, and Dental Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Good Morning,

' 'S

Sincerely,
Kathieen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hamnpshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not
the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If you have received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85{k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an advisory opinion, does not necessarily
represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Patrick McDonald [mailto:pmcdonald @martechmedical.com]

Sent: Wednesday, April 11, 2018 4:34 PM

To: Courtney Nix <chix@medcompnet.com>; Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Cc: K180567@docs.fda.gov

Subject: RE: K180567

Hi Kathleen,
Please find the attached.
Thanks,

Patrick McDonald
Phone: X 2302

From: Courtney Nix

Sent: Wednesday, April 11, 2018 4:25 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>

Cc: K180567 @docs.fda.gov; Patrick McDonald <pmcdonald@martechmedical.com>
Subject: Re: K180567

Hi Kathleen,

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Apr 11, 2018, at 4:21 PM, Courtney Nix <¢nix@ medcompnet.com> wrote:

Hi Kathleen,
I’'m offsite this week, | will send this to a regulatory associate right now so they can provide it to you. Thanks!

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Apr 11, 2018, at 2:50 PM, Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> wrote:

Good Afternoon Courtney,

(12
=
~
o
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(b)(4) Deficiencies

Sincerely,
Kathieen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT S PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM
DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure,
dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us
by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Friday, April 06, 2018 10:25 AM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Cc: K180567@docs.fda.gov

Subject: RE: K180567

Hi Kathleen,
Please see attached. Let me know if you have any additional questions.

Thanrks,

Covartney Niw

Courtney Nix | Regulatory Affairs Manager, Norih America and £U
Medical Compaon B yTel

1402 Deip Or. » Harleysvillg, B8 10438

T: 215-256-4201 x 2285 Ci, 1 215-256-8191

Emal

rnedsarconel.oort Web: vy medoarnpnet.oom

i Ohiix

From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <cnix@medcompnet.com>

Cc: K180567 @docs.fda.gov

Subject: RE: K180567

Good Morning Courtney,

(b)(4) Deficiencies

Sincerely,
Kathleen Fitzgeraid

Nurse Consultant/Lead Reviewer
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration
White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT S PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM
DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure,
dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us
by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@{da.hhs.gov>
Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> wrote:

Hi Courtney,

(b)(4) Deficiencies

S
Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN [INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. if you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby
notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. if you have received
this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85{k) and constitutes an informal communication that represents my best judgment at this time but does not
constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the
view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Trhanks,
Covsrfney Niw
Courtney Nix | Regulatory Affairs Manager, North America and U
Medigal Components, Ing,
1488 Delp Br. o H sville,
T 2186-256-4201 x 2285 C

medrompnel.oom

From: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>
Sent: Monday, March 12, 2018 7:56 AM

To: Courtney Nix <cnix@medcompnet.com>

Cc: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>
Subject: K180567 is on Hold Pending Your Response

March 12, 2018
Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification (510(k)) submission K180567.
Our review indicates that your 510(k) submission does not meet the criteria established for administrative completeness.
Thus, we regret to inform you that we are unable to conduct a substantive review of your submission at this time and are
placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the 510(k) number K180567,
addressing the elements identified as missing or inconsistent in the attached checklist to:

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Docurnent Control Center - WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from the date of this email. If you do
not correct the missing or inconsistent elements identified in the checklist by September 8, 2018, we will consider this 510(k)
submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 510(k)
submmission.

For additional information regarding the Refuse to Accept Policy for $10(k)s please refer to the guidance document
available at
http://www.fda.cov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM3 1501 4.pdf.

*** This is a system- generated email notification ***

<K180567.510{k)Summary.FINAL.doc>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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See: Wednesday, Aprfl L1, 2018 4:34 PN
Fexs Courtney Mb; Fiizgerald, Kathleen
e K180567 @docs fda.gov

Subject: RE K180567

Attachments 20180411161 pdf

Hi Kathieen,

Please find the attached.

Tharnks,
Patrick McDonald
Phone: X 2302

Frose: Courtney Nix

Sent: Wednesday, April 11, 2018 4:25 PM

Ta; Fitzgersld, Kathleen <Kathieen, Fitrgerald @fda. hhs.govs

Cer KA80567 @docs fda.gov; Patrick McDonald <pmcdonald@martechmedical.com>
Subject: Re, K180567

Hi Kathleen,

} 1C & Please keep me co'd on everything. Thanks!

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Apr1l, 2018, at 4:21 PM, Courtney Nbc<cnix@medcompnet.com> wroie;

Hi Kathleen,

Thanks!

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Apr 11, 2018, at 2:50 PM, Fitzgerald, Kathleen <Kathleen. Fitzeersld@ida.hhs govs wrote:

Good Afternoon Courtniey,

b)(4) Deficiencies

Questions? FDA/CDRH/QOCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consuliani/Lead Reviewer

CDRH/ODE/DAGRIDIGHDB

U.8. Food & Drug Administration

White Qak, Bldg. 66, R, 2510, 10903 New Hampshire Ave.. Silver Spring, MD.
20993-00062

(301) 796 - 6292

kathleen fitzgerald@fda. hhs.gov
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This communication is consistent with 21 CER 10.85(k} and constitutes an informz! communicgtion that rapresents my
krest judgment atthis time but dogs not constitule ar advisory opinion, doss nat necessarily represent the formial
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Framn: Courtpey Nix [mailtcichix@medcompnet.com)

Sent: Friday, Aprit 06, 2018 10:25 AM

To: Fitzgerald, Kathieen <Kathlegn. Fitzgeraid@ida. hhs.gov>
Cc: K1B0567@docs. fda.gov

Subject: RE; K1B0O567

Hi Kathleen,

Please see attached. Let me know if yvou have any additional guestions.

Questions? Contact FDA/CDRH/OCE/DID at ZDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Thanks,
Corarfintiy Nise
Courtney Nix | Regulatory Affaire Manager, Nomth Amarics and EU
Medisal Componerits, Ina,

149¢ Delp D s Harleysville, PA 10438

T 215-266-4201 x 2286 Cf IR 215-286-9191

From: Fitzgerald, Kathleen <Kathleen Fitzgerald @fda hhs.gov>
Sent: Thursday, April 05, 2018 9:43 Al

T Courtney Nix <gnix@medcompnet.com>

e R1B0SE7 @does.fda.gov

Subjoect: RE; K18DS67

Good Morning Courtney,

(b)(4) Deficiencies

Sincerely,
Kethleen Fitzgerald

Nurse Consuliant/Lead Reviewer

CDRH/CDE/DAGRID/GHDB

LLS, Food & Drug Adminmstration

White Oal;, Bldg. 66, R 2510, 10903 New Hampshire Ave., Silver Spring, MD.
20993-0002

(301) 796 - 6292

kathieen fitzgerald@fda.bhs.gov

Questions? Contact FDA/CDRH/OCE/DID atiTDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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person authorized to deliver the document to the addressee, you are hereby notified that any review disciosure,
disseroination, copying, of oibier sction based on the content of this compwnication is vict authorized, If you heve
received this document in error, please immediately notify us by ermail or telephane found above.

This communication i consistent with 21 CFR 10.85{k} and constiotes an informal cormmiunication that represents my
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From: Courtney Nix [mailto:cnix@medcompnet.corm)

sert: Tuesday, March 13, 2018 7:12 PM

Ta: Fitzgerald, Kathleen <Kathieen. Fitzgeraid @fda hhs.gove
Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!

Tharks, Courtnsy Nix
Regulatory Affairs Manager,
North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzeerald, Kathleen <Kathleen Fitzgerald @fda.hhs.gove
wrole:

Hi Courtney,

(b)(4) Deficiencies

Sincerely,
Kothieen Fitzgerald
Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

Questions? Contact FDA/CDRH/OCE/DID at£DRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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U5 Food & Drug Administration
White Oak, Bldg. 66, Rin. 2510, 10903 New Hampshire Ave.,
Silver Spring, MD. 20993-0002
(301) 796 - 6292

kathleen fitzperaid@ida hhs.gov

<image00t png>

<imageD02 jpg> <imagelld ipg> <imagell4 jpg> <imag
e005.ijpg> <image006.jpg>
Excelient customer service is impartant {o us Please take 2 momeant o provids feedback
regardi cuslomar service you have e
Mt s s chonelslcdiiousionms

THIS MESSAGE IS INTERDED FOR THE USE OF THE PARTY TO WHOM T 15 ADDRESSED AND MAY
CONTA INFORMATION THAT IS PRMILEGED, CONFIDENTIAL, ANDPROTECTED FROM DISCLOSURE
LINDER LAW. If you are not the addressee, or 3 persan authorized 1o deliver the document 16 the
addresses, you are hareby notified that any review distlosure, dissemination, copying, of other
action based en the contentof this communication is not authorized. If you have received this
docurnent iy error, please immediately hotify us by emad or teisphone found above.

This commiugiication is consistent with 71 CFR 10.85{k) and constitutes an informal commanication
that represants my best judgmest at this Hme bt dees el constitule an edvisory opsion, does
nat necessarlly reprasent the farmal position of FDA, and doss not Bind or atherwise obligate or
comimit the agency to the view exprassed.

From: Courtney Nix {mailtorcnix@medcompnegt.com)

Sent: Tuesday, March 13, 2018 3:58 PM

To: Fitzgerald, Kathleen <Kathleen Fitzgeraid@ida hhs.gov>
Subjects RE: KI20567 is on Hold Pending Your Response

Hi Kathleen,

(b)(4) Deficien

Tharks;

Corviarfney) Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

Questions? Contact FDA/CDRH/OCE/DID at EDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1499 Delp Dr. s Hardeysville, PA 10435
T 215-256-4201 % 2285 O _F 215-256-2191

Email. CNix@madoompnet com Web waww. medocompnet com

From: Kathleen Fitzgerald <ksthleen fizgerald@fda hhseove
Sent Monday, March 12, 2018 7:56 AM

Yo Courtney Nig <cnbu@medcomprgt.comes

e Kathleen Fitzegerald <kathieen fiizeerald @{da hhsgovs
Subject: K180567 iz on Hold Pending Your Response

March 12, 2018
Acceptance Review Nofification -~ Refuse To Accept (RTA)

We have completed the administrative acceptance review of vour
premarket notification (51000) submission K18U567. Our review
indicates that your 510{k} submission does not meet the criteria
established for administrative comipieteness, Thus, we regrat to inform
vou that we are unable to conduct 2 substantive review of your
submission at this time and are placing it on RTA hold,

Please submit two coples of your res;ﬁonse {1 eCopy and 1 paper copy),
referencing the 510(k) number K1805%67, addressing the elemants
identified a5 missing or inconsistent in the attached checklist t6:

15, Food and Drug Administration
Center for Devices and Radiological Heath
Document Control Center - WOB6-G609
10563 New Hampshire Avenue

Siiver Spring, MD 20993-0007

FDA will permit vour 510{k} submission to remain on hold for a
maximum of 180 days from the date of this email. f you do not correct
the missing or inconsistent elements identified in the checklist by
September 8, 2018, we will consider this 510{k) submission to be
withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another
administrative review of your 510{k} submission.

Should you have questions about this emall, you may contact Kathleen
Fitzgerald, the lead reviewer assigned to your 510{k) submission,

For agditions! information regarding the Refuse 1o Accept Palioy Tor
5100k}s please refer to the guidance document available at

htt/Swwew fdd gov/downloads/MedicalDevices/DeviceRegulationands
uidance/GuidanceDocuments/UCM315014.pdf.

*¥* This is a system-generated emall notification ***

Questions? Contact FDA/CDRH/OCE/DID at€DRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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<K1BD567. 510k Summary FINAL docs

Questions? Contact FDA/CDRH/OCE/DID at EDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Muslimova, Valentina * [Valentina.Muslimova@fda.hhs.gov]
Sent: 3/9/2018 5:46:34 PM

To: chix@medcompnet.com

cC: DCCletters [DCCletters@fda.hhs.gov]

Subject: K180567/A001 Acknowledgment Notification

Attachments: Acknowledgment Letter.pdf

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

5, FOOD & DRUG

DRIRISTRATION

Acknowledgment Letter
3/9/2018

Courtney Nix, Regulatory Affairs Manager, North America and EU
Medical Components, Inc. (dba Medcomp)

1499 Delp Drive

Harleysville, PA 19438

UNITED STATES

Dear Courtney Nix:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has received your submission. This submission has been assigned the unique document
control number below. All future correspondence regarding this submission should be
identitied prominently with the number assigned and should be submitted to the Document
Control Center at the above letterhead address. Failure to do so may result in processing
delays. If you believe the information identified below is incorrect, please notify the Program
Operations Staff at (301) 796-5640.

Submission Number: K180567/A001

Received: 3/9/2018

Applicant: Medical Components, Inc. (dba Medcomp)
Device: C3 Wave System

We will notify you when the review of this submission has been completed or if any additional
information is required. For information about CDRH review regulations and policies, please
refer to http://www.fda . gov/MedicalDevices/DeviceRegulationandGuidance/default. htm.

Sincerely yours,

Center for Devices and Radiological Health

L8 Food & Drug Administration

10803 New Harmpshire Avanues

Siver Spring, MD 208093

www.fda.gov Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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be]

ARETION 2

(b)

L e

4)

REV. OR | DATE

(b)(4

L]

SEAL WIL
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})‘ ; of
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SHORT FILM
.  UNDERHANG
. -
. = S
LTO OPEN o B ‘ %
— e “ B
N % - B0 128
% . N PEEL FLAP
?Rl?ﬁ”@‘&?ﬁé@ DETAIL % < 1858002250 )
SCALE1:15 = s
g

VENDOR: |

NOTES:

kN MATERIAL:

FILM - PERFPECFLEX 343884
HEADER - CR27 COATED 10738 TYVEK 7

2. COLOR: 7
FILM - CLEAR %

HEADER - WHITE WITH RED PRINTING (PMS 189) %

3. BEWIS STANDARD FOR EMBEDDED OR LOCSE PARTICULATE; Q - 1254, 128
GEL FREQUENCY, PARTIGLES (LOGSE AND EMBEDDEDY: END GAP
»2.0mm? - NONE 0,30 - NONE FRONT VIEW
0.60-2.0mm° - 1 MAX 0.10-0.30mn7* - 1 MAX
0.40-0.60mm* - 2 MIAX 0,09 - 2 MAX
0.A0-5.40m? - 6 MAX 0.08mme - 3 BAX
<0, 1B - 25 MAX NG MORE THAN 4 PARTICLES OF ANY BIZE -

CARBON PARTICLES:

; : DETAIL A 1 2501250
0,40 - NONE . .
G.10-0.400° « 2 MAX SCALE1:1.5 LOAD LIP

4 SURFADE AND SEAL DEFEGTS: _

HARD WRINKLES: NONE ALLOWED IN THE SEAL AREA. NO WRINKLES 1N NON-SEAL SHEET 1 OF 1 FAE urs e ®
AREA THAT EXHIBIT CHANNELS, DELAMINATION OR TUNNELING. S D S BRSNS G y

N . PN
SOFT WRINKLES: NONE THAT AFFECT THE FORM, FIT OR FUNCTION OF THE SEAL, GNLESS OTr 458 DELP BRIVE, PARLEVSVILLE. A 19428
SURATOHES AND. DTHER DOSMETIC DEFEGTA THAT DO NOT CREATE VOIDS 0R ToERMRS R L o ANCHES 1285 ¥ 15.50° SINGLE ENDED HEADERBAG
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WRIDBN ; NONE THAT EXTEND INTC MIBEMUM EFFECTIVE SEALWIDTH (03787,
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oo
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Hi Kathleen,

Was there suppose to be an attachment?

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C:E F: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www .medcompnet.com<http://www.medcompnet.com/>

=

From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>

Sent: Thursday, April 12, 2018 8:55 AM

To: Patrick McDonald <pmcdonald@martechmedical.com>; Courtney Nix <cnix@medcompnet.com>
Cc: K180567@docs.fda.gov

Subject: RE: KI180567

Good Morning,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

[cid:image002.png@01D21A3D.01E3F6D0]<http://www.fda.gov/>

[cid:image003.jpg@01D21A3D.01E3F6D0] <https://www.facebook.com/FDA>
[cid:image004.JpgRO1ID21A3D.01E3F6D0] <https://twitter.com/US FDA>
[cid:image005.jpg@C1D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin>
[cid:image006.jpg@O01D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/>
lcid:image007.3pg@01D21A3D. 01E3F6D0]
<http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=&S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Patrick McDonald [mailto:pmcdonald@martechmedical.com]
Sent: Wednesday, April 11, 2018 4:34 PM

To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>; Fitzgerald,
Kathleen <Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567

Hi Kathleen,

Please find the attached.

Thanks,
Patrick McDonald

Phone: X 2302

I

From: Courtney Nix
Sent: Wednesday, April 11, 2018 4:25 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Cc: K180567@docs.fda.gov<mailto:K180567@docs.fda.gov>; Patrick McDonald
<pmcdonald@martechmedical.com<mailto:pmcdonald@martechmedical.com>>

Subject: Re: K180567

Hi Kathleen,

w

Please keep me ccid€™d on

everything. Thanks!
Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Apr 11, 2018, at 4:21 PM, Courtney Nix
<cnix@medcompnet.com<mailto:cnix@medcompnet.com>> wrote:

Hi Kathleen,

(b)(4) Deficiencies

Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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On Apr 11, 2018, at 2:50 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Good Afternoon Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
<image003.png><http://www.fda.gov/>
<image004.jpg><https://www.facebook.com/FDA>
<image005.jpg><https://twitter.com/US_ FDA>
<image(06.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image007.jpg><http://www.flickr.com/photos/fdaphotos/>

<image008.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=&S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Friday, April 06, 2018 10:25 AM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Hi Kathleen,

Please see attached. Let me know if you have any additional gquestions.

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C:i _EF: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www.medcompnet.com<http://www.medcompnet.com/>

From: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567

Good Morning Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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<image003.png><http://www.fda.gov/>

<image(004.jpg><https://www.facebook.com/FDA>

<image005.Jjpg><https://twitter.com/US_ FDA>
<image006.Jjpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image007.]jpg><http://www.flickr.com/photos/fdaphotos/>
<image008.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=4S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!
Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Hi Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer
CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002

(301) 796 - 6292

kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

<image00l.png><http://www.fda.gov/>

<image002.jpg><https://www.facebook.com/FDA>

<image003.jpg><https://twitter.com/US FDA>
<image(004.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image005.jpg><http://www.flickr.com/photos/fdaphotos/>
<image006.Jjpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm

>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=§S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 3:59 PM

To:

Fitzgerald, Kathleen

<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

b)(4) Deficiencies

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU

Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T:

215-256-4201 x 2285 C:; 215-256-9191

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www.medcompnet .com<http://www.medcompnet.com/>

=]

From: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Sent: Monday, March 12, 2018 7:56 AM
To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Subject: K180567 is on Hold Pending Your Response
March 12, 2018
Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification
(510 (k)) submission K180567. Our review indicates that your 510(k) submission does not
meet the criteria established for administrative completeness. Thus, we regret to
inform you that we are unable to conduct a substantive review of your submission at
this time and are placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the
510 (k) number K180567, addressing the elements identified as missing or inconsistent in
the attached checklist to:

U.S. Food and Drug Administration

Center for Devices and Radiological Heath

Document Control Center - WO66-G609

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from
the date of this email. If you do not correct the missing or inconsistent elements

identified in the checklist by September 8, 2018, we will consider this 510 (k)
submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative
review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the
lead reviewer assigned to your 510 (k) submission.

For additional information regarding the Refuse to Accept Policy for

510 (k) s<http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidanc
eDocuments/UCM315014.pdf> please refer to the guidance document available at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocumen
ts/UCM315014.pdE.

**%% This is a system-generated email notification **x*

<K180567.510 (k) Summary.FINAL.doc>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Hi Kathieen,
Was there suppose to be an attachment?

Thanks,
Coviatngy N
sourtney Nix | Reguiatory Affairs Menager, North Amarice end U
Medicai Components, inc.

1489 Dalp Dr. » Harleys

T: 215-256-4201 x 2385 PF218-255-9101

Email: CHix@rmedeompnet.oom Web! weaw medoompnet.oom

From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>

Sent: Thursday, April 12, 2018 8:55 AM

To: Patrick McDonald <pmcdonald@martechmedical.com>; Courtney Nix <cnix@medcompnet.com>
Cc: K180567@docs.fda.gov

Subject: RE: K180567

Good Morning,

&

Sincerefy,
Kathieen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRIVODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

cidimage002.png@C1D21A3D.0
1E3F6DG

@ take @ moment b provide fesdback e yout have receled: Bitps: fweiw ressareh nebisfodrhnusivmarseivice?

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not
the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If you have received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85{k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an advisory opinion, does not necessarily
represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Patrick McDonald [mailto:pmecdonald@martechmedical.com]

Sent: Wednesday, April 11, 2018 4:34 PM

To: Courtney Nix <cnix@medcompnet.com>; Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Cc: K180567 @docs.fda.gov

Subject: RE: K180567

Hi Kathieen,
Please find the attached.
Thanks,

Patrick McDonald
Phone: X 2302

From: Courtney Nix

Sent: Wednesday, April 11, 2018 4:25 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>

Cc: K180567 @docs.fda.gov; Patrick McDonald <pmecdonald@martechmedical.com>
Subject: Re: K180567

Hi Kathleen,

'S EPlease keep me cc’d on everything. Thanks!

Thanks, Courtney Nix
Regulatory Affairs Manager,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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North America and Europe

On Apr 11, 2018, at 4:21 PM, Courtney Nix <¢cnix@ medcompnet.cam> wrote:

HiKathleen,

.~
— =
r
m
.~

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Apr 11, 2018, at 2:50 PM, Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> wrote:

Good Afternoon Courtney,

(b)(4) Deficienci

Sincerely,
Kothleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

>
wing frva o

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM
DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure,
dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us
by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Friday, April 06, 2018 10:25 AM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Cc: K180567 @dacs.fda.gov

Subject: RE: K180567

Hi Kathleen,
Please see attached. Let me know if you have any additional questions.

Thanks,
Cosrtney Niw
Courtniay Nix | Regulatory Affairs Manager, North America and EU
Madical Components, Ing.
1499 Deip Dr. ¢ Herleyuville,
T: 215-256-4201 x 2288 L

e

Email O

PA 144

1 215-256-0191

Zimetoorapnet.oare Web: www, medoarmpnet.oom

From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Sent: Thursday, April 05, 2018 9:43 AM

Cc: K180567 @docs.fda.gov
Subject: RE: K180567

Good Morning Courtney,
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Deficienci

Sincerely,
Kathleen Fitzgeraid

Nurse Consultant/Lead Reviewer
CDRH/ODE/DAGRID/GHDB
U.S. Food & Drug Administration
White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald @fda.bhs.gov
<image003.png>

<image004.jpg> <|rnage005]pg> <|mag90061pg> <|mageOO7jpg> <|mage008]pg>

aRrvice vy fiave rRoehed:

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM
DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure,
dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us
by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@ medcompnet.com]

Sent: Tuesclay, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> wrote:

Hi Courtney,

(b)(4) Deficiencies

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer
CDRH/ODE/DAGRID/GHDB
U.S. Food & Drug Administration
White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov
<image001.png>

<imagef02.jpy> <image003.jpg> <|mageOO4Jpg> <smageOOSJpg> <|mag9006jpg>

or gerving you have receivad,
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. if you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby
notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received
this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not
constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the
view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

(4) Deficiencies

Thanks,
Coaprfay Nis
Couringy Nix | Regulatory Affairs Manager, Naorth America and EU

Medical Components, Ing,

& ch YR AfnA 1&
_bF:215.356-9101

From: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>
Sent: Monday, March 12, 2018 7:56 AM

To: Courtney Nix <cnix@medcompneat.com>

Cc: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>
Subject: K180567 is on Hold Pending Your Response

March 12,2018
Acceptance Review Notification - Refuse To Accept (RTA)

‘We have completed the administrative acceptance review of your premarket notification (510(k)) submission K180567.
Our review indicates that your 510(k) submission does not meet the criteria established for administrative completeness.
Thus, we regret to inform you that we are unable to conduct a substantive review of your submission at this time and are
placing iton RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the 510(k) number K180567,
addressing the elements identified as missing or inconsistent in the attached checklist to:

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Control Center - WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from the date of this email. If you do
not correct the missing or inconsistent elements identified in the checklist by September 8, 2018, we will consider this 510(k)
submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 510(k)
submission.

For additional information regarding the Refuse to Accept Policy for S10(k)s please refer to the guidance document
available at
http://’www.fda.gov/downloads/Medical Devices/DeviceRegulationandGuidance/GuidanceDocuments/UCM3 15011 4.pdf.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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*** This is a system- generated email notification ***

<K180567.510(k})Summary.FINAL.doc>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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U.G. FOUD & DRUG

ADRINISTRATION

Food and Drug Administration
CDRH/ODE/DAGID/GHDB
WO066 RM2510

10903 New Hampshire Ave
Silver Spring, MD 20993-0002
301-796-6292

Premarket Notification 510(k) Review

Date: April 9, 2018

Reviewer: Kathleen Fitzgerald
Subject: Special 510(k)y# K180567/S001

Applicant: Medical Components, Inc. (dba Medcomp)

Contact Name: Courtney Nix

Correspondent Firm: Medical Components, Inc. (dba
Medcomp)

Received Date: March 15, 2018

Pro Code(s): LIS Class: II Reg#: 880.5970

Device Trade Name: C3 Wave System

Contact Title: Regulatory Affairs Manager, North
America and EU

Phone: (215) 256-4201 Ext.2285 Email:
cnix@medcompnet.com

Due Date: April 14, 2018

Reg Name: Percutancous, Implanted, Long-Term
Intravascular Catheter

Predicate Devices:
Submission # Pro Code Device Trade Name
K170934 LIS C3 Wave System

Applicant

Medical Components, Inc (Dba
Medcomp

(b)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA Reviewer Notes

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA Reviewer Notes

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA Reviewer Notes

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA Reviewer Notes

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA Reviewer Notes

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA Reviewer Notes

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA Reviewer Notes

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA Reviewer Notes

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA Reviewer Notes

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA Reviewer Notes

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA Reviewer Notes

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA Reviewer Notes

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA Reviewer Notes

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA Reviewer Notes

Reviewer Sign-Off

Digitally signed by Kathleen E. Fitzgerald -S

at h I ee n E ; DIN: c¢2US, 0=U.S. Government, ou=HHS,

ou=FDA, ou=People,
0.9.2342.19200300.100.1.1=0010093027

itzg e ra i — tn=KathleenE. Fitzgerald -S

Date: 2018.04.09 09:15:14 -04'00'

K180567/S001 Lead Memo Medical Components, ... C3 Wave System Page 15 of 15
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Hi Kathleen,

nc | Please keep me ccd€™d on

everything. Thanks!

Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Apr 11, 2018, at 4:21 PM, Courtney Nix
<cnix@medcompnet.com<mailto:cnix@medcompnet.com>> wrote:

Hi Kathleen,

Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Apr 11, 2018, at 2:50 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Good Afternoon Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
<image003.png><http://www.fda.gov/>

<image004.jpg><https://www.facebook.com/FDA>
<image005.jpg><https://twitter.com/US_FDA>
<image006.jpg><http://www.youtube.com/user/UsFoodandDrugAdmin>
<image007.jpg><http://www.flickr.com/photos/fdaphotos/>
<image008.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm

>
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=§S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Friday, April 06, 2018 10:25 AM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567

Hi Kathleen,

Please see attached. Let me know if you have any additional questions.

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 s {F: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www.medcompnet .com<http://www.medcompnet.com/>

From: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567

Good Morning Courtney,

(b)(

4) Deficiencies

estions? @@ntact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

<image003.png><http://www.fda.gov/>

<image004.jpg><https://www.facebook.com/FDA>

<image005.jpg><https://twitter.com/US_ FDA>
<image006.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image007.jpg><http://www.flickr.com/photos/fdaphotos/>
<image008.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=4S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: Re: K180567 is on Hold Pending Your Response
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Thanks Kathleen, sorry for the confusion! Have a great night!
Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Hi Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

<image00l.png><http://www.fda.gov/>

<image002.jpg><https://www.facebook.com/FDA>

<image003.Jjpg><https://twitter.com/US FDA>
<image004.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image005.jpg><http://www.flickr.com/photos/fdaphotos/>
<image006.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=4S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

I

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 3:59 PM

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

b)(4) Deficienci

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C:i i F: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www.medcompnet . com<http://www.medcompnet.comn/>

From: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>
Sent: Monday, March 12, 2018 7:5¢6 AM

To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Subject: K180567 is on Hold Pending Your Response
March 12, 2018
Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification
(510(k)) submission K180567. Our review indicates that your 510 (k) submission does not
meet the criteria established for administrative completeness. Thus, we regret to
inform you that we are unable to conduct a substantive review of your submission at
this time and are placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the
510 (k) number K180567, addressing the elements identified as missing or inconsistent in
the attached checklist to:

U.S. Food and Drug Administration

Center for Devices and Radiological Heath

Document Control Center - WO66-G609

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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=

FDA will permit your 510 (k) submission to remain on hold for a maximum of 180 days from
the date of this email. If you do not correct the missing or inconsistent elements
identified in the checklist by September 8, 2018, we will consider this 510 (k)
submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative
review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the
lead reviewer assigned to your 510 (k) submission.

For additional information regarding the Refuse to Accept Policy for

510 (k) s<http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidanc
eDocuments/UCM315014.pdf> please refer to the guidance document available at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocumen

ts/UCM315014.pdf.

***% This is a system—generated email notification ***

<K180567.510 (k) Summary.FINAL.doc>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




MedCoOMP

1498 Delp Drive
Harlevsvifle, P4 19438
Tek 2152564201
Fax, 215-236-1787

W, edcompret.com

‘ Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024
Section 5C3 Wave Syslem
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Table of Contents
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Truthiul and Accurate Statement

Catalog Codes, Kit Certification, Proposed Labeling

{(Proposed) MRC3R004 (MRC3RD0O0O4) Labeling Proof & Header

bag with printed symbols

SECTION 1

(Predicate) MRC3RDO00 Labeling Proof & Header bag with

printed symbols
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Sterilization and Shelf Life

Sterilization 8ie Summary
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Bioburden Routine Results for MRC3RD004 (Proposed)
Endotoxin Results for MRC3RD0O04 (Proposed)
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Transit/Shipping Resulis for MRC2RD004 (Proposed)
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Header bag for MRC3RD004 (Proposed)
: egder bag for MRC3IRDOOO (Predicate)

(Proposed) MRCSGRD004-1 Layout

{Predicate) MRCBRD000-1 Layout
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Design Control Activities Summary
MRC3R004 C3 Wave Accessory Pack

Device
Modification

Risk

Verification
Activity

Acceptance Criteria

Results of Verification

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MedCoOMP

1499 Delp Drive
Harleysville, P4 19438
Tl 2T5-256-42011
Fog, 215-256-{787

W, medcompsmf,,com

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

March 6, 2008

Food and Drug Administration

Center for Devices and Radiological Health
Document Maill Center WOGE-0609

10803 Mew Hampshire Avenue

Silver Spring, MD 20893-0002

Reference: K180567, C3 Wave System — Incorrect Attachment
To Whom i May Concern,

Medical Components Inc. (dba Medcomp®) submitted a special 510(k) for the
C3 Wave System (K180567). After the submission was sent, it was found to
have an incorrect attachment. As seen in section 5 Table of Contenis, the
DCAS table was to be included in Section 28. However, the incorrect
document was copied over when the submission was burned onto the eCopy.
The correct aftachment is included (Attachment 002).

We apologize for any inconvenience.

Thank you in advance for your consideration of our application. If there are
any gquestions, please feel free {o contact me by phone at (215) 256-4201 or
by email at cnix@medcompnet.com.

(b)(6)

Medcormp® Regulatory Affairs Manager, North America and Europe

Sincerely

Courtney

1ofi2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Substantial Equivalence

ATTRIBUTE

Proposed Device:

Predicate Device:

Comparison

indicated for use in the
positioning of Peripherally
Inserted Central Catheters
(PICC). The C3 Wave
provides real-time catheter tip
location information by
displaying changes in the
patient’'s cardiac electrical
activity. The C3 Wave is
indicated for use as an
alternative method to chest X-
ray or fluoroscopy
confirmation of PICC tip
placement in adult patients.

Note: Limiting, but not
contraindicated, situations for
this technique are patients
where cardiac rhythms may
change presentation of the P-

indicated for use in the
positioning of Peripherally
Inserted Central Catheters
(PICC). The C3 Wave provides
real-time catheter tip location
information by displaying
changes in the patient’s cardiac
electrical activity. The C3 Wave
is indicated for use as an
alternative method to chest X-
ray or fluoroscopy confirmation
of PICC tip placement in adult
patients.

Note: Limiting, but not
contraindicated, situations for
this technique are patients
where cardiac rhythms may
change presentation of the P-
Wave: Atrial fibrillation, Atrial

C3 Wave System C3 Wave System Results
MRC3RD0O04 MRC3RDO00
(K170934)
intended Use C3 Wave System is intended | C3 Wave System is intended to Equivalent

to provide real time tip provide real time tip location
location information of a information of a central venous
central venous catheter by catheter by utilization of ECG to
utilization of ECG to observe | observe P-wave changes as the
P-wave changes as the tip tip approaches the right atrium
approaches the right atrium of | of the heart via the superior
the heart via the superior vena cava.
vena cava.

Indications for Use | The C3 Wave System is The C3 Wave System is Equivalent

Medcomp®: C3 Wave System

Section 27: Substantial Equivalence

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

27-1



Medcomp®: C3 Wave System
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Wave: Atrial fibrillation, Atrial
flutter, Severe tachycardia,
Pacemaker-Driven Rhythm,
Chronic obstructive
pulmonary disease (COPD)

Such patients are easily
identified prior to PICC
insertion. Use of additional
method is necessary to
confirm catheter tip location.

flutter, Severe tachycardia,
Pacemaker-Driven Rhythm,
Chronic obstructive pulmonary
disease (COPD)

Such patients are easily
identified prior to PICC
insertion. Use of additional
method is necessary to confirm
catheter tip location.

Residuals, and LAL

Residuals, and LAL

Target Population Adults Adults Equivalent
Components (See ECG Clip Cable, Remote ECG Clip Cable, Remote Cover, Equivalent
below for Full Cover, and Drape and Drape
System
Components)
Drape 100"x 86" 45"x40” Equivalent
Dimensions
Sterilization EO EO Equivalent
Packaging System 12.250"x18.500” 17.500"x10.750” Equivalent
Tyvek Headerbag Tyvek Headerbag
CSR wrapped kit placed CSR wrapped kit placed inside
inside a Tyvek /LLDPE a Tyvek /LLDPE header
header bag and shipped bag and shipped within a
within a corrugated shipping corrugated shipping carton.
carton.
Testing ISTA 2A, Endotoxin, EO ISTA 2A, Endotoxin, EO Equivalent

Medcomp®: C3 Wave System

Section 27: Substantial Equivalence

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

27-2
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Medcomp®: C3 Wave System

Table of Components, Sterility Status and Reusability for C3 Wave System K170934 vs. K180567

Medcomp®: C3 Wave System

Section 27: Substantial Equivalence

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Subject of
. - . . Status
Device Description/Intended Non- Single/Multi K170934
Name Use Image Sterile/Sterile Use Submission
iPad Screen wht?re jche <3 Non-sterile Multi Use Yes Unchanged
Wave app is displayed.
Protective locking iPad
iPad Case | o° to allow for Non-sterile Multi Use Yes Unchanged
securement and
mounting to IV pole.
27-3
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Medcomp®: C3 Wave System

R te t igat
Remote emote to navigate Non-sterile Multi Use Yes Unchanged
through the app.
Rem Coi il battery t
emote oin cel battery 1o Non-sterile Multi Use Yes Unchanged
Battery power the remote.
27-4

Medcomp®: C3 Wave System

Section 27: Substantial Equivalence
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medcomp®: C3 Wave System

Connection point for

Medcomp®: C3 Wave System

Section 27: Substantial Equivalence

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

ECGcli d leads. It
Hub samp():ltlaz :EG (j:tasand Non-sterile Multi Use Yes Unchanged
transmits it to the iPad.
Hub 10460 AAA NIMH
rechargeable battery to Non-sterile Multi Use Yes Unchanged
Battery
power hub.
27-5
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Medcomp®: C3 Wave System

Medcomp®: C3 Wave System

Section 27: Substantial Equivalence

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Hub Power | Power cord to allow Non-sterile Multi Use Yes Unchanged
Supply hub to be recharged.
Create the connection
bet the hub and
Leads erween the b an Non-sterile Multi Use Yes Unchanged
the electrodes on the
patient's chest.
27-6
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Medcomp®: C3 Wave System

Stand to charge the hub

Non-sterile

Multi Use

Yes

Unchanged

Medcomp®: C3 Wave System

Section 27: Substantial Equivalence

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Base and hold the remote
and leads.
Connection between
ECG Clip the PICC stylet and hub . .
Cable that transmits the Sterile Single Use Yes Unchanged
patients ECG waves.
27-7
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Medcomp®: C3 Wave System

Sterile cover for the

Medcomp®: C3 Wave System

Section 27: Substantial Equivalence
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Remote . . .
Cover remote to allow use in Sterile Single Use Yes Unchanged
a sterile procedure.
Sticky pads that go onto
the patients chest to
Electrodes P . Non-sterile Single Use Yes Unchanged
create a connection
point for the leads.
27-8
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Medcomp®: C3 Wave System

Skin Prep

Pads to prep and clean
the patient's skin prior
to placing the sticky
electrodes.

Non-sterile

Single Use

Yes

Unchanged

Window
Drape

45" x 40" sterile drape
with a puncturable
plastic window that can
be placed over the hub
to allow for the ECG clip
to connect to the hub.

Sterile

Single Use

Yes

Unchanged

Medcomp®: C3 Wave System

Section 27: Substantial Equivalence
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medcomp®: C3 Wave System

Full Body
Drape

100" x 86" full body
drape with a
puncturable plastic
pocket that the hub can
be placed in to allow
for the ECG clip to
connect to the hub. The
drape also includes
fenestration for the
PICC insertion site.

Sterile

Single Use

No

Subject of
Submission;
Equivalent to

Window Drape

Medcomp®: C3 Wave System

Section 27: Substantial Equivalence
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

27-10
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Sincerely,
Kathieen Fi

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

kathleen.fitzgerald@fda.hhs.gov

cidimage002.png@01D21A30.0
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not
the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If you have received this document in error, please immediately notify us by emaif or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an advisory opinion, does not necessarily
represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Thursday, April 12,2018 9:23 AM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>; Patrick McDonald <pmcdonald@martechmedical.com>
Cc: K180567@docs.fda.gov

Subject: RE: K180567

Hi Kathleen,

Thanks,
Carvarbney Nk

Courtney Nix | Ragulatory Afiair

fedical Components, ir
14588 Delp Dr. & Harleyavii
T 2152864201 « 2285 ¢
Ernaill SN

215-256-0181

o Web: www.madcamprat.com

HaHeAlilvis]

From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>

Sent: Thursday, April 12, 2018 8:55 AM

To: Patrick McDonald <pmcdonald@martechmedical.com>; Courtney Nix <cnix@medcompnet.com>
Ce: K180567 @docs.fda.gov

Subject: RE: K180567

Good Morning,

Sincerely,
Kathleen Fitzgerodo

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rim. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002

(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov

cidiimage002.png@0¢1D21A3D.0
1E3F6D0
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT iS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not
the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If you have received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k} and constitutes an informal communication that represents my best judgment at this time but does not constitute an advisory opinion, does not necessarily
represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Patrick McDonald [mailto:pmcdonald@martechmedical.com]

Sent: Wednesday, April 11, 2018 4:34 PM

To: Courtney Nix <cnix@medcompnet.com>; Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Cc: K180567 @docs.fda.gov

Subject: RE: K180567

Hi Kathleen,
Please find the attached.
Thanks,

Patrick McDonald
Phone: X 2302

From: Courtney Nix

Sent: Wednesday, April 11, 2018 4:25 PM

To: Fitzgerald, Kathleen <Kathieen.Fitzgerald@fda.hhs.gov>

Cc: K180567 @docs.fda.gov; Patrick McDonald <pmcdonald@martechmedical.com>
Subject: Re: K180567

Hi Kathieen,

iPlease keep me cc’d on everything. Thanks!

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Apr 11, 2018, at 4:21 PM, Courtney Nix <cnix@ medcompnet.com> wrote:

Hi Kathleen,

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Apr 11, 2018, at 2:50 PM, Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> wrote:

Good Afternoon Courtney,

(b)(4) Deficiencies

Sincerely,
Kothleen Fitzgerald

Nurse Consultant/Lead Reviewer
CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration
White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT [S PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM
DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure,
dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us
by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Friday, April 06, 2018 10:25 AM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Cc: K180567@docs.fda.gov

Subject: RE: K180567

Hi Kathleen,
Please see attached. Let me know if you have any additional questions.
Thanks,

Covartrey Nig
onrtney Mk | Regulatory Affairs

5 Manager, North America and U

Muagical Companents, Inc.

1498 Delp Dr. s Harleysville, P4 104738

From: Fitzgerald, Kathieen <Kathieen.Fitzgerald@fda.hhs.gov>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <cnix@medcompnet.com>

Cc: K180567 @docs.fda.gov

Subject: RE: K180567

Good Morning Courtney,

(b)(4) Deficiencies

Sincerely,
Kathleen Fitzgeraid

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM
DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure,
dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us
by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: Re: K180567 is on Hold Pending Your Response

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Thanks Kathleen, sorry for the confusion! Have a great night!

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> wrote:

Hi Courtney,

(b)(4) Deficiencies

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

kathleen fitzgerald@fda.hhs.gov

<image001.png>

ge004 jpg> <image005.jpg> <image006.jpg>
2ok reganiing th Wk

THIS MESSAGE [S INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. if you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby
notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. if you have received
this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not
constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the
view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

(4) Deficiencies

Trhanks,
Covartey Nie
Courlnay Nix | Reguletory Affeirs Manager, North America and EU

Medigal Components, Ing,

From: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>
Sent: Monday, March 12, 2018 7:56 AM

To: Courtney Nix <cnix@medcompnet.com>

Cc: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>
Subject: K180567 is on Hold Pending Your Response

March 12, 2018

Acceptance Review Notification - Refuse To Accept (RTA)
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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We have completed the administrative acceptance review of your premarket notification (510(k)) submission K180567.
Our review indicates that your 510(k) submission does not meet the criteria established for administrative completeness.
Thus, we regret to inform you that we are unable to conduct a substantive review of your submission at this time and are
placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the 510(k) number K180567,
addressing the elements identified as missing or inconsistent in the attached checklist to:

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Control Center - WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from the date of this email. If you do
not correct the missing or inconsistent elements identified in the checklist by September 8, 2018, we will consider this 510(k)
submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 510(k)
submission.

For additional information regarding the Refuse to Accept Policy for S10(k)s please refer to the guidance document
available at
http:/f'www . fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM3 1501 4.pdf.

*** This is a system- generated email notification ***

<K180567.510{k)Summary.FINAL.doc>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration

HE FOOD & DRUS CDRH/ODE/DAGID/GHDB

e WO66 RM2510
ARRINISTRATION 10903 New Hampshire Ave
Silver Spring, MD 20993-0002

301-796-6292

Premarket Notification 510(k) Review

Date: April 9, 2018

Reviewer: Kathleen Fitzgerald
Subject: Special 510(k)# K180567/S001

Applicant: Medical Components, Inc. (dba Medcomp)  Device Trade Name: C3 Wave System

Contact Name: Courtney Nix Contact Title: Regulatory Affairs Manager, North

America and EU
Correspondent Firm: Medical Components, Inc. (dba  Phone: (215) 256-4201 Ext.2285 Email:
Medcomp) cnix@medcompnet.com
Received Date: March 15, 2018 Due Date: April 14, 2018

Reg Name: Percutaneous, Implanted, Long-Term

Pro Code(s): LIS Class: [I Reg#: 880.5970 Intravascular Catheter

Predicate Devices:

Submission # Pro Code  Device Trade Name Applicant
K170934 Lis C3 Wave System Medical Components, Inc (Dba
Medcomp

(b)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA drafts

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA drafts

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA drafts

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA drafts

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA drafts

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA drafts

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA drafts

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA drafts

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA drafts

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA drafts

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA drafts

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

(b)(5) FDA drafts

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA drafts

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5) FDA drafts

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Good Morning,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
[cid:image002.png@01D21A3D.01E3F6D0]<http://www.fda.gov/>
[cid:image003.jpg@01D21A3D.01E3F6D0] <https://www.facebook.com/FDA>
[cid:image004.jpg@O1ID21A3D.01E3F6D0] <https://twitter.com/US FDA>
[cid:image005.jpg@01D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin>
[cid:image006.jpg@O01D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/>
[
<

cid:image007.jpg@0iD21A3D.01lE3F6DO]
http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=4S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Patrick McDonald [mailto:pmcdonald@martechmedical.com]
Sent: Wednesday, April 11, 2018 4:34 PM

To: Courtney Nix <cnix@medcompnet.com>; Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov>

Cc: K180567@docs.fda.gov

Subject: RE: K180567
Hi Kathleen,
Please find the attached.

Thanks,

Patrick McDonald

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Phone: X 2302

From: Courtney Nix
Sent: Wednesday, April 11, 2018 4:25 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Cc: K180567@docs.fda.gov<mailto:K180567@docs.fda.gov>; Patrick McDonald
<pmcdonald@martechmedical.com<mailto:pmcdonald@martechmedical.com>>

Subject: Re: K180567

Hi Kathleen,

S i Please keep me cca€™d on

-everythlng. Thanks:
Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Apr 11, 2018, at 4:21 PM, Courtney Nix
<cnix@medcompnet.com<mailto:cnix@medcompnet.com>> wrote:

Hi Kathleen,

(b)(4) Deficiencies

Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Apr 11, 2018, at 2:50 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Good Afternoon Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/LDAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002

(301) 796 - 6292
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

<image003.png><http://www.fda.gov/>
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<image005.jpg><https://twitter.com/US FDA>
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<image(07.jpg><http://www.flickr.com/photos/fdaphotos/>
<image008.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=§S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Friday, April 06, 2018 10:25 AM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567
Hi Kathleen,
Please see attached. Let me know if you have any additional questions.

Thanksg,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C:i 1 F: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:

www .medcompnet .com<http://www.medcompnet.com/>

From: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: K180567Qdocs.fda.gov<mailto:K180567@docs.fda.gov>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Subject: RE: K180567

Good Morning Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-00C2
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

<image003.png><http://www.fda.gov/>
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<image005.jpg><https://twitter.com/US FDA>
<image(06.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image007.jpg><http://www.flickr.com/photos/fdaphotos/>
<image008.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=&S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!
Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Hi Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

<image00l.png><http://www.fda.gov/>

<image002.jpg><https://www.facebook.com/FDA>

<image003.jpg><https://twitter.com/US FDA>
<image004.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image005.jpg><http://www.flickr.com/photos/fdaphotos/>
<image(006.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=4S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

b)(4) Deficienci

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C:i {F: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www.medcompnet . com<http://www.medcompnet.com/>

7

rom: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Sent: Monday, March 12, 2018 7:56 AM
To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Subject: K180567 is on Hold Pending Your Response
March 12, 2018
Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification
(510 (k)) submission K180567. Our review indicates that your 510 (k) submission does not
meet the criteria established for administrative completeness. Thus, we regret to
inform you that we are unable to conduct a substantive review of your submission at
this time and are placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024
510(k) number K180567, addressing the elements identified as missing or inconsistent in
the attached checklist to:

U.S. Food and Drug Administration

Center for Devices and Radiological Heath

Document Control Center - W066-G609

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510 (k) submission to remain on hold for a maximum of 180 days from
the date of this email. If you do not correct the missing or inconsistent elements

identified in the checklist by September 8, 2018, we will consider this 510 (k)
submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative
review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the
lead reviewer assigned to your 510 (k) submission.

For additional information regarding the Refuse to Accept Policy for

510 (k) s<http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidanc
eDocuments/UCM315014.pdf> please refer to the guidance document available at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocumen
ts/UCM315014.pdf.

**%% This is a system-generated email notification ***

<K180567.510 (k) Summary.FINAL.doc>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medoomp® C3 Wave Systemn

Section 140 STERILITY INFORBATION
Sterilizetion Method: The praduct s sterilized by 100% Ethviens Oxide (BEO) Gag’

in & foed chambear,

Sterfiration Validation: ANSUAAMINSO 11135-1:2014; AAME TIR 28 2006/(R) 2013
Ve ;
F¥ gigg@@mp Sterility Assurance Level: SAL G

1499 Delp Drive Sterilization Site: { 1501 Jﬁi%*‘a {Tert !Fw*f_TDA Regstration #

10°¢,

w0

Havleysvifle, PA 19438 \/aiidauun 1&

Ted: 215-256-4201

Fox. 215-256-1787

www, sredeompret. cont

2016
Address (b)(4)
(3) ~ IS0 13485 Certifiad / FDA Reaisiration #|
Validation #;
T e —
S IS——
Description of Validation Method;
{(1)The sterilization cycle di’ was developed using the Overldll Approach defined in

ANSHAAMINGO 11135-1. 2014, Annex B. The Microbiological Performance Qualification
was performed in accordance with ANSVAAMIIGO 11135-1: 2014, section 2.4.2 and the
Physical Performance Qualification was performad in accordance with section 9.4.3,

(2} The sterilization cycle atl___ was developed using the Overkill Approach defined
in ANSAAMIISCO 11135-1: 2014, Annex B. The Microbiclogical Performance Qualification
was performad in accordance with ANSHAAMIASO 11135-1, 2014, seclion 8.4.2 and the
Physical Performance Qualification was performed in accordance with section 9.4.3.

(3) The sterilization cycle atl was developed using the Overkill Approach defined in
ANSUAAMINSO 11135-1; 2014, Annex B. The Microbiclogical Performance Qualification
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Medcomp® OF
was performead in accordance with ANSYAAMIASO 11135-1 2014, section 8.4.2 and the
Fhysical Performance Qualification was peﬁerme«d Iyl tvinte) danr*t. with section 9.4.3

EO Residual Level I aocordance with AAMUANSYISO 1099572008, Biological
Evaluation of Medical Devices — Fart 7, Ethylens Oxide
Steriization Fesiduals, the maximum level s less thanin 4

(b)(4)

Puresan Tast Method: Tasted in accordance with ANSHAAM! ST72:20711 Bacierial
Endotoxin-Test methods, routine monitoring, and allernatives
o testing the product s Non-pyrogenic.

(b)(4)

Endotoxin: Tested in accordance with AMSUVAAM| 8T72:2011 Bactarial
Endotoxin-Test methods, routine monitoring, and allernatives
to testing the maximum level is 20 El/device,

(b)(4)

Endotoxin Testing Limit: =20 ElU/device

Aging/Bhelf Life:

(b)(4)
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




DEPARTREENTSOPHERCTHRNTPUHURTAN SERAZEES: Released by CDRH op O3y kpit8ved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: 06/30/2020

Indications for Use See PRA Statement below.

510(k) Number (if known)
K180567

Device Name

C3 Wave System

Indications for Use (Descnibe)

The C3 Wave System is indicated for use in the positioning of Peripherally Inserted Central catheters (PICC). The C3
Wave provides real-time catheter tip location information by displaying changes in the patient's cardiac electrical activity.
The C3 Wave is indicated for use as an alternative method to chest X-ray or fluoroscopy confirmation of PICC tip
placement in adult patients.

Note: Limiting, but not contrindicated, situations for this technique are patients where cardiac rhythms may change
presentation of the P-Wave:

Atrial fibrillation

Atrial flutter

Severe tachycardia

Pacemaker-Driven Rhythm

Chronic obstructive pulmonary disease (COPD)

Such patients are easily identified prior to PICC insertion. Use of additional method is necessary to confirm catheter tip
location.

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

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (7/17)

PSC Publishing Services (301) 4436740  EF

Page 1 of 1 5
Questions? Contact FDA/CDRH/OCE/DIDgt CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SIOBURDEN EXHAUS

VE RECOVE

=3
H
Procedure F:efemm:e:‘L

RY VAI IDATION TEST REPORT

§ WO Page 1 of 2
. g i e e
Date Received: 10Jui2047
Customer; Medcomp Froduct: i3 Accesson: Pack Drape

1488 Delp Drive
Harleysvilie, PA 19438

Cat/ Part #:

Lot #:

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medcomp®: C3 Wave System

Special 510K

510(k) SUMMARY

K180567

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Good Morning Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 7%6 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

[cid:image002.png@01D21A3D.01E3F6D0]<http://www.fda.gov/>

[cid:image003.jpg@01D21A3D.01E3F6D0]<https://www.facebook.com/FDA>
[cid:image004.jpg@O01D21A3D.01E3F6D0] <https://twitter.com/US FDA>
[cid:image005.jpg@O1D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin>
[cid:image006.jpg@O01D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/>
[cid:image007.jpg@0LlD21A3D.01E3F6&DO]
<http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=§S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 7:12 PM
To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>

Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!
Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Hi Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

<image00l.png><http://www.fda.gov/>

<image002.Jjpg><https://www.facebook.com/FDA>

<image003.Jjpg><https://twitter.com/US FDA>
<image004.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image005.jpg><http://www.flickr.com/photos/fdaphotos/>
<image006.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=&S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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communication that represents my best judgment at this time but does not constitute an
advisory opilnion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

(b)(4) Deficienci

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C:E » F: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:

www .medcompnet .com<http://www.medcompnet.com/>

From: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>
Sent: Monday, March 12, 2018 7:56 AM

To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Subject: K180567 is on Hold Pending Your Response
March 12, 2018
Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification
(510 (k)) submission K180567. Our review indicates that your 510 (k) submission does not
meet the criteria established for administrative completeness. Thus, we regret to
inform you that we are unable to conduct a substantive review of your submission at
this time and are placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the
510 (k) number K180567, addressing the elements identified as missing or inconsistent in

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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the attached checklist to:
U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Control Center - WO66-G6092
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002
FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from
the date of this email. If you do not correct the missing or inconsistent elements

identified in the checklist by September 8, 2018, we will consider this 510 (k)
submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative
review of your 510(k) submission.

