
1r1edcoMP 

Hadeysville, 1~119438 

Tel: 215-256-4201 

Fax. 215-256-1787 

ww1v,medcompne/. com 

NIA ~ CHnica! studies were not deemed necessary for C3 Wave System 
Accessory Pack.. 

Performance Testing - Anima! 

NIA - There was no anirna! performance testing completed fm the C3 Wave 
Systern Accessory Pack. 

Financial Certification or Disclosure Statement 

NIA - No clinical studies have been submitted requiring financial certification 
or a disclosure statement 

Class m Summary and Certification 

NIA - The C3 Wave System Accessory Pack is not a Class Ill device, 
therefore, a class t!I summary and certification is not required. 

Medcomp®: C3 Wave System Accessory Pack 
Section 30: Disclosure Statements 
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Medical Components, Inc. (dba Medcomp) 
Courtney Nix 

April 12, 2018 

Regulatory Affairs Manager, North America and EU 
1499 Delp Drive 
Harleysville, Pennsylvania 19438 

Re: Kl80567 
Trade/Device Name: C3 ·wave System 
Regulation Number: 21 CFR 880.5970 
Regulation Name: Percutaneous, Implanted, Long-Term Intravascular Catheter 
Regulatory Class: Class II 
Product Code: LJS 
Dated: March 12, 2018 
Received: March 15, 2018 

Dear Courtney Nix: 

We have reviewed your Section 51 O(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: CDRI-:I does not evaluate infonnation 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 III (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 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 

,,tu,JJil..,W:I 
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Page 2 - Courtney Nix K180567 

Please be advised that FDA's issuance of a substantial equivalence detennination 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 CPR Part 807); labeling (21 CFR Part 
801); medical device reporting (reporting of medical device-related adverse events) (21 CPR 803); good 
manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CPR 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 CPR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CPR Part 
803), please go to http://vvvvvv.fda.gov/MedicalDevices/Safetv/ReportaProblern/defaulLhtm 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:/1\-nv'N. fda.gov/l\!k:dicalDevices/DeviceRegulatiornmdGuidance/) and CDRl-1 Learn 
(htlp://vvvvvv.fda.gov/Training/CDRHLearn). Additionally, you may contact the Division oflndustry and 
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website 
(http://vvvvvv.fda.gov/DlCE) for more information or contact DICE by email (DICE(i1)fda.hhs.gov) or phone 
(l-800-638-2041 or 301-796-7100). 

Enclosure 

Sincerely, 

~Iina Kiang -

Tina Kiang, Ph.D. 
Acting Director 
Division of Anesthesiology, 

General Hospital, Respiratmy, 
Infection Control, and Dental Devices 

Office of Device Evaluation 
Center for Devices and Radiological Health 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 0(k) Number (if known) 

Kl80567 

Device Name 

C3 Wave System 

Indications for Use (Describe) 

indications for Use 

Form Approved: 0MB No. 0910-0120 

Expiration Date: 06/30/2020 

See PRA Statement below. 

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 electlical 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 rhyihrns may change 
presentation of the P-Wave: 
Atrial fib1illation 
Atrial flutter 
Severe tachycardia 
Pacemaker-Driven Rhythm 
Chronic obstructive pulmonary disease (COPD) 

Such patients are easily identified prior to PlCC insertion. Use of additional method is necessary to confim1 catheter tip 
location. 

Type of Use (Select one or !Joth, as app/ica!Jle) 

CXJ 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 0MB number." 

FORM FDA 3881 (7/17} Page 1 of 1 PSC Publ1~:1mg Service~ (301) 443-6740 EF 
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Medcomp®: C3 Wave System 

K180567 510(k) SUMMARY Special 51 OK 

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 51 O(k) Summary 

Medical Components Inc. 
(dba Medcomp®l 
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 
II 

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 
II 

General Hospital 

6-1 

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



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 necessary to confirm catheter tip location. 

G. Intended Use: 

Medcomp®: C3 Wave System 
K180567 51 0(k) Summary 
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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: 

Table 6.1: 51 0(K) Summary: Design Comparison Matrix 

Device Proposed Device: 
C3 Wave System 

(MRC3RD004) 
Indications The C3 Wave System 
for Use 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 

Medcomp®: C3 Wave System 
K180567 51 0(k) Summary 

Predicate Device: Substantially 
C3 Wave System Equivalent 

(MRC3RD000) Comparison 

The C3 Wave System Unchanged 
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 
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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 accommodate larger 

placed inside a placed inside a 
drape 

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 

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

6-4 
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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 10993-1 0; 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 
ANSI/AAMI/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 (MRC3RD004) were in 
accordance with AAMI/ANSI/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 ). 

Medcomp®: C3 Wave System 
K180567 51 0(k) Summary 
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~medCOMP® 

+caWAVE 
INSTRUCTIONS FOR USE 

C3 Wave1 "' System Jnstn1ctions for lJse: 
These instructions are for use in con­

with the CJ Wave1M System 
MarniaJ. 

INDICATIONS FOR USE 

The C3 Wavern System is indicated for 
1Jse in the positioning of Peripherally 
lnserted Central Catheters (PICC). The 
C:3 WaveTM provides real-time catheter 
tip location information by displaying 
cbanges in the patient's cardiac 
electrical activity. The C3 Wavern is 
indicated for use as an allernative 
method to chest X-ray or fluoroscopy 
confirmation of PICC tip placement in 
adult patients. 

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

Atrial fibrillation 
Atrial flutter 
Severe tachycardia 
Pacemaker-driven rhythm 
Chronic obstructive pulmonary 
disorder (COPD) 

Such patients are easily identified prior 
to PICC insertion. Use of an additional 
conJinnalion metJ10d is necessary to con-
firm catheter tip location. -

INTENDED USE 

C:3 WaveI" s.vstem is intended to provide 
real lime tip location infonnal ion of a 
central venous catheter by utilization of 
ECG- to observe P-wave changes as the 
lip approacbes !he rigM atrium oflhe 
heart via the superior vena cava. 

CONTRAINDICATIONS 

There are no contraindications 
associated with the C3 Waver"' system. 
Consult catheter Instn1ctions for Use for 
Possible Catheter Contraindications. 

WARNINGS 

The C3 WaveTM system works with !he 
normal sinus rhythm of the heart. Do not 
rely on ECG signal detection for catheter 
lip positioning when interpretal ion of l he 
external or intravascular ECG P-wave is 
difficuH. 

For example, when: 

P-wave is not present 
P-wave is not identifiable 
P-wave is intermittent 

Place ECG adhesive electrodes carefully 
at locations indicated in these 
lnstructions for Use and ensure good 
skin-electrode contact. Failure to do so 
may cause unstable ECG- wavefonns 
and/or ECG waveforms that are not 
described in these Instn1ctions for Use. 

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

• Monitor catheter tip placement during 
insertion procedure and verify catheter 
tip location placement using your 
institutions' guidelines. 

• Failure to verify catheter placemen! 
may result in serious trauma or fatal 
complications. 

• Inspect package and product prior to use 
to verify that no damage has occurred 
d1-1ring shipping. 

Reuse or reprocessing may cornprornise 
the struct1-1ral integrity of the device 
and/ or lead to device frtilure which, in 
t1JTT1, may result in patient injury, illness 
or death. 

Reuse or reprocessing may also creale a 
risk of contamination of the device and/ 
or cause patient infection or cross-­
infection, including, but no! limited to, 
the transmission of infectious disease(s) 
from one patient to another. 

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

Afler use, dispose ofprod1-1ct and 
packaging in accordance with hospital, 
administrative and/or local government 
policy. 

Do no! use the J-rnb when plugged in. 

No additional snapshots should be taken 
after the "maxirnurn P-wave" snapshot. 

PRECAUTIONS 

NEVER cut the stylet or stiffening 
wire. 

Discard 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 

1. Prepare For Use of C3 Wave™ System. 

Prior to use, the clinician must read 
and understand all labeling and 
inslnictions provided with !he 
C3 Wavern devices (including C3 
WaveTM Owner's Marrnal). 

Follow manufacturer's instn1ctions 
provided with all accessory devices. 

2. Identify Catheter Insertion Site. 

a. Refer to catheter rnanufacturer's 
Jnstrnctions for Use. 

b. Mark planned insertion site on 
patient's arm. 

3. Determine External Surface 
Measurement. 

a. For cenlral venous placemen!. 
the recommended larget tip 
location is the lower 1/3 of the 
Superior Vena Cava (SVC)/righl 
atrial junction. 

b. Use the following guidelines during 
patient positioning and 
1neasure1nent. 

When possible, ensure patient 
has both shoulders in contact 
with !he bed. Patient should 
not be rotated during 
n1easuren1ent procedure. 

When possible, meas11re 
directly on patient's skin. 
Measuring over clothing, 
bedding, 
adhesive 
dressings. or other personal 
and/or medical equipment 
n1ay introduce n1easurement 
error. 

Note: External surface 
measurernenl can never exactly 
duplicate the internal venmis • 
anatomy. 

c. Measure path from me planned 
insertion site using the following 
exlenml landmarks: 

• Insertion site to axillary crease. 

Figure 1. lvteasured Path 

AxiJlary crease to right 
clavicular head. Measure to the 
right clavic1Jlar head for both 
le!t and rigM-sided placements. 

Right clavic1Jlar head to the 
right sten1al border at !he mird 
intercostal space. 

Note: The firs! intercostaJs space may be 
difficult to palpate due to its proximity to the 
clavicle. 

d. Record External Surface 
Meas1Jrement. ____ _ 

PREPARE ELECTRODES 

A. Altach ECG Patient H1-1b to the lhree ECG· 
snap leads. 

B. Prepare and attach ECG adhesive 
electrodes per the following steps. 

Caution: ECG adhesive electrodes shcmld 
be applied only to intact, clean skin (e.g. 
not over open wounds, lesions, infecled 
or in!lamed areas). For best results use 
the supplied ECG adhesive electrodes. 

• Attach ECG adhesive electrodes to all 
three ECG- snap leads. 

• Remove backing and press ECG adhesive 
electrodes firmly onto skin al !he specified 
locations 

Warning: Place ECG adhesive eleclrodes 
carefully at locations indicated in these 
lnstnJclions for Use and ensure good 
skin-electrode contacL FaihJre to do so 
may cause unstable ECG waveforms 
and/or ECG- wavefonns Hmt are not 
described in lhese Instructions fi-1r Use. 

Black ECG- snap lead/adhesive electrode 
on the patienl's le!t upper chest. 

Red ECG- snap lead/adhesive electrode 
on patient's lower Jefl side, inJerior to the 
umbilicus and laterally along the 
mid-axillary line. 

Caution: Placement of red electrode 
01Jlside of this region may resuH in 
red11ced ECC performance. 

• White ECG snap lead/ECG adhesive 
electrode on patient's right upper chest. 

Caution: lf skin irritation occurs, 
discontinue ECG adhesive electrode 11se 
immediately. 

C. Evaluate baseline ECC, waveform. 

With the CJ WaveTM 
Surt·ace Mode. the 
waveform should be visible and stable at 
this lime. 

Verify that the P--wave is present, 
identifiable and consistent on the main 
screen of me C3 WaveTM system. 

Obtain snapshot of baseline ECG. 

Enler surface external measurement. 
(See Step 3-D). 

4. Prepare Sterile Field 

A. Set up sterile field according to catheter 
lnslructions for Use and institutional 
protocol. 

B. Cover the Remote Control wilh sterile 
Cover (provided in the C3 Wave'"' ECG 
Cable Accessory Pack). 

5. Prepare Catheter 

A Follow catheter manufacturer's 
Instructions fi-1r Use and institulionaJ 
protocol. 

B. Trim catheter to length per the folJowing 
steps. 

l. Detennine the desired indweJling 
catheter length based on clinici;n 
rneas1Jrement technique and 
experience, lypically this is !he 
1neasuren1ent frmn the zero n1ark 

2. 

on the catheter lo !he predetennined 
catheter external Surface 
Measurement, See Step 3--D. 

~; 1:;:~~r~~~~~~1~:e ;:_:::;er length 

amplitude, it is recommended that 
the trimmed calheter length is 2cm 
more than the external/surface 
rneas1Jrement. 

:3. Retract the stylet until it is well 
behind the targeted catheter cut 
location. Do not entirely remove !he 
stylet from the catheter. 

Note:_ Catheter deplh markings are 
generally in centimeters - refer to catheter 
labeling. 

4. Follow catheter manufacturer's 
Instructions for Use for trimming. 

Caution: NEVER cut the stylet or 
stiffening wire. 

5. Inspect cut surface to ensure there 
is no loose material. 

6. Ensure stylet tip is intact. 

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

Sty/et Tip Position in Catheter✓ Correct 

!:cm! 

!:cm! 

®Incorrect 

®Incorrect 

C. Prior to catheter inserlion, ensure Urnt 
the stylet tip is contained within the 
catheter, J-rnt not more than 1 cm from 
the trimmed end or the calheter. secure 
stylet within the catheter manufacturer's 
Instructions. 