Should you have guestions about this email, you may contact Kathleen Fitzgerald, the
lead reviewer assigned to your 510 (k) submission.

For additional information regarding the Refuse to Accept Policy for

510 (k) s<http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidanc
eDocuments/UCM315014.pdf> please refer to the guidance document available at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocumen
ts/UCM315014.pdf.

*** This is a system-generated email notification ***

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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June 7, 2018</br></br>

<p>FDA acknowledges your amendment to your submission K180567. This submission was
closed on 04/12/2018. Therefore, no further action is being taken on this submission
and the regulatory status of your submission has not changed. K180567/A002 is now
considered closed.</p>

<br><br><br><p>*** This is a system-generated email notification ***</p>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Smith, Alysia * [Alysia.Smith@fda.hhs.gov]
Sent: 4/13/2018 4:20:11 PM

To: cnhix@medcompnet.com

cC: DCCletters [DCCletters@fda.hhs.gov]
Subject: K180567.A002 Acknowledgment Notification

Attachments: K180567.A002 Acknowledgment Notification.pdf

Thank You,

Alysia Smith

Records Management Specialist- 510K Staff
FDA/AMTIS-HeiTech, L.L.C.

Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5, FOOD & DRUG

DRIRISTRATION

Acknowledgment Letter
4/13/2018

Courtney Nix, Regulatory Affairs Manager, North America and EU
Medical Components, Inc. (dba Medcomp)

1499 Delp Drive

Harleysville, PA 19438

UNITED STATES

Dear Courtney Nix:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has received your submission. This submission has been assigned the unique document
control number below. All future correspondence regarding this submission should be
identitied prominently with the number assigned and should be submitted to the Document
Control Center at the above letterhead address. Failure to do so may result in processing
delays. If you believe the information identified below is incorrect, please notify the Program
Operations Staff at (301) 796-5640.

Submission Number: K180567/A002

Received: 4/13/2018

Applicant: Medical Components, Inc. (dba Medcomp)
Device: C3 Wave System

We will notify you when the review of this submission has been completed or if any additional
information is required. For information about CDRH review regulations and policies, please
refer to http://www.fda . gov/MedicalDevices/DeviceRegulationandGuidance/default. htm.

Sincerely yours,

Center for Devices and Radiological Health

L8 Food & Drug Administration

10803 New Harmpshire Avanues

Siver Spring, MD 208093

www.fda.gov Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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March 6, 2008

Food and Drug Administration

Center for Devices and Radiological Health
Document Maill Center WOGE-0609

10803 Mew Hampshire Avenue

Silver Spring, MD 20893-0002

Reference: K180567, C3 Wave System — Incorrect Attachment

To Whom i May Concern,

(&

Medical Components Inc. (dba Madeamn®) submits4 ~ ~pacial 51000k} fnr the
C3 Wave System (K180567).

(b)(4)

We apologize for any inconvenience.

Thank you in advance for your consideration of our application. If there are
any gquestions, please feel free to contact me by phone at (215) 256-4201 or
by email at cnix@medcompnet.com.

(b)(6)

Medcormp® Regulatory Affairs Manager, North America and Europe

Sincerely,

i

Courtney Nix

1ofi2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sechon § Proposed Labeling

Table 8.1 Catalog Code and Description

Catalog Code Resoription
MERCIRD004 3 Wave ECG Cable
Accessory Pack

mMedcomp
Fable 8.2 Kit Certification: MRCERDO04
1499 Belp Drive

KF’? u@?@?b&ﬁt%? CMATERIAL :: STATUS
Harleysville, PA 19438 ' FORMULATION : - '
(1) ECG Ci;;} _,::;b!e Reviewed in K170834 Reviewed In K170834
Tel: 215-256-4201 el
Fax. 215-256-1787 _ — _
{1} C3 Remaie Cover Reviewed in K170334 Reviewed jn K170834

v medeompaet.com Pk ﬁt_ _____ E ( b) ( 4)

..... Subject of Submigsion
0 (b)(4)

(1) C3Wave IFU nfarmauon for Lisers | Reviewed in K170834
(Repiacmmentg_pomes’ftc
PR :

We cerlify that the it components listed above are either (1) legally marketed
pre-amendmert devices, (2) exempt from Premarkeat Notification, or {3) have
been found substantially equivaient through the Premarket Notification process
for the use(s) for which the Kit is to be intended. We are ot claiming a new use
for these components

These componenis are purchased noresterile, assembled into a ki, labeled and
sterilized by Ethylens Oxide.

Table 8.3: Proposed Labaling

- Part Humber o - Degoription ' F
MRCIRDO04™ T3 Wave ECG Cable Accessary Pack %
MRC3RDO00 3 Wave ECG Cable Accessory Pack

* Label included e for MRC3RO00, the conient remains the same for the
MCRC3IRDOG4

8-1
Medcomp®: C3 Wave System
QEGHN EonBEpREDRHEGEBHIDG CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2 ]7 7 f 4 I 5 7 7 3 ] 5 [ ;
REVISIONS

A o REv. | DATE [ CR DESCRIPTION [ .

SMMS: 1x1.5 [3pes) \ . 1 Dk | 19590 RELEASE TO PROTOTYPE I o

NFOL
oy
NN

i
LAY

FRTE
i

%
L ot
’%’
o CuT 23
\—Top: SMMS 3x24.5
é?pcs); x18 1pc)
NEGLD cse: Tape 100+ 2
oA UNFOLD

OANN

\—----Top: Release paper 7.5x
9 (2pcs)

Base: Tape 1xé(4pcs);
1x7 {4pcs)

Z

PATIENT SIDE 4 |CLEAR WINDOW {0.015mm) LDPE N/A
3 {CLEAR WINDOW (0.05mm) LDPE N/A
2 BLUE ABSORBENT RE-INFORCEMENT N/A
xgﬁggg (b)(4) : 1 [BLUE CLOTH SMMS POLYPROPYLENE] N/A
'''''''''''''''''''''''''''''''''''' ' TEM DESCRIPTION MATERIAL | arv. [TRKT
NOTES: -
1. MATERIAL: SEE B.O.M. — e DL OF MATERIALS
&2. COLOR: SEE B.O.M. - " s0780-90 @
@3. PA_RT TO BE FREE OF DIRT, OIL, UNLESS OTHERWISE SPECIFIED | NTS
GREASE, AND ANY OTHER PARTICULATE FOLERANCES ARE: posm———" 1499 DELP DRIVE, HARLEYSVILLE, PA 19438
CONTAMINATION LARGER THAN .15mim’. = 3 € cumoa
&4.  VENDOR CERTIFICATE OF REMOVE A S ANDSHAR?
COMPLIANCE REQUIRED. nEoRATONN DS 5 G omen
SEERES | ©
! 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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March 12, 2018</br></br><font face="arial">

<b>Acceptance Review Notification - Refuse To Accept (RTA)</b>
<br/><br/>
</font>

<p>We have completed the administrative acceptance review of your premarket
notification (510 (k)) submission K180567. Our review indicates that your 510 (k)
submission does not meet the criteria established for administrative completeness.
Thus, we regret to inform you that we are unable to conduct a substantive review of
your submission at this time and are placing it on RTA hold. </p>

<p>Please submit two copies of your response (1 eCopy and 1 paper copy), referencing
the 510 (k) number K180567, addressing the elements identified as missing or
inconsistent in the attached checklist to:</p>

<p style="padding-left:50">U.S. Food and Drug Administration<br />

Center for Devices and Radiological Heath<br />

Document Control Center - WO66-G609<br />

10903 New Hampshire Avenue<br />

Silver Spring, MD 20993-0002</p>

<p>FDA will permit your 510 (k) submission to remain on hold for a maximum of 180 days
from the date of this email. If you do not correct the missing or inconsistent elements

identified in the checklist by September 8, 2018, we will consider this 510 (k)
submission to be withdrawn, and we will delete it from our review system.</p>

<p>Upon receipt of the requested information, FDA will conduct another administrative
review of your 510(k) submission. </p>

<p>Should you have questions about this email, you may contact Kathleen Fitzgerald, the
lead reviewer assigned to your 510(k) submission.</p>

<p>For additional information regarding the <a
href="http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceD
ocuments/UCM315014.pdf">Refuse to Accept Policy for 510 (k)s</a> please refer to the
guidance document available at <a
href="http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceD
ocuments/UCM315014.pdf">http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationand
Guidance/GuidanceDocuments/UCM315014.pdf</a>.</p>

<br><br><br><p>*** This is a system-generated email notification ***</p>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Table of Components, Sterility Status and Reusability for C3 Wave System K170934 vs. K180567

Subject of Status
Device Description/intended Non- Single/Muiti | K170934
Name Use Image Sterile/Sterile Use Submission
iPad Screen wh?re .the © Non-sterile Multi Use Yes Unchanged
Wave app is displayed.
Protective locking iPad
to allow f
iPad Case case to aflow Tor Non-sterile Multi Use Yes Unchanged

securement and
mounting to IV pole.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Remote to navigate

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

Remote through the app. Non-sterile Multi Use Yes Unchanged
Rem Coi Il battery t

emote oin cel battery to Non-sterile Multi Use Yes Unchanged
Battery power the remote.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

Connection point for

ECG clip and leads. It . .
Hub samples ECG data and Non-sterile Multi Use Yes Unchanged
transmits it to the iPad.
10460 AAA NiMH
Non-sterile Multi Use Yes Unchanged

Hub Battery

rechargeable battery to
power hub.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Hub Power | P d to allow hub
ower cord to alow hu Non-sterile Multi Use Yes Unchanged
Supply to be recharged.
Create the connection
bet the hub and
Leads etween the huban Non-sterile Multi Use Yes Unchanged
the electrodes on the

patient's chest.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Stand to charge the hub

Base and hold the remote and Non-sterile Multi Use Yes Unchanged
leads.
Connection between the
ECG Clip PICC stylet and hub that . .
Cable transmits the patients Sterile Single Use Yes Unchanged

ECG waves.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sterile cover for the

Rem . . .
gov:tre remote to allow use in a Sterile Single Use Yes Unchanged
sterile procedure.
Sticky pads that go onto
the patients chest to
Electrodes P . Non-sterile Single Use Yes Unchanged
create a connection

point for the leads.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Skin Prep
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Pads to prep and clean
the patient's skin prior
to placing the sticky
electrodes.

Non-sterile

Single Use

Yes

Unchanged

Window
Drape

45" x 40" sterile drape
with a puncturable
plastic window that can
be placed over the hub
to allow for the ECG clip
to connect to the hub.

Sterile

Single Use

Yes

Unchanged

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Full Body
Drape
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100" x 86" full body
drape with a
puncturable plastic
pocket that the hub can
be placed in to allow for
the ECG clip to connect
to the hub. The drape
also includes
fenestration for the PICC
insertion site.

Sterile

Single Use

No

Subject of
Submission;
Equivalent to

Window Drape

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Design Control Activities Summary
MRC3R004 C3 Wave Accessory Pack

Device
Modification

Risk

Verification
Activity

Acceptance Criteria

Results of Verification

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Risk Analysis

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Acceptance Checklist
for Special 510(k)s

(Should be completed within 15 days of DCC receipt)

The following information is not intended to serve as a comprehensive review.
FDA recommends that the submitter include this completed checklist as part of the submission.

510k K Date Received by DCC:
Lead Reviewer:

Branch: Division: Center/Office:

Note: If an element is left blank on the checklist, it does not mean the checklist is incomplete;
it means the reviewer did not assess the element during the RTA review and that the element
will be assessed during substantive review.,

Yes No
1. | 510(k) is submitted to modify a legally marketed device (predicate) AND ]
the Special 510(k) submission is submitted by the holder of the 516(k) for
the predicate device.
Comments:
2. | Indications for Use of the proposed device are unchanged from the legally il i
marketed device (predicate).
Comments:
3. | Fundamental scientific technology of the proposed device is unchanged @/ ]
from the legally marketed device (predicate).
Comments:
4. | The submission includes only summary-level information (i.e., NO test E/ ]
reports with performance data). Note that if performance data are provided
and are conducted under design validation (21 CFR 820.30(g)), for example, io
demonstrate continued conformance with a special control or recognized
standard, then a Special 510(k) may be appropriate.
Comments: 1S

Does the submission meet all 4 criteria above?
E{ Yes, submission meets criteria for a Special 510(k). Continue checklist below,

[1 No, submission does not meet criteria for a Special 510(k). Discontinue this RTA checklist,
convert to a Traditional and apply the Traditional checklist.

Special RTA Checklist 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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*Submitters including the checklist with their submission should identify
the page numbers where requested information located. Use the
comments section for an element if additional space is needed fo identify

the location of supporting information. Yes | No | *Page #
1. | Submission contains a Table of Contents. O
2. | Each section is iabeled (e.g., headings or tabs designating Device Egn
Description section, Labeling section, etc.).
3. | All pages of the submission are numbered. MO
All pages should be numbered in such a manner that information can be
referenced by page number. This may be done ¢ither by consecutively
numbering the entire submission, or numbering the pages within a
section (e.g., 12-1, 12-2...).
4. | Type of 510(k) is identified (i.e., Traditional, Abbreviated, or Special) | O
If tvpe of 510(k) is not designated, review as a Traditional 510(k).
oo ——

Any “No” answer will result in a “Refuse to Accept” decision; however, FDA staff has discretion to
determine whether missing items are needed to ensure that the submission is administratively
complete to allow the submission to be accepted or to request missing checklist items interactively

from submitters during the RTA review.

Each element on the checklist should be addressed within the submission. The submitter may
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is
provided, the criterion is considered present (Yes). An assessment of the rationale will be considered

during the review of the submission.

ion of supporting information

Administrative

1.

All content used to support the submission is written in English
(including translations of test reports, literature articles, etc.).

Special RTA Checklist

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Contains Nonbinding Recommendations

Comments:

2. | Submission identifies the following (FDA recommends use of the
CDRH Premarket Review Submission Cover Sheet form [Form
3514

a. | Device trade/proprietary name En

&
m

b. | Device class and panel or
Classification reguiation or

Statement that device has not been classified with rationale
for that conclusion

Comments:

3. | Submission contains an Indication for Use Statement with Rx 4 O
and/or OTC designated (see aiso 21 CFR 801.109, and FDA’s
guidance “Alternative to Certain Prescription Devices Labeling
Requirements.”)

See recommended format

thttp:/rwww fda govidownloads/AboutFDA/ReporisManualsForms
CForms/UCM360431 . ndf).

Comments:

4. | Submission contains a 510(k) Summary or 510(k) Statement. MO

Referto 21 CFR 807.92 and 21 CFR 807.93 for contents of 510(k)
Summary and Statement, respectively. Adequacy of the content will
be assessed during substantive review,

Comments:

5. | Submission contains a Truthful and Accuracy Statement per 21 27| O
CFR 807.87(k).

See recommended format

thtin./fwww. fda gov/Medical Devices/Device RegulationandGuidan
ce/HowtoMarket Tour Device/PremarketSubmissions/FPremarketNot
Hications 1 0k/uem 142707 him).

Comments:

6. | Submission s a Class 1T 510(k) Device. ] [E/
Select “N/A” only if submission is not a Class III 310(k).

<

a. | Contains Class 11l Summary and Certification O | O

See recommended content
Special RTA Checklist 3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Coniains Nonbinding Recommendations

_the location of supporting information,

thitp://www. fda. (Tov/MedrcalDevzceS/DevzceRe,quZanonandGu
idance/HowtoMarketYour Device/PremarketSubmissions/Pre
marketNotification5 1 0k/ucm 142662 htm). Select “N/A” only
if submission is not a Class IIT 510(k).

Comments ool S

The submission 1dentifies prior submissions for the same device
included in the current submission (e.g., submission numbers for a
prior not substantially equivalent [NSE] determination, prior
deleted or withdrawn 510(k), Pre-Submission, IDE, PMA, etc.).

OR

States that there were no prior submissions for the subject device.
Prior submissions (or no prior submissions) for this device should
be included in Section F' (prior related submissions) of the CDRH
Premarket Review Submission Cover Sheet form (Form 3514).
This information may also be included in the Cover Letter (i.e., as
a statement that there were no prior submissions for the device or
a listing of the number(s) of the prior submissions).

a. | If there were prier submissions, the submitter has identified
where in the current submission any issues related to a
determination of substantial equivalence from prior
submissions for this device are addressed.

To address this criterion, it is recommended that the
submission include a separate section with the prior
submission number(s), a copy of the FDA feedback (e.g.,
letter, meeting minuies), and a statement of how or where in
the submission this prior feedback was addressed. Note that
adequacy of how the feedback was addressed will be assessed
during the subsiantive review,

Select “N/A” if the submitter states there were no prior
Submissions.

Comments:

Combination Product Provisions — Per 503(g) of the FD&C Act.

Select N/A if the product is not a combination produet. 21 CFR 3.2(¢e).
The remaining criteria in this section will be omitted from the checklist
if "N/A" is selected. If you are unsure if the product is a combination
product, consult with the CDRH Jurisdictional Officer or CBER
Product Jurisdiction Liaisor.

Special RTA Checklist

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Contains Nonbinding Recommendations

location of supporting informatior No [P
8. | Submission identifies the product as a combination product.
9, | The combination product contains as a constituent part an

approved drug as defined in 21 USC 503(g)(5)(B). Select “N/A™

if the combination product does not contain as a constituent part
an approved drug. Please also select “N/A” if a right of reference
or use for the drug constituent part(s} is included with the
submission. If “N/A” is selected, part a below 1s omitted from the
checklist.

a. | The submission includes appropriate patent statement or @/
certification and a statement that the applicant will give
notice, as applicable. 21 USC 503(g}5)(A)&(C).

Comments:

Device Description

10. | The device has a device-specific guidance document, special
controls document, and/or requirements in a device-specific
regulation regarding device description that 1s applicable to the
subject device.

If "N/A7is selected, parts a and b below are omitted from the

checklist.

a. | The submission addresses device description O
recommendations outlined in the device-specific guidance.
OR
The submission provides an alternative approach intended to
address the applicable statutory and/or regulatory criteria.
Select “N/A” if there is no applicable device-specific
guidance. Select “No” if the submission does not include a
rationale for any omitted information or any alternative
approach as outlined above. Note that the adequacy of how
recommendations in a device-specific guidance, eic., have
been addressed should be assessed during the substantive
review.

b. | The submission includes device description information that O
addresses relevant mitigation measures set forth in a special
controls document or device-specific regulation applicable to
the device.

OR
The submission uses alternative mitigation measures and
Special RTA Checklist

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Contains Nonbinding

Recommendations
% 5 & i g

led and *

provides rationale why the alternative measures provide an
equivalent assurance of safety and effectiveness.

Select "N/A” if there is no applicable special controls
document or device-specific regulation. Select “No” if the
submission does not include a rationale for any omitied
information or any allernative approach as outlined above.
Note that the adequacy of how such mitigation measures have
been addressed should be assessed during the substantive
review.

Comments:

11. | Descriptive information is present and consistent within the = O
submission (e.g., the device description section 1s consistent with
the device description in the labeling).

Comments:

12. | The submission includes descriptive information for the device,
inchuding the following:

a. | A description of the principle of operation or mechanism of F O
action for achieving the intended effect.

b. | A description of proposed conditions of use, such as surgical @/ (]
technique for implants; anatomical location of use; user
interface; how the device interacts with other devices; and/or
how the device interacts with the patient.

¢. | A list and description of each device for which clearance is Eﬂ/ ] O]
requested.

Select “N/A” if there is only one device or model. “Device”
may refer to models, part numbers, various sizes, eic.

d. | Submission contains representative engineering drawing(s), @” O
schematics, illustrations, photos and/or figures of the device.
OR

Submission includes a statement that engineering drawings,
schematics, etc. are not applicable to the device (e.g., device
is a reagent and figures are not pertinent to describe the
device). '

In lieu of engineering drawings, schematics, etc. of each
device to be marketed, “representative” drawings, efc. may
be provided, where “representative” is intended fo mean that
the drawings, etc, provided capture the differences in design,
Special RTA Checklist 6

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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N T e A R

size, and other important characteristics of the various
models, sizes, or versions of the device(s) to be marketed.

Comments;

13. | A description of all device modification(s) including rationale for M
each modification,

Comments:

14. | Device is intended to be marketed with multiple components, =d ]
accessories, and/or as part of a system.

Select “N/A” if the device is not infended to be marketed with
multiple components, accessories, and/or as part of a system. If
“N/Ais selected, parts a-¢ below are omitted from the checklist.

a. | Subnussion includes a list of all components and accessories = O
to be marketed with the subject device.

b. | Submission includes a description (as detailed in item ol O B
12a., 12b., and 12d. above) of each component or
accessory.

Select “N/A” if the component(s)/accessory(ies) has been
previously cleared, or is exempt, and the proposed indications
Jor use are consistent with the cleared indications.

¢. | A 510(k) number is provided for each component or O
accessory that recetved a prior 510(k) clearance

AND

A statement is provided that identifies components or
accessories that have not received prior 510(k) clearance.

Comments:

C. | Substantial Equivalence Discussion

15. | Submitter has identified a predicate device(s), including the
foliowing information:

a. | Predicate device identifier provided (e.g., 510(k) number, de I“fr/ [
novo number, reclassified PMA number, regulation number if
exempt or statement that the predicate is a preamendment
device).

For predicates that are preamendments devices, information is
provided to document preamendments status.

Information regarding documenting preamendment staius is
Special RTA Checklist 7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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available online

(http://www.fda.gov/Medical Devices/Device RegulationandGu
idance/Medical Device QualityandCompliance/ucm379352. ht
m).

b. | The identified predicate(s) is consistent throughout the B O
submission (e.g., the predicate(s) identified in the Substantial
Equivalence section is the same as that listed in the 510(k)
Summary (if applicable) and that used in comparative
performance testing,

Comments:

16. | Submission includes a comparison of the following for the
predicate(s) and subject device and a discussion why any
differences between the subject and predicate(s) do not impact
safety and effectiveness [see section 513(iI)}(1)(A) of the FD&C
Actand 21 CFR 807.87(f)]

See “The 510(k) Prooram: Evaluating Substantial Equivalence in
Premarket Notifications {510(k)] " guidance document for more
information on comparing intended use and technological
characteristics.

a. | Indications for use PN

If there are no differences between the subject device and the
predicate(s) with respect to indications and intended use, this
should be explicitly stated.

b. | Technology, inchiding features, matertals, and principles of 2| O
operation

Examples of technological characteristics include, but are not
limited to design, features, materials, energy source, and
principle of operation.

FDA recommends a tabular format for comparing
technological characteristics. Any characteristic that is the
same as the predicate(s) should be explicitly stated,
Differences in technological characteristics should be
identified and a rationale provided why they do not raise
different questions of safety and effectiveness.

D. | Design Control Activities

Special RTA Checklist 8

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ocation of supporting information,
17. | Design Control Activities Summary inciudes alt of the following:

a. | Identification of Risk Analysis method(s) used to assess the [
impact of the modification on the device and its components
AND the results of the analysis

b. | Based on the Risk Analysis, an identification of the O
verification and/or validation activities required, including
methods or tests used and acceptance criteria

¢. | Declaration of conformity with design controls. All 3 below O
must be present to angwer “Yes.”

i. Statement that all verification and validation activities
were performed by designated individuals and results
demonstrate that predetermined acceptance criteria
were met.

ii. Statement that manufacturing facility is in conformance
with design control procedure requirements as
specified in 21 CFR 820.30.

iil. Statement is signed by the individual responsible for
these activities.

Comments:

E. | Proposed Labeling (see also 21 CFR parts 801 and 809 as
applicable)

18. | Submission includes proposed package labels and labeling (e.g., = O
instructions for use, package insert, operator’s manual).

a. | All changes in proposed labeling resulting from device & 1
modification(s} are highlighted or prominently identified.

Comments:

19. | Statement that the intended use of the modified device, as rdf ]
described in the labeling, bas not changed as a result of the
modification(s).

Comments:

Special RTA Checklist 9

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Decision: Accept Refuse to Accept

If Accept, notify the applicant

If Refuse to Accept, notify applicant electronically and include 2 copy of this checklist.

Digital Signature Concurrence Tablé

Reviewer Sign-Off

Branch Chief Sign-Off
(digital signature
optional)*

Division Sign-Off
(digital signature
optional)*

*Branch and Division review of checklist and concurrence with decision required. Branch and
Division digital signature optional.

Special RTA Checklist

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

10



Center for Devices and Radiological Health
17; Released by CHRF6085:3 2024tion & Office of In-Vitro Diagnostics and
Radiological Health

Department of Health & Human Services
Food and Drug Administration Records processed under FOIA Req

Contains Nonbinding Recommendations

ecial 510(
{Should be completed within 15 days of DCC receipt)

The following information is not intended to serve as a comprehensive review.
FDA recommends that the submitter include this completed checklist as part of the submission.

510(k) #: K180567 Date Received by DCC: Mar 5, 2018

Lead Reviewer: Kathleen Fitzgerald

Branch: GHDB Division: DAGRID Center/Office: CDRH/ODE

Note: If an element is left blank on the checklist, it does not mean the checklist is incomplete; it means the reviewer did not assess the
element during the RTA review and that the element will be assessed during the substantive review.

IMPORTANT - Many checkiist elements include additional details regarding information to address the element that can be seen by
hovering over the element (Example - Element 4 in Section A of the checklist).

1) 510{k) is submitted to modify a legally marketed device (predicate) AND the Special 510{k) submission is %
submitted by the holder of the 510({k) for the predicate device.

Comments:

2. Indications for Use of the proposed device are unchanged from the legally marketed device (predicate). e

Comments:

3} Fundamental scientific technology of the proposed device is unchanged from the legally marketed device
{predicate). X

Comments:

4} The submission includes only summary-level information (i.e., NO test reports with performance data). Note
that if performance data are provided and are conducted under design validation (33 LFR 830.30{a)), for example, to %
demonstrate continued conformance with a special controf or recognized standard, then a Special 510(k) may be
appropriate.

Comments:

Does the submission meet all 4 criteria above?

{8" Yes, submission meets criteria for a Special 510(k). Continue checklist below.

o No, submission does not meet criteria for a Special 510(k). Discontinue this RTA checkdist, convert to a Traditional and apply the
Traditional checklist.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Special RTA Checklist {(09/22/15) Page 10f6



1) Submission contains a Table of Contents

2} Each section is labeled (e.g., headings or tabs designating Device Description section, Labeling
section, etc.)

3) All pages of the submission are numbered.

XX | X X

4) Type of 510(k) is identified (i.e., Traditional, Abbreviated, or Special)

Comments:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Special RTA Checklist {(09/22/15) Page 206




A, Administrative

1) All content used to support the subymission is written in English {including translations of
test reports, literature articles, etc.)

2} Submission identifies the following (FDA recommends use of the CDRH Premarket

a) Device trade/proprietary name

b} Device class and panel or
Classification regulation or
Statement that device has not been classified with rationaie for that conclusion

3) Submission contains an Indication for Use Statement with Rx and/or OTC designated
{see also 21 CFR 801.109, and FDA's guidance “Alternative 1o Certaln Prescription

ihttodrwww . fda.gov/MedicalDevices/DeviceRegulationandGuidance/’
HowtoMarketYourDevice/PremarketSubmissions/PremarketMotification S 10k/
uem 142707 htm)

MANIEE TN £ WA b AR 28

6} Submission is a Class il 510(k) device.

7} The submission identifies prior submissions for the same device included in the current
submission (e.g., submission numbers for a prior not substantially equivalent [NSE]
determination, prior deleted or withdrawn 510(k), Pre-Submissicn, IDE, PMA, etc.).

States that there were no prior submissions for the subject device.

a) if there were prior submissions, the submitter has identified where in the
current submission any issues related to a determination of substantial
equivalence from prior submissions for this device are addressed.

B. Device Description

8) The device has a device-specific guidance document, special controls document, and/or
requirements in a device-specific regulation regarding device description that is
applicable to the subject device.

9) Descriptive information is present and consistent within the submission (e.g., the device
description section is consistent with the device description in the labeling).

10) The submission includes descriptive information for the device, including the
following:

a) A description of the principle of operation or mechanism of action for achieving
the intended effect.

b} A description of proposed conditions of use, such as surgical technique for
implants; anatomical location of use; user interface; how the device interacts
with other devices; and/or how the device interacts with the patient.

¢} A list and description of each device for which clearance is requested.

X

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Special RTA Checldist {09/22/15}
Page 3 0of 5




d) Submission contains representative engineering drawing(s), schematics,
ilfustrations, photos and/or figures of the device.

OR

Submission includes a statement that engineering drawings, schematics, etc.
are not applicable to the device (e.g., device is a reagent and figures are not
pertinent to describe the device).

(b)(4) Deficiencies

11) A description of all device modification(s) including rationale for each modification.

X

12) Device is intended to be marketed with multiple components, accessories, and/or as
part of a system.

X

a) Submission includes a fist of all components and accessories to be marketed
with the subject device.

b) Submission includes a description (as detailed in item 10(a), 10(b) and 10(d)
above) of each component or accessory.

¢} A 510(k) number is provided for each component or accessory that received a
prior 510(k) clearance

A statement is provided that identifies components or accessories that have
not received prior 510(k) clearance.

' oS

13) Submitter has identified a predicate device(s), including the following information:

a) Predicate device identifier provided (e.g., 510(k) number, de novo number,
reclassified PMA number, regulation number if exempt or statement that the
predicate is a preamendment device).

For predicates that are preamendments devices, information is provided to
document preamendments status.

Information regarding documenting preamendment status is available online.
(hitnyweww flo.govwMedicalDevices/Device RequlationandGuidance/
MedicalDeviceQualitvandComplionce/ ucm 3789552 him)

b) The identified predicate(s) is consistent throughout the submission (e.g., the
predicate(s) identified in the Substantial Equivalence section is the same as that
listed in the 510(k) Summary (if applicable) and that used in comparative
performance testing).

14) Submissicn includes a comparison of the following for the predicate(s) and subject
device and a discussion why any differences between the subject and predicate(s) do
not impact safety and effectiveness [see section 513(i)(1){A) of the FD&C Act and 21 CFR
807.87(f)]

See “The 510k} Program: Evalugting Substantiof Eguivalence in Premarket Notifications

technological characteristics.

a} Indications for Use

X

b} Technology, inclRdistipfis2 QeesaFRA/RDREIMROE/DIDipl e HOISTARUS @fda.hhs.go

Special RTA Checldist {09/22/15}
Page 4 of




(b)(4) Deficiencies

D. Design Control Activities

15) Design Control Activities Summary includes all of the following:

a) identification of Risk Analysis methods(s) used to assess the impact of the
modification on the device and its components AND the results of the analysis.

b} Based on the Risk Analysis, an identification of the verification and/or validation
activities required, including methods or tests used and acceptance criteria.

¢} Declaration of conformity with design controls. All 3 must be present to answer
iiYeS‘"

. Statement that alf verification and validation activities were performed by
designated individuals and results demonstrate that predetermined
acceptance criteria were met.

ii. Statement that manufacturing facility is in conformance with design control

Comiments:

~ (b)(4) Deficiencies

E. Proposed Labeling {(see also 21 CFR part 801 and 809 as applicable)

16} Submission includes proposed package labels and labeling (e.q., instructions for use,
package insert, operator's manual).

a) All changes in proposed labeling resulting from device modification(s) are
highlighted or prominently identified.

17} Statement that the intended use of the modiﬁed device, as described in the labeling,
has not changed as a result of the modification(s

Cominents: |

(b)(4) Deficiencies

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Special RTA Checldist {09/22/15}
Page 5 of 8
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If Accept, notify applicant.

If Refuse to Accept, notify applicant electronically and include a copy of this checklist.

Digitally signed by Kathleen E. Hitzgerald -S

Reviewer Sigh*Off Ka 1: h I ee n E . DNye=S, 0=U.5. Government, pu=HHS, ou=FDA,
ou=Reople; 0.9.2342,19200300.400.1.1=0010093027,
i “KathldeniE. Fi Id-s
Fitzgerald -S Snkatbeen E Flagerald 5 |

Branch Chief Sign-Off
{digital signature
optional)®

Division Sign-Off
{digital signature
optional)*

* Branch and Division review of checklist and concurrence with with decision required.
Branch and Division digital signature optional.

S

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 6 of 6
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Good Afternoon Courtney,

(b)(4) Deficiencies

Kathleer Fitzgerold

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

kathleen.fitzgerald@fda.hhs.gov

cidimage002.png@01D21A3D.G
1E3F600

2 morent 1o povide feadback regarding the ouslomar sendoe vou have recelvad: htips fwew ressarch netisicdrbeusiomarservios?

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not
the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If you have received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85({k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an advisory opinion, does not necessarily
represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Friday, April 06, 2018 10:25 AM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Cc: K180567@docs.fda.gov

Subject: RE: K180567

Hi Kathleen,
Please see attached. Let me know if you have any additional questions.

Thanks,
Corvarn

Courtney Nix | Reguiatory Affairs Manager, North America and EU
Medical Components, inc.

1495 Delp Dr. » Harleyaviil
T: 215-256-4201 x 2285 C
Email: Clx@medsompn

TR ANRDG

Lo emd
20N WeR wvaw mednompiet.am

From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <cnix@medcompnet.corm>

Cc: K180567 @docs.fda.gov

Subject: RE: K180567

Good Morning Courtney,

(b)(4) Deficiencies

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Deficiencies

Sincerely,
Kathieen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

kathleen.fitzgerald @fda.hhs.gov

cid:image002.png@01D21A3D.0
1E3F6D0

csvice feadbant ave recefved htips: fwww ressarch netfsicdrhnusinmerseivica?

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not
the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If you have received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85{k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an advisory opinion, does not necessarily
represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!

Thanks, Courtney Nix
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Regulatory Affairs Manager,

North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> wrote:

Hi Courtney,

(b)(4) Deficiencies

Sincarely,
Kathleen Fitrgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002

(301) 796 - 6292
kathleen fitzgerald@fda.hhs.gov
<image001.png>

<|mage002jpg> <|mageOOSJpg> <|mage004 ipg> <|mage()05]pg> <image006.jpg>

the custormer service you have recaivad:

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER
LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action
based on the content of this communication is not authorized. if you have received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an advisory opinion,
does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.cam]

Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

b)(4) Deficiencies

Thanks,
Covrrey Niw

Courtney Nix | Reguiatory Affairs Manager, North America and £U
Medical Components, Ine,

1489 Deip Dr. » Hareyaville P8 “”’%8

T: 215-256-4201 x 2285 Cif
Email: Clilx

b E 2182660191

thicivivie]) -".L:."‘-e?..v@?“-": ven: www madoampnal.oam

From: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>
Sent: Monday, March 12, 2018 7:56 AM

To: Courtney Nix <cnix@medcampnet.com>

Cc: Kathleen Fitzgerald <kathleen.fitzgerald@{fda.hhs.gov>
Subject: K180567 is on Hold Pending Your Response

March 12,2018
Acceptance Review Notification - Refuse To Accept (RTA)

‘We have completed the administrative acceptance review of your premarket notification (510(k)) submission K180567. Our review indicates that your
510(k) submission does not meet the criteria established for administrative completeness. Thus, we regret to inform you that we are unable to conduct
a substantive review of your submission at this time and are placing it on RTA hold.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the 510(k) number K180567, addressing the elements identified
as missing or inconsistent in the attached checklist to:

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Docurment Control Center - WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from the date of this email. If you do not correct the missing or
inconsistent elements identified in the checklist by September 8, 2018, we will consider this 510(k) submission to be withdrawn, and we will delete it
from our review system.

Upon receipt of the requested information, FDA will conduct another administrative review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 510(k) submission.

For additional information regarding the Refuse to Aceept Policy for 510(k)s please refer to the guidance document available at
htip://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/UCM3 150 14.pdf.

*** This is a system- generated email notification ***

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Reference: K180587, T3 Wave Svsiem — April 121, 2018 interactive Review
Tel: 205-256.420]
o Whom i May Concern,

Fax, 215 236-§787
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inieractive review questions on Aprit 11, 2078 reguesting thal th
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he sent back by - ;A‘\f or: Thursday April 12% 2018 | Below are Ms.
Fitzgeraid's questions with the coresponding Medoomp responses.

(b)(4) Deficiencies

Thank you in advance § =
any gueshions, please fesl fm:,m:e o mni’ cime by p'wn %i {2 fu§ 25642@? or
by email at on

NSNSl Lo

Sinceraiy
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Patnick MoDonald on behall Courtney Nix

Regulatory Affairs Managsr, North Amernca and Europs

el

vizdical Components inc

.Y

4398 Delp Drive

;‘3

Harleysville PA, 18438 UG

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Hi Kathleen,

(b)(4) Deficiencies

Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Apr 11, 2018, at 2:50 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Good Afternoon Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

<image003.png><http://www.fda.gov/>

<image004.jpg><https://www.facebook.com/FDA>

<image005.jpg><https://twitter.com/US_FDA>
<image006.Jjpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image007.jpg><http://www.flickr.com/photos/fdaphotos/>
<image(08.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=§&S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FRCOM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Friday, April 06, 2018 10:25 AM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Cc: K180567Qdocs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567

Hi Kathleen,

Please see attached. Let me know if you have any additional questions.

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C: EF: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www .medcompnet .com<http://www.medcompnet.com/>

From: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567

Good Morning Courtney,

(b)(4) Deficiencies

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
<image003.png><http://www.fda.gov/>
<image004.jpg><https://www.facebook.com/FDA>
<image005.jpg><https://twitter.com/US FDA>
<image006.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image(007.jpg><http://www.flickr.com/photos/fdaphotos/>

<image008.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=&S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!
Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Hi Courtney,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

<image00l.png><http://www.fda.gov/>

<image002.jpg><https://www.facebook.com/FDA>
<image003.jpg><https://twitter.com/US FLA>
<image(04.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image005.jpg><http://www.flickr.com/photos/fdaphotos/>
<image006.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=4S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

( I ) ( 1 D f [ [ | [ |
uestions? @ntact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C:E"mm S F: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:

www .medcompnet.com<http://www.medcompnet.comn/>

From: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>
Sent: Monday, March 12, 2018 7:56 AM

To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Subject: K180567 is on Hold Pending Your Response
March 12, 2018
Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification
(510 (k)) submission K180567. Our review indicates that your 510 (k) submission does not
meet the criteria established for administrative completeness. Thus, we regret to
inform you that we are unable to conduct a substantive review of your submission at
this time and are placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the
510 (k) number K180567, addressing the elements identified as missing or inconsistent in
the attached checklist to:

U.S. Food and Drug Administration

Center for Devices and Radiological Heath

Document Control Center - W066-G6C9

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510 (k) submission to remain on hold for a maximum of 180 days from
the date of this email. If you do not correct the missing or inconsistent elements

identified in the checklist by September 8, 2018, we will consider this 510 (k)
submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative
review of your 510 (k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the
lead reviewer assigned to your 510 (k) submission.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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For additional information regarding the Refuse to Accept Policy for
510 (k) s<http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidanc
eDocuments/UCM315014.pdf> please refer to the guidance document availakle at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocumen

ts/UCM315014.pdEf.

*** This is a system-generated email notification **x*

<K180567.510 (k) Summary.FINAL.doc>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Hi Kathieen,
Please see attached. Let me know if you have any additional questions.

Thanks,
Coviatngy N
Courtney Nix | Reguiatory Affairs Manager, North Amarice end U

e

Medicai Components, inc.

alp Dr. s Harleysvijje.
250-4201 x 2285 G,

From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <cnix@medcompnet.com>

Cc: K180567@docs.fda.gov

Subject: RE: K180567

Good Morning Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT iS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not
the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If you have received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an advisory opinion, does not necessarily
represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen <Kathlean.Fitzgerald@fda.hhs.gov> wrote:

Hi Courtney,

(b)(4) Deficiencies

Sincarely,
Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

kathleen.fitzgerald@fda.hhs.gov

<image001.png>

<image004 jpg> <image005.jpg> <image006.jpg>
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER
LAW. if you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action
based on the content of this communication is not authorized. if you have received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an advisory opinion,
does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

Question ntact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

(b)(4) Deficiencies
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Thanks,
Coviarfoey Nig
Courtney Nix | Regulatory Affairs Manager, North Americe end U

Madical Companents, Inc.
gip Dr. & H

M0 x 2285 Ci

From: Kathleen Fitzgerald <kathleen.fitzgerald@7fda.hhs.gov>
Sent: Monday, March 12, 2018 7:56 AM

To: Courtney Nix <cnix@medcompnet.com>

Cc: Kathleen Fitzgerald <kathieen.fitzgerald@fda.hhs.gov>
Subject: K180567 is on Hold Pending Your Response

March 12, 2018
Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification (510(k)) submission K180567. Our review indicates that your
510(k) submission does not meet the criteria established for administrative completeness. Thus, we regret to inform you that we are unable to conduct
a substantive review of your submission at this time and are placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the 510(k) number K180567, addressing the elements identified
as missing or inconsistent in the attached checklist to:

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Control Center - WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from the date of this email. If you do not correct the missing or
inconsistent elements identified in the checklist by September 8, 2018, we will consider this 510(k) submission to be withdrawn, and we will delete it
from our review system.

Upon receipt of the requested information, FDA will conduct another administrative review of your 510(k) subniission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 510(k) submission.

For additional information regarding the Refuse to Accept Policy for 510(k)s please refer to the guidance document available at
http://www.fda.gov/downloads/MedicalDevices/DeviceR egulationandGuidance/Guidance Documents/UCM315014. pdf.

*** This is a system- generated email notification ***

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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My apologies, please see the attached document with revisions.
Sincerely,
Kathleen Fitzgerald
Nurse Consultant/Lead Reviewer
CDRH/ODE/DAGRID/GHDB
U.S. Food & Drug Administration
White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
[cid:image002.png@O1D21A3D.01E3F4D0]<http://www.fda.gov/>
[cid:image003.jpg@01D21A3D.01E3F6D0] <https://www.facebook.com/FDA>
[cid:image004.jpgR@O1D21A3D.01E3F46D0] <https://twitter.com/US_FDA>
[cid:image005.jpg@C1D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin>
[cid:image006.jpg@O01D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/>
[ ]

cid:image007.jpg@0LlD21A3D.01E3F6D0O
<http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=&S=FE

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Thursday, April 12, 2018 9:23 AM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>; Patrick McDonald
<pmcdonald@martechmedical.comn>

Cc: K180567@docs.fda.gov

Subject: RE: K180567
Hi Kathleen,
Was there suppose to be an attachment?

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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T: 215-256-4201 x 2285 C: i i F: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www.medcompnet .com<http://www.medcompnet.comn/>

From: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>
Sent: Thursday, April 12, 2018 8:55 AM

To: Patrick McDonald
<pmcdonald@martechmedical.com<mailto:pmcdonald@martechmedical.com>>; Courtney Nix
<cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: K180567Qdocs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567

Good Morning,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

[cid:image002.pngRO1D21A3D.01E3F6D0]<http://www.fda.gov/>

[cid:image003.jpg@01D21A3D.01E3F6D0]<https://www.facebook.com/FDA>
[cid:image004.jpgR@O1D21A3D.01E3F6D0] <https://twitter.com/US_FDA>
[cid:image005.jpg@O1D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin>
[cid:image006.jpg@O1D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/>
[cid:image007.3pg@01D21A3D. 01E3F6D0]
<http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=4S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not kind or otherwise obligate or commit the agency to the view expressed.

From: Patrick McDonald [mailto:pmcdonald@martechmedical.com]
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sent: Wednesday, April 11, 2018 4:34 PM

To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>; Fitzgerald,
Kathleen <Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567

Hi Kathleen,

Please find the attached.

Thanks,
Patrick McDonald

Phone: X 2302

=]

From: Courtney Nix
Sent: Wednesday, April 11, 2018 4:25 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Cc: K180567@docs.fda.gov<mailto:K180567@docs.fda.gov>; Patrick McDonald
<pmcdonald@martechmedical.com<mailto:pmcdonald@martechmedical.com>>

Subject: Re: K180567

Hi Kathleen,

i i Please keep me ccd€™d on
everything. Thanks!

Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Apr 11, 2018, at 4:21 PM, Courtney Nix
<cnix@medcompnet.com<mailto:cnix@medcompnet.com>> wrote:

Hi Kathleen,

Iéde™m offsite this week, I will send this to a regulatory associate right now so they
can provide it to you. Thanks!

Thanks, Courtney Nix

Regulatory Affairs Manager,

North America and Europe

On Apr 11, 2018, at 2:50 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Good Afternoon Courtney,

uestions? Cgiftact FDA/CDRH/OCE at CDRH-FOIS US!fda.h s.gov or 301-796-8118




(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
<image003.png><http://www.fda.gov/>
<image004.jpg><https://www.facebook.com/FDA>
<image005.jpg><https://twitter.com/US FDA>
<image006.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image007.jpg><http://www.flickr.com/photos/fdaphotos/>

<image008.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=¢S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

=

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Friday, April 06, 2018 10:25 AM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567
Hi Kathleen,
Please see attached. Let me know if you have any additional questions.

Thanks,
Courtney Nix
Courtney Nix | Regulatory Affairs Manager, North America and EU

Medical Components, Inc.
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C:E {F: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www.medcompnet .com<http://www.medcompnet.com/>

From: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567

Good Morning Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDE

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
<image003.png><http://www.fda.gov/>
<image004.jpg><https://www.facebook.com/FDA>
<image005.jpg><https://twitter.com/US_FDA>
<image006.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image007.jpg><http://www.flickr.com/photos/fdaphotos/>

<image008.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=&S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!
Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Hi Courtney,

b)(4) Deficiencie

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
<image00l.png><http://www.fda.gov/>

<image002.jpg><https://www.facebook.com/FDA>

<image003.Jjpg><https://twitter.com/US_ FDA>
<image004.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024
<image(05.jpg><http://www.flickr.com/photos/fdaphotos/>
<image(006.Jjpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
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Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=§S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

(4) Deficiencies

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C: | iF: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www .medcompnet .com<http://www.medcompnet.com/>

]

From: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Sent: Monday, March 12, 2018 7:56 AM
To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: Kathleen Fitzgerald

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Subject: KL1805¢7 is on Hold Pending Your Response
March 12, 2018
Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification
(510(k)) submission K180567. Our review indicates that your 510 (k) submission does not
meet the criteria established for administrative completeness. Thus, we regret to
inform you that we are unable to conduct a substantive review of your submission at
this time and are placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the
510 (k) number K180567, addressing the elements identified as missing or inconsistent in
the attached checklist to:

U.3. Food and Drug Administration

Center for Devices and Radiological Heath

Document Control Center - W0O66-G609

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from
the date of this email. If you do not correct the missing or inconsistent elements

identified in the checklist by September 8, 2018, we will consider this 510 (k)
submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative
review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the
lead reviewer assigned to your 510 (k) submission.

For additional information regarding the Refuse to Accept Policy for

510 (k) s<http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidanc
eDocuments/UCM315014.pdf> please refer to the guidance document available at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocumen
ts/UCM315014.pdf.

**% This is a system—generated email notification ***

<K180567.510 (k) Summary.FINAL.doc>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Madoomp® £38 Wave System

Section 4: Subrission Cover Leller

Medcomp intends o market the following device into commercial distribution:

Submission Type: Spacial 510(k)
§§’§§/§}§C®M§) Submission Date: February 28, 2018

¥
H N i j {5 ' .
1499 Delp Drive Subsmitter: Medical (:ompogeents ine.
: {dba. Medoomp®)
Harlevsville, P4 19438 1498 Delp Drive 7
Harleysville, PA 10438

Tel: 245-256-4201 Tel (215) 256-4201

Fax: (215) 256-9191
Fax, 215-256-1787

Registration Mumber; 2518002
wwwimredeompret.com
Contact Person: Courtney Mix

Regulatory Affairs Manager, Narth
America and Europe

Trade Mame: o Wave Bystem
Dresvice: Catheter, Intravascular, Therapsutic

Long-Term Greater Than 30 Days
Froduct Code:; LS

Regulation Description: Percutanesus, implanted, long-term
intravascular catheter

C.F.R. Section: 8580.5870

lass: H

Regulation Medical

Spocialty and Review

Panel: General Hospital

Dievice Eqguivalence: This device is substantially equivalent to the following device:

K170834 - C3 Wave System {Code MRCIRDOOO)

This device does not present additional nsk to patients or different considerations
regarding safety and effectiveness than those presented by the predicate devices.

4-1
Medoomp® C3 Wave System
Section 4 Cover letter

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




medCoMP

1498 Delp Drive
Flarieysville, P4 19438
Tel: 215-256-4201
Fax, 215-25(5—]737

wiens pmedcompret. com

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024
Medcomp® C3 Wave System

Basis for Subsnission:

The purpose of this submission is to expand the accessory packs offerings for the
C3 Wave System. The K170384 clearance includes three accessory packs:
MRCIRD000, MRC3RD0DT, and MRCBRDOCS (MOTE: a "D" was added to the
catalog codes o distinguish international codes from dornestic post clearance. In
the submission on file, the catalog codes were listed as MRC3R000, MRC3IR0OUT,

and MRC3RO03. This change to the catalog codes was documented as support and

filed with the submission as an addendum i

(b)(4)

Fer FDA guidance eCopy Program for Medical Device Submissions, an electronic

copy is being provided with this submission and | is an exact duplicate of the
origingl paper submission,

We consider our intent to market ihis device as confidential commercial information

and request thal it be treated as such by the FDA We have taken precautions to
protect the confidentiality of the intent to market these devices. We understand th
the submission to the government of false information is prohibited by 18 U.5.C.
1001 and 21 U.S5.C. 331{qg).

Thanks you in advance for your consideration of our application. If there are any
guestions, please feel free io contact me by phone at (215 858-0995 or by email
cnix@medcompnet.com.

Sincerely,

Courtney Mix

Medical Components Inc. (dba. Medcomp®)

Regulatory Affairs Manager, North America and Europe
Cnix@medcompnet.com

Medcomp® C3 Wave System
Section 4 Cover letier

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

at

at

N
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A B C | D
SHEET 1 OF 1 SELLAR BOLSA HEADERBAG
SEAL HEADERBAG
30381/PP0O9041
..
. VER DIBUJO 05662 PARA INSTRUCCIONES DE PLEGADO
1 L SEE DRAWING 05662 FOR FOLDING INSTRUCTIONS
|
:
:
=
b
| PLACE 3148-T SEALED POUCH ONTOP : oz
- | OF DRAPE, WRAP BOTH IN 3011 WRAP 5 g
z
o
30780-103 VERVISTA ADETALLE A |
SEE DETAIL VIEW "A” 3011 4148-3 - d
COLOCAR ETIQUETA DE ENCUESTA AL CLIENTE EN
ESTA UBICACION APROX.
FLACE CUSTOMER SURVEY LABEL AT APPROXIMATE
LOCATION
3 3146-1/PP0O9036
SELLAR POUCH
SEAL POUCH 12 UNIDADES POR
CAJA DE ENVIO
12 UNITS PER
SHIPPING CARTON
30780-102
4 . - COLOR Y FORMA DE LOS COMPONENTES PUEDE VARIAR, LOS COMPONENTES
. o MOSTRADOS EN FOTOS SON 50L0O PARA ESPECIFICAR COLOCACION.
VISTA A DETALLE "A (COLOR AND SHAPE OF COMPONENTS MAY VARY. COMPONENTS SHOWN IN PHOTOS ARE TO
DETAL VIEW ‘A" SPECIFY PLACEMENT ONLY)
DWG APPLIES TO . DWGPART NO.. MRC3RD000-1
A_| 21150 | 12/14/2017__|CREATE AND IMPLEMENT MRC3RD000-1 LAYOUT DRAWING [ DB {MRC3RDO00 | sl ? b DRI 79@? B orawneyi
Rev.| DATE | CR# | DESCRIPTION [REV.BY)... ITITLET C3 WAVE ECG CABLE ACCESSORY PACK size|[apPROVED: o
== UNLESS OTHERWISE SPECIFIED, ALL UIMENSIONS ARE I INCHES
RE“JIISIONS ALCTNFORWATION TN THIS DRAWING 15 THE SOLE PROPERTY OF VEDCONWP AND 1S NOT TO BE DISCLOSED, REPFRODUCED OR USED TN ANY \Y WITHOUT THE EXPRESSED PERVISSION OF MEDCOVP
A | B C | D

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Muslimova, Valentina * [Valentina.Muslimova@fda.hhs.gov]
Sent: 3/15/2018 5:20:11 PM

To: chix@medcompnet.com

cC: DCCletters [DCCletters@fda.hhs.gov]

Subject: K180567/S001 Acknowledgment Notification

Attachments: Acknowledgment Letter.pdf

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5, FOOD & DRUG

DRIRISTRATION

Acknowledgment Letter
3/15/2018

Courtney Nix, Regulatory Affairs Manager, North America and EU
Medical Components, Inc. (dba Medcomp)

1499 Delp Drive

Harleysville, PA 19438

UNITED STATES

Dear Courtney Nix:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has received your submission. This submission has been assigned the unique document
control number below. All future correspondence regarding this submission should be
identitied prominently with the number assigned and should be submitted to the Document
Control Center at the above letterhead address. Failure to do so may result in processing
delays. If you believe the information identified below is incorrect, please notify the Program
Operations Staff at (301) 796-5640.