~ Ensure that the stylet tip does 
no! extend beyond !he trimmed end of 
the catheter. Extension or the slylet tip 
beyond the catheter end combined with 
kinking and excessive forces may resuH 
in vessel damage, style! damage, diffa_·111! 
removal, stylet tip separation, potential 
embolism and risk patient inj1Jry. 

D. Attach saline--filled syringe and flush 
catheter. 

E. Remove the syringe after flushing. 

6. Catheter Insertion 

A. Perform ultrasound and locate vessel. 
FoJlow ultrascmnd syslem lnstructions 
for Use. 

B. Follow calheter Instructions for Use 
regarding Venous Access and Catheter 
Insertion. 

C. Connect the end of the ECG Clip Cable 
(provided in !he ECG Cable Accessory 
Pack) thnrngh the drape window to the 
ECG patient hub. 

Note: C:3 WaveTM only works wilh 
conductive [metal] stylets. 

- Sec11re the ECG Clip Cable 
(alligator clamp) to the proximal 
end of the st_vlet. 

D. Place C3 \VaveT" System monitor in 
'Internal Mode' and insert catheter per 
manufact1Jrer's Instructions fi-1r Use. 

E. Flush catheter with saline and wail for 
intravascuJar ECG wavefonT1 to stabilize 
on n1onitor screen. 

F. VeiiJy that the P-wave or, !he 
intravascular ECG wavefonn is present, 
identifiable, and consistent on monitor 

~ Do not rely on ECG signal 
deteclion for Catheter Up positioning 
when interpretation of the P--wave is 
difilc1JIL For example, when: 

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

P-wave is inlermittent 

7. Catheter Tip Guidance and Positioning 

The following figures show approximate 
catheter positions and representative 
uw,uv.1.~,,,u,m ECG wavefr_1rrns. 

~ No evident P wave change - catheter 
tip is not in an acceptable position. 

~ P wave al its maximum height -
catheter tip is in the lower 1 / 3 of superior 
vena cava/right atrial junction. 
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Figure_3: Downward deJleclion or, the leading 
edge of the P wave ·- catheter tip is entering 
the right atrium. 

~ Biphasic P wave - catheter tip is 
within the right atrium. 

~ 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 
resistance'? 

removed from catheter without 

Catheter Functionality 

Positive/free flowing blood return (all lu-­
mens)? 

FhJshing without resistance (all hJrnensj? 

Objective Assessment 

US assessment of internal jug1-1lar vein 
negative for catheter? 

EKG tip location agrees with surface mea­
surement(+/- 2cm)? 

ECG P Wave Assessment 

lnitfal P wave downward deflection noted 
and documented? 

P wave amplification noted &. highest 
waveform documented'? 

~ lf ·'No" is selected for "Were all 
para1neters 111et,'' you cannot rely solely on 
the ECG- interpretation by C3 Wave'M. YmJ 
nrnst obtain addilionaJ confirmation with 
chest X-ray offluoroscopy to confirm the 
P!CC tip local ion. 

A. As the catheter is advanced toward the 
SVC/ Right atrial j1Jnction !he P-wave 
height wiJI increase. 

B. Advance Catheter unlil downward 
deflection is seen on the leading edge of 
the P-wave. Select the "snapshot icon" 

Remote Control to save 
!he waveli-1rrns. 

Note: P-wave may continue to increase in 
amplitude when inilial downward deJlection 
is observed. In this case, adjust catheter tip 
position to maximum P-wave amplitude with 
no downward deflection as shown below. 

C. Pull catheter back until rnaxirrrnrn P-wave 
is achieved. 

D. Select the "snapshot" icon the 
Remote Control Cable lo save ECG 
wavefi::1nns. Refer to the C3 \Vave™ 
Owners Manual. 

Warning: No additional snapshots sho1Jld be 
taken after the "maximum P--wave" snapshot. 

E. Verify placement (e.g. chest x-rny or 
fluoroscopy) prior to releasing the 
catheter for use if all of the Bundle 
Protocol Pararneters are not n1et. 

F. Using H1e CJ WaveTM system, central 
venous catheter tip location can be 
documented for the patient's chart. Refer 
to C3 Waver"' Owner's MarrnaJ. 

8. Complete PICC Placement Procedure 

A. Follow catheter Instructions for Use and 
instit1Jtional protocol. 

remove the stylet 
aspirate and flush catheter 
secure catheter 

B. Remove drapes and ECG adhesive 
electrodes and discard according to 

institutional protocol. 

Q!!!!!JQ!!_; ECG Adhesive Electrode may 
damage the skin if removed carelessly. 

C. Disconnect Patient ECC Hub from 
ECG Clip Cable. 

D. Dispose orthe single 1-1se ECG Clip 
Cable, Remote Cover according to 
institutional protocol. 

Ea Retain the reusable ECG Snap Leads. 
ECG Patient Hub; Remote Control 
and clean per institutional protocol. 

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. 

regulatory requirements 

1Ht>dcomp'" is a regi.srered rrademark t~(Alt>di1..'ai Components, 

Inc. 

c.;;3 Wave[M is a trademark qf.l'v[edical Components, Inc. 

SYMBOL TABLE 

lvianufacturer 

f c---Ke_ep I_Jry ___ ------1 "' t 
Upper Limit of Temperature 

~sl "Jj..~ K..-::ep Awa;v frorn Sunlight * 

• Rated typ,, CF patient pmtection. 

I On 

Q Standby 

~~ St..-::riHzed Using E:thyl..-::ne Oxide): 

.,. ~ Do Not Us,, if Package is Damaged* 

·n 01] Consult Jnstn1ctions for Use* a- Date ofiv1anufaeture i.. 

0

~ Batch/Lot Number* 

REF Catalogue Number * 

SN Device serial Nurnber * 
R,,ad Acoorn1,an,1mg 

information 

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

Note: Temperature ■ymbol■ : "This symbol only 
applie■ to kits with dru&s'', 

.I Medical Components, Inc. 
1499 Delp Drive 

Harley1ville, PA 19438 U.S.A. 

Tel:215-256-4201 

Fax:215-256-1787 
www.medcompnet.com 

PN '10567US Rev. A .. 2/ 18 
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FonnAµpmved: 0MB No. 0$10--0120: Expiration Daie 6/3012020 

Department .of Health and HumanServices 
Food and Drug ,t,,drninistration 

ST ANDA.RDS DAT A REPORT fOR Si O(k)s 
(To be fiH!:!P in by applicant) 

Tills report and the Surrnnary Heport Table .are to be cornpieted by the applicant when subrnltting a 5i O(k) that r(:lfot­
Emces a national o!'intemationa.l standard. A .separate report is required for each stand.:1rdreferenced in the 510(k). 

TYPE OF 5'J D(K) SUBMISSION 

□Traditional 

ST AN DARO TITLE ' 

D Abbreviated 

J 4-360:AAMl/ ANSLST72:2011i(R), Ba,:terialEudofoxim - Test Methods, Routine Monitoring. and Altematives to Batch Testing 
(Sterility) 

Please answer the folk;1wing qucstfons Yes No 

u 
FDA Recognition number 3 ........ .... ..... ................... .. ............. ..... ....... . , ... ..... ...... ............ ,,, ... ......... ... ...... ..... #_14_-_3_60 __ _ _ 

Was a third party laboratory responsible for testing conformity of the deVice to this standard identified 
in the 51 O(k)? .,,. .. . , ............ .... ,, ........... ···"··· ......... , ... ....... .... ........ .... · ............. , .. , .. , ......... ..... ............. ........ .. 

Is a summary reporf4 describing the extent of conformance of the standard used included in the 
5 tO(k.)? ....... ............ .... ., ., ... ........... , ......... .... · ... ........ · ... · ....... .. ..... , ..... . · ..... ,. .... -- · ... ,. .. · ....... ... .. •.•" · ........... , .. · .. 
lfno, complete a.sumrnaty reporftabie. 

Does the test data for this device demonstrate contormhy to the requirements of this standard as it 
pertains to this device? ............. . ,, ................. .......... ...... ..... ,, ... , .... ... .. ... ..... ...... ........... ... ..... .......... .. ...... · .. ,, ... IgJ 

Does this. standard include acceptarw.e criteria? ... ...... ....... ...... ..... ,, .. .............. ............ ........ .. ... .. ............ . ~ 
If no, include the resuJts of testing in the 51 O(k). 

Does this standardlncfude more than on$ optiOn or selection of tests? .... ........... .. ........................ ,, .. .. □ 
If ye-s, report options selected in the summary report table. 

½Jere there any deviations or adaptations rnade in the use ofthe standard? .. .. ..... ... .... ..... . :,. ,, ... . :, ... .... .. D 
If yes, were deviatlons in accordance with the FDA supplemental information sh.eet (SIS) 5 ? .. ;., ....... .. □ 

Were deviations or adaptations rnade beyond what is .specified in thePDA SIS? ... ... ., .. .. .. .... , .. .. □ 
If yes, report these deviatlcins or adaptations in the summary report table. 

Were-there any exclusions from the standard? .......... ... ............ ...... . , ......... ...... ,, ................ ,............. .... D 
If }1es, teport these e.xclusions in the summary r$port table. 

Is there 9n PDA gui¢ahce t1 that is associated With thiS standard? ....................................... .,,, ..... ,. ,,., .. .. 
If yes , was the guidance document foUowed in preparation ofthis 5t0k? ......... .......... , .. , ...... , ... , .. ,, ....... .. 

'rifle of guidance: Guidance fol'Industry Pyrogens and Endotoxins_Tcsting: Questions and Ariswers June 20 l2 

□ 

□ 

□ 

0 

t8J 
□ 

[g] 

□ 
□ 

1 The fom1atling convention forthe title Is [SLiD) [numenc klentif1er] !tilie of 
standard] [date of pubttcation] 

2 Authority [2·, U,S.C. 360<l), h ltp:i/w\vw. fda.gov/MedlcalDewcesi 
Devk.:eRi,gulalionandGuidance/S.tandardsld.etauft .. htm 

address of !hi:: (eSj laborai◊;y or certifo::alion. body frtvo!v"'<I in conforrnilnce 
assessment ii:, lhfs stanctarrJ The .sumrr1ary report includes infom1ation on 
al! standards utilized during the developrrient of the device. 

i http:/N.r,,w,;..accessdata.fda.gov/scriptslcdrh/cfdo~/cfStMdllrdslsearch.cfm 

4 The surrnt1c'iry repott should incJLJde:. arw adaptatiqns us$d tu adapt to the 
d.evice ynder review (for examr!e, ~ltemative tei:;j methoqsj; cf-ic,ices m,~cle 
when options or a. s.eledion of rnettkicis are described; deviations from the 
s1anoard: requirements nal appiicabl,;, to the devlce:. and the na1rie and 

t The supplemental information shee! (SIS) is additiohal inforination whi<:h 
is 11ece$sary before FbArncognizes fi•,e star,dard. Ft,uno at hftp'il 
wvJW.accessd.;1fa.fdacgov/scripts/cdri,/cfqccs/cfSrancardsisea.rci'\.cfrn 

• Tl·,e M iine search for CDRH GtMance Docum.ents can t)e found at 
http://www.fda.gov/MedicslDeV!C!iiSIDeviceRegula!1ona11dGukiance/ 
G0id$hC•Woovrnentsldetault.htrn 
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE 

STANDARD TiTLE 

l 4-36(\AAJ,1]} ANS.! ST72:20 l 1 l(R), Bacterial Endotoxins • Test Methods, Routine Monitoring, and Alternatives to Batch Testing 
( Sterility) 

-
CONFORMANCE W!TH STANDARD SECTIONS' 

SECTION NUMBER. SECTION TITLE I G0f\JFORMANCE? 

l Scope 
I {g!Yes ONo □ NIA 

TYPE OF DEV!ATJ0I\/ OR OPTION SELECTED 
,, 

N/A 

DESCRIPTION 
NIA 

JUSTIFICATION 
NIA 

SECTION NUMBER SECTION TITLE CONFORMANCE:? 
') Normative References OYes 0No l'Z)NIA ~ 

TYPE OF DEVIATION OR OPTION SELECTED ~ 

NIA 

DESCRIPTION 
NIA 

JUSTIFIC/-1.TI0N 
NIA 

SECTION NUMBER 

I 
SECTION TITLE C0NF0RMAi'iCE? 

,, 
Definitions Oves 0No l'ZJ Ni!\ :, 

I 

1 YPE OF DEVIATION OR OPTION SELECTED -;, 

N/A 

DESCRIPTION 
NIA 

,lUSTlr !CATION 
NIA 

• For completeness list all sections of the standard and indlcate whether~ conformance ,s met !fa section is not applicable (NIA) an 
explanation is needed undl:)r "justification." Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate fol' the subject device, Explanation of all deviations or descI•iption of options 
sel,-;cted when following a standard ls required under "type of deviatior, or option selected," "description" and "justification" on the 
report More than one page rnay be necessary, 

,,_ Types of deviations can include an exclusion of El section in the standard, a deviation brought out by the FDA supplemental 
inforrnation sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section. 