Submission Number: K180567/S001

Received: 3/15/2018

Applicant: Medical Components, Inc. (dba Medcomp)
Device: C3 Wave System

We will notify you when the review of this submission has been completed or if any additional
information is required. For information about CDRH review regulations and policies, please
refer to http://www.fda . gov/MedicalDevices/DeviceRegulationandGuidance/default. htm.

Sincerely yours,

Center for Devices and Radiological Health

L8 Food & Drug Administration

10803 New Harmpshire Avanues

Siver Spring, MD 208093

www.fda.gov Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Hi Kathleen,

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Apr 11,2018, at 2:50 PM, Fitzgerald, Kathleen <Kathleen Fitzgerald@fda. hhs.gov> wrote:

Good Afternoon Courtney,

(b)(4) Deficiencies

Sincerely,
Kathleen Fiizgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

kathleen fitzgerald@fda.hhs.gov

<image003.png>

e007 jpg
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> <image008.jpg>

er service vou have mosived:

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM (T IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENT!AL, AND PROTECTED FROM DISCLOSURE UNDER
LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action
based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85({k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an advisory opinion,
does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.cam]

Sent: Friday, April 06, 2018 10:25 AM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Cc: K180567 @docs.fda.gov

Subject: RE: K180567

Hi Kathleen,
Please see attached. Let me know if you have any additional questions.

Thanks,
Covrrey Niw

cal Components, Ine,
1489 Deip Dr. « Herley
T: 215-256-4201 x 2285
Ernall:

Chiix adoeomp

From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <cnix@medcompnet.com>

Cc: K180567 @docs.fda.gov

Subject: RE: K180567

Good Morning Courtney,

(b)(4) Deficiencies

tions? t FDA/@RH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Deficienci

Sincerely,
Kathleen Fiizgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002

(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov
<image003.png>
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER
LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action
based on the content of this communication is not authorized. if you have received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85{k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an advisory opinion,
does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen <Kathieen.Fitzgerald@fda.hhs.gov> wrote:

Hi Courtney,

(b)(4) Deficiencies

Sincerely,
Kathleen Fitzgeraid

Nurse Consultant/Lead Reviewer
CDRH/ODE/DAGRID/GHDB
U.S. Food & Drug Administration
White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov
<image001.png>

<|mage002 pg> <|mage003 Jpg> (lmage004 Jpg> <image005.jpg> <|mage006 ipg>
ant o & Aanvice Widl have raceiaed:
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM
DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure,
dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us
by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix®@medcompnet.com]

Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

Tharks,

Tty N

Courtney Nix | Regulatory Affairs Manager, North America and EU

Medical Componants, Inc.

in Dr. e Harleysy &
5-4201 x 2285 b F215-256.0101

ali: G Emadeomanat.com Web: www . msdcomanat.oom

From: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>
Sent: Monday, March 12, 2018 7:56 AM

To: Courtney Nix <cnix@medcompnet.com>

Cc: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>
Subject: K180567 is on Hold Pending Your Response

March 12, 2018

Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification (510(k)) submission K180567. Our review
indicates that your 510(k) submission does not meet the criteria established for administrative completeness. Thus, we regret to inform
you that we are unable to conduct a substantive review of your submission at this time and are placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the 510(k) number K180567, addressing the
clements identified as missing or inconsistent in the attached checklist to:

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Control Center - WO66-G609
10903 New Hampshire Avenue

Silver Spring, MDD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from the date of this email. If you do not correct
the missing or inconsistent elements identified in the checklist by September &, 2018, we will consider this 510(k) submission to be
withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 510(k) submission.

For additional information regarding the Refuse to Accept Policy for 510(k)s please refer to the guidance document available at
hitp://www.fda.gov/downloads/MedicalDevices/DeviceR egulationandGuidance/GuidanceDocuments/TUCM3 150 14.pdt.

*** This is a system-generated email notification ***

<K180567.510(k)Summary. FINAL.doc>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medcomp®: C3 Wave System P a Y

Section 27.0 Substantial Eguivalence

(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Draft

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




miedcoMp

1499 Defpy Drive
Horleyaville, PA 19438
Tel: 215-256-4201
Fox, 215-250-1787

WL redcompnet.com
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Section 11 Snecifications & Device Description

i Device Drawings:

Table 11.1: C3 Wave System Device Drawings

F’roﬁéé@d ii'}raape 'x

(b)(4)

1.2 Deslgn Philosophy:

The C3 Wave Replacement of X-Ray is designed 10 provide a
continuous display of electrocardiograph [ECG] waveforms to guide
piacement of peripherally-inserted central catheters [PICCTin the
lower third of the Superior Vena Cava [SVC] of a patient.

The system uses three ECG leads placed on the patient's chest
and & fourth lead connected o the conductive stylet in a PICC.
These ECG waveforms are wirelessly transmitied o a tablet which
allows the operator fo view and record changes to this waveform as
the tip of the catheter approaches the heart, As the PICC catheter
approaches the right atrium of the heart, the P wave in the ECG
waveform shows substantial changes. This system is designed to
aid the visualization of changes in P wave amplitude. By close
examinalion of the P-Wave changes a user is able {o safely place 2
PICC without the need to confirm with x-ray.

The C3 Wave system must only be operated by a skilled nurse,
physician, or trained medical professional who has been gualified in
placement of PICC’s and trained in the proper use of this device.

The C3 Wave System includes:
¢ an iPad® monitor running the mobile application software
s the C3 hub which includes rechargeable batternes and a
power supply
« & remote control with non-rechargeable batienes
« ECG snap leads.

Frocedural accessories include:

o ECG electrodes and prep pads

« sterile remote cover

» sierile patient drape

+ sterile PICC Clip Connector

111

Medcomp® C3 Wave System
SRR dohtat RERHEIEHE S RENEDIEETURERN hhs gov o 301-796-8118
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The C3 Wave System can communicate with web-based EME
systems and alr-print compatible printers over an 802,11
compatible WiFT connection. The hub and remote both use
Eluetooth technology 1o communicate wirglessiy with the C3 Wave
iFad app.

medlcoMp

1499 Delpr-Drive
Harlevyville, P4 19438
Tl 215-236-4207
Fox. 215-256-1787

1-1-!z-vw.medcompnef. CaOfF

Medcomp® C3 Wave System
&RGkA dohiatPELdl D VDS HEBHRAA hhs.gov or 301-796-8118
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D
SHEET 1 OF 1 003120 SELLAR BOLSA
HEADERBAG
PPO1714_\ %§473 1 SEAL HEADERBAG
VER DIBUJO 05662 PARA INSTRUCCIONES DE PLEGADO
1 SEE DRAWING 05662 FOR FOLDING INSTRUCTIONS 1
i
PLACE 3146-1 SEALED POUCH ONTOP ’
— OF GOWN, WRAP BOTH IN 3011 WRAP —
30780-99 VER VIETA A DETALLE A7
5 SEE DETAIL VIEW “A” 4148-3 2
COLOCAR ETIQUETA DE ENCUESTA AL
CLIENTE EN ESTA UBICACION APROX
PLACE CUSTOMER SURVEY LABEL AT
APPROXIMATE LOCATION
- 3146-1 -
PP09036_¥
3 LAR POUCH % 3
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v PP09014
.
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COLOR Y FORMA DE LOS COMPONENTES PUEDE VARIAR. LOS COMPONENTES
MOSTRADQOS EN FOTOS SON SOLO PARA ESPECIFICAR COLOCACION.
COLOR AND SHAPE OF COMPONENTS MAY VARY. COMPONENTS SHOWN IN PHOTOS ARE TO
SPECIFY PLACEMENT ONLY
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[ALLINFORWATION [N THIS DRAWING IS THE SOLE PROPERTY.

| B C | D

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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LS FOOD & DRUG

SRMINIZTRATION

April 12,2018

Medical Components, Inc. (dba Medcomp)
Courtney Nix

Regulatory Affairs Manager, North America and EU
1499 Delp Drive

Harleysville, Pennsylvania 19438

Re: K180567
Trade/Device Name: C3 Wave System
Regulation Number: 21 CFR 880.5970
Regulation Name: Percutaneous, Implanted, Long-Term Intravascular Catheter
Regulatory Class: Class 11
Product Code: LJS
Dated: March 12, 2018
Received: March 15, 2018

Dear Courtney Nix:

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 labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class 111 (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 publish further announcements
concerning your device in the Federal Register.

U.5. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Courtney Nix K180567

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 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.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR 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.gov/MedicalDevices/Safety/ReportaProblem/default.litm for the CDRH's
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice
(https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn
(http://www.fda.gov/Training/CDRHI earn). Additionally, you may contact the Division of Industry and
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website
(http://www.fda.gov/DICFE) for more information or contact DICE by email (DICE@fda.hhs.gov) or phone
(1-800-638-2041 or 301-796-7100).

Sincerely,

‘ Tina Kiang -
S

Tina Kiang, Ph.D.
Acting Director
Division of Anesthesiology,
General Hospital, Respiratory,
Infection Control, and Dental Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Hi Kathleen,

5

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Apr 11, 2018, at 4:21 PM, Courtney Nix <cnix{@medcompnet.com™> wrote:

Hi Kathleen,

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Apr 11, 2018, at 2:50 PM, Fitzgerald, Kathleen <Kathleen Fitzgerald@fda lths.gov> wrote:

Good Afternoon Courtney,

(b)(4) Deficiencie

Sincerely,
Kothleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002

(301) 796 - 6292
kathleen.fitzgerald @fda.bhs.gov
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM
DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure,
dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us
by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Friday, April 06, 2018 10:25 AM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Cc: K180567@docs.fda.gov

Subject: RE: K180567

Hi Kathleen,
Please see attached. Let me know if you have any additional questions.

Tharks,
Tty N

1 Regulatory Affairs Manager, North America and BRI

Componants, nc.
14?9D inDr. e Ha *'Ie, i
5-4201 x 2285
Prrmdeomnonat eon Wen! www madeomonat.oem

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Fitzgerald, Kathieen <Kathleen.Fitzgerald@fda.hhs.gav>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <¢cnix@medcompnet.com>

Ce: K180567@docs.fda.gov

Subject: RE: K180567

Good Morning Courtney,

(b)(4) Deficiencies

Sincerely,
Kathieen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

<image008.jpg>
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT [S PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM
DISCLOSURE UNDER LAW. if you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure,
dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us
by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> wrote:

Hi Courtney,

(b)(4) Deficiencies

Kathleern Fitzgerald

Nurse Consultant/Lead Reviewer
CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. {f you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby
notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received
this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85{k} and constitutes an informal communication that represents my best judgment at this time but does not
constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the
view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

(b)(4) Deficiencies

Thanks,
Covarbney Nig
Caortney Mix | Regulatory Affairs Manager, North America and U

Mucical Companents, Inc.

T 215-256-4201 » 22685 C
Ema

215-256-5191
Wab:

From: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>
Sent: Monday, March 12, 2018 7:56 AM

To: Courtney Nix <cnix@medcompnet.com>

Cc: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>
Subject: K180567 is on Hold Pending Your Response

March 12,2018
Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification (510(k)) submission K180567.
Our review indicates that your 510(k) submission does not meet the criteria established for administrative completeness.
Thus, we regret to inform you that we are unable to conduct a substantive review of your submission at this time and are
placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the 510(k) number K180567,
addressing the elements identified as missing or inconsistent in the attached checklist to:

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Control Center - WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from the date of this email. I{ you do
not correct the missing or inconsistent elements identified in the checklist by September 8, 2018, we will consider this 510(k)

submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative review of your 510(k) submission.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 510(k)

submission.

For additional information regarding the Refuse to Accept Policy for $10(k)s please refer to the guidance document

available at
http://www.fda.cov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/UCM3 150 14.pdf.

*** This is a system- generated email notification ***

<K180567.510(k)Summary FINAL.doc>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Hi Kathleen,

Please find the attached.

Thanks,
Patrick McDonald

Phone: X 2302

From: Courtney Nix

Sent: Wednesday, April 11, 2018 4:25 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>

Cc: K180567Qdocs.fda.gov; Patrick McDonald <pmcdonald@martechmedical.com>

Subject: Re: KI180567

Hi Kathleen,

(b)(4) Deficiencies

Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Apr 11, 2018, at 4:21 PM, Courtney Nix
<cnix@medcompnet.com<mailto:cnix@medcompnet.com>> wrote:

Hi Kathleen,

(4D ]
[ g |
-
»

Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Apr 11, 2018, at 2:50 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Good Afternoon Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
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Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=&S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Friday, April 06, 2018 10:25 AM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567
Hi Kathleen,
lease see attached. Let me know if you have any additional questions.

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C: L_"_ ____iF: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www .medcompnet .com<http://www.medcompnet.com/>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Sent: Thursday, April 05, 2018 9:43 AM
To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>
Cc: K180567@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567

Good Morning Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
<image003.png><http://www.fda.gov/>
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<image007.]jpg><http://www.flickr.com/photos/fdaphotos/>

<image008.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=§S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FRCOM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

7

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!
Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Hi Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/LCAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
<image00l.png><http://www.fda.gov/>
<image002.jpg><https://www.facebook.com/FDA>
<image003.Jjpg><https://twitter.com/US FDA>
<image(004.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image005.jpg><http://www.flickr.com/photos/fdaphotos/>

<image006.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=&S=FE

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

=

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

(4) Deficienci

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C:i EF: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www .medcompnet .com<http://www.medcompnet.com/>

7]

rom: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Sent: Monday, March 12, 2018 7:56 AM
To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Subject: K180567 is on Hold Pending Your Response
March 12, 2018

Acceptance Review Notification - Refuse To Accept (RTA)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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We have completed the administrative acceptance review of your premarket notification
(510(k)) submission K180567. Our review indicates that your 510 (k) submission does not
meet the criteria established for administrative completeness. Thus, we regret to
inform you that we are unable to conduct a substantive review of your submission at
this time and are placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the
510 (k) number K180567, addressing the elements identified as missing or inconsistent in
the attached checklist to:

U.S. Food and Drug Administration

Center for Devices and Radiological Heath

Document Control Center - WO66-G609

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from
the date of this email. If you do not correct the missing or inconsistent elements

identified in the checklist by September 8, 2018, we will consider this 510 (k)
submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative
review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the
lead reviewer assigned to your 510 (k) submission.

For additional information regarding the Refuse to Accept Policy for

510 (k) s<http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidanc
eDocuments/UCM315014.pdf> please refer to the guidance document available at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocumen
ts/UCM315014.pdf.

**%% This is a system-generated email notification **x*

<K180567.510 (k) Summary.FINAL.doc>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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April 8, 2018

Food and Drug Administration

Center for Devices and Radiclogical Heaith
) Document Mail Center WOB6-0609
ﬁﬁ?&gC@M? 10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

1499 Delp Dvive

Horleysville, P4 19438
Reference: K180567, C3 Wave System — April 5%, 2018 Interactive Raview

ToWhom B Mav Concem

Fel: 215-236-4201

(b)(4) Deficiencies

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

(b)(4) Def
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Thanks Kathleen! Would you like us to put it on letterhead?

Thanks,
Carvarbney Nk

Courtney Nix | Reguiatory Affairs Manager, North America and EU
fedical Components, inc.

1489 Dalp Dr. « Harley
T: 218-266~4201 x 2285 i
Ernaill SNk

DA 4nsag

1 215-256-0181

o Web: www. maconmpt

From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>

Sent: Thursday, April 12, 2018 9:56 AM

To: Courtney Nix <cnix@medcompnet.com>; Patrick McDonald <pmecdonald@martechmedical.com>
Cc: K180567@docs.fda.gov

Subject: RE: K180567

My apologies, please see the attached document with revisions.

Sincerely,
Kathieen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

kathleen.fitzgerald@fda.hhs.gov

age002.png@01D21A3D.0
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not
the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If you have received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85{k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an advisory opinion, does not necessarily
represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcampnet.com]

Sent: Thursday, April 12, 2018 9:23 AM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>; Patrick McDonald <pmcdonald@martechmedical.com>
Ce: K180567 @docs.fda.gov

Subject: RE: K180567

Hi Kathleen,
Was there suppose to be an attachment?

Thanks,
Covartney Mg
Courtney Nix | Reguiatory Affairs Manager, North Amarice and EU
Medical Components, inc.

1489 Calp Or. » Harley
T: 216-266-4201 x 2285
Email: CHix@medoormpn

hn 4 (]A’Rs
IF 2152889191

IOV WV ED ek, medornpnet e

From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>

Sent: Thursday, April 12, 2018 8:55 AM

To: Patrick McDonald <pmcdonald@martechmedical.com>; Courtney Nix <cnix@medcampnet.com>
Cc: K180567 @docs.fda.gov

Subject: RE: K180567

Good Morning,

Sincerely,
Kathieen Fitzgernid

Nurse Consultant/Lead Reviewer
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024
CDRH/ODE/DAGRID/GHDB
U.S. Food & Drug Administration
White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov

cidimage002.png@01D21A30.0
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not
the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If you have received this document in error, please immediately notify us by emaif or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an advisory opinion, does not necessarily
represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Patrick McDonald [mailto:pmedanald@martechmedical.cam]

Sent: Wednesday, April 11, 2018 4:34 PM

To: Courtney Nix <cnix@medcompnet.com>; Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Ce: K180567 @docs.fda.gov

Subject: RE: K180567

Hi Kathleen,
Please find the attached.
Thanks,

Patrick McDonald
Phone: X 2302

From: Courtney Nix

Sent: Wednesday, April 11, 2018 4:25 PM

To: Fitzgerald, Kathleen <Kathieen.Fitzgerald@fda.hhs.gov>

Cc: K180567 @docs.fda.gov; Patrick McDonald <pmcedonald@martechmedical.com>
Subject: Re: K180567

Hi Kathleen,

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Apr 11, 2018, at 4:21 PM, Courtney Nix <cnix@ medcompnet.com> wrote:

HiKathleen,

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Apr 11, 2018, at 2:50 PM, Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> wrote:

Good Afternoon Courtney,

(b)(4) Deficiencies

Sincerely,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Kathieen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002

(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM
DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure,
dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us
by email or telephone found above.

This communication is consistent with 21 CFR 10.85({k} and constitutes an informal communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Friday, April 06, 2018 10:25 AM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Cc: K180567@docs.fda.gov

Subject: RE: K180567

Hi Kathleen,

Thanks,
Convartney Nise

Cowrtney Nix | Regulatory Affairs Manager, North America and EU
Muagical Companents, Inc.

From: Fitzgerald, Kathieen <Kathieen.Fitzgerald@fda.hhs.gov>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <cnix@medcompnet.com>

Cc: K180567 @docs.fda.gov

Subject: RE: K180567

Good Morning Courtney,

(b)(4) Deficiencies

Sincerely,
Kathleen Fitzgeraid

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

ImageOO .png

<image004.jpg> <image005.jpg> <image0086.jpg> <image007.jpg> <image008.jpg>
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT S PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM
DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure,
dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us
by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@{da.hhs.gov>
Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> wrote:

Hi Courtney,

(b)(4) Deficiencies

Sincerely,
Kathieen Fit:

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(30]) 796 6292
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN [INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. if you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby
notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. if you have received
this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85{k) and constitutes an informal communication that represents my best judgment at this time but does not
constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the
view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

(b)(4) Deficiencies

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Trhanks,
Covsrfney Niw
Courlnay Nix | Reguletory Affeirs Manager, North America and EU
Medigal Components, Ing,
1438 Delp Or. o Harleysville, 4 17478
4201 x 2

From: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>
Sent: Monday, March 12, 2018 7:56 AM

To: Courtney Nix <cnix@medcompnet.com>

Cc: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>
Subject: K180567 is on Hold Pending Your Response

March 12, 2018

Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification (510(k)) submission K180567.
Our review indicates that your 510(k) submission does not meet the criteria established for administrative completeness.
Thus, we regret to inform you that we are unable to conduct a substantive review of your submission at this time and are
placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the 510(k) number K180567,
addressing the elements identified as missing or inconsistent in the attached checklist to:

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Docurnent Control Center - WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from the date of this email. If you do
not correct the missing or inconsistent elements identified in the checklist by September 8, 2018, we will consider this 510(k)
submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 510(k)
submission.

For additional information regarding the Refuse to Accept Policy for S10(k)s please refer to the guidance document
available at
http:/f'www . fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ UCM3 1501 4.pdf.

*** This is a system- generated email notification ***

<K180567.510{k)Summary.FINAL.doc>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Hi Kathieen,
Please find the attached.
Thanks,

Patrick McDonald
Phone: X 2302

From: Courtney Nix

Sent: Wednesday, April 11, 2018 4:25 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>

Cc: K180567 @docs.fda.gov; Patrick McDonald <pmcdonald@martechmedical.com>
Subject: Re: K180567

Hi Kathieen,

IC 28

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Apr 11, 2018, at 4:21 PM, Courtney Nix <cnix@ medcompnet.com> wrote:

Hi Kathleen,
I'm offsite this week, | will send this to a regulatory associate right now so they can provide it to you. Thanks!

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

On Apr 11, 2018, at 2:50 PM, Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> wrote:

Good Afternoon Courtney,

(b)(4) Deficienci

Sincerely,
Kothleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM
DISCLOSURE UNDER LAW. if you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure,
dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us
by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Friday, April 06, 2018 10:25 AM
To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@{da.hhs.gov>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Cc: K180567@dacs.fda.gov
Subject: RE: K180567

Hi Kathleen,
Please see attached. Let me know if you have any additicnal questions.

Thanks,
Cosrtney Niw

Courtney Nix | Regulatory Affairs Manager, North America and EU

Medical Componente, Inc.
4 .
1

From: Fitzgerald, Kathieen <Kathleen.Fitzgerald@fda.hhs.gov>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <cnix@medcompnet.com>

Ce: K180567@docs.fda.gov

Subject: RE: K180567

Good Morning Courtney,

(b)(4) Deficiencies

Sincerely,
Kathleen Fitrgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM
DISCLOSURE UNDER LAW. if you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure,
dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us
by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!

Thanks, Courtney Nix
Regulatory Affairs Manager,
North America and Europe

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> wrote:

Hi Courtney,

(b)(4) Deficiencies

Sincerety,
Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

kathleen.fitzgerald@fda.hhs.gov

<image001.png>

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. {f you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby
notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received
this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85{k} and constitutes an informal communication that represents my best judgment at this time but does not
constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the
view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

b)(4) Deficiencie

Thanks,

Covarbney Nig
Caortney Mix | Regulatory Affairs Manager, North America and U
Madical Components, Ir
1460 Delp Dr. » Harley
T 215-256-4201 » 2285 C

From: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>
Sent: Monday, March 12, 2018 7:56 AM

To: Courtney Nix <cnix@medcompnet.com>

Cc: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov>
Subject: K180567 is on Hold Pending Your Response

March 12,2018
Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification (510(k)) submission K180567.
Our review indicates that your 510(k) submission does not meet the criteria established for administrative completeness.
Thus, we regret to inform you that we are unable to conduct a substantive review of your submission at this time and are
placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the 510(k) number K180567,
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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addressing the elements identified as missing or inconsistent in the attached checklist to:

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Docunient Control Center - WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from the date of this email. If you do
not correct the missing or inconsistent elements identified in the checklist by September 8, 2018, we will consider this 510(k)
submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 510(k)
submission.

For additional information regarding the Refuse to Accept Policy for 510(k)s please refer to the guidance document
available at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/UCM3 15014, pdf.

*** This is a system- generated email notification ***

<K180567.510{k)Summary.FINAL.doc>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FROM: L b 6
Medeomp Pr mcxpai Flectrical Enging

DATE: 212772018
SUBIECT: MRC3RO04/MRC3RDG04* Materials of Packaging Components

The packaging components in the C3 Wave System accessory pack
MRCIRO04/MRCIRDO04* are as follows:

Packaging Component
Bottom Web | Top Web | Adhesive
Material
CAS Number b 4 |
Applicable |
Packaging
Catalog Code | MRC3R004 | MRC3RO04 | MRC3R004

The pouch and headerbag are sealed by applying a heated bar under pressure for 3
select amount of time to boud the bottom web (Tyvek film layer) to the lop web
{clear LDPE film layer coated with polyester).

¥ ROTE: MRCIRO0F aid MRCIRDO0S are idenitcnl, thie “D wasadded i the cataiog vode that will be distributed b the

s,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medcomp®: C3 Wave System

K180567

510(k) SUMMARY

Special 510K

A. Submitter Information:

Submitter:

Registration Number:

Contact Person:

Date of Preparation:
B. Subject Device

Trade Name:
Device:

Product Code:

Regulation Description:

C.F.R. Section:
Class:

Regulation Medical
Specialty and Review
Panel:

C. Predicate Device

510(k) Number:
510(k) Holder:
Trade Name:
Device:

Product Code:

Regulation Description:

C.F.R. Section:
Class:

Regulation Medical
Specialty and Review
Panel:

Medcomp®: C3 Wave System
K180567 510(k) Summary

Medical Components Inc.
(dba Medcomp®

1499 Delp Drive
Harleysville, PA 19438

Tel: (215) 256-4201 x 2285
Fax: (215) 256-9191

2518902

Courtney Nix
Regulatory Affairs Manager,
North America and Europe

03/02/2018

C3 Wave System

Catheter, intravascular, Therapeutic Long-Term
Greater Than 30 Days

LJS

Percutaneous, implanted, long-term intravascular
catheter

880.5970

Il

General Hospital

K170934

Medcomp®

C3 Wave System

Catheter, intravascular, Therapeutic Long-Term
Greater Than 30 Days

LJS

Percutaneous, implanted, long-term intravascular
catheter

880.5970

Il

General Hospital

6-1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medcomp™: C3 Wave System

D. Subject of Submission:

The purpose of this submission is to expand the accessory packs offerings for the
C3 Wave System. The K170394 clearance includes three accessory packs. The
submission is to add an accessory code that contains a large drape. As a result, the
packaging system had to be revised to a larger header bag. All testing was
completed and is the subject of this submission.

E. Device Description:

C3 Wave is designed to provide a continuous display of electrocardiograph [ECG]
waveform to be used as a guide in placement of peripherally-inserted central
catheters [PICC] in the lower third of the Superior Vena Cava [SVC] of a patient.
The principle for operation of this system uses three ECG leads placed on the
patient’s chest and generates a third ECG lead by switching from RA to PICC stylet.
The ECG waveform is wirelessly transmitted to a tablet which allows the operator
to view and record changes to the ECG waveform as the tip of the catheter
approaches the heart. As the PICC catheter approaches the atrium of the heart, the
P wave in the ECG waveform shows substantial changes. This system is designed
to aid the visualization of changes in P wave amplitude.

The C3 Wave system must only be operated by a skilled nurse, physician, or trained
medical professional who has been qualified in placement of PICC’s and trained in
the proper use of this device.