11.us Stlction applies only to requirements of the Paperwork Reduction Act of 1995. 

*DO NOT SEND YOUR C01\if'L£TED FORM TO THE PR/, STAFF Eivl4JL A.nmu:ss HEL0v\':' 

The bt1rden font for this collection of information is estimated to average } hour per response, including the time to review 
instmctions, search existing data sources, gather and maintain the data needed and complete and review the collect.ion of 
information, Send comments regarding this burden estimate or any other aspec1 of this i.nfonnation collection, including 
suggestions for reducing this burden, to; 

Department of Healtb and Human Services 
'>1n agency moy not conduct or sponsor, and 

Food and Drug Administration a person is no[ required lo respond 10, a 
Office of Chief lnfonnalion Officer collection rJ injormalion unless it displays a 
Paperwork Reduction Act (PRA) Staff curremiv m!id 0MB control number, " 
PRAStqfrrijJfda. hhs.gov 
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.,..............,. ....... ..., 

I EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE 

SI ANDARD TITLE 

l 4-360:AAJdI/ ANSI ST72:2011/(R), Bacterial Endotoxins - Test Jviethods. Routine Ivkmitoring, and Alt~rnarives to Hatdi Testing 
( Srerility) 

"'°'""' ........ -=v.=-.=---=--------=---~-

CONFORMANCE WITH STANDARD SECTIONS* 

SE'CT!ON NUMBER SECT!Or,.j TITLE CONFORMAMCE? 

4 Quality Management Systems Elements l2:]Yes 0No □NIA 

TY"''E OF DEVIATION OR OPTION SELECTED ❖ 

NIA 

DESCRIPTION 
NIA 

JUS 1 !FICA T!OH 
N/A 

SECTION (~UMBER 1 SECTION TITLE j CONFORMAHCE? 

5 1Non-pyroger6e; labeling 
I 0Yes 0No □ NIA 
I 

TYPE OF DEVIATION OR OPTION SELEC'fED •· 
N/A 

Df::SCRIPTIOI\J 
NIA 

JUST!F!CA1 IOt>i 
N/A 

SECTION NUMBER j SECT!Ot~ T!TLE I CONFORMAt,JCE? 

6 ! Sdection of product units i !SJ Yes □ 1'10 □ NIA i I 
TYPE OF DEVIA I ION OR OPTimJ SELEC i ED ❖ 

N/A 

DESCRlP I JON 
NIA 

.JUST!FiCATIO~J 
NIA 

SECTION NUMBER SECTiON TITLE i CONFORMANCE? 
I 

7 Selection Ci[ technique i [2J Yes 0No □ NIA i 
i 

TYPE OF DEViJfflON OR OP i !ON SEl_ECTED ❖ 

N/A 

DESCRf p·1 ION 
NIA 

JUSTIFJCP.TION 
N/A 

' For completeness list all sections of the stand.ard and indicate whether conformance is met tf a section is not applicable (NIA) an 
explanation is needed under "Justification." Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for th.;, subject device. Explanation of all deviations or description of options 
selected when following a standard is required under "type of deviation or option selected," "description" and "justification" on the 
report. More than one page may be necessary. 

~ Types of deviatwns can inciude an exclusion of a section in the standard, a deviation brought out by the FDJ\ supp!ementai 
information sheet (SiS\ a deviation to adapt the standard to the device, or any adaptation of a section, 
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE 

ST ANDflPD TITLE 

14--360:AA1v11! i\NSI ST72:201J/(R), Bacterial Endotoxins - Test Mt:thods, Routine Mo11itoring, aml Alternatives to Batch Testing 
(Sterility) 

=, --=~ .. ~~...».-· 

CONFORMANCE WffH STANDARD SECTIONS* 

SECTION I\JUMBER SECTION TITLE I CONFOR.MAMCE) 

8 Validation of Methodology 
I 

0NIA I ~Yes □No 
TYPE OF DEVIATION OR OPTION SELEC I ED " 
NIA 

DESCRIPTION 
NIA 

JUSTIFICATiON 
NIA 

SECTION I\JUMBER I SECTiON T!TL.E CO~JFOR MN✓CE? 

9 i Use of Technique cg}Yes [lHo □ NIA 
I 

! 'l'PE OF DEVIATION OR OPT!Of\lSELECTEiJ < 

l.J/A 

DESCRlPTION 
N/A 

JUSfli=1CA I !ON 
N/A 

SECTION NUMBER SECTION TITLE CONFORMANCE? 

10 Alternatives to Batch Testing ~\'es □No □ WA 
TYPE OF DEV!ATJON OR OP 1 !ON SELECTED < 

NIA 

DESCRIPTION 
N/A 

.J!,,JSTIFICAT!ON 
NiA 

I

, CONFORk'1ANCE? ,,_/ • 
~ 

SECTION NUMBER SECTION TJTLE 

0 Yes _j],N~ MIA 

TYPE: OF DEVIATION OR OPTION SELECTED <-

~ 

" ----DESCRIPTION pf I ft ~- f'\ 1 )0 i<t 
___:-.---- -\ fA p, '"- -

----- ,__,A- M'- C) 

JUST!FICATrOM ---- f' J ·.-~-------• For completeness list ail sections of the standard and indicate whether conformance is met. If a section is not appficab!e (NIA) an 
expianation is needed under "justification.' Some standards indude options, so similar to deviations, the option chosen needs to be 
described and adequatety justified as appropriate fm the subject device. E:xpianation of aH deviations or description of optiohS 
selected when following a standard is required under "type of deviation or option selected," ~description" and ''justification" on the 
report. Morn than one page may be necessary. 

,. Types of deviations can include an exclusion ot a section in the standard, a deviation brought out by the FDA supp!ementai 
information sh0et (SlS), a deviation to adapt the standard to the device, or any adaptation of a section. 
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Form Approved: 0MB No. D910-D'l20: Exoiratior. Date: 6/30/2020 

Department ol Health and Human Services 
Food and Dr·ug Administration 

STANDARDS DATA REPORT FOR 51 O(k)s 
{To be filled ih by applicant) 

-
This report and the Summary Ftepoii Table are to be completed by the applicant when submitting a 5"10(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 5iO(k). 

TYPE OF 510(K) SUBMiSS!O~J 

D Traditional rg)special D Abbreviated 
••~•~m• 

STANDARD Tffl.E 1 

14-278: AA1v!1/ ANSI! ISO 10993-7: 2008(R)20 IL Biolgoical Evaluation of Medical Devices - Part 7: Ethylene Oxide Sterilization 
Residuals ( SteriJiry). 

Please answer the fohowirig questions Yes No 

Is this standard recogniwd by FDA :,7 , .... ,, .. " .......... • • •, > > • • < • 0 • •T< 0 • ,, • _, >, • • • 0 < • > • •. •, T '• •' •, • <" '•·,.' •• < • • •, • • • • • • • • ,_ • • •. •, • ['.81 □ 

FDA Recognition numberJ ............ ,.., .. ,., ..... , .. , .................................................................................. ,,.. :fl. 14-278 
" 

Was a third pa,iy laboratory responsible br testing conformity of the device to this standard identified 
in the 5'10(k)? ••• • •• _, • ••• •••• • ••• • ••• ••r' ••••• ,., ,,, ,,, >00 • • ••• • •• >>• • ••~• •• •• ••• • ••• r • •••• ••L•• ••• •••• r, ••••,<T••~·, • • • • •• •; • •~•• • > 7• • • ;p • • ,~•., •• • ~ □ 

!s a summary report 4 describing the extent of conformance of the standard used included in the 
5iO(k)? L', •• ,, •••• , , 0 o O < o o S > 0,. o ...... - o o o •·•Lo OF p O, 0 7 ,. 0 0 •• ,. > 0, •••••• ,, ... •v• LA,, .... L •Ar; ..... .,, ... o. £ ..... ~- o o o • r. ,. < o. ~- < 0 < 0 •• ,. LO ••••• 0 •• • L •• "L • •• L LA,, ... ' 

[gJ □ 
If no, complete a summary report table. 

Does the test data for this device demonstrate conformity to the ,·equirements of this standard as it 
pertains to this device? .................... , ... , .... ., ...................................................... , ........... , ............. ., ......... ~ □ 

Does this standa1d include acceptance cdteria? .......................................................................... ,. ....... ~ □ 
If no, include the results of testing in the 51 O(k), 

Does this standard include more than one option or selection of tests? ............... ., .... ,. .... .- .................. ~ □ 
1f yes, report options selected in the summary report table, 

Were there any deviations or adaptations made in the use of the standard? ......................................... □ t8l 
If yes, were deviations in accordance with tr1e FDA supplemental information sheet (S!S) ''? .............. □ □ 

Were deviations or adaptations made beyond what is specified in the FDA SIS? ................................. D tzj 
!fyes, report these deviations or adaptations in Ure summary report table. 

Were there any exclusions from the standard? ............................................ ., ....................................... D 0 
If yes, report these exclusions in the summary repo1i table. 

Is there an FDA guidance 6 that is associated with this standard? ........... ., .... ,, ...... """"•-........................ D [g] 
If yes, was the guidance document tolfowed in preparation of this 510k? ........................ 0, ... ,.., ........... D D 
Title of guidance: N/A - No Gnidam:e 

,-~~-~- - ______ ,,., ~-----

, The formatting conver.!ion for ihe title 1s: [SDO] [numeric idantr!ierJ [title of address or the tesi laboratory or c;,erlification body involved 1n con!omiance 
standard] [date of publication) asc;esmnent to this standard. The summary report includes information on 

;, Authority [21 US.C 360d], h1tp:llwww.fda.gov/MedicalDev1ces/ 
ali standards utiltzed during the deveJop,nent of the device. 

DeviceRegulaiionar,dGuidmice/Slandardsldefaulthtrn , The suppiementai iniarmatiol"l sheet (SIS) is additional information which 

3 http:/iwww.acwssdata.fda.govlscriptslcdrh/cfdocsicfStandarctslsearcr,.cfm 
Is necessary before FDA recognizes Ule standard. Fou11d at l1ttp:// 
www,acceJssdata.fda.govlscriptslcdrnlcfdocs/cfStandar,falsearch.cfm 

4 The summary report shouid include: any adaptahons used to adapt to the ,., 1he online search for CDRH Guidancso Document◊ can be fourid at 
device under review (tor example, alternative test methods)· choices madte http:itwww.fda.gov/MedicalDeviceslDev,ceRegulatiohandGuidancei 
w\1en options or a selection of methods are described: devii,,Uons irom the Guidanc,,Docurnents/default.htm 
standard: requirements not applicable to the device; and th,;; name and 
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,_,,_, 

EXTENT OF STANDARD CONFORMANCE 
SUMMARY RS PORT TABLE 

ST ANDARU T!Tl.E 

l.4-278: /'1._AJvD/ ANSI/ !SO 10993- 7: 2U03(R)2012, Hiolgoical Evaluation oflvledkal Devices - Pari 7: Ethylene Oxjde Sterilization 
Residuals (Sterility). 

- =v.~v.v. 

CONFORMANCE WITH STANDARD SECTIONS* 

SECrl0N NUMBER 
·1' SECTION TITLE C0I\JF0RMAt'>lCE? 

1 Scope ~Yes 0No ONiA 

TYPE OF DEV!A TI0N OR OPTION SELECTED ~> 

NIA 

Ot::SCRIPTI0N 
WA 

·-~~---
JUSl IFICAnmi 
NIA 

SECTION NUMBER J SECTION TITLE CONFORMANCE? 
' 2 INomiative References 0Yes ONo ~NIA 

TYPE OF DEV!At ION OR OPTION St::LECTED ❖ 

NIA 

DESCRIPTION 
N/A 

JUSTIF!CATJON 
N/A 

SECTION NUMBER SECTION TITLE 

I
i C0NF0RMANCE7 

3 Tenns and Defmitions [Z)Yes ONo □ NIA 

TYPE OF DEVIATION OR OPTION SELt:CTED 
,, 

NIA 

DESCRIPTION 
N/A 

... ~ 
J USTIF!CATJ0N 
NIA 

• For completeness list an sections of the standard and indicate whether coniunnance is met. Jf a section is not applicable (N/A) an 
explanation is needed under "justification." Some standards lnclude options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appr-opriate for the subject device. Explanation of al! deviations or description of options 
selected when following a standard is required under "type of deviation 01 option selected,"' description" and "1ustification'' on the 
report. More than one page may be necessary. 

<> Types of devfations can include an exclusion of a section in the standard. a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section. 

This section applies only to requirements oftbe Papcn>,ork Reduction Act of 1995. 

*DO NOT SEND YOUR COMI'LET!W FORM TO THE PR.A STAFF EMAIL AJ)DRESS BELO\,V,* 

The burden time for this collection of infonnatiou is estimated to average I hour per response, including the time to review 
instmctionB, seard1 existing data sources, gather and maintain the data needed and complete am:l review the collection of 
information. Send comments regarding this burden estimate or any other aspect of this i11fon:nation collection, including 
suggestions for reducing this burden, to; 

Department of Health and Human Services "An agenq mo)' 1101 conduct or sponsor. ,md 
.Food and Drug Administration o person is nor required to respond to, a 
Office of Chief Information OHicer collection q/informnlion unless if displays a 
Paperwork Reduction .Act (PRA) Staff cwTent~)' valid O}viB control numb.er. " 
PRASto/j(jz.jda. hhs.g ov 
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE 

STAl~DARD Ti !"LE 

14--278: AAJ\1.1/ Al'·«lSI/ lSO l 0993.,7; 200S(R)20 LL Bio!goicai Evaluation of Medical Devices -- Part 7: Ethylene Oxide Sterilization 
Residuals (Sterility). 

N.Mh?..-.U.-.U..YN..?N..= '--.u.&'ll,l!.ll.MUU"-"'"-""-......,..,.?..._ 

CONFORMAHCE WffH ST AHDARD SECTIONS' 

SECT!Ohl NUMBER SECTION TiTLE I COHFORMANCE? 

4 Requirements I ~Yes 0No Ot~/A, i 
TYPE OF DEVIATION OR OPTiOt'-! SELEG I t::D ,. 
:t---!/A 

DESCRIPTION 
NiA 

JUS1 IFICA"i !ON 
N/A 

SECTION NUMBER 

I

' ,,-r • r' 1 -· I COf'1F◊RM1\~~CE? bt:-, 1 k;N I ITLE 

5 .Product Release I ~Yes 0No □ Nii-I 
TYPE OF DEVIATlO~-) OR OPTION SELECTED .;;, 

N/A 

DESCRIPTION 
N/A 

jLJSTIF!CATlON 
N/A 

SECTION NUl\llBER I SECTION TITLE CONFORMANCE? 

Q~ 

,' 

Oves 0No 
/ 

TYPt_ Or DEVlA TiON OR OPTION SELECTED <- // 
,,.,.,,,.,.,,,/ 

,,.,.,...--
DESCRIPTION 

.~ .IUSTIFICA.t ION 

{'J 
1 A, ..,.,,,,,,,..,.,, 
' ,,,.,,.✓,,. 

SECTION NUMBER SECTION TITLE // CONFOF!MJ\NCE? ,,.,, 

~/ uflo,·, . ''1--✓. 0Yes 01\Jo 0NIA . o, · .. 
TYPt:. OF Lli::VIATION OR OPTION SELECTED ,. ,,.,-~ \(,,...j !" (jl /'1 •,.., ... ....- _, 

,.,/.,/ 

,,,..,,,✓ 

DESCRIPTION ,...,--~ 
_,./ 

/✓-------·-
~' 

JUSTIFt_9.A:i'iON 
_,.,/ 

// 

* For completeness list ali sections of the standard and indicate whether conformance is met If a section is not applicable (NIA) an 
exp!anation is needed under "Justification." Some standards include options, so similar to deviations. the option chosen needs to be 
described and adequately justified as appropriate tor U,e subject device. Explanation of all deviations or description of options 
selected when fo!lowing a standard is required under "type of deviation or option selected.·· "description" and "justification" on the 
report. More than one page may be necessarr 

'' Types of deviati.ons can include an exclusion of a section ln the standard, a deviation brougilt out by the FDA supplemental 
information sheet {SIS), a deviation to adapt the standard to the device, or any adaptation of a section. 
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Form Approved: Oiv1B No. OfFI O-O·i20: Expiration Date: Bi30/2C120 

I 

- ... "" 

Departmeni of Health and Human Se1vices 
Fo.od and Drug Administration 

STANDARDS DATA REPORT FOR 51 O(k)s 
(To be tmed kl by applicant) 

-- _._,, ...... Yow. ......... __ 

This report and the Surntn21y Report Table are i:o be cornpieted by the applicant when submitting a 5i0(k) that refer-
ences a national or internationa! standard, A separate report is required fm each standard rderenced in the S10(k), 

TYPE OF td0(K) SUBM!.SSION 

0 Traditional l:g]Specia! □Abbreviated 

.STANDJ.\RD TITLE 

14-452: ISO 11135 Second Edition 20 l 4, Sterilization of Health Care products ~ etliylene oxide - requirements for the development, 
validation and routine ,,ontrol of steiilizaLion process for medical dev.ices. (Sterility) 

Please answer the foHowlng questions Yes No 

is this standard recognized by FDA 1 ? ................. ,, ................ ,. ..... , ......... ,, ...... ,, .... ,, .. ,,,,.,,, ................. .,. rRJ □ 

FDA Recognition nurnber O ., .•. ., ...... ., ... ,. .• ,, .................. ,. ... ,. •.. ,, ..... ,, •.. ,, ... ,, ...... ,, ..... ,. .. ., ...... ,.,. ................ # 14-45'.? 

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
lg) □ in the 510{k)? >>• <'' <> > >~<'' ·•·''•>a•••'•••<'••>.' '>a'•'•~•••',-~• 0 • • '-~•' •>• ,_ ••> • •• ••• ••• ••> >•• ••• •••• •> ,YY> ••>r • • • >H .. -~-•,' ··•, •, •< • • ••• ••,, ,. ••, 

ls a summary report ' describing the extent of conformance of the standard used included in the 

510(k)? • • •, •• • •,>SO• • •. > > 0 • • • > '> < • 0 >, 0 • > > r •·<Lo;.•• 0 0" • • • • • 0 0;, • • • • • •;;. • 0 •;,,. > > • 0- • •. >< • "•. > 0; • 0 • v • • • • • 0 0 • • • > ~ •• • • • >, ,_ •. > •• <> > < • 0 0 0 0,; 0 • £, • • 0 •, ,_ 0 • • •, 

[SJ □ 
If no, complete a surYimary report table. 

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
petiains to this device?,._,.,,.., ............................. ,, .... ,, .... ,,. ... ,, .... ,,, .... ,. .. ,,., ... ., ........... ,. .................. ,. ...... [z?J □ 

Does this standard include acceptance cdte,:·ia? .............. ,. .. ,.,. .. ,,,, .. ,, ... .,.,, ... ,., .... ., ........... , ..... ,,,. .. ,, ... ,, [z?J □ 
!f no, include the results of testing tn the 5iO(k). 

Does this standard include more than one option or selection of tests? ....... ,.,, ...... ,.., ..... ,.,._, ................ □ ~ 
If yes, repo1i options selected in the summary report table. 

Were there any deviations or adaptations made in the use ofthe standard? .. ,. .... ,. ........ ,,,.,.,,.,.,, .... , ..... □ ~ 
If yes, were deviatioris in accordance with the FD/;, supplementai information sheet (S!S) s? , ... ,- ..... □ □ 

Were deviations or adaptations made beyond what is specified in the FDA SJS? ... ,, ... ,, .... ,,, ··-········--,, □ ~ 
If yes, report these deviations or adaptations in the surnmary report table, 

Were there any exclusions from the standard?,, ... .,,,,.., .. .,.,,. ............ , ......................... ,, ....... , ............ ,,. □ [g1 
!fyes, report these exclusions in the summary report table. 

Is there an FDA guidances thai is associated with this standard? ...... ,.,. .............. .,,. ............................ lSJ □ 
If yes, was the guidance document fo!iowed in preparation of this Si Ok? .... , .......... _.,,,..,.,., ....... ,. ........ , ~ □ 
Title of guidancB: Submission and Review of Steri1j_t)'J_nfonnation in Premarket Noti~cation {51 O(k)) Submission for Devlc~_ 

, The formatting conveni1or1 for !he iitle is: [SDO] [numeric identifier] [title of address of the test iaboratory or certiiication bodr involved in conformaoca 
standard) [datB of publicaiion] assessment to this standard. The summary report inci11dec information on 

2 Authonty [21 lJ.S.C. 360d]. htlp:/h.vwwJda.gov/MedicalDevices/ 
all standards utilized during the devebprnent of the device. 

DeviceHegulatioriandGuidance/Standardsldefaul!.htm ! The supplemental intormaHon sheei /SIS) is addilior1al iniomiaiion which 

' hltp:f/www:accassdata.foa.govlscriptsicdrhlcfdocs/cfSiaridardslsearch.cfrn 
is necessaIy before FDA recognizes the standard" Fwnd at http:// 
www.accessdata.fda.govlscriptslcdrhlcfdccslcfStandardslsearch.cfm 

• Tile summary report should include: any adaptations useo to adapt to the 
i The Online search for CORH Guidance Documents can be found ai 

device under review /tor example. alternative test 1T,ethods); choi,~es made http:liv1wv,.fdagov/MedicalDevicesfDc<ViceRegu!ationandGuidance/ 
w!,en -options or a. selection of rnelhod,,, oire described; deviations lrorn the Gui(~anceDocurnent&/deifaufLhtm 
standard: requirernents not apo!icable to the device: and the name and 
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT T AS.LE 

STANDARD T!TLE 

14-452: ISO l 1 l3 5 Second Edition 2014" Steriliz.ation of Health Care prod nets • ethylene oxide - requirements for the development, 
validation and routine control of slerilization process for medical devices, (Sterility) 

CONFORMANCE WfTH STANDARD SECT!OHS* 

SECTION NUMBER 

I
SECTJOH TITLE 

I

, CONFORMANCE? 

l Scope l'.Z] Yes O No □ NIA ! 
TYPE Of DEVIATION OR OPTION SELECTi::D < 

NIA 

DESCRIPTION 
N/A 

jUSTIFICA i ION 
N/A 

SECTION NUMBER SECTION TiTI_E 

I 

C0h!F0RMANCE? 

2 Normative References [SJYes 0Nn □ NIA 
TYPE or:- O.EV!Afi0J\i OR 0PTI0hl SELECTED ,. 

NIA 

DESCRIPTION 
N/A 

JUSTIFICATION 
N/A 

SECTION MUMBER I SECT!0J\l TITLE I CO~iFORi\1~CE? 
3 i Tenns and Definitions DH/A ! 1 

~Yes ONo 

TYPE OF DEVIATION OR OPTION SELECTED " 
NIA 

DESCRIPTION 
N/A 

.JUST!HCAT!0N 
N/A 

• For completeness list all sections of tr1e standard and indicate whether conformance is met If a section is not applicable (NIA) an 
explanation is nE1edEJd under "Justification." Sorne standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of al! deviations or descnption of options 
selected when following 2 standard is required under '·type ot deviation or option selected:' 'description· and "justification" on the 
1·eport. More than one page may be necessary 

•1 Types of deviations can include an exclusion of a section in ti,e standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section. 

This section applies only to requirements of the J'aperwork Reduction Act of J 995. 

''DO NOT SEfsil) VOUR CO.MPLETED FORM TO THE I'R4. STAFF EMAIL ADDRESS BELOW.* 

The burden time for this collection of information is estimated to average 1 hour per response, inciuding the time to revie,v 
instructions, search existing data sources, gather and rnaintain the data needed and complete and revie,v the collection of 
information, Send comments regarding thts burden estimate or any other aspect of this infonnation coJlection, including 
suggestions for reducing this burden, to; 

Dti1£utment of Health and Human Services 
'~4n agency mqy nor conduct or sponsor, and 

Food and Drug Administration a person is no/ required to respond lo, o 
Office of Chief Infmmation Officer colleczion o{information unless it disp/oys a 
Paperwork Reduction Act (PR/\.) Staff cun·er1/ly valid O.MB control number." 
P RA.Staff?Jifda. hhs. gov 
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EXTENT OF STANDARD COMFORMANCE 
SUMMARY REPORT TABLE 

S,,'\NDAi~D 1 ITLl::: 

] 4-452: ISO 11 US Second Edition 2014, Sterilization of Health Care products - etbykne oxide - requirements for the development, 
validation and routine control of sterilization proces, for medical devices, (Sterility) 

===-'"''' ==-..,_._._'"-._.,,,_..,_._v.,,.w~~,==~==· .,,_Y.v.v.-.-.v.v.,.-. 

CONFORMANCE W1TH ST ANDA RD SECTIONS* 

SECTION t~UMBER SECTION TITLE CONFOR!v\AHCE? 

4 Quality Management System [2'.I Yes □ ~Jo □ NI/-\ 

-TYPE OF DE\/lATIOt'i OR OPTiON SE'LECTED ,, 

N/A 

DESCRIFTIOf'~ 
NIA 

JUSTIFICATION 
NIA 

SECTION NUMBER ISECT!O~J TITLE CONFORMANCE? 

5 J Sterilizing agent characterization [Xi Yes Qi'-Jo □ NIA 

TYPE OF DEViATION OR OPT10~-J SELECTED ❖ 

NIA 

DESCktPl !ON 
NIA 

JUSTIF!CATJOl,J 
NIA 

SECTION NUMBER SECTION TITLE 

I 
CONFORMANCE? 