F. Indications for Use:

The C3 Wave System is indicated for use in the positioning of Peripherally Inserted
Central Catheters (PICC). The C3 Wave provides real-time catheter tip location
information by displaying changes in the patient’s cardiac electrical activity. The C3
Wave is indicated for use as an alternative method to chest X-ray or fluoroscopy
confirmation of PICC tip placement in adult patients.

Note: Limiting, but not contraindicated, situations for this technique are patients
where cardiac rhythms may change presentation of the P-Wave:

-Atrial fibrillation

-Atrial flutter

- Severe tachycardia
-Pacemaker-Driven Rhythm

-Chronic obstructive pulmonary disease (COPD)

Such patients are easily identified prior to PICC insertion. Use of additional method
is hecessary to confirm catheter tip location.

G. Intended Use:

6-2
Medcomp®: C3 Wave System
K180567 510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medcomp™: C3 Wave System

C3 Wave System is intended to provide real time tip location information of a central
venous catheter by utilization of ECG to observe P-wave changes as the tip
approaches the right atrium of the heart via the superior vena cava.

H. Comparison to Predicate Devices:

Device

Indications
for Use

Table 6.1: 510(K) Summary: Design Comparison Matrix

Proposed Device:
C3 Wave System
(MRC3RD004)

The C3 Wave System
is indicated for use in
the positioning of
Peripherally Inserted
Central Catheters
(PICC). The C3 Wave
provides real-time
catheter tip location
information by
displaying changes in
the patient’s cardiac
electrical activity. The
C3 Wave is indicated
for use as an
alternative method to
chest X-ray or
fluoroscopy
confirmation of PICC
tip placement in adulit
patients.

Note: Limiting, but not
contraindicated,
situations for this

technique are patients

where cardiac rhythms
may change

presentation of the P-

Wave:

-Atrial fibrillation
-Atrial flutter- Severe
tachycardia
-Pacemaker-Driven
Rhythm
-Chronic obstructive
pulmonary disease
(COPD)

Such patients are
easily identified prior

Predicate Device:
C3 Wave System
(MRC3RD000)

The C3 Wave System
is indicated for use in
the positioning of
Peripherally Inserted
Central Catheters
(PICC). The C3 Wave
provides real-time
catheter tip location
information by
displaying changes in
the patient’s cardiac
electrical activity. The
C3 Wave is indicated
for use as an
alternative method to
chest X-ray or
fluoroscopy
confirmation of PICC
tip placement in adult
patients.

Note: Limiting, but not
contraindicated,
situations for this

technique are patients

where cardiac rhythms
may change

presentation of the P-

Wave:

-Atrial fibrillation
-Atrial flutter- Severe
tachycardia
-Pacemaker-Driven
Rhythm
-Chronic obstructive
pulmonary disease
(COPD)

Such patients are
easily identified prior

Substantially

Equivalent

Comparison

Unchanged

Medcomp®: C3 Wave System
K180567 510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medcomp™: C3 Wave System

to PICC insertion. Use | to PICC insertion. Use
of additional method is | of additional method is
necessary to confirm necessary to confirm
catheter tip location. catheter tip location.
User/Setting Prescription Use — Prescription Use — Unchanged
Hospital/Clinical Hospital/Clinical
Setting Setting
Patient/User iPad iPad Unchanged
Interface
System iPad, C3 Wave Hub, iPad, C3 Wave Hub, Unchanged
ECG Leads, C3 Wave | ECG Leads, C3 Wave
Remote Remote
Overall iPad, iPad Case, iPad, iPad Case, Equivalent; Change
System Remote, Remote Remote, Remote to Dimension of
Components Battery, Hub, Hub Battery, Hub, Hub Drape
{incl Battery, Hub Power Battery, Hub Power
Accessory Supply, Leads, Base, | Supply, Leads, Base,
Packs) ECG Clip Cable, ECG Clip Cable,
Remote Cover, Remote Cover,
Electrodes, Skip Prep, | Electrodes, Skip Prep,
Drape Drape
Sterile ECG Clip Cable, ECG Clip Cable, Equivalent; Change
Accessory Remote Cover, and Remote Cover, and to Dimension of
Pack Drape Drape Drape
Components
Drape 100" x 86” 45" x 40” Equivalent; Change
Dimensions to Dimension of
Drape
Sterilization Sterile Accessory Sterile Accessory Unchanged
Method Packs — EO Packs — EO
Packaging 12.250"x18.500” 17.500"x10.750” Equivalent; Change
Systems Tyvek Headerbag Tyvek Headerbag to Dimension of
Headerbag to
CSR wrapped kit CSR wrapped kit accomrgcr’:aée larger
placed inside a placed inside a P
Tyvek /LLDPE Tyvek /LLDPE
headerbag and headerbag and
shipped within a shipped within a
corrugated shipping | corrugated shipping
carton carton.
Testing ISTA 2A, Endotoxin, ISTA 2A, Endotoxin, Unchanged
{Accessory EO Residuals, and EO Residuals, and
Packs) LAL LAL

. Non-Clinical Testing
The Following non-clinical testing was completed on the modified accessory pack
(larger drape and headerbag). Testing was performed as a resulit of the risk
assessment and design control activities based on the subject device modifications
from the cleared predicate.

Medcomp®: C3 Wave System
K180567 510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medcomp™: C3 Wave System

Biocompatibility:

Biocompatibility was performed for the device modifications per ISO 10993-1 for a
skin contacting surface device, with limited exposure (i.e. less than 24 hours).

CYTOTOXICITY:
ISO 10993-5: 2009; Biological Evaluation of Medical Devices — Part 5: Tests for In
Vitro Cytotoxicity

SENSITIZATION:
ISO 10993-10; Biological Evaluation of Medical Devices — Part 10: Tests for
Irritation and Skin Sensitization

IRRITATION:
ISO 10993-10; Biological Evaluation of Medical Devices — Part 10: Tests for
Irritation and Skin Sensitization

Sterilization testing on the modified subject device:

The sterilization cycle was developed using the Overkill Approach defined in
ANSIAAMI/ISO 11135-1: 2014, Annex B. The Microbiological Performance
Qualification was performed in accordance with ANSI/AAMI/ISO 11135-1: 2014,
section 9.4.2 and the Physical Performance Qualification was performed in
accordance with section 9.4.3.

The residuals for C3 ECG Cable Accessory Pack (MRC3RDO004) were in
accordance with AAMIVANSI/ISO 10993-7:2008, Biological Evaluation of Medical
Devices- Part 7: Ethylene Oxide Sterilization Residuals, the maximum level is
4/mg/device.

The packaging integrity of the pouch seal was validated with a dye test per ASTM F
1929-15.

The strength of the packaging seal was validated with a compressed air burst test
per ASTM F1140/F1140M-13.

J. Summary of Substantial Equivalence:

Based on the indications for use, design, and performance testing results,

the modified subject device raises no new questions of safety or effectiveness
compared to the predicate device and is substantially equivalent to the predicate
device, C3 Wave System (K170934).

6-5
Medcomp®: C3 Wave System
K180567 510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FODD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATION NUMBER: L ___
Write the Payment Identification number on your chack

A completed cover sheat must accompany sach original application or supplerent subject to fees, If payment is sent by U5, matl
or courier, please indude a copy of this completed form with payment. Payment and madling instructions can be found at:

Fikps/ fwwn fda.govioe/mdufma/coversheet html

1. COMPANY NAME AND ADDRESS (include name, street
address, city state, country, and post office code)

MEDCOMP
1499 DELP OR
HARLEYSVILLE
RAIS43E
W5
1,1 EMPLOYER IDENTIFICATION NUMBER (EIN)
FrERRL LA

2. CONTACT NAME
Courtney Mix

2.1 BE-MAIL ADDRESS
Chix®medcomgpriel.com

2,2 TELEPHONE NUMBER. (include Area code)
215-2564201

2.3 FACSIMILE {FA) NUMBER (Inchude Area code)

3. TYPE OF PREMARKET APPLICATION {Select one of the following in each column; if vou are unsure, please refer to the

apglication descriptions at the following web site;

hitp: /fwww. fda.gov/MedicaiDevices/DaviceRegulationandGuidance/GuidanceDacuments/ucm345263.him

Selectan application type: ,
[X] Premarkat notification{510(k}); except for third party
[ 1513{g) Requast for Information
[ ] Biologics License Application (BLAY
[ 1 Pramnarket Approval Application (PMA}

1] Modular PMA

{1 Product Development Protocol {PDP)
[ ] Premarket Report (PMR)

[ 1.30-Day Notice

[ 7 De Novo Reguest

3.1 Selact a center

[X] CORH

[ 1CBER

3.2 Sedect one of the types below
IX] Original Application
Supplement Types:

[ 1 Efficacy (BLA)

[ 1Panel Track (PMA, PMR, PDP)

[ ] Reai-Time (PMA, PMR, PDP;

[ ] 1BO-cay {(PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on defermining this status)

[ 1YES, I meet the small business criteria and have submitied the reguired

gualifying documents to FDA

X1 NO, T am not & small business

4.1 If Yes, please enter your Small Business Dedision Number;

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE THAT
IS DUE TO FDA, HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

IXT YES (Al of vour establishments have registered and paid the fee, or this is your first device and you will register and pay the
fee within 30 days after entering into an operation that requires you to register and submit device listing information,)

[ 1 NG (5 you currently market a medical device and your establishment is requived to register and :submit device fisting
iformation, FDA will not aceept vour submission until vou have paid all fees due to FDA, See

hitp: / fwww. feda.gov/MedicalDevices/DeviceRegulationandGuidance/HowinMarketYourDevice/RegistrationandlListing/uemG53 165 bt

for additional information)

6. 1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF 5D, CHECK THE

APPLICABLE EXCEPTION,

[ ] This application is the first PMA submitted by a guslified small

business, including any affilfates

{ ] This biclogics application is submitfed under saction 351 of the
Public Health Service Act fora product licensed for further

manufacturing use only

[ 1 The sole purpase of the application i to support
conditions of use for a pediatvic population

[ ] The application 5 subiitted by a state or federal
povernment antily for & devies that is not'to be distributed
commearcially

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN & PEDIATRIC
BPOPULATION THAT NOW PROPOSES CONDITION OF LISE FOR ANY ADULT POPULATION? (If sn, the application s subjedt to the
fee that applies for an original premarkat approval application (PMA).

[]YES [X] NG

PAPERWORK REDUCTION ACT STATEMENT

Public reporting burden for this collection of information is estimated to average 18 minutes par response, induding the thme for
reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing
the collection of information. Send cormments regarding this burden estimate ar any other aspect of this collection of information,
including suggestions for reducing this burden, to the addrass bejow,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Deparkment of Health and Human Services, Food and Drug Administration, Office of Chief Information Officer, 8455 Calesville

Road, COLE-14-14253 Silver Spring, MD 20943-0002
{Please do NOT returr this form ta the above address, except as it pertains to comments on the burden estimate. ]

8, USFR FFE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
] ' 03-Mar-2018

Yooty £ 300 4103174

"Close Window” Pring Cover shag

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Hi Kathleen,

Please see attached. Let me know if you have any additional gquestions.

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C:i E F: 215-256-9191

.................

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www .medcompnet.com<http://www.medcompnet.comn/>

From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <cnix@medcompnet.com>

Cc: K180567@docs.fda.gov

Subject: RE: KI180567

Good Morning Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292

kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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[cid:image004.jpgRO1D21A3D.01E3F6D0] <https://twitter.com/US FDA>
[cid:image005.jpg@0O1ID21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin>
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<http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=4S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please iImmediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!
Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Hi Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer
CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002

(301) 7%6 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
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Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=§S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

b)(4) Deficiencies

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C:é i F: 215-256-9191

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www.medcompnet .com<http://www.medcompnet.com/>

=]

From: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Sent: Monday, March 12, 2018 7:56 AM
To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Subject: K180567 is on Hold Pending Your Response
March 12, 2018
Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification
(510 (k)) submission K180567. Our review indicates that your 510(k) submission does not
meet the criteria established for administrative completeness. Thus, we regret to
inform you that we are unable to conduct a substantive review of your submission at
this time and are placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the
510 (k) number K180567, addressing the elements identified as missing or inconsistent in
the attached checklist to:

U.S. Food and Drug Administration

Center for Devices and Radiological Heath

Document Control Center - WO66-G609

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from
the date of this email. If you do not correct the missing or inconsistent elements

identified in the checklist by September 8, 2018, we will consider this 510 (k)
submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative
review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the
lead reviewer assigned to your 510 (k) submission.

For additional information regarding the Refuse to Accept Policy for

510 (k) s<http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidanc
eDocuments/UCM315014.pdf> please refer to the guidance document available at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocumen
ts/UCM315014.pdE.

**%% This is a system-generated email notification **x*

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Thanks Kathleen! Would you like us to put it on letterhead?
Thanks,
Courtney Nix
Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.
1499 Delp Dr. &- Harleysville, PA 19438
T: 215-256-4201 x 2285 C: b F: 215-256-9191
Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www .medcompnet .com<http://www.medcompnet .com/>
From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Sent: Thursday, April 12, 2018 9:56 AM
To: Courtney Nix <cnix@medcompnet.com>; Patrick McDonald <pmcdonald@martechmedical.com>
Cc: K180567@docs.fda.gov

Subject: RE: K180567

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer
CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
[cid:image002.png@O1D21A3D.01E3F6D0]<http://www.fda.gov/>
cid:image003.jpg@01D21A3D.01E3F6D0

cid:image004.jpg@01D21A3D. 01E3F6DO0
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[
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<https://twitter.com/US FDA>
<http://www.youtube.com/user/USFoodandDrugAdmin>
<http://www.flickr.com/photos/fdaphotos/>

[N

cid:image006.jpg@01D21A3D.01E3F6D0
cid:image007.jpgR@01D21A3D.01E3F6D0]
<http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=4S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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rom: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Thursday, April 12, 2018 92:23 AM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>; Patrick
McDonald <pmcdonald@martechmedical.com<mailto:pmcdonald@martechmedical.com>>

Cc: K180567@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567
Hi Kathleen,
Was there suppose to be an attachment?

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C: | | F: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www .medcompnet .com<http://www.medcompnet.com/>

From: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>
Sent: Thursday, April 12, 2018 8:55 AM

To: Patrick McDonald
<pmcdonald@martechmedical.com<mailto:pmcdonald@martechmedical.com>>; Courtney Nix
<cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567

Good Morning,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

[cid:image002.png@O1D21A3D.01E3F6D0]<http://www.fda.gov/>

[cid:image003.jpg@01D21A3D.01E3F6D0] <https://www.facebook.com/FDA>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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[cid:image004.jpgR@C1D21A3D.01E3F6D0] <https://twitter.com/US_FDA>
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[cid:image007.jpg@01D21A3D.01E3F6D0]
<http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=&3=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Patrick McDonald [mailto:pmcdonald@martechmedical.com]
Sent: Wednesday, April 11, 2018 4:34 PM

To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>; Fitzgerald,
Kathleen <Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567
Hi Kathleen,
Please find the attached.

Thanks,
Patrick McDonald

Phone: X 2302

From: Courtney Nix
Sent: Wednesday, April 11, 2018 4:25 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Cc: K180567@docs.fda.gov<mailto:K180567@docs.fda.gov>; Patrick McDonald
<pmcdonald@martechmedical.com<mailto:pmcdonald@martechmedical.com>>

Subject: Re: K180567

Hi Kathleen,

(b)(4) Deficiencies

Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

On Apr 11, 2018, at 4:21 PM, Courtney Nix
<cnix@medcompnet.com<mailto:cnix@medcompnet.com>> wrote:

Hi Kathleen,

(b)(4) Deficiencies

Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Apr 11, 2018, at 2:50 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Good Afternoon Courtney,

b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

<image003.png><http://www.fda.gov/>

<image004.jpg><https://www.facebook.com/FDA>

<image005.jpg><https://twitter.com/US FDA>
<image(06.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image(007.jpg><http://www.flickr.com/photos/fdaphotos/>
<image008.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=4S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Friday, April 06, 2018 10:25 AM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567
Hi Kathleen,
Please see attached. Let me know if you have any additional questions.

Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C: | iF: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www .medcompnet .com<http://www.medcompnet.com/>

From: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567

Good Morning Courtney,

(b)(4) Deficiencies

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Please email me the requested information by 4-9-2018 by 11AM EST. Thank you.

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
<image003.png><http://www.fda.gov/>
<image004.jpg><https://www.facebook.com/FDA>
<image005.Jjpg><https://twitter.com/US FDA>
<image006.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image007.jpg><http://www.flickr.com/photos/fdaphotos/>

<image008.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=&S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: Re: K180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!
Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Hi Courtney,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 209893-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
<image00l.png><http://www.fda.gov/>
<image002.jpg><https://www.facebook.com/FDA>
<image003.jpg><https://twitter.com/US FDA>
<image004.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image005.jpg><http://www.flickr.com/photos/fdaphotos/>

<image006.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=¢S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

(b)(4) Deficiencies

estions? act FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Thanks,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C:i {F: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www .medcompnet .com<http://www.medcompnet.com/>

v

rom: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Sent: Monday, March 12, 2018 7:56 AM
To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Subject: K180567 is on Hold Pending Your Response
March 12, 2018
Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification
(510(k)) submission K180567. Our review indicates that your 510 (k) submission does not
meet the criteria established for administrative completeness. Thus, we regret to
inform you that we are unable to conduct a substantive review of your submission at
this time and are placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the
510 (k) number K180567, addressing the elements identified as missing or inconsistent in
the attached checklist to:

U.3. Food and Drug Administration

Center for Devices and Radiological Heath

Document Control Center - W066-G609

10203 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from
the date of this email. If you do not correct the missing or inconsistent elements

identified in the checklist by September 8, 2018, we will consider this 510 (k)
submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative
review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the
lead reviewer assigned to your 510 (k) submission.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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For additional information regarding the Refuse to Accept Policy for
510 (k) s<http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidanc
eDocuments/UCM315014.pdf> please refer to the guidance document availakle at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocumen

ts/UCM315014.pdE.

**%* This is a system-generated email notification **x*

<K180567.510 (k) Summary.FINAL.doc>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

Nate; Complste this seclion if yvour applicafion or sUbmission citks standards or includds 8 "Declaration of Conformity o & Recognized
Sfandard” statamant.
Stantlards Ne. Standards Standards Title Version Datle
Organization o e s . N . . .
10991y 150 14408 TSRO 10993-7 Second edition Z008-10-15, binlogical Second Editan
o evaluation of medical devices - part 7 athnvlepe oxide sterilizaizon PR
residus {inchuding technival cormigandwn ¥ {2009} { Steritiny) T 52008
Standards No. Standards Standards Title Version Date
Organization )
P13 IS0 14-452: 180 11133 Second edition 2014, sterilization of heajth-care Second Edilion
products - ethylene oxide - requirsients for the development, VU014
validation and routine control of asteritization process for medival OL0L20)
dewices. (Swenlin}
Standards No. Standards Standards Tide Version Date
Organizakion i
ANSIETT2 e 14360 AAMT FANSISTTZ 201V ARIZ01E, bacterisl endolering - ARG
AAMES ANSE et 1t bl ; o eertives b el tectt -
test methods, roune moniterig, and aliefmutives o bateh tesung,
{Breriliy} JLIARZGHE
Standards Na. Standards Standaras Titke Version Date
Organization )
16071 ) 180 F1687-1; 2008+4 12014, packaging for terminaby sterilized Z008+A 120014
180 medical devices- part 11 requiremems for materials, stetile barrier — -
systems aud packaging systems {ineluding: amendment | (2014)]. 009+ALZ014
{Sterilivyy
Standards No. Stancards Standards Tille Version Data
Organization ) o . ) .
11607-2 v 144550 T8O 11867-2 First edition 2006-04-15, packagmg for First Edition
150 terminally sieriipzed medical devices - part 2; volidation requirenients o
for forming, sealing arid assembly processes fincluding: amendment Ga/1572006
{20743 (Seerility}
Standards No. Standards Standards Title Version Data
Qrganization
_’,4-"
e -
M"""“—‘Jﬂ‘
-v"""“M
MN"M
A
Ikl q
6
Standards No. gtandardﬁ Standards Tille : o j‘\,\ . Version Date
rgarization e . ; FAN
...w-"‘"“"’ww
..pf""««w
‘f-“‘"dﬂ
s
i
Please include any additionat standards (o be cifad on a separate page.
Ths secrion applies only to réquirements of the Paperwork Reduction Act of 1995,
PO NOT SENBYOUR COMPLETED FORM TGO THE PRA STAYF ADDRESS BELOW.*
The burden time for this collection of information i3 estimated o average 0.5 hour per response, fncloding the time lo teview instracticns, search
gxisting ‘data soarces, gather and maintain the data needed and complete and review the eollectivo of information. Sepd comments yegarding this
burden estimate or any other aspect of this infarmation collection, including suggestions for reducing this burden, 1o;
Dieparimnent of Health and Human Services
Fuod aud Dirug Adninistration
Office of Chitef Tufotmanion Officer
Paperwork Reduction Aot (PRA) Staff
1350y Piccard Lirive, Room 400
Rodirvilie, MD 20850
A agency-mayne! coridict.or sporsor, and g person iz not reguired o réghiond to, a coliection af’
information-unless 1t displays o ciwrenily valid OMB control mumber,

FORRM FOA 3514 (1/13) Fags 6 of 6 Pages

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Seolion 2 G Coversheet and Kt Certification

Table 2.1 Catglog Code and Description

Catalog Code Description
MRGIRDO04 C3 Wave ECGE Cable

Accessory Pack

medcoMP
1499 Deip Deive
Havleysvifle, PA 19438
el 215-256-4201
Fuax, 215-256-1787

Www, medcoinpret com

Medcomp® C3 Wave Sysiem
Section 2: CORH Covershest
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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December 6, 2017

Medical Components, Inc (dba Medcomp)

Courtney Nix

Regulatory Affairs Manager, North American and Europe
1499 Delp Drive

Harleysville, Pennsylvania 19438

Re: K170934
Trade/Device Name: C3 Wave System
Regulation Number: 21 CFR 880.5970
Regulation Name: Percutancous, implanted, long-term intravascular catheter
Regulatory Class: Class 11
Product Code: LIS
Dated: October 27, 2017
Recetved: November 6, 2017

Dear Courtney Nix:

We have reviewed your Section 310(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 labeling must be truthful and not misleading.

If your device is classified (see above) into either class H (Special Controls) or class I (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 publish further announcements
concerning your device in the Federal Register.

U.S. Food & Drug Administration
10803 New Hampshire Avenue
Sitver Spring, M 20993
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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 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.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse cvents under the MDR regulation (21 CFR Part
803), please go to hitp/fwww. fda.gov/MedicalDevices/Salptv/ReportaProblenydefanit bum for the CDRH's
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

For comprehensive regulatory information about medical devices and radiation-emitting products, inchuding
information about labeling regulations, please see Device Advice

Chitos:wwrw Tda. sov/Medical Devices/ Device Resulationandfuidance/) and CDRH Learn

(httpsfwww, fda,gov/Training/CD R HLearn). Additionally, you may contact the Division of Industry and
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website
(hitp://www. fda. cov/DICE) for more information or contact DICE by email (DICE(utda hhs, gov) or phone
(1-800-638-2041 or 301-796-7100).

Sincerely,
>Tina Kiang -
5

Tina Kiang, Ph.D.
Acting Director
Division of Anesthesiology,

General Hospital, Respiratory,

Infection Control, and Dental Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Summary: K170934

Submitter information:

Submitter:

Registration Number:

Contact:

Date Prepared:

Medcomp®

1499 Delp Drive
Harleysville, PA 19438

Tel: (215) 256-4201, x 2285
Fax: (215) 256-9191

2518902
Courtney Nix
Cnix@Medcompnet.com

Regulatory Affairs Manager: North America and EU

November 28, 2017

Proposed or Subject Device information:

Trade Name:

Device:

Product Code:

Regulation Description:

C.F.R. Section:
Class:
Regulation Medical

Specialty and Review
Panel:

C3 Wave System

Catheter, intravascular, Therapeutic Long-Term
Greater Than 30 Days

LJS

Percutaneous, implanted, long-term intravascular
catheter

880.5970

General Hospital

Predicate Device Information:

510(k) Number:
510(k) Holder:
Trade Name:

Device:

Product Code:

Medcomp®: C3 Wave System
K170934

K143238
Medcomp®
C3 Wave System

Catheter, intravascular, Therapeutic Long-Term
Greater Than 30 Days

LJS

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Regulation Description: Percutaneous, implanted, long-term intravascular
catheter

C.F.R. Section: 880.5970

Class: !

Regulation Medical
Specialty and Review
Panel: General Hospital

E. Purpose for Submission:

The primary purpose of this submission is to revise the indications for use for the C3
Wave System. The indications currently included, cleared by C3 Wave System
K143238, “Confirmation of tip placement should be verified according to clinical
judgement and established hospital protocol (e.g., Chest X-Ray, Fluoroscopy).” The
proposed indications will revise this statement to read “for use as an alternative
method to chest X-ray or fluoroscopy confirmation of PICC tip placement in aduit
patients.”

The proposed C3 Wave System is equivalent to the cleared C3 Wave System,
K143238, in device design, materials and materials. The changes to the cleared
device include the hardware to the hub portion of the system, software, and the
indications for use.

F. Device Description:

C3 Wave is designed to provide a continuous display of electrocardiograph [ECG]
waveform to be used as a guide in placement of peripherally-inserted central
catheters [PICC] in the lower third of the Superior Vena Cava [SVC] of a patient.
The principle for operation of this system uses three ECG leads placed on the
patient’s chest and generates a third ECG lead by switching from RA to PICC stylet.
The ECG waveform is wirelessly transmitted to a tablet which allows the operator
to view and record changes to the ECG waveform as the tip of the catheter
approaches the heart. As the PICC catheter approaches the atrium of the heart, the
P wave in the ECG waveform shows substantial changes. This system is designed
to aid the visualization of changes in P wave amplitude.

The C3 Wave system must only be operated by a skilled nurse, physician, or trained
medical professional who has been qualified in placement of PICC’s and trained in
the proper use of this device.

G. Indications for Use:

The C3 Wave System is indicated for use in the positioning of Peripherally inserted
Central Catheters (PICC). The C3 Wave provides real-time catheter tip location
information by displaying changes in the patient’s cardiac electrical activity. The C3
Wave is indicated for use as an alternative method to chest X-ray or fluoroscopy
confirmation of PICC tip placement in adult patients.

Medcomp®: C3 Wave System
K170934

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Note: Limiting, but not contraindicated, situations for this technique are patients
where cardiac rhythms may change presentation of the P-Wave:

-Atrial fibrillation

-Atrial flutter

- Severe tachycardia

-Pacemaker-Driven Rhythm

-Chronic obstructive pulmonary disease (COPD)

Such patients are easily identified prior to PICC insertion. Use of additional method
is necessary to confirm catheter tip location.

H. Intended Use:

C3 Wave System is intended to provide real time tip location information of a central
venous catheter by utilization of ECG to observe P-wave changes as the tip

approaches the right atrium of the heart via the superior vena cava.