G Process and Equipment characterization ~Yes □ ~~o □ NI/\ 

TYPE OF DEVIATION OR OPTlOi'1 SElECTFD ~ 

NIA 

DESCR.IP I ION 
NIA 

JUSTIFICATION 
NIA 

SECTION NUMBEJ? SECTION TITLE I CONFORlv\A.NCE? 

7 Product definition 
I ~Yes □ [\lo □ 1'1/!>, 

TYPE OF DEVIATION OR OPTIOt~ SELECTlD 
,, 

NIA 

DESCRIPTION 
N/A 

JUSTIFICATION 
NIA 

* For completeness hst all sections of the standard and indicate whether conformance is met. If a section is not applicable (NIA) an 
explanation rs nee.dee! under "Justification_" Some standards indude options, so similar to deviations, the option chosen needs to be 
described and adequately Justified as appropriate for tl,e subject device Explanation of all deviations or description of options 
seiected when following a standard is required under "type of deviation or option seiected," ''description" arn:J "justification"' on the 
report More than one page may be necessary, 

" Types of deviations can include an f,xcfusion of a section in the standard, a deviation brought out by the FD!\ supplemental 
information sheet (S!S), a deviation to adapt the standard to the device, or any adaptation of a section, 
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE 

Si ANDARD TITLE 

l4-452: ISO 1 I 13 5 Second Edition 2014. Sterilizarion of Health Care products - ethylene oxide ~ requixei::nelltS for tht development, 
validation and routine control of sterilization process for mdkal devices. (Sterility) 

;,»,;.-~-.;,.~ 

CONFORMANCE WffH STANDARD SECTIONS* 

SECTIO!'>J 1'-lUMBER I SECTIOU TITLE CONFORlv\AHCE? 

8 I Process Defmition [Z)
. { 

0No □ Nit\ \ es 
! 

TYPE OF DEVIATIOH OR OPTION SELECTED 
_, 

NIA 

DESCRlPflCm 
NIA 

JUSTIFICATION 
NIA 

SECTION h!UMBER i SE::cnoN TITLE CONFORMANCE'? 
9 I Validation [Z] Yes 0No □ NIA 
TYPE OF DEVi/>,TiOhJ OR OPTION SELt:CTED ,:, 

NIA 

DE SCRIP t !ON 
NIA 

'JtrtffTFTCAHON 
NIA 

SECTION NUMBER SECTION TITLE CONFORt✓,ANCE? 

JO Routine Monitoring and Control t2'.] Yes 0No □ NIA 

TYPE OF DEVJA 1 !ON OR OPTION SELECTED ❖ 

NIA 

DESCRIP I ION 
NIA 

JUSTIHCA HON 
N/A 

SECTION NUMBER I SECTION TITLE I CONFORMANCE? 

11 I Producr Release from Sterilization □ NIA ! [Z)Yes 0No 
' ' TYPE OF DEViA TiON OR OP I iON SELECTED 

,. 
N/A 

DL::.SCRIPTIO~J 
N/A 

,IUSTP::!CATION 
NIA 

• For completeness iist a!I sections of the standard and indicate whether conformance is met. If a section is not applicable (NIA) an 
expianation is needed under "justification.' Some standards mciudtJ options, so simiiar to deviations, the option chosen needs to be 
described and adequately justified as appropI•iate for the subJect device. Explanation of all deviations or description of options 
selected when following a standard is required under "type of deviation or option selected," ''descrrption" and "justificaHon" on the 
report More than one page may be necessary 

"' Types of deviations can include an exclusion oi a section in the standard, a deviation broughl out by tr1e FDA supplernental 
information sheet (SIS) a deviation to adapt the standard to the device, or any adaptation of a section, 
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,_ 

EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE 

STANDARD TrTLE 

14-452: ISO l 1 L35 Second Edition 2014, Sterilization ofElealth Carc products - ethylene oxide, requirements for tbe development, 
validariori and routine control of sretilization process for rn.edical devioes. (Sterility) 

I==•=· - ~~~---· ~· ~ .,,,,... .... =.,,,, ..... ~-y.~ .... = ..... = .. '"'"-.... '&~ 

CONFORMANCE WlTH STANDARD SECTIONS" 

SECTION NUMBER SECTION TITLE CONFORMAHCE? 

12 Maintaining Process Effectiveness [SJ Yes 0i'lo ON/A. 

TYPE OF DEV!A,T!ON OR OPTION SELECTED 
,, 

f,J/..-A~ 

DESCRf PT!O~J 
1'-l/A 

JUSTIFICAT!Oi',J_ 
N/A 

~~~l~:!>l 

SECTION NUMBER SECllON T!TlE CONFOF-!MANCE? / 
Oves 0No □yrA 

TYPE 0~ DEVIATION OR OPTIO!~ SELECTED .❖ 

/ 
DESCRIPTION 

/ 
JUST!f-JC/l,T!Ot~ 

/ 
SECTION NUMBER SECTION T!TLE 

~
0\:·b 

I c~:~:MA~~: 
0NJA 1/ I 

TYPE OF DEVI.AT!Ob/ OR OPTION SELECTED <· 

.V', \l\JA\·/ 
rJ \ 

Dt:SCR!PT!Oh! 

~
< ~\}\ 

l..._,J 

. 1 \ 

,JUSTIF!CA I ION 

/ " 
SECTION NUf\/iBER st=cno7 

I 
CONFORMANCE? 

0Yes 0No ON/A 
! 

TYPE OF DEVIATION 07 SELECTED ❖ 

DESCRIPTIOI/ 

JUS; IF'./CAl N 

/' 
• for cornpletnness list all sections of the standard and h,dicats whether conformance ls met Jf a section is not applicable (NIA) an 

explanation is needed unde1· "justification." Some standards include options. so simi!arto deviations, the option chosen needs to be 
described and adequately justified as appropriate to1· the sUbJect device. Explanation of all deviations or description of options 
selectecJ when following a standard is required under "type of deviation or option selected." ··ctescription'" and ;'justificBtion" on the 
report More than one page may be necessary. 

·> Types of deviations can include an exc!usion of a section in the standard, a dev,ation brought out by the FDA supplements! 
information sheet (S!S), a deviation to adapt the standard to the device, o,- any adaptation of a section. 
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F·orm Approve,t 0MB l✓ o. 0910-0·J20; Exoiration Date· 6/30/2020 

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DA TA REPORT FOR 51 0(k)s 
(To be ti!!ed in by applicant) 

Tr1is repori and the Sumn,ary Report Table are to be.· completed by the applicant when submitting a 51 O(k) that refer­
ences a national or international standard. A separate repoii is required for each standard referenced in the 5'1 O(k). 

TYF'E OF 5"10(K) SUBM!SSlON 

D Traditional [2J Special D i1bbrevialed 

STANDARD TITLE 1 

l 4-454: ISO I 1607-1 First Edition 20006-04-15, Packaging for terminally sterilized medical devices - part 1: requimicnts for 
materials, sterile barrier systems and packaging systems finclndi.ng: amendment I (20141]. (Sterility) 

~ 

Please answer the folk:iwing questions Yes No 

~ □ 

FDA Recognition number 2 ........................ ., ......................................................................................... . #14-4.54 

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)'? ........................... ., .......................................................................................................... . □ ~ 

ls a summa1y repo1i 4 describing the extent of conformance of the standard used included in the 
51 O(k)? ............................. __ .............. ---- .................................. ,. ........................ --· ................................. . lSJ □ 
If no, complete a summary report table. 

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device'? .................. __ ................ _.., ............................ .,,. .............................................. ,. .. [gJ □ 

Does this standard include acceptance criteria? ......................................... . [gJ D 
If no, include the results of testing in the 510(k). 

Does this standard include more than one option or selection of tests?.,. ........................................ ., .. . ~ □ 
!f yes, report options selected in the summary report table. 

Were there any deviations or adaptations made in the use of the standard? .. ., ........... .,, ...................... . □ [gJ 
If yes. were deviations in accordance with the FDA supplemental information sheet (SIS)5? ............ . □ □ 

Were deviations or adaptations made beyond what is spedfied in the FDA SIS? ............ ., ·--· ............ . □ [gJ 
If yes, report these deviations or adaptations 1n the summary report table. 

Were there any exclusions from the standard? ................................................................................... . □ [gJ 
If yes, report these exclusions in the summar1 report table. 

Is thete an FDA guidance' that is associated with this standard? ........................................................ . □ ~ 
If yes, was the guidance document foHowed in preparaHon of this 510k7 ............. ,. ............................. . □ □ 

Title of guidance: ~/A - No Gnidaoce 

1 Ttie lorrnatting convention for\he title is: /8D0] [nurneric identifier] [title of 
standard) [date of publication] 

2 Authority [21 IJ£.C. 360d], http://www.fda.,iov/Med1calDe11ic:es1 
DeviceRegulationandGuidancelStanda,dsldefal1i\.htrn 

address of the tesl !abcratory or certification body involved m conformar,ce 
assessment to this standard. The surnrnc1ry report includes ihfom1ation on 
all standards utiifzed during 1l1e developmant of the device. 

3 h!tp:li,w1w.accessdata.fda.9oviscrlpls/c:drh/ddocs/cfStanda.ds/search.cfn1 

' The summary report shou!d inclt1de: any ,idaptalions used ic adapt to the 
device under revjew (ft,c eX'ampie. aHernative test methods}; cl·1oict:s n-tade 
when options or a salaction of methods are described: deviations from th" 
standard; reqtiirements not applicab!,, to the device; and th~ name arid 

' The supplemen1ai information shoot (SS) 1s additional intonnation which 
is necessa1y before FDA recognizes the standar;;!. Found at hl1p:1/ 
v.,v.,w .accessdata .fda.govlscripts10:lr\,/1Jdocs/GfStandardslsearci1.cfm 

,., The online search for CPRH Gu1danc, Documents can hE! found ai 
http://vJww.ida.gov/MedicalDevices/DeviceReguiai1onandGuidance/ 
GurdanceDocurnentsldefautt.htm 
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT T ASLE 

ST NJDARD T!TLE 

14-454: ISO 11607-1 First Edi lion :20006-04-15, Packaging for terminally sterilized rnediGal devices - part 1: requirments for 
materials, skrik banier systems and packaging: systems [including; amendment l ('.?.O 14)). ( Sterility) 

CONFORMANCE WITH ST AMDARD SECTIONS* 

SECTION NUMBER 

! 
c:.--· f'l.1()1\' ·~1 ·1-c1 E. CONFORMANCE? d::" ' I I •••• 

! Scope [Z}Yes 0No □ NIA 
TYPE OF DEVIATION OR OPTION SELECTED •> 

NIA 

DESCRIPTION 
NIA 

.JUSTlFIC/\T!ON 
NIA 

SECTION NUMBER ! SECTlot,J TITLE CONFORMAl,JCE? 
·~ I Normative References ig]Yes □No 0NIA ,L. 

TYPE OF DEVIATION OR OPTION SELECTED ❖ 

N/A 

DESCRIPTION 
NIA 

JUSTIFICATION 
N/A 

SECTION NUMBER SECTION TITLE COl\!FORMANCE? 

3 Terms and definitions ~Ye$ ON0 DH/A, 

TYPE OF DEVIATION OR OPTION St:LECTED •❖ 

N/A 

DESCRIPTION 
NIA 

JUSTIFICATION 
NIA 

• For completeness list all sections of the standard and indicat& whether conformance is met If a section is not applicable (NIA) an 
explanation is needed under "justification.,, Some standards indude options so sirnitar to deviatwns, the option chosen needs to bB 
described and adequately Justified as appropriate for the subject device, Explanation of all deviatk.ins or description of options 
selected when following a standard is required under "type of deviation or option selected," "description'' and "justification" on the 
report, More than one page may be necessary 

"Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplementaf 
information sheet (SIS), a deviation to adapt the standard to the device, 01· any adaptation of a section, 

This section applies only to requirements of the Paperwork Reduction Ad or .l 995, 

*.DO NOT SEND YOUR COMPLETED FORM TO THE PR.A. STAFF Elv1.AlL ADDRESS BELOW,* 

The burden time for this collection of information is esti.tnated to average l hour per response, including the. ti.rm: to review 
instrtietions, search existing data sources, gather and maintain the data needed and complete and review the collection of 
infonnation, Send comments regarding this burden estimate (If any other aspect of this infon11ation collection, including 
suggestions for reducing this burden, to: 

Department of Health and Hm:nan Services 
"An agency ma}' noi conduct or sponsor, and 

Food and Drug Administration a person is nor required w respond 10, a 
Office of Chief fofonnation Officer c.ollection o/injcmnation unless ii dispiavs a 
Paperwork Reduction Act CPRA) Staff currentlr valid OJ,JB control number," 
P RA Sta/f@(da. hhs.gor 
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE 

31 ANDARD Ti , LE 

14-454: ISO .11607-1 First Edition 20006-04-15, Packaging for terminally sterilized medical devices, purr l: requirrnents for 
rnakria!s, sterile ban-ier systems and packagirig systems [including: amendment l (2014 JJ. (Sterifoy) 
~ ... ..,.,, ....... -.-..,."vll,.'N.'.V.U.'NN ... V. .. v..-. ..... v._._..,_,,, ~-=<,&?.V..?.&.V..w«,N. =, " 

CONFORMANCE WiTH STANDARD SECT!ONS* 

SECTION ~JUMBER j SECTION TITLE I CONFORMANCE? 
4 I Generai Requirements I [Z]ves O No □NIA 

TYPE OF DEVIATION OR OPTION SEISCTED .. 
"N/A 

~~~~---·-
DESCRIPTION 
N/A 

JUSTIFICATlm~ 
NIA 

SECTION ~JUMBER !SECTION 1!TL.E I CONFORMANCE? 

5 ,Jviaterials and preformed sterile barrier systems I 
rgjYes 0No ON!A t 

i I 
TYPE OF DEVLA.1 !ON OR OPTION SELECTED ❖ 

l"✓/f\ 

DESCRIPTION 
NIA 

JUSTIFICATION 
NIA 

SECTION NUMBER 

I 
SECTION TiTLE CONFORMANCE? 

6 Design and dt,velopment requirements for packaging [ZJYes Or\Jo □NIA 
! 

TYPE OF DEViAT!ON OR OPTION SEL.ECTED 
,. 

NIA 

Di::SCRIPT!ON 
NIA 

----------

JUSTIFICATION 
N/A 

SECTIOI\J r,JUMBER 

I 
SECTION TIT!_E CONFORMANCE? 

7 Information to be provided t2gves □ ~Jo ON/A 
' 

TYPE OF DEVIATION UR OP I !ON SELECTED + 

NIA 

DESCRIPTION 
NIA 

.JUS1IF!CA T ION 
N/A 

• For completeness list all sections of the standard and indicate whether conformance is rnet. lf a section is not applicable (NIA) an 
explanation 1s needed under "justification." Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justifiad as appropriate for the subiect device. Explanation of all deviations or description of options 
selected when following a standard 1s required under ''type of deviation or option selected." "description' and "justification" on the 
report. More than one page may be necessary. 

" Types of deviations can include an exciusion of a section in the standard, a di:.:viation brought out by the FDA supp1emental 
information sheet (SJS) a deviation to adapt the standard tc the .device, many adaptation of a section. 
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Form Aoproved: 0MB Ho. 0910-0I20: Expiration Date 6/30/2020 -
Department of Health and Hwmen Services 

Food and Drug Administrntion 
STANDARDS DATA REPORT FOR 510(k)s 

(To be filled in by applicant) 

- . 
This report and the Summary Repcwt Table are to be completed by the applicant ,,vhen submitting a 5i0(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the S'IO(k). 

~TYPE OF 5i0(!<) SU8MiSS!mJ 

D T raditionai 12Jspecbl 0 /\bbreviated 
,_,,_,,__._-~~~ 
STANDAF-m TITLE 1 

l 4-455: ISO H607-2 First Edition 2006-04-15, packaging for tenninally sterilized medkal devices - par( 2: 'Validation requirements 
for fonning, sealing and assembly processes [including: amendment J (2014)]. Sterility 

P!ease answer the following questk.ms ''{es No 

ls this standard recogniwd by FDA 2 ? ................ ,, ...................................... ,. ................ ,. ... ,, ........ ,, ..... [gJ □ 

FDA Recognition number 3 .... ,,,, ................................. i .................................................. ,. .......... ,, .. , ..... ., # 14-455 
-~~-~---~ 

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 540(k)? .... ,, .. -.............................................. ,.,. .................................................. ,. ...... , ................... □ ~ 

Is a summary repoIi 4 describing the extent of conformance of the stand1;11"d used included in the 
5iO(k)? ",r,,• •• •••• ,,-.-, • ,., , ,,. ,L, r ,,, , ,, , •, •~•,, •~••, •,., ., ;.., , . , '"' •• •,, ••• ••• • ••••• •••••• ,,. , .,, ,,, , , ,. , >•• <•• ••<,, •• •••,, ,, ••• ,,, ••,, •••• ,, ,. • •••,,. ~ D 
If no, compiete a summary report table. 

Does the test data fo1· this devic:e demonstrate conformity to the requirements of this standard as it 
pertains to this device? .......................................................................................................................... lg] □ 

Does this standard include acceptance criteria? ........................................................ ,., ...................... ~ □ 
If no, include the results of testing in the 51 0(k). 

,,,.,,h~• 

Does this standard include more than one option or selection of tests? ............................................... lg] □ 
If yes, repoIt options selected in the surnrnary report table. 

Were there any deviations or adaptations made in the use of the standard? .... ,. .............................. _,.,, □ ~ 
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) s? ,.,,,,, ...... □ □ 

Were deviations or adaptations 111ade beyond what is specified in the FDA SIS? ................... ,. ............ □ L] 
If yes. report these deviations or adapt,.:itions in the summary report table. 

VVere there any exclusions from the standard? ........................................ ,. ......................................... □ k?sl 
If yes, report these exclusions in the summary report table. 

Is there an FD.A. guidance"· that is associated with this standard? ......................... ., .............................. □ ~ 
!f yes, was the guidance document followed in preparation of this 510k? ...................... ,, .................... □ □ 
Title of guidance: N/A - No guidance ........ 

' The tormat!ing convention for the !itle is: [SDO] [numeric 1dentifie,j [title ol address of the test iabcffatory or certification body involved fr. contom1ance 
standard] [date of pubk,allon) assessment to Unfc standard. The summary r&pori indudes !nforrriatian on 

::-- Authority (21 U.S C. 360dj. http;Jiwv,.,w,fda,govlMedicalDevices/ 
ali standards utiiized during the development oi the device. 

DevioeRegulationandGuklance/Standan:!sldefaull.htm ' TI,;;, supp!ementa! information sheet (SIS) is additional ,niormation which 

' http://www.ac---,.,essdata.1da.goviscrir.JlsicdrhlddocslcfStEmdardslsearch.ofm 
is necessary before FDA. recognb,s trie standard. Found at htip:11 
1,vww.accessdala.fda.gO'dscnptsicdrhlcfdocs/cfStandardsisearch.cfm 

, The summary repori should inciude; any aciaptatit,ns ,ised tc adapl to the '' The onilne se.irch for CDRH Guidance Documents can t1E, found at 
devic€ under review (inr €)/ample. aliematil'e test methods): choices made ht!p:/lwv,w.fda.gov/Medica!Devices/DeviceReguia1ionandGuidancei 
when options or a selection of rnelhods are described, deviaiions from the GuidanceDocumentsldefauU.htm 
standard: requirements not applicable io the device; and the name and 
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE 

ST AND ARD TITLE 

14--455: ISO JI 607-2 First Edition 2006-04•15, packaging for terminally sterillzed medical devices - part 2: Vahdation requirements 
for h)m1ing, sealing: and assembly processes [including: amendment l (2014)], Sterility 

.... y. .. 

CONFORMANCE WITH STAMDARD SECTIOMS' 

SECTION NUMBER SECTION TITLE 

I 

C~JF0RMANCE? 
l Scope , [2)Yes 0No □ Nii\ 

i 
TYPE OF DEVIATION OR OPTION SELECJ ED ~ 

NIA 

DESCRIPT101'4 I N/A 

,HJSTIFICA TI0N 
N/A 

SECTI0t,J NUMBER SECTlmJ TITLE C0NF0RMAf\JCE'? 
,., 

Nonnative references [2J Yes 0No □WA L 

TYPE OF DEV!A TION OR OPTION SELECTED <~ 

N/A 

DESCRIP I J0N 
NIA 

JUSTlFICAi ION 
N/A 

SECTION NUMBER I SECTION TITLE CONFORMANCE? 

3 I Terms and Definitions [2Jves □ No ONiA 

TYPE OF DEVIATJrn~ OR 0!--' I JON St::LECTED .; 

N/A 

DESCRIPTION 
N/A 

JUSTIFICATIGr~ 
N/A 

' For completeness list all sections of the standard and indicate whether conformance is met If a section ;s not applicable (NIA) an 
explanation is needed under "justif1cmion." Some standards inc!ud,2 options, so simiiarto deviations. the opHon chosen needs to be 
described and adequately justified as appropriate tor the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under "type of o·eviation or option selected," "description" and 'justification'' on the 
report More than one pag<2 may be necessary. 

"Types of deviations can include an exclusion of a section in the standard, a devmtion bmught out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a sedion. 

This section applies only to requirements oft.he Paperwork Reduction Act of 1995. 

'':00 NOT SEND YOUR COIVIYLE'l'EU FORl\i TO THE I'RA STAFFEl'l-'.fAil, AJ)llRESS BELOVi'.'' 

The burden time for this collection of information is estimated lO average I hour per response, including U1e rime to review 
instructions, search existing data sources, gather and maintain the data needed and complete and revie,v the collection o:f 
information. Send com1nents regarding this burden estimale or any other aspect of this information collection, including 
suggestions for reducing this burden, t-o: 

Department of Health and Ruman Services 
"An ogenc~)l may not condua or sponsor, and 

Food and Dmg Administration a person is nm required to respond 10, a 
Office of Chief lniormation Officer co!Jection of h!f'ormation unless it displays a 
Papervv◊rk Reduction Act (PRA) Staff currentlr valid OlviB comro! m.anher. " 
PR, 4Stajj(j}J!da. hhs,gov 
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE 

fffAI\JOAR.D TITLE 

14-455'. ISO 11607-<: First Edition 2006~04-15, packaging for teiminally ~terilized medical devices - part 2: Validation requiremems 
for frffming, seahng and as~embly processes [including: amendment J (20 l 4)}, Sterility 

~=-v.=" ..,_._._"_=-'-VN.Y.•.,.v.-.-.-.u.~-.w..V~ll,llllll»&:,Mh,»»., . ._ » ™ ~ 
;-;,,;,»»;-;-;-~-«,:,.™'l-lw»,--«Y,. __ .._ ___ ._._ .. _-

CONFORMANCE WITH ST ANDA RD SECTIONS" 

SECTION NUMBER j SECTION T!TL.E 

I
. C~',IFORMANCE? 

4 i General Requirements i [Z]Yes 0No □ Ni.A. I 
TYPE OF Di::\/iA i IQr~ OR OPTION SELECTED ,} 

N/A. 

DESCRIPTION 
NIA 

JUSTIFIC/l.,T!ON 
NIA 

SECTION NUMBEF\ 
!
SECTION TITLE CONFORlll!MJCE? 

5 I Validation of Packaging proc:esses [2Jves □ No nNIA 

I YPE OF Dt::VIATION OR. OPTION St::LECTED 
,, 

N/A 
DESCRIPTIOt~ 
Nia 

,JUSTIFICATION 
N/A 

SECTION NUMBER i SECTION TITLE CONFORMANCE? 
' 6 i Packaging system assembly t2.]Yes 0hlo □ NIA 
! 

TYPE OF DE\/lATJO!~ OR OPTIOI~ SELECTED .. 
N/A 

DESCRIPTION 
NIA 

JUSTlt"ICATION 
N/A 

SECTIOI~ NUMBER ! SECTION TITLE CONFORMAMCE1 

7 I Use ofreusable sterile bruTier systems LjYes 0Ma lZJNiA 

TYPE OF Ot:VIATION OR OPTION Si:.:.LECTED <(" 

NlA 

Dt:SCR!PTION 
N/A 

JUST!FlCATiON 
N/A 

' For completeness list all sections of the standmd and indicate whether conformance is met. If a section is not applicable (NIA) an 
explanation is needed under 0·justrf1cation." Some stanciards include options, so similar to deviations, the option chosen needs to be 
descrit:,ed and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under "type of deviation or option selected: "description" and 'justification'· on the 
report. More than one page may be necessary. 

v Types of deviations can include an exclusion of a sechon in the standard, a deviatlon brought ou! by the FDA supplemental 
inforrnation sheet (S!S), ci. deviation to adapt the standard to the clevice. or any adaptation of a section. 
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE 

SI AJ.JlJf\RC TITLE 

!4--455: lSO 1 ! 607-2 Firsr Edition 2006-04-- l 5, packaging for terminally stedfrzed medical devices - part 2: Validation re<J uirenH-::nts 

. for fon:ning. sealing and assembly processes [including: aniendment J ('.W l 4)]. Steriliry 

.,_..,,.__..,,.__-=======~=-======"""""=,-:.,..""""=~~==================~~""""..,,,., 

CONFORMANCE W!TH STANDARD SECTIONS* 

SECTION NUMBER. SECTION TITLE [ C0NF0RtvlAt-JCE? 
g Sti:rile fluid-path packaging: I OYes □ ~Jo ~i✓/A 

TYPE OF DEVIATION OR OPTION SELECTED ,, 
NiA 

OESCR!PTI0t--J 
NIA 

,JUSTIFICATION 
NIA 

SECTION t•JU!vlBER I SECTION TITLE CONFORMANCE? // 
i )p✓ • 
i □ Yes ONo NJA 
I 

TYPE OF DEVIATION OR 0PT!0~l Si::LECTED <· 

/ 
DESCR!P l !ON 

// 
)US 1 !FICATJ0l'>J 

// 

SECTION NUMBER I SECTION TITLE / C0HF0Rlv!Ai'JCE? 
i 
t ,,/ OYes ONo □NIA. 
i 
I 

TYPE OF DEVIATION OR OPTION SELECTt:D ,. 