L Comparison to Predicate Device:

The C3 Wave system is substantially equivalent to the predicate device.

510(K) Summary: Comparison Table

Device

Indications
for Use

Proposed Device:
The C3 Wave System
K170934

The C3 Wave System is
indicated for use in the
positioning of Peripherally
Inserted Central Catheters
(PICC). The C3 Wave
provides real-time catheter
tip location information by
displaying changes in the
patient’s cardiac electrical
activity. The C3 Wave is
indicated for use as an
alternative method to chest
X-ray or fluoroscopy
confirmation of PICC tip
placement in adult patients.

Note: Limiting, but not
contraindicated, situations
for this technique are
patients where cardiac
rhythms may change
presentation of the P-Wave:
-Atrial fibrillation
-Atrial flutter- Severe
tachycardia
-Pacemaker-Driven Rhythm

Predicate Device:
The C3 Wave System
{K143238)

The C3 Wave System is
indicated for use as a
supplemental aid in
positioning for Peripherally
Inserted Central Catheters
(PICC) in adult patients. It
provides real-time catheter
tip location information by
using the patient’s cardiac
electrical activity.
Confirmation of tip
placement should be
verified according to clinical
judgement and established
hospital protocol (e.g.,
Chest XRay, Fluoroscopy).
Note: Limiting, but not
contraindicated, situations
for this technique are
patients where cardiac
rhythms may change
presentation of the P wave:
atrial fibrillation, atrial
flutter, severe

tachycardia, pacemaker
driven rhythm, and chronic

Substantially
Equivalent
Comparison
The subject
device is
indicated as an
alternative
method to chest
X-ray or
fluoroscopy
confirmation of
PICC tip
placement in
adult patients,
subject to the
noted limitations.
The differences
between the
subject and
predicate device
indications for use
do not raise
different
questions of
safety and
effectiveness.
Performance data
was provided to
verify the design

Medcomp®: C3 Wave System

K170934

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Operating
Principle/Technology:

The C3 Wave system consists
of an iPad® monitor, a C3 hub,
and remote control.

First, the hub, which can be
placed on the patient’s chest,
collects the ECG signal from
the surface ECG (via ECG
chest pad electrode leads)
and the intravascular ECG
(lead connected to the
catheter stylet).

Next, the waveform is sent
wirelessly by Bluetooth™
technology from the hub to the
mobile application.

Then, the C3 mobile
application, installed on an
iPad®, displays the ECG
waveform. Hence, the
medical professional can
monitor the location of the
PICC catheter through the
ECG waveform and,
specifically, monitor the P-
wave shape and amplitude
which indicates tip position
relative to the sinoatrial node.
Further, sterility can be
maintained during the entire

-Chronic obstructive obstructive pulmonary and labeling
pulmonary disease (COPD) | disease (COPD). adequately
Such patients are easily Such patients are easily support the
identified prior to PICC identified prior to PICC revised
insertion. Use of additional | insertion. Use of additional indications for
method is necessary to confirmation method is use.
confirm catheter tip necessary to confirm
location. catheter tip location.

User/Setting Prescription Use — Prescription Use — Equivalent

Hospital/Clinical Setting Hospital/Clinical Setting
Patient/User iPad iPad Equivalent
Interface
System iPad, C3 Wave Hub, ECG iPad, C3 Wave Hub, ECG | Equivalent

Leads, C3 Wave Remote Leads, C3 Wave Remote
Sterilization Sterile Accessory Packs — Sterile Accessory Packs — | Equivalent
Method EO EO
Energy Source Mains power (battery Mains power (battery | Equivalent

backed) backed)

EMC & Electrical IEC 60601-1 IEC 60601-1 Equivalent
Safety IEC 60601-1-2 IEC 60601-1-2

ATTRIBUTE C3 Wave (Proposed Device] | C3 Wave System (K143238)

The C3 Wave system consists
of an iPad® monitor, a C3 hub,
and remote control.

First, the hub, which can be
placed on the patient’s chest,
collects the ECG signal from
the surface ECG (via ECG
chest pad electrode leads) and
the intravascular ECG (lead
connected to the catheter
stylet).

Next, the waveform is sent
wirelessly by Bluetooth™
technology from the hub to the
mobile application.

Then, the C3 mobile
application, installed on an
iPad®, displays the ECG
waveform. Hence, the medical
professional can monitor the
location of the PICC catheter
through the ECG waveform
and, specifically, monitor the P-
wave shape and amplitude
which indicates tip position
relative to the sinoatrial node.
Further, sterility can be
maintained during the entire
process as the C3 Wave

Medcomp®: C3 Wave System

K170934

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

process as the C3 Wave system is controlled using a
system is controlled using a remote control.
remote control.

The proposed C3 Wave System is equivalent to the cleared C3 Wave System,
K143238, in device design, materials and materials. The changes to the proposed
device from the predicate are in the hardware to the hub portion of the system,
software and the expanded indications for use.

Through performance bench testing, the subject device has demonstrated that it is
substantially equivalent to the predicate.

J. Non-Clinical Performance Testing

Testing

IEC 60601-1:2006+A12:2014 Medical electrical equipment - {EC 60601-1 Test
Part 1: General requirements for basic safety and essential Report (E468297-D1-
performance IT-1)

IEC 60601-1-2:2007 Medical electrical equipment - Part 1-2: IEC 60601-1-2 Test
General requirements for basic safety and essential Report (R-2642P)

performance - Collateral standard: Electromagnetic
compatibility - Requirements and tests

IEC 62304:2006 Medical device software — Software life cycle | IEC 62304 Test Report
processes

Equipment Interaction

C3 Wave Remote —
Updated Firmware

C3 Wave Application
Software — Equipment
Interaction *Software
Driven Warnings”

C3 Wave — Equipment
Interaction (C3 Wave
Application iPad
Software)

Lextech - Medcomp
functionality checklist
VPI - Hub firmware test

VPI - Remote firmware
test

ISTA-2A Partial simulation performance test procedure Non-Sterile C3 Wave
Accessory Pack- ECG
Electrodes Test
Summary

Medcomp®: C3 Wave System
K170934

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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C3 Wave Navigation
System w/ iPad - ISTA-
2A Shipping Test
Summary

ISTA-1A Non-simulation integrity performance test procedure

C3 Wave Hub - ISTA-
1A Shipping Test

IEC 62133:2013 Secondary cells and batteries containing
alkaline or other non-acid electrolytes - Safety requirements for
portable sealed secondary cells, and for batteries made from
them, for use in portable applications

IEC 62133 CB Test
Certificate (4307556.50)

47 CFR Part 15, Subpart C Intentional Radiators

Bluetooth Low Energy
Certification Test
Report (10463456A)

Bluetooth Low Energy
Certification Test
Report (10463456B)

EN 300 328 V1.8.1
Certification Test
Report (14L18625-
E1)(Remote)

EN 300 328 V1.8.1
Certification Test
Report (14L18625-
E2)(Hub)

RSS-210 License-Exempt Radio Apparatus: Category |
Equipment

Bluetooth Low Energy
Certification Test
Report (10463456A)

Bluetooth Low Energy
Certification Test
Report (10463456B)

EN 300 328 V1.8.1
Certification Test
Report (14L18625-E1)

EN 300 328 V1.8.1
Certification Test
Report (14L18625-E2)

ETSI EN 300 328 V1.8.1 Electromagnetic compatibility and
Radio spectrum Matters (ERM); Wideband transmission
systems; Data transmission equipment operating in the 2,4 GHz
ISM band and using wide band modulation techniques;
Harmonized EN covering the essential requirements of article
3.2 of the R&TTE Directive

EN 300 328 V1.8.1
Certification Test
Report (14L18625-E1)

EN 300 328 V1.8.1
Certification Test
Report (14L18625-E2))

ETSI EN 301 489-17 V2.2.1 Electromagnetic compatibility and
Radio spectrum Matters (ERM); ElectroMagnetic Compatibility
(EMC) standard for radio equipment; Part 17: Specific
conditions for Broadband Data Transmission Systems

Bluetooth Low Energy
Certification Test
Report (10463456A)

Bluetooth Low Energy
Certification Test
Report (10463456B)

Medcomp®: C3 Wave System
K170934

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bluetooth 4.1 Low Energy RF PHY
Test Specification (TS):
Test Suite Structure
(TSS) and Test
Purposes (TP) RF-
PHY.TS.4.1.0 (UL-
BQT-
RP10522414JD01A
V2.0) (Hub)

Low Energy RF PHY
Test Specification (TS):
Test Suite Structure
(TSS) and Test
Purposes (TP) RF-
PHY.TS.4.1.0 UL-BQT-
RP10522414JD02A
V2.0 (Remote)

In addition to demonstrating performance in accordance with these standards, the
submission contained information recommended in FDA guidance documents for software
and cybersecurity:

e Content of Premarket Submissions for Software Contained in Medical Devices.
e« Content of Premarket Submissions for Management of Cybersecurity in Medical
Devices

The current released version of the C3 Wave app is 2.0.3. The current released remote
firmware is version 16. The current released hub firmware is version 39.

Clinical and Human Factors Testing

Clinical and human factors studies were collected/performed to evaluate the C3 Wave
System.

Clinical Study

Clinical Surveys were completed to demonstrate that various PICC line nurses of
different years of experience can successfully insert the PICC Line based on their
ability to read the ECG display on the iPad

« Objective: To demonstrate clinical acceptance between the MedComp C3 Wave
System ECG Tip Confirmation System positioning results and traditional
portable chest xray in determining proper distal tip location during a PICC
procedure.

¢ Methods: A total of 303 PICCs were to be placed at two healthcare facilities
using the C3 Wave System ECG Tip Confirmation System in accordance with
the instructions for use. A subsequent portable chest x-ray was to be obtained,
with the patient position similar of PICC placement, to ascertain acceptable tip
location of PICC. The clinician was to complete an electronic survey document
to capture specific data points within each procedure including insertion related

Medcomp®: C3 Wave System
K170934
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assessments and final catheter functionality questions referred to as the Bundie
Protocol.

Outcome: The C3 Wave System has demonstrated a 88% success rate when the
Bundie Protocol Parameters were met.

Human Factors

Human Factors Testing has been conducted to evaluate the application of the C3
Wave System when used to confirm PICC tip position as an alternative method to
chest X-ray or fluoroscopy confirmation. Participants in the study were
representative of the population who place PICC lines in the clinical environment
where the product is intended to be used, e.g., hospital wards, acute care centers,
extended care centers, alternate care centers, and outpatient clinics. Clinicians with
experience in the placement of PICC lines were recruited for the study. No critical
task failures were observed in the study.

K. Summary/Conclusion of Substantial Equivalence:

In conclusion, the proposed device, C3 Wave System, is equivalent to the predicate
device, C3 Wave System (K143238).

Medcomp®: C3 Wave System
K170934

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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April 12, 2018</br></br><p>We have completed our review. Please refer to the attached
letter for details.</p>

<p>If you have any questions, please contact the lead reviewer assigned to your
submission, Kathleen Fitzgerald.</p>

<br><br><br><p>*** This is a system-generated email notification ***</p>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Good Afternoon Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>
[cid:image002.png@01D21A3D.01E3F6D0] <http://www.fda.gov/>
[cid:image003.jpgRO01D21A3D.01E3F6D0] <https://www.facebook.com/FDA>
[cid:image004.jpgR@O1D21A3D.01E3F6D0] <https://twitter.com/US FDA>
[cid:image005.jpg@O1D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin>
[cid:image006.jpg@O1D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/>

[

cid:image007.jpg@C1iD21A3D. 01E3F6D0]
<http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=&S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FRCM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]

Sent: Friday, April 06, 2018 10:25 AM

To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov>
Cc: K180567@docs.fda.gov

Subject: RE: K180567
Hi Kathleen,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024
Please see attached. Let me know if you have any additional gquestions.
Thanks,
Courtney Nix
Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C:E EF: 215-256-9191

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www .medcompnet .com<http://www.medcompnet .com/>

From: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>
Sent: Thursday, April 05, 2018 9:43 AM

To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: K180567Q@docs.fda.gov<mailto:K180567@docs.fda.gov>

Subject: RE: K180567

Good Morning Courtney,

(b)(4) Deficiencies

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer

CDRH/ODE/DAGRID/GHDB

U.3. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002
(301) 796 - 6292
kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

[cid:image002.png@01D21A3D.01E3F6D0] <http://www.fda.gov/>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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[cid:image003.jpg@C1D21A3D.01E3F6D0]<https://www.facebook.com/FDA>
[cid:image004.jpgR@01ID21A3D.01E3F6D0] <https://twitter.com/US FDA>
[cid:image005.jpgRO1D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin>
[cid:image006.jpgRO1D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/>
[cid:image007.jpg@O0LlD21A3D.C1E3F6DO]
<http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=4S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please Immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k}) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opilnion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 7:12 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: Re: KI180567 is on Hold Pending Your Response

Thanks Kathleen, sorry for the confusion! Have a great night!
Thanks, Courtney Nix
Regulatory Affairs Manager,

North America and Europe

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>> wrote:

Hi Courtney,

(b)(4) Deficiencie

Sincerely,

Kathleen Fitzgerald

Nurse Consultant/Lead Reviewer
CDRH/ODE/DAGRID/GHDB

U.S. Food & Drug Administration

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20983-00C2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(301) 796 - 6292

kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>

<image00l.png><http://www.fda.gov/>

<image002.]jpg><https://www.facebook.com/FDA>

<image003.Jjpg><https://twitter.com/US FDA>
<image004.jpg><http://www.youtube.com/user/USFoodandDrugAdmin>
<image005.jpg><http://www.flickr.com/photos/fdaphotos/>
<image006.jpg><http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
>

Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?0=400&D=430&B=433&E=§S=E

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

I

From: Courtney Nix [mailto:cnix@medcompnet.com]
Sent: Tuesday, March 13, 2018 3:59 PM

To: Fitzgerald, Kathleen
<Kathleen.Fitzgerald@fda.hhs.gov<mailto:Kathleen.Fitzgerald@fda.hhs.gov>>

Subject: RE: K180567 is on Hold Pending Your Response

Hi Kathleen,

b)(4) Deficiencies

Thanksg,

Courtney Nix

Courtney Nix | Regulatory Affairs Manager, North America and EU
Medical Components, Inc.

1499 Delp Dr. &- Harleysville, PA 19438

T: 215-256-4201 x 2285 C:i PF: 215-256-9101

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web:
www.nedcompnet . com<http://www.medcompnet.comn/>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Sent: Monday, March 12, 2018 7:56 AM
To: Courtney Nix <cnix@medcompnet.com<mailto:cnix@medcompnet.com>>

Cc: Kathleen Fitzgerald
<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>>

Subject: K18(0567 is on Hold Pending Your Response
March 12, 2018
Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification
(510(k)) submission K180567. Our review indicates that your 510 (k) submission does not
meet the criteria established for administrative completeness. Thus, we regret to
inform you that we are unable to conduct a substantive review of your submission at
this time and are placing it on RTA hold.

Please submit two copies of your response (1 eCopy and 1 paper copy), referencing the
510(k) number K180567, addressing the elements identified as missing or inconsistent in
the attached checklist to:

U.S. Food and Drug Administration

enter for Devices and Radiological Heath
Document Control Center - W0O66-G602

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

=y

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from
the date of this email. If you do not correct the missing or inconsistent elements
identified in the checklist by September 8, 2018, we will consider this 510 (k)
submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative
review of your 510(k) submission.

Should you have questions about this email, you may contact Kathleen Fitzgerald, the
lead reviewer assigned to your 510 (k) submission.

For additional information regarding the Refuse to Accept Policy for

510 (k) s<http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidanc
eDocuments/UCM315014.pdf> please refer to the guidance document available at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocumen
ts/UCM315014.pdf.

*** This is a system-generated email notification ***

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medcomp® C3 Wave Systam

Section 7 Truthful and Accurate Statement

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT
{As reguired by 21 CFR 807.87)

¥ §§§§g@@MP I certify, in my capacity as President of Medical Components Inc. {dba Medcomp®),

that to the best of my knowledge, all data and information submitted inthis

1498 Delp-Drive
Harleysville, 4 10438 premarket notification for the C3 Wave System, is fruthful and accurate and thal no
Tel: 245-256-4201 material fact has been omitied.

Fax, 215-256-1787

WwWLmedeompetl. coin (I ) ( 6)
Fi

“Fimothy M. Schweikert

o - o
L e ey
Date

N/A = Unknown
Premarket Notification Number

7-1
Medcomp®: C3 Wave System
Section 7: 57100 Truthful and Accurate Statement

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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March 12, 2018

Food and Drug Administration

Center for Devices and Radiological Health
e Document Mait Center WO86-0608

§§§§?§j€®Mp 10903 New Hampshire Avenue

Silver Spring, MD 20893-0002

1498 Delp Drive

Hepdeysville, P4 19438

Reference: K180587, C3 Wave System ~ March 121 2018 RTA

(b)(4) Deficiencies

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



ICIencies

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

(b)(4) Def
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From: Muslimova, Valentina * [Valentina.Muslimova@fda.hhs.gov]
Sent: 3/5/2018 6:14:17 PM

To: chix@medcompnet.com

cC: DCCletters [DCCletters@fda.hhs.gov]

Subject: K180567 Acknowledgment Notification

Attachments: Acknowledgment Letter.pdf

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5, FOOD & DRUG

DRIRISTRATION

Acknowledgment Letter
3/5/2018

Courtney Nix, Regulatory Affairs Manager, North America and EU
Medical Components, Inc. (dba Medcomp)

1499 Delp Drive

Harleysville, PA 19438

UNITED STATES

Dear Courtney Nix:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has received your submission. This submission has been assigned the unique document
control number below. All future correspondence regarding this submission should be
identitied prominently with the number assigned and should be submitted to the Document
Control Center at the above letterhead address. Failure to do so may result in processing
delays. If you believe the information identified below is incorrect, please notify the Program
Operations Staff at (301) 796-5640.

Submission Number: K180567

Received: 3/5/2018

Applicant: Medical Components, Inc. (dba Medcomp)
Device: C3 Wave System

We will notify you when the review of this submission has been completed or if any additional
information is required. For information about CDRH review regulations and policies, please
refer to http://www.fda . gov/MedicalDevices/DeviceRegulationandGuidance/default. htm.

Sincerely yours,

Center for Devices and Radiological Health

L8 Food & Drug Administration

10803 New Harmpshire Avanues

Siver Spring, MD 208093

www.fda.gov Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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17; Released by CHRF6085:3 2024tion & Office of In-Vitro Diagnostics and
Radiological Health

Department of Health & Human Services
Food and Drug Administration Records processed under FOIA Req

Contains Nonbinding Recommendations

ecial 510(
{Should be completed within 15 days of DCC receipt)

The following information is not intended to serve as a comprehensive review.
FDA recommends that the submitter include this completed checklist as part of the submission.

510(k) #: K180567 Date Received by DCC: Mar 5, 2018

Lead Reviewer: Kathleen Fitzgerald

Branch: GHDB Division: DAGRID Center/Office: CDRH/ODE

Note: If an element is left blank on the checklist, it does not mean the checklist is incomplete; it means the reviewer did not assess the
element during the RTA review and that the element will be assessed during the substantive review.

IMPORTANT - Many checkiist elements include additional details regarding information to address the element that can be seen by
hovering over the element (Example - Element 4 in Section A of the checklist).

1) 510{k) is submitted to modify a legally marketed device (predicate) AND the Special 510{k) submission is %
submitted by the holder of the 510({k) for the predicate device.

Comments:

2. Indications for Use of the proposed device are unchanged from the legally marketed device (predicate). e

Comments:

3} Fundamental scientific technology of the proposed device is unchanged from the legally marketed device
{predicate). X

Comments:

4} The submission includes only summary-level information (i.e., NO test reports with performance data). Note
that if performance data are provided and are conducted under design validation (33 LFR 830.30{a)), for example, to %
demonstrate continued conformance with a special controf or recognized standard, then a Special 510(k) may be
appropriate.

Comments:

Does the submission meet all 4 criteria above?

{8" Yes, submission meets criteria for a Special 510(k). Continue checklist below.

o No, submission does not meet criteria for a Special 510(k). Discontinue this RTA checkdist, convert to a Traditional and apply the
Traditional checklist.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Special RTA Checklist {(09/22/15) Page 10f6



1) Submission contains a Table of Contents

2} Each section is labeled (e.g., headings or tabs designating Device Description section, Labeling
section, etc.)

3) All pages of the submission are numbered.

XX | X X

4) Type of 510(k) is identified (i.e., Traditional, Abbreviated, or Special)

Comments:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Special RTA Checklist {(09/22/15) Page 206




A, Administrative

1) All content used to support the subymission is written in English {including translations of
test reports, literature articles, etc.)

2} Submission identifies the following (FDA recommends use of the CDRH Premarket

a) Device trade/proprietary name

b} Device class and panel or
Classification regulation or
Statement that device has not been classified with rationaie for that conclusion

3) Submission contains an Indication for Use Statement with Rx and/or OTC designated
{see also 21 CFR 801.109, and FDA's guidance “Alternative 1o Certaln Prescription

ihttodrwww . fda.gov/MedicalDevices/DeviceRegulationandGuidance/’
HowtoMarketYourDevice/PremarketSubmissions/PremarketMotification S 10k/
uem 142707 htm)

MANIEE TN £ WA b AR 28

6} Submission is a Class il 510(k) device.

7} The submission identifies prior submissions for the same device included in the current
submission (e.g., submission numbers for a prior not substantially equivalent [NSE]
determination, prior deleted or withdrawn 510(k), Pre-Submissicn, IDE, PMA, etc.).

States that there were no prior submissions for the subject device.

a) if there were prior submissions, the submitter has identified where in the
current submission any issues related to a determination of substantial
equivalence from prior submissions for this device are addressed.

B. Device Description

8) The device has a device-specific guidance document, special controls document, and/or
requirements in a device-specific regulation regarding device description that is
applicable to the subject device.

9) Descriptive information is present and consistent within the submission (e.g., the device
description section is consistent with the device description in the labeling).

10) The submission includes descriptive information for the device, including the
following:

a) A description of the principle of operation or mechanism of action for achieving
the intended effect.

b} A description of proposed conditions of use, such as surgical technique for
implants; anatomical location of use; user interface; how the device interacts
with other devices; and/or how the device interacts with the patient.

¢} A list and description of each device for which clearance is requested.

X

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Special RTA Checldist {09/22/15}
Page 3 0of 5




d) Submission contains representative engineering drawing(s), schematics,
ilfustrations, photos and/or figures of the device.

OR

Submission includes a statement that engineering drawings, schematics, etc.
are not applicable to the device (e.g., device is a reagent and figures are not
pertinent to describe the device).

(b)(4) Deficiencies

11) A description of all device modification(s) including rationale for each modification.

X

12) Device is intended to be marketed with multiple components, accessories, and/or as
part of a system.

X

a) Submission includes a fist of all components and accessories to be marketed
with the subject device.

b) Submission includes a description (as detailed in item 10(a), 10(b) and 10(d)
above) of each component or accessory.

¢} A 510(k) number is provided for each component or accessory that received a
prior 510(k) clearance

A statement is provided that identifies components or accessories that have
not received prior 510(k) clearance.

€. Substantia

Equivalence Discussion

13) Submitter has identified a predicate device(s), including the following information:

a) Predicate device identifier provided (e.g., 510(k) number, de novo number,
reclassified PMA number, regulation number if exempt or statement that the
predicate is a preamendment device).

For predicates that are preamendments devices, information is provided to
document preamendments status.

Information regarding documenting preamendment status is available online.
(hitnyweww flo.govwMedicalDevices/Device RequlationandGuidance/
MedicalDeviceQualitvandComplionce/ ucm 3789552 him)

b) The identified predicate(s) is consistent throughout the submission (e.g., the
predicate(s) identified in the Substantial Equivalence section is the same as that
listed in the 510(k) Summary (if applicable) and that used in comparative
performance testing).

14) Submissicn includes a comparison of the following for the predicate(s) and subject
device and a discussion why any differences between the subject and predicate(s) do
not impact safety and effectiveness [see section 513(i)(1){A) of the FD&C Act and 21 CFR
807.87(f)]

See ”The "F(}(k Program: Evalugting Sué} mmir’ai Eguivalence m Prenmrixei' Motifications

tez:hnoiogicai characteristics.

a} Indications for Use

X

b} Technology, inclRdistipfis2 QeesaFRA/RDREIMROE/DIDipl e HOISTARUS @fda.hhs.go

Special RTA Checldist {09/22/15}
Page 4 of




~ (b)(4) Deficiencies

D. Design Control Activities

15) Design Control Activities Summary includes all of the following:

a) identification of Risk Analysis methods(s) used to assess the impact of the
modification on the device and its components AND the results of the analysis.

b} Based on the Risk Analysis, an identification of the verification and/or validation
activities required, including methods or tests used and acceptance criteria.

¢} Declaration of conformity with design controls. All 3 must be present to answer
iiYeS‘"

. Statement that alf verification and validation activities were performed by
designated individuals and results demonstrate that predetermined
acceptance criteria were met.

ii. Statement that manufacturing facility is in conformance with design control

Comiments:

E. Proposed Labeling {(see also 21 CFR part 801 and 809 as applicable)

16} Submission includes proposed package labels and labeling (e.q., instructions for use,
package insert, operator's manual).

a) All changes in proposed labeling resulting from device modification(s) are
highlighted or prominently identified.

17} Statement that the intended use of the modiﬁed device, as described in the labeling,
has not changed as a result of the modification(s

Comiments

(b)(4) Deficiencies

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Special RTA Checldist {09/22/15}
Page 5 of 8




Decision: {7 Accept  ReddrdsBREHSEHA OF8EI0IA Request 2022-4717; Released by CDRH on 05-31-2024

If Accept, notify applicant.

If Refuse to Accept, notify applicant electronically and include a copy of this checklist.

Digitally signed by Kathleen E. i zgerald -S

Reviewer Sigh*Off Ka 1: h I ee n E . DNye=S, 0=U.5. Government, pu=HHS, ou=FDA,
ou=Reople; 0.9.2342,19200300.400.1.1=0010093027,
i gncKathleen k. Fitzgerald -S
Fitzgerald -S cosketpleent: Fiagerald 5 |
Rigitally sighed by Alan M. Stevens -S
Branch Chief Sign-()ff A I a n M 3 DIN:c=US o=l15. Government,
Su=HHS oli=EDA, ou=People,

(digital signature 0.9,2342,19200300.100,1.1=13001892

optional)® S _S 11 €n=Alan M. Steyens -5
teve n S Dater2018.03.1207:55:17 -04'00"

Division Sign-Off
{digital signature
optional)*

* Branch and Division review of checklist and concurrence with with decision required.
Branch and Division digital signature optional.