V I (-)\0 
> 1),,1··· 

r-J \ ,1,J~ f 
DESCRIPT!0i'i 

/(

~---.tv\ 
o\' 

J 
JUSfiFICATI0N 

// .,. 
SECTION NUMBER SECTION TITL/ CONFORMANCE? 

0Yes 0No OHIA 

iYPE OF Dt.:V!A r!0N OR 07C! ED ·,· 

DESCRIPTION ,/ 

/ 
JUSTIFIC~ 

/ 
/ For completeness iist a!i sections of the standard and indicate whether conformance is met, If a section is not applicabie (NIA) an 

explanation is needed under "justification.'' Sonie standards include options, so sirniiarto cJeviations, the option chosen needs to be 
described and adequately justified as appropriate for the sub_iec1 device. Expianation of al! deviations or description of options 
selected when following a standard is required undH ''type ofdevicJtion or option selected," '"description" and "justification" on t.he 
report More than one page may be necessaIy 

"' Types of deviations can inc!ude an exclusion of a section in the standard. a deviation brought out by the FDA suppiemental 
information sheet (S!SJ. a deviation to adapt the standard to the device. or any adaptation of a section. 
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D 

C 

A 

MEDUNE 
PEDIATRIC DIRECTIONAL 

INCISION DRAPE 
MED579 

VENDOR; {b){4) ! 
P/N! : 

NOTES: 

MATERIAL: SEE BOM 
COLOR: SEEBOM 
PARTTO BE FREE OF 
DIRT, OIL, GREASE, AND 

,_. 3.5 REF 

------7.5 REF 

0 

ANY OTHER PARTICULATE 
CONTAMINATION LARGER THAN .15mm2

• 

PACKAGING: 50EA/CASE 
VENDOR CERTIFICATION OF 
COMPLIANCE REQUIRED. 

18.25 REF 

40±1 

ASSEMBLED IN CHINA 
2 

3 

REV. PATE CR 

2 
REVISIONS 
DESCRIPTION 

RELEASE TO PRODUCTION 
{b){4) 

1 
·-·-·-·-·-·-·--·-·-·· .··-.('"·-•. -- . ),"'" ::. 

C) 

2 SMS - BLUE 

PE 0.015MM- CLEAR 

ITEM PART NUMBER DESCRIPTION QTY. 

D 

C 

BILL OF MATERIALS 
1-------,---.---,-----,-----"'----------------iA 

.xac ±,050 
.XX = ±.0IQ 

;XXX= ±D05 

REMOVE ALL BURRS AND SHARP 
EDGES 

All INFORr-J.A TiON-IN THIS;DRAV1,1NG IS 
THE.SOLE PROPERTY_:OF_:_MEDCOMP AND 
IS NOT TO BE -DIS:Ct;OSED, REPRODUCED 
OR USED INANY WAY WITHOUT THE 
EXPRESSED PERMISSION Qf·ME:OCOMP 

EDCO P 
INSPECTION KEY 

• CRITICAL 

~ GENERAL 

~ VERIFY 
(b){4) 
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~medcOMP® 

ORIGINATOR: i (b)(4) i 
·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·· 

PROJECT NUMBER: i (b)(4) i 
1---·-·-·-·-·-·-·---· ---

PRODUCT VERIFICATIONN ALIDATION RES UL TS 
SUMMARY 

DATE: 02/23/18 

STUDY/TEST: VERIFICATION D 
VALIDATION 0 V NUMBER: ! (b)(4) ! 

DEVICE DESCRIPTION: C3 ECG Cable Accessory Pack (MRC3R004) 3 Year Accelerated Aging i 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~----·-

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



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



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



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



~medcOMP® 
ORIGINATOR:! (b)(4) 1 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-· • 

PROJECT NUMBER: 1 (b)(4) J 

PRODUCT VERIFICATION/VALIDATION TEST 
PROTOCOL 

DATE: 11/7/17 

STUDY/TEST: VERIFICATION 0 
VALIDATION 0 VNUMBER:1 (b)(4) i 

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

DEPARTMENT: IBl ENGINEERING □ COMPLIANCE 

TEST/STUDY: [&]ORJGJNAL □ AMENDMENT 

- _____ _,,_,,,,, ____ ..., ___ ""'-·-"""·-·--·-·=-·-=·-·-=·-·-=·-·=-·-=·-·-~--=====================;;;;;;;;iiiiiiiiiii-. 
·-·-·-·-·-·-·- -·-·-·-' 
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b 4 
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l ! 
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i i 
i i 
i i 
i i 
j_ ____________ __ ____ _____________ __________ _______ __ _______ _ _______ __ _______ ______ __ _ ___________________________________________ __ ____________ J 
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Good Morning Courtney, 

■ ■ 
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Sincerely, 
Kathleen Fitz(Jerald 

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 
kath leen. fi tzgerald (wf da. h hs.ggy 
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PAR1YTO 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> 
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Subject: Re: K180567 is on Hold Pending Your Response 

Thanks Kathleen, sorry for the con fusion! 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.Fitzgeral d@fda.hhs.gov> wrote: 

Hi Courtney, 

; 
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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 
kath leen. f itzgera ld@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 1O.8S(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@medco mpnet.com] 
Sent: Tuesday, March 13, 2018 3:59 PM 
To: Fitzgerald, Kathleen <Kat hleen.Fitzgerald@fda.hhs.goy> 
Subject: RE: K180567 is on Hold Pending Your Response 

Hi Kat hleen, 

(b)(4) Defi 
Thanks, 

Co;,;..r/·v,,-e0 N L.:>u 
Courtney Nix I f~egu!atory Affairn Manager, North America and EU 

Medicai Components, Inc. 

1499 De!p Dr. ~ Herleysville, PA 19438 
T 215-256-4201 x 2285 q _____ (b)(6) __ J F: 215-256-9191 
Email : CNix@.i~:edco?-::pret.co?-:: VVeb: \"/Vi/1,v.~:edco?-::pretco?-:: 

From: Kathleen Fitzgerald <kat hleen.fit zgerald@fda.hhs.gov> 
Sent: Monday, March 12, 2018 7:56 AM 
To: Courtney Nix <cnix(c:vmedcompnet.com> 
Cc: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gov> 
Subject: K180567 is on Hold Pending Your Response 

March 12, 2018 

■ ■ 

c1enc1es 
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Acceptance Review Notification - Refuse To Accept (RTA) 

\Ve have completed the administrative acceptance review of your premarket notification (5 lO(k)) submission Kl 80567. Our review indicates that your 
5 lO(k) submission does not meet the criteria established for administrative completeness. Thus, we regret to infom1 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 51 0(k) number Kl 80567, addressing the elements identified 
as missing or inconsistent in the attached checklist lo: 

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 iu the checklist by September 8, 2018, we will consider this 51 0(k) submission to be withdrawn, and we will delete it 
from our review system. 

Upon receipt of the requested infonnation, FDA will conduct another adrninisli-alive review of your 51 0(k) submission. 

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 5 lO(k) submission. 

For additional infom1ation regarding the Refuse to Accept Policy for 51 0(k)s please refer to the guidance document available at 
http://www. f <la.i,:ov/downloads/Medica1DevicesffieviceRegulationandGuidance/GuidanceDocuments/UCM315014.pdf. 

*** This is a system-generated email notification*** 
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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/S001, 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> 
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Medical Components, Inc. ( dba Medcomp) 
Courtney Nix 
Regulatory Affairs Manager, North America and EU 
1499 Delp Drive 
Harleysville, Pennsylvania 19438 

Re: Kl80567 
Trade/Device Name: C3 Wave System 
Regulation Number: 21 CFR 880.5970 
Regulation Name: Percutaneous, Implanted, Long-Term Intravascular Catheter 
Regulatory Class: Class II 
Product Code: LJS 
Dated: March 12, 2018 
Received: March 15, 2018 

Dear Courtney Nix: 

Build Correspon 

We have reviewed your Section 51 0(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 III (PMA), it maybe 
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 FD A'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); 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
www.fda.gov 
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Page 2 - Courtney Nix Kl 80567 

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/CDRHLeam). Additionally, you may contact the Division oflndustry 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). 

Enclosure 

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 
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Good Morning, 

i (b)(4) Deficiencies i 
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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 
kath leen. fi tzgerald@f da. h hs.£OV 
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PAR1YTO 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 
Phone: X 2302 

From: Courtney Nix 
Sent: Wednesday, April 11, 2018 4:25 PM 
To: Fitzgerald, Kathleen <Kathleen. Fitzgerald@fda.hhs.gov> 
Cc: K1.80567@docs.fda.goy; Patrick McDonald <pmcdonal d@martechmedical.com> 
Subject: Re: K180567 

Hi Kathleen, 

i (b)(4) Deficiencies i Please keep me cc'd on everyt hing. 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 Ka t hleen, 

I'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.FitzgNald(@fda.hhs.gov> wrote: 

Good Afternoon Courtney, 

i_,_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ( b) ( 4) . De fi c i e n c i es ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___i 
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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 
kath leen. fitzge rald@f da .h hs.&Qlf 
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARlYTO 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 [rnailto:cnix@medcompnet.com] 
Sent: Friday, April 06, 2018 10:25 AM 
To: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> 
Cc: Kl80567@docs.fda.gov 
Subject: RE: K180567 

Hi Kathleen, 

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

Thanks, 

C,01.,c-rfVcf,0 N 01✓ 

CoU!-tney Nix Regulatory Affairs Manager, North America and EU 

Medical Components. Inc. 

-J499 De,p Dr·. ~ Harleysville, f"A 194'.18 
T: 215-256-4201 x 2285 C:l,_,_..l,bl(6) _,l F: 215-256-9191 

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) Defi 
Sincerel_y~ 
Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 

■ ■ 

c1enc1es 
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARlYTO 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 revie w 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 fmailto:cnix@medcompnet.com] 
Sent: Tuesday, March 13, 2018 7:12 PM 
To: Fitzgerald, Kathleen <Kathleen.Fitzgeral d@fda.hhs.gov> 
Subject: Re: K180567 is on Hold Pending Your Response 

Thanks Kat hleen, sorry for the confusio n! Have a great night! 

Thanks, Courtney Nix 

Regulatory Affairs Manager, 

North America and Eu rope 

On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kat hleen <Kat hleen. Fitzgerald@fd a.hhs.gov> wrote: 

Hi Courtney, 

(b}(4} Deficiencies 
! ' 1---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Sincerely1 

Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 
CDRH/ODE;DAGRID/GHDB 
U.S. Food & Drng Administration 
White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002 
(30 l) 796 - 6292 
kathleen. fitzge ra ld(ro f da. hhs.gov 
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARlYTO 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 fmail t o:cnix@medcompnet.co m] 
Sent: Tuesday, March 13, 2018 3:59 PM 
To: Fitzgerald, Kathleen <Kathleen.Fitzgeral d@fda.hhs.gov> 
Subject: RE: K180567 is on Hold Pending Your Response 

Hi Kathleen, 

l_ _______________ ( b )( 4) __ D efi c i enc i es-·-·-·-·-·-·-·-· i 
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c1enc1es 
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n·1,l l1 kS, 

C.01...1,..v-k·1A?11 !',J l,;v 
Courtney Nix f'tegulalory J\ffa,rs Manager, No,-lh J\me,foa and EU 

Medical Components, Inc. 

1499 Delp D1·. ~ Herieysvill§.,J'.1'1.J'i/13.iL 
T: 215-256-420 I x 2285 e:: ______ J~)J~L. __ j F: 215-256-9191 

Emaii: CN!x(Wmedcorn;:met,corn Web: V',/'./,iw,medcorn;:metcorn 

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 <kat hleen.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 (51 0(k )) submission K 180567. 
Our review indicates that your 5 IO(k) submission does not meet the criteria established for administrative completeness. 
Thus, we regret to infom1 you that we are rmable 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 5 IO(k) number K.180567, 
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 A venue 
Silver Spring, MD 20993-0002 

FDA will pemiityour 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 niissing or inconsistent elements identified in the checklist by September 8, 2018, we will consider tliis 51 O(k) 
submission 1o be withdrawn, and we will delete it from our review system. 

Upon receipt of the requested info1mation, FDA will conduct another administrative review of your 5 lO(k) submission. 

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 5 IO(k) 
submission. 

For additional infom1ation regarding the Refose to Accep t Policy for 5 IO(k}§ please refer to the guidance document 
available at 
http://www.fda.gov/downloads/Medica!Devices/DeviceRegulationandGuidance/GuidanceDocuments/LTCM315014.pdf. 