S

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 6 of 6



edCoMP
1498 Delp Drive
Haplepsville, P4 19438

Fef: 215-2506-4201

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

Aprit 12, 2018

Food and Drug Administration

Center for Devices and Radiologicsl Health
Document Mail Center WOE6-060¢

10803 Mew Hampshire Avenusg

Silver Spring, MD 20983-0002

Reference: K180567, C8 Wave Systam — April 1210, 2018 Interactive Review

ToWhom it May Concam

(4) Deficiencies

Thank you in advance for your consideration of our application. If there are
any questions, please feal free to contact me by phone at (215) 256-4201 or
by email at cnix@medcompnel.com.

Sincerely,

Fatrick McDanald on behalf Courtney Nix

Regulatory Affairs Manager, North America and Europe
Madical Components inc.

1492 Delp Drive

Harleysville PA, 19438 UBA

FPage 1ofl

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Department of Health & Human Services
Food and Drug Administration Records processed under FOIA Req

Contains Nonbinding Recommendations

ecial 510(
{Should be completed within 15 days of DCC receipt)

The following information is not intended to serve as a comprehensive review.
FDA recommends that the submitter include this completed checklist as part of the submission.

510(k) #: K180567 Date Received by DCC: Mar 15,2018

Lead Reviewer: Kathleen Fitzgerald

Branch: GHDB Division: DAGRID Center/Office: CDRH/ODE

Note: If an element is left blank on the checklist, it does not mean the checklist is incomplete; it means the reviewer did not assess the
element during the RTA review and that the element will be assessed during the substantive review.

IMPORTANT - Many checkiist elements include additional details regarding information to address the element that can be seen by
hovering over the element (Example - Element 4 in Section A of the checklist).

1) 510{k) is submitted to modify a legally marketed device (predicate) AND the Special 510{k) submission is %
submitted by the holder of the 510({k) for the predicate device.

Comments:

2. Indications for Use of the proposed device are unchanged from the legally marketed device (predicate). e

Comments:

3} Fundamental scientific technology of the proposed device is unchanged from the legally marketed device
{predicate). X

Comments:

4} The submission includes only summary-level information (i.e., NO test reports with performance data). Note
that if performance data are provided and are conducted under design validation (33 LFR 830.30{a)), for example, to %
demonstrate continued conformance with a special controf or recognized standard, then a Special 510(k) may be
appropriate.

Comments:

Does the submission meet all 4 criteria above?

{8" Yes, submission meets criteria for a Special 510(k). Continue checklist below.

o No, submission does not meet criteria for a Special 510(k). Discontinue this RTA checkdist, convert to a Traditional and apply the
Traditional checklist.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Special RTA Checklist {(09/22/15) Page 10f6



1) Submission contains a Table of Contents

2} Each section is labeled (e.g., headings or tabs designating Device Description section, Labeling
section, etc.)

3) All pages of the submission are numbered.

XX | X X

4) Type of 510(k) is identified (i.e., Traditional, Abbreviated, or Special)

Comments:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Special RTA Checklist {(09/22/15) Page 206




A, Administrative

1) All content used to support the subymission is written in English {(including translations of

test reports, literature articles, etc.) X

2} Submission identifies the following (FDA recommends use of the CDRH Premarket
Review Submission Cover Sheet form [Form 35140

a) Device trade/proprietary name h¢

b} Device class and panel or

Classification regulation or X
Statement that device has not been classified with rationaie for that conclusion

3) Submission contains an Indication for Use Statement with Rx and/or OTC designated
{see also 21 CFR 801.109, and FDA's guidance “Alternative 1o Certaln Prescription
Devices Labeling Requirements.”) See recommended format, X
fhttos www Bingovdownfoads/AboutFDAReportsianuaisForms/Forms/

YOM36043 1. pdh),
4} Submission contains a 510{k) Summary or 510({k) Statement. e
5} Submission contains a Truthful and Accuracy Statement per 21 CFR 807.87(k)
See recommended format.
ihttodrwww . fda.gov/MedicalDevices/DeviceRegulationandGuidance/’ e
HowtoMarketYourDevice/PremarketSubmissions/PremarketMotification S 10k/
yem 142707 Htm)

6} Submission is a Class il 510(k) device.

7} The submission identifies prior submissions for the same device included in the current
submission (e.g., submission numbers for a prior not substantially equivalent [NSE]
determination, prior deleted or withdrawn 510(k), Pre-Submissicn, IDE, FMA, etc.). %
OR
States that there were no prior submissions for the subject device.

a) if there were prior submissions, the submitter has identified where in the
current submission any issues related to a determination of substantial
equivalence from prior submissions for this device are addressed.

B. Device Description

8) The device has a device-specific guidance document, special controls document, and/or
requirements in a device-specific regulation regarding device description that is X
applicable to the subject device.

a) The submission addresses device description recommendations outlined in the
device-specific quidance.

OR ¢
The submission provides an alternative approach intended to address the
applicable statutory and/or regulatory criteria.

b} The submission includes device description information that addresses relevant
mitigation measures set forth in a special controls document or device-specific
regulation applicable to the device.

OR

The submission uses alternative mitigation measures and provides rationale

why the alternative measures provide an equivalent assurance of safety and

effectiveness.  Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Special RTA Checldist {09/22/15}
Page 3 0of 5




9} Descriptive information is present and consistent within the submission (e.g., the device
description section is consistent with the device description in the labeling).

10) The submission includes descriptive information for the device, including the
following:

a) A description of the principle of operation or mechanism of action for achieving
the intended effect.

b) A description of propased conditions of use, such as surgical technique for
implants; anatomical location of use; user interface; how the device interacts
with other devices; and/or how the device interacts with the patient.

¢} A list and description of each device for which clearance is requested.

d) Submission contains representative engineering drawing(s), schematics,
ilfustrations, photos and/or figures of the device.

OR
Submission includes a statement that engineering drawings, schematics, etc.

are not applicable to the device (e.g., device is a reagent and figures are not
pertinent to describe the device).

11) A description of all device modification(s) including rationale for each modification.

12) Device is intended to be marketed with multiple components, accessories, and/or as
part of a system.

a) Submission includes a list of all components and accessories to be marketed
with the subject device.

b) Submission includes a description (as detailed in item 10(a), 10(b) and 10(d)
above) of each component or accessory.

XX | X X

¢} A 510(k) number is provided for each component or accessory that received a
prior 510(k) clearance

AND

A statement is provided that identifies components or accessories that have
not received prior 510(k) clearance.

€. Substantial Equivalence Discussion

13) Submitter has identified a predicate device(s), including the following information:

a) Predicate device identifier provided (e.g., 510(k) number, de novo number,
reclassified PMA number, regulation number if exempt or statement that the
predicate is a preamendment device).

For predicates that are preamendments devices, information is provided to
document preamendments status.

Information regarding documenting preamendment status is available online.
(bt fweew Sda.gov/Medical Devices/DeviceRegulationand Guidange!
MedicalDeviceQualitvandComplionce/uem 379552 htmy)

b) The identified predicate(s) is consistent throughout the submission (e.g,, the
predicate(s) identified in the Substantial Equivalence section is the same as that
listed in the 510(k) Summary (if applicable) and that used in comparative
performance testing).

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Special RTA Checldist {09/22/15}
Page 4 of




14) Submissicn includes a comparison of the following for the predicate(s) and subject
device and a discussion why any differences between the subject and predicate(s) do
not impact safety and effectiveness [see section 513(i)(1){A) of the FD&C Act and 21 CFR
807.87(f)]

See “The 510{k} Program: Evaluating Substantiol Eguivalence in Premarket Notifications

technological characteristics.

a) Indications for Use

X

b) Technology, including features, materials, and principles of operation

X

D. Design Control Activities

15) Design Control Activities Summary includes all of the following:

a) identification of Risk Analysis methods(s) used to assess the impact of the
modification cn the device and its components AND the results of the analysis.

b} Based on the Risk Analysis, an identification of the verification and/or validation
activities required, including methods or tests used and acceptance criteria.

¢} Declaration of conformity with design controls. All 3 must be present to answer
iiYeS‘"

. Statement that alf verification and validation activities were performed by
designated individuals and results demonstrate that predetermined
acceptance criteria were met.

ii. Statement that manufacturing facility is in conformance with design control

iii. Statement is signed by the individual responsible for these activities.

E. Proposed Labeling {(see also 21 CFR part 801 and 809 as applicable)

16) Submissicn includes proposed package labels and labeling (e.q., instructions for use,
package insert, operator’'s manual).

a) All changes in proposed labeling resulting from device modification(s) are
highlighted or prominently identified.

17) Statement that the intended use of the modified device, as described in the labeling,
has not changed as a resuit of the modification(s).

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Special RTA Checldist {09/22/15}
Page 5 of




Decision: & Accept  RedordsHHEHSEER OFEEHI0IA Request 2022-4717; Released by CDRH on 05-31-2024

If Accept, notify applicant.

If Refuse to Accept, notify applicant electronically and include a copy of this checklist.

Digitally signed by Kathleen §. Fitzgerald -

Reviewer Sign-Off Kka t h | e e n E ® DN: ¢S5 02:1.S. Governmeit, ou=HHS,

Ou=FDA, oti=Reople,

b R Gl e e A8.2342.19200300.100.1.1=0010093027,
o < 1tzg€ <n=KathleenE: Fitzgerald -5
Branch Chief Sign-Off Date: 2018.03.16 10:43:41 -04/00'

{digital signature
optional)®

o

Division Sign-Off
{digital signature
optional)*

* Branch and Division review of checklist and concurrence with with decision required.
Branch and Division digital signature optional.

S

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 6 of 6
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Medeomp® 08 Wave System , -
N ( AR 45 2018
L RECEWED
Section 4 Subrpdssion Coverl effer
Medoomp irends 1o markst the Tollowing device into commercial distributio
. w Y eV i
Subrmission Type: Special 510(k) /i/{fij (o8
g & R
Fi gﬁiﬁf@ME} Submission Dzt February 28, 2018
Submitier: Medicat Components Inc.

1499 Delp Drive

{chha. Madocomp®)

Harlewsville, P4 18438

Tel: 215-256-4201

Fax, 2{3-256-1787

Registration Number 25185802
wwwmedcompaet, com
Contact Person: Sourtney Kiy

Regulstiory Affairs Manager, North
Amarica and Europe

~ g-\

: Wave Sysiemn

()J

Tradse Hame:

Device: Catheter, Intravascutar, Th erapautic
Long-Term Greater Than 30 Days

Product Torde: {48

Regulation Description: Percutanaous, implanied, long-tarm
intravascular {:ath»e.’{er

C.F.R. Bection: 880.5870

Class: i

Regutation Medical

Specialty and Review

Panal; Gengral Hospital

Device Equbvatence: This device is substantially equivalent to the following device:
K170934 — C3 Wave System {Code MRCIRDOND)

Thus device does not present additional risk to palisnts or different cmsider:i’?‘ifmﬁ

regarding safety and sffectiiveness than those presenied by the predicate device

4-1
Medcomp® C3 Wave System
Section 4; Cover iefisr

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



MedcoMP

1499 Lhelp Drive
Herdeywvitle, 74 J9438
ol 215230430
Fax, .21’5356#737

win spedes HpRCE COm

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024

Medcomp™ C3 Wave Sysiem

Basis for Submmission:

The purpose of this submission is o expand the accessory packs offerings for the
(3 Wave Systern. The K170364 clearance includes three accessory packs:
MROBRDO00, MRCIRDO0T, and MRCIRDO0Z (KMOTE: 8 "D was added 1o the
catalog codes o distinguish intermational codes from dorestic post clesrance. In
the submission on file, the catalog codes were listed a3 MRC3R000, MIRC3R001,
and MRC3RO03. This change o the catalog codes was dogimeniad as support and
filed with the submission as an addendum).| ;

(b)(4)

Per FDA guidance eCopy Program for Medical Device Submissions, an glecironic
copy Is being provided with this submission and it is an sxact duplicate of the
original paper submission,

We consider our intent to market this device as confidential commercial information
and request that it be treated as such by the FDA, We have {sken precautions to
protect the confidentiality of the intent to market these devices. We understand that
the submission to the government of false information is prohibited by 18 U.8.C.
1001 and 21 U.8.0. 337,

Thanks you in advance for your consideration of our application. 1 a8
guestions, pleass fes! free tc coniact me by phone at (215) 858-0085 or by smail at
snix@medcompnetl.com,

Sincersaly,

(b)(6)

Couriney Nix

Medical Components inc. {dba. Madcomp™)
Regulatory Affairs Manager, North America and Europs
Crix@medcompnal.com

Medcomp® C3 Wave Systemn
Section 4, Cover letter

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PRINTING DETAIL
SCALE1:1.8

MOTES:

23

]

MATERIAL

FILM - PERFECFLEX 34368-0

HEADER - CR27 COATED 10738 TYVEK

COLOR:

FiLM - CLEAR

HEADER - WHITE WITH RED PRINTING (PMS 198%)

GEL FREQUENCY: PARTICLES (LOOSE AND EMBEDDED):
2.0 - RONE »0.30mm? - NONE

0.60-2.0mm® - § MAX 210-0.30mem® - 4 MAX

C.AQ-0.80mm? - & MAX .00~ 2 MAK

G.10-B3.40mm® - § MAX O.088mm® - 3 A

<010 - 25 MAX NG MORE THAN 4 PARTICLES OF ANY SIZE

CARBON PARTIGLES:
>0.40mny - MONE
9.38-0.40mm® - 2 MAX

BURFACE SND SEAL DEFECTS:

HARD WRINKLES: NONE ALLOWED IN THE SEAL AREA. NO WRINKLES I NON-SEAL
AREA THAT EXHIBIT CHANNELS, DELAMINATION OR TUNNELING,

BOFT WRINKLES; NONE THAT AFFECT THE FORM, FIT OR FUNGTION OF THE SEAL.
SCRATCHES AND OTHER COSMETIC DEFECTS THAT DO NOT CREATE VOILE OR
OHANMELS IN THE SEAL ARE ARCEPTABLE.

YOS N SEALS:, NONE THAT EXTEND INTQ MINIMUM EFFECTIVE SE&L WAITR (03787,
VENDOR GERTIFICATION OF COMPLIANCE REQUIRED

FOR A VERBION OF THIS BAG WITHOUT PRINTED S¥YMBULS, SEE 303818

CIRCLED DIMENSIONS ARE FOR INOOMING INSPED TN

FRONT VIEW

AW
(REFPRESENTED BY
~HATCHED AREAS)

500 REF
SHORT FILM
UNDERHANG

S00%.125
PEEL FLAF

BACK VIEW

DETAIL A :
SCALE 115 LOAD LIP

SHEET1OF1_ [ wre N .
HOANGEMALEIGE UN;%E%E;E%&R\l : 1488 DECF’ DR EYBVIRLE P2 18435

S SPECIFED CIMENSIONS A
INCHES

IGLE
TION

éﬂ.’f%‘ X 17.58" SGLE BNDED HEADERBAG

THIRD Al
FROJED

(b)(4)

b3

i

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medcomp®: C3 Wave System

K180567

510(k) SUMMARY

Special 510K

A. Submitter Information:

Submitter:

Registration Number:

Contact Person:

Date of Preparation:
B. Subject Device

Trade Name:
Device:

Product Code:

Regulation Description:

C.F.R. Section:
Class:

Regulation Medical
Specialty and Review
Panel:

C. Predicate Device

510(k) Number:
510(k) Holder:
Trade Name:
Device:

Product Code:

Regulation Description:

C.F.R. Section:
Class:

Regulation Medical
Specialty and Review
Panel:

Medcomp®: C3 Wave System
K180567 510(k) Summary

Medical Components Inc.
(dba Medcomp®

1499 Delp Drive
Harleysville, PA 19438

Tel: (215) 256-4201 x 2285
Fax: (215) 256-9191

2518902

Courtney Nix
Regulatory Affairs Manager,
North America and Europe

03/02/2018

C3 Wave System

Catheter, intravascular, Therapeutic Long-Term
Greater Than 30 Days

LJS

Percutaneous, implanted, long-term intravascular
catheter

880.5970

Il

General Hospital

K170934

Medcomp®

C3 Wave System

Catheter, intravascular, Therapeutic Long-Term
Greater Than 30 Days

LJS

Percutaneous, implanted, long-term intravascular
catheter

880.5970

Il

General Hospital

6-1
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D. Subject of Submission:

The purpose of this submission is to expand the accessory packs offerings for the
C3 Wave System. The K170394 clearance includes three accessory packs. The
submission is to add an accessory code that contains a large drape. As a result, the
packaging system had to be revised to a larger header bag. All testing was
completed and is the subject of this submission.

E. Device Description:

C3 Wave is designed to provide a continuous display of electrocardiograph [ECG]
waveform to be used as a guide in placement of peripherally-inserted central
catheters [PICC] in the lower third of the Superior Vena Cava [SVC] of a patient.
The principle for operation of this system uses three ECG leads placed on the
patient’s chest and generates a third ECG lead by switching from RA to PICC stylet.
The ECG waveform is wirelessly transmitted to a tablet which allows the operator
to view and record changes to the ECG waveform as the tip of the catheter
approaches the heart. As the PICC catheter approaches the atrium of the heart, the
P wave in the ECG waveform shows substantial changes. This system is designed
to aid the visualization of changes in P wave amplitude.

The C3 Wave system must only be operated by a skilled nurse, physician, or trained
medical professional who has been qualified in placement of PICC’s and trained in
the proper use of this device.

F. Indications for Use:

The C3 Wave System is indicated for use in the positioning of Peripherally Inserted
Central Catheters (PICC). The C3 Wave provides real-time catheter tip location
information by displaying changes in the patient’s cardiac electrical activity. The C3
Wave is indicated for use as an alternative method to chest X-ray or fluoroscopy
confirmation of PICC tip placement in adult patients.

Note: Limiting, but not contraindicated, situations for this technique are patients
where cardiac rhythms may change presentation of the P-Wave:

-Atrial fibrillation

-Atrial flutter

- Severe tachycardia
-Pacemaker-Driven Rhythm

-Chronic obstructive pulmonary disease (COPD)

Such patients are easily identified prior to PICC insertion. Use of additional method
is hecessary to confirm catheter tip location.

G. Intended Use:

6-2
Medcomp®: C3 Wave System
K180567 510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medcomp™: C3 Wave System

C3 Wave System is intended to provide real time tip location information of a central
venous catheter by utilization of ECG to observe P-wave changes as the tip
approaches the right atrium of the heart via the superior vena cava.

H. Comparison to Predicate Devices:

Device

Indications
for Use

Table 6.1: 510(K) Summary: Design Comparison Matrix

Proposed Device:
C3 Wave System
(MRC3RD004)

The C3 Wave System
is indicated for use in
the positioning of
Peripherally Inserted
Central Catheters
(PICC). The C3 Wave
provides real-time
catheter tip location
information by
displaying changes in
the patient’s cardiac
electrical activity. The
C3 Wave is indicated
for use as an
alternative method to
chest X-ray or
fluoroscopy
confirmation of PICC
tip placement in adulit
patients.

Note: Limiting, but not
contraindicated,
situations for this

technique are patients

where cardiac rhythms
may change

presentation of the P-

Wave:

-Atrial fibrillation
-Atrial flutter- Severe
tachycardia
-Pacemaker-Driven
Rhythm
-Chronic obstructive
pulmonary disease
(COPD)

Such patients are
easily identified prior

Predicate Device:
C3 Wave System
(MRC3RD000)

The C3 Wave System
is indicated for use in
the positioning of
Peripherally Inserted
Central Catheters
(PICC). The C3 Wave
provides real-time
catheter tip location
information by
displaying changes in
the patient’s cardiac
electrical activity. The
C3 Wave is indicated
for use as an
alternative method to
chest X-ray or
fluoroscopy
confirmation of PICC
tip placement in adult
patients.

Note: Limiting, but not
contraindicated,
situations for this

technique are patients

where cardiac rhythms
may change

presentation of the P-

Wave:

-Atrial fibrillation
-Atrial flutter- Severe
tachycardia
-Pacemaker-Driven
Rhythm
-Chronic obstructive
pulmonary disease
(COPD)

Such patients are
easily identified prior

Substantially

Equivalent

Comparison

Unchanged

Medcomp®: C3 Wave System
K180567 510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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to PICC insertion. Use | to PICC insertion. Use
of additional method is | of additional method is
necessary to confirm necessary to confirm
catheter tip location. catheter tip location.
User/Setting Prescription Use — Prescription Use — Unchanged
Hospital/Clinical Hospital/Clinical
Setting Setting
Patient/User iPad iPad Unchanged
Interface
System iPad, C3 Wave Hub, iPad, C3 Wave Hub, Unchanged
ECG Leads, C3 Wave | ECG Leads, C3 Wave
Remote Remote
Overall iPad, iPad Case, iPad, iPad Case, Equivalent; Change
System Remote, Remote Remote, Remote to Dimension of
Components Battery, Hub, Hub Battery, Hub, Hub Drape
{incl Battery, Hub Power Battery, Hub Power
Accessory Supply, Leads, Base, | Supply, Leads, Base,
Packs) ECG Clip Cable, ECG Clip Cable,
Remote Cover, Remote Cover,
Electrodes, Skip Prep, | Electrodes, Skip Prep,
Drape Drape
Sterile ECG Clip Cable, ECG Clip Cable, Equivalent; Change
Accessory Remote Cover, and Remote Cover, and to Dimension of
Pack Drape Drape Drape
Components
Drape 100" x 86” 45" x 40” Equivalent; Change
Dimensions to Dimension of
Drape
Sterilization Sterile Accessory Sterile Accessory Unchanged
Method Packs — EO Packs — EO
Packaging 12.250"x18.500” 17.500"x10.750” Equivalent; Change
Systems Tyvek Headerbag Tyvek Headerbag to Dimension of
Headerbag to
CSR wrapped kit CSR wrapped kit accomrgcr’:aée larger
placed inside a placed inside a P
Tyvek /LLDPE Tyvek /LLDPE
headerbag and headerbag and
shipped within a shipped within a
corrugated shipping | corrugated shipping
carton carton.
Testing ISTA 2A, Endotoxin, ISTA 2A, Endotoxin, Unchanged
{Accessory EO Residuals, and EO Residuals, and
Packs) LAL LAL

. Non-Clinical Testing
The Following non-clinical testing was completed on the modified accessory pack
(larger drape and headerbag). Testing was performed as a resulit of the risk
assessment and design control activities based on the subject device modifications
from the cleared predicate.

Medcomp®: C3 Wave System
K180567 510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Biocompatibility:

Biocompatibility was performed for the device modifications per ISO 10993-1 for a
skin contacting surface device, with limited exposure (i.e. less than 24 hours).

CYTOTOXICITY:
ISO 10993-5: 2009; Biological Evaluation of Medical Devices — Part 5: Tests for In
Vitro Cytotoxicity

SENSITIZATION:
ISO 10993-10; Biological Evaluation of Medical Devices — Part 10: Tests for
Irritation and Skin Sensitization

IRRITATION:
ISO 10993-10; Biological Evaluation of Medical Devices — Part 10: Tests for
Irritation and Skin Sensitization

Sterilization testing on the modified subject device:

The sterilization cycle was developed using the Overkill Approach defined in
ANSIAAMI/ISO 11135-1: 2014, Annex B. The Microbiological Performance
Qualification was performed in accordance with ANSI/AAMI/ISO 11135-1: 2014,
section 9.4.2 and the Physical Performance Qualification was performed in
accordance with section 9.4.3.

The residuals for C3 ECG Cable Accessory Pack (MRC3RDO004) were in
accordance with AAMIVANSI/ISO 10993-7:2008, Biological Evaluation of Medical
Devices- Part 7: Ethylene Oxide Sterilization Residuals, the maximum level is
4/mg/device.

The packaging integrity of the pouch seal was validated with a dye test per ASTM F
1929-15.

The strength of the packaging seal was validated with a compressed air burst test
per ASTM F1140/F1140M-13.

J. Summary of Substantial Equivalence:

Based on the indications for use, design, and performance testing results,

the modified subject device raises no new questions of safety or effectiveness
compared to the predicate device and is substantially equivalent to the predicate
device, C3 Wave System (K170934).

6-5
Medcomp®: C3 Wave System
K180567 510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Appraved, OMB Na. 6810-0120
Food and Drug Admimnistration Expiration Date: 05/30/2020
indications for Uss See PRA Statament helow.

5104k Numiber (I knowri)

Device Nams
C3 Wave Svstem

indicafions for Use (Describe)

The C3 Wave System is indicated for use in the positioning of Peripherally Inserted Central atheters (PICCY. The £3
Wave provides real-time catheter tip location information by displaying changes in the patient's cardiac clecirical aciivity,
The €3 Wave is indicated for use a5 an alternative method 1o chest X-ray or flusroscopy confrrmation of PICC tip
placement in adult patients.

Hote: Limiting, but not contraindicated, sifuatinns for this technigue are patients where cardiac rhythms may change
presentation of the P-Wave:

-Atrial fibrillation

-Atrial flufter

- Severe tachycardia

-Pacemaker-Driven Rhyiimm

~Chromic obstroetive pulmonary disease (COPD)

Such patients are easily identified prior to PICC insertion. Use of additional method s necessary to confirm catheter tip
jocation.

Type of Use (Select ope or both, as applicabls)
[X] Prastription Use {(Part 21 CFR 801 Subpart ) D Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF REEDED.

This sectior-applies only loreguirements of the Paperwork Reduction Act of 1385,
DO NOT SERD YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.

The burden‘time for this collection of infurmation is estirnated to average 79 hours per response, including the
time 1o review instructions, search exisfing data sources, gather and maintain the data needsd and complete
and review the collection of information. Send comments regarding this lurden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, (o

Department of Health and Human Services
Food and Drug Admindstration

Office of Chiefl Information. Officer
Paperwark Reduction Act (PRA) Staff
PRAStaffdfda hhs.gov

“An agency may not conduct of sponsor, and & person is not required o respond o, & collestion of
informalion unless it displavs a currently valid OMB namber.”

FORM FDA 3881 (7147} Page Tof1 PO bublding Sorvices (304 4436040 BF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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( b) (4) RESIDUAL TESTING REPQRT

Customer: Laboratory Reference No.:_
Medcomp A
149% Delp Drive Page 1 of 1

Harleysville, PA 18438

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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®
Q n/ledCOMP PRODUCT VERIFICATION/VALIDATION RESULTS

SUMMARY

ORIGINATOR: | | DATE:  02/23/2018

P Y STUDYITEST: VERIFICATION I |
PROJECT NUMBER: | i VALIDATION © V NUMBER:

DEVICE DESCRIPTION: C3 ECG Cable Accessory Pack (MRC3R004) - ISTA 2A Shipping Test

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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®
Q m OMP PRODUCT VERIFICATION/VALIDATION TEST

PROTOCOL
ORIGINATOR: | DATE:  01/09/2018
------------------- STUDY/TEST: VERIFICATION O
PROJECT NUMBER: VALIDATION ¥ V NUMBER: -

DEVICE DESCRIPTION: C3 ECG Cable Accessory Pack (MRC3R004) ISTA 2A Shipping Test

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Protocol

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Protocol

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Protocol

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Protocol

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Protocol

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Protocol

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Protocol

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Protocol

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Protocol

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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