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

<K180567 .5 lO(k)Su mm a ry. Fl NAL.doc> 
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From: 
Sent: 

Cc: 
Subject 
Attachments: 

Hi Kathieen, 

Please f ind the attached . 

Thanks, 
Patrick McDonald 
Phone: X 2302 

From: Courtney Nix 

Patrick McDonald 
Wednesday, April 11, 2018 4:34 PM 

Courtney Nk; Fitzgerald, 1-:.athleen 
K180567@docs.fda.gov 
RE Kl8056/ 

201804111611.pdf 

Sent.: Wednesday, April 11, 20184:25 PM 
To: Fltzgerald, Kathleen· <Kath!een,Fitzgen.:1ld@fda.hhs.gov> 
Cc: K180567@docsJda.gov; Patritk McDonald <pmcdonald@martechrnedkal.com> 
Subject: Re : K180567 

Hi Kath leen, 

[ (b)(4) Deficiencies iPle~se keep me cc'd on everything. Thanks! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

Thanks, Courtney Nix 

Regulatory .Affairs• Manager, 

North America and Europe 

On Apr 11, 2018, at 4:21 PM, Courtney Nix<tnix@medrnrnpnet.corn> wrote: 

Hi Kathleen, 

i (b)(4) Deficiencies : 
~ Thanks! 

Thanks, Cour tney Nix 

Regulatory Aff;:.lirs Manager, 

North Ame(ica and Europe 

On Apr 11, 2018, at 2:SO PM 1 Fitzgerald, Kathleen <K;:ithleen.Fitzgerald@fda.hhs.gov> wrote: 

Good Afternoon Courtney, 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ! 
i ! 
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{b){4) Deficie 
Sincerely, 

Kothfeen Fitzgerold 

.l'lurse Consultant/Lead Reviewer 
CDRH/ODE/DAGRID/GHDB 

. s. Food Drug Admiitistratio11 
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nc1es 
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Excellent customer service 1s important to us. Piease take a moment to prov;de feecibaei, regarding the 
customer service you have received: 
t.ttps:/IWV,Ni,rese.atcJu:@JlfilQ{lrh.;1-L~lQITJ.§tC§.§Ci.i.~§tl,Q,';'j,OQ§,C,;;:;430&B;:c432,t~E=&S=E: 

THIS MESSAGE lS INTENDED FOR TH£ USE OF THE PARTY TO WHOM IT !S ADDRESSED AND MAY CONTAIN INFORMATION 

THAT !S PRIVILEGED, CONFIDENTIAL, AND PROTECTED H1orv1 DISCLOSURE UNDEH lAW. It you are notthe 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 ba5ed on the content of this communication is not authorized. If you have 
received th,s docu,nent 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 dor~s not constitute an advisor11 opinion, does not necessarily represent the formal 
po5ition of eDA, and doe, not bind or otherwise obligate or commit tt1e agency to the view expre5sed. 

From: Courtney Nix Ir118ilto:cntx/Wmedcompnet.corn] 
Sent: Friday, April 06, 201810:25 AM 
lo: Fitzgerald, Kathleen <Kathleen.Fitzgera!d@fda.hhs.gov> 
Cc: Kl80567@docsJda.gov 
Subject RE: K180567 

Hi Kathleen, 

Please see attached. Let me know if you have any additional questions. 
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Courtney r~rx ! Regulatory Affain;,, !111anager, Norti1 
fVledic81 Corr1ponents., Inc. 
1499 Delp Dr t HarieysVi.lie PA 19438 

T· .2t5-256A20i x C:i (b)(G) ! F 2·15-256-9191 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

Email: Chlix@rnedcompnet com Web: www.medcompnet.co1-ri 

From: Fitzgernld, Kathleen <Katbleen.Fit2gerald@fda.hhs.gov> 
Sent Thursday, April 05, 2018 9:43 AM 
To: Courtney Nix <cnix@rnedcomonet.com> 
Cc: K18056?@doc:s. fda ,gov 
Subject: RE: K180567 

Good fvlornlng Courtney, 

,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

(b)(4) Deficiencies 

Sincerely, 

Kathleen Fitzgerald 

Nurse Consuliant/Lead Reviewer 
CDRH/ODE/DA GPJD/GHDB 

Food & Drug Administration 
Vlhite Oak,. Bldg, 66, Rm, 2510. 10903 New Hampshire Ave., Silver Spring, MD. 
20993-0002 
(301 J 796 - 6292 

kathleen. fitzgeraid@fda.hhs.gov 
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Excallc,nt customer service IS itnportam to HS. Pieas;'; t.aK-; a niomerit to provk:W feedbsck wgf\rdinp the 

TH!S MESS.AGE IS INTENDED FOR THE USE OF THE PARD' TO WHOM iT IS ADDRf.S,ED f~ND MAY COfffAIN !Nf'ORMATION 
THAT IS PRIVILEGED, CONFI DENT!/i.L, AND PHCHECTED FROM O!SCLOSLJRE UNDER LAW. If you are notthe addre,see, oro 
per~on authorized io deliver ths> document to the addressee, vou are hereby notified that any review dtsdo,ure, 
dissemination. copying, or othN action bas€d on the content of this communicafam is not authorized. If you have 
received Lh1; document in error. please irnmedi;:;tely notify us by emaii or telephone found above. 

This cornrnunication is consistent wirh 21 CFR 10.SS(k) and constitutes an infonn;il cormnunication that represents my 
best judgrnenl at this lime bllt does not constitut€· an advisory opin ion, does not necessarily represent the formal 
position of r-DA, and does not bind or otherwise obligate; or commit the agency tD ti1e view ex1J1 esse.d. 

From: Courtney NixfmaHto:cnix(wmedcompnet.corn] 
Sent: Tuesday, March 13, 2018. 7:12 PM 
To: Fitzgerald, Kathleen <Kath!een.Frtzgeraid@fcia .. hhs,gov> 
SubJect: Re: K180567 is on Hold Pending Your Response 

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

Thanks, Courtney Nlx 

Regulatory Affairs Manager, 

North America and Europe 

on Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen <Kathleen.Fitz.gera!d@fda.hhs.gov> 
wrote: 

Hi Courtney, 

{b){4) Deficiencies 

Sincerely, 

Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 
CDR1-VODE/DAGRID/GHDB 

4 

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



U Food & Drug Adrriinistration 
\Vhite Oak, Bldg. Jlm. 2510, 10903 New Hampsllire 
Silver Spring, MD. 20993-0002 
(301) 796 - 6292 

kath leen. fit2geraid r@fd a.h ht.gov 
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TH IS MESSAGE IS INTENDED FOR THE USE Of THE PARWTO WH0fv1 !TIS ADDRESSED MJO MAY 
CO!~lAlN INFOnMAT!ON THAT IS PR IVILEGED, CONFIDENTIAL, AND PROTECTED FFlOM DISCl.OSURE 
UNDER L/\W. If you are not the addressee, or a person authorized to deliver the document to the 
addr<=Ssee, you are hereby notified that any review disdos11re, dissemination, copying, or other 

based on the content ot this communication is not authorized. If you have received this 
docurnent m error, pleas€ irmnediately notify us by email or telephone found above. 

This comm unication i~ consistent with 21 CFR 10.35(k) ar1d constitute, an informal communication 
that repre5encs my best judgment at thi~ time hut doe, not constitute an advisory oph11oii, does 
not necessarlly repre,'?ni the formal position of FDA. and dor,, not bind or otherwise obligate- or 
commit the agency to the view expressed. 

From: Courtney Nix Tmailto:cn(X/Wmedcornpnet.com] 
Sent Tuesday, March 13, 2018 3:59 PM 
To: Fitzgerald/ Kathleen <Kathleertfltzgerald@fda.hhs .. gov> 
Subject RE: K180567 ls on Hold Pending Your Response 

Hi Kathleen, 

■ 

(b}(4} Deficie nc1es 

(kri.-4,v-{1.o,.,e,+J t✓ 0(,./ 

Courtney Nix .I R.e.gu latory Affai1~s Manager, North Amerrca and EU 
Medical Components, Inc. 
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H99 Delp Dr_ ,i, Har!eysvil[<?,_?-t\Ji?-4'.i,?., _____ _ 
T 2i5-25Ei-4201 X2285 C:i (b)(6) F 215-256-9191 

'-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•I 

Email:. CNix@medcompnetcorn \f\ieb: wwwrnedeompneLcorn 

From: Kathleen Fltz.gera!d <kathleen.nt2gerald@fda.hhs.gov> 
Sent: Monday, March 12, 2018 7:56 /\M 
Ta: .Courtney Nix <cnix@meck:ompnet.com> 
Cc.: Kathleen Fitzgerald <kathleen.f1tzgera!d@fda.hhs.goy> 
Subject: 1<180567 is on Hold pending Your Response 

tv),3rch 12, 2.018 

Acceptance Review Notification~ Refuse To Accept (RTA) 

We have cornpleted the administrative acceptance review of your 
premarket notification (510(k)) submission K180567. Our review 
indicates that your 510{k) sqbmission does not rneet 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 t ime and are placing it on PTA hold, 

Please submit two copies of your response (1 eCopy and 1 paper copy), 
referencing the 510(k) number 1<180567, addressing the elements 
identified as missing or lncon.sistent in the a,ttached ch8ckllstto: 

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 tor 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 abo.ut this email, you rnay contact Kathleen 
Fitzgerald, the lead reviewer assigned to your $lO(k) subfflisSion. 

For additional information regarding the Refuse to Accept Policy for 
510(k}s please refer to the guidance document available ;:it 

http://v,;ww.fda.gov/downloads/MedkalDevices/DevlceReguiatiOnandG 
uidance/GuidanceDocuments/UCM315014.pdf. 

*** This ls a system .. generated email notification *** 
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From: 
Sent: 

To: 
CC: 
Subject: 
Attachments: 

Muslimova, Valentina* [Valentina.Muslimova@fda.hhs.gov] 
3/9/2018 5:46:34 PM 
cnix@medcompnet.com 
DCCLetters [DCCLetters@fda.hhs.gov] 
K180567 / A001 Acknowledgment Notification 
Acknowledgment Letter.pdf 
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ADt"1lNISTRATlON 

Acknowledgment Letter 

3/9/20] 8 

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 
identified 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: Kl80567/A00] 
Received: 3 /9/201 8 
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 
infonnation is required. For information about CDRH review regulations and policies, please 
refer to http:/ /vv'vv'vV. f da. gov/Medical Devi ces/DeviceRegulati onand.Guidance/ defa ult.htm. 

L!.S. Food E, Drug 1\dn1inistrafon 
10903 ~~sw Hampshire Avenue 
Silver Spring, MD 20993 
www.fda.gov 

Sincerely yours, 

Center for Devices and Radiological Health 
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Medcomp®: G3 Wave System 
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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. a- Harleysville, PA 19438 

T: 215-256-4201 x 2285 C:: _____________ (b)(6) ______________ !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: 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@01D21A3D.01E3F6D0]<http://www.fda.gov/> 

[cid:image003.jpg@01D21A3D.01E3F6D0]<https://www.facebook.com/FDA> 
[cid:image004.jpg@01D21A3D.01E3F6D0] <https://twitter.com/US FDA> 
[cid:image005.jpg@01D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin> 
[cid:image006.jpg@01D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/> 
[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=&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 
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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: K180567@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 

everything. Thanks! 

Thanks, Courtney Nix 

Regulatory Affairs Manager, 

North America and Europe 

Please keep me cca€™d on 

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 
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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) Deficie nc1es 
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: K180567@docs.fda.gov<mailto:K180567@docs.fda.gov> 

Subject: RE: K180567 
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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. a- Harleysville, PA 19438 

T: 215-256-4201 x 2285 C: ~i -~(b~)~(G~)-~i 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: K180567@docs.fda.gov<mailto:K180567@docs.fda.gov> 

Subject: RE: K180567 

Good Morning Courtney, 

■ 

(b)(4) Deficie nc1es 

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> 
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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.comJ 

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) Deficie 
■ 

nc1es 
Sincerely, 

Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 

CDRH/ODE/DAGRID/GHDB 

U.S. Food & Drug Administration 
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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> 
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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) Deficie nc1es 
Thanks, 

Courtney Nix 

Courtney Nix Regulatory Affairs Manager, North America and EU 

Medical Components, Inc. 

1499 Delp Dr. a- Harleysville, PA 19438 
i i 

T: 215-256-4201 x 2285 C: i (b)(6) ! F: 215-256-9191 
~------~ 
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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: Kl80567 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 Kl80567. 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 Kl80567, 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 
5l0(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*** 

<Kl80567.510(k)Summary.FINAL.doc> 
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Hi Kathleen, 

Was there suppose to be an attachment? 

Thanks, 

Ccr,,;,,vfvce9 i\f C,u 
Courtney Nix I He1Juiatory .Aifaim rv1ani:tf;er, North A:-:-:erica and E.U 

Medica! Components, !nc. 

·1499 Delp Dr. ® HarleysviHe, _PA 19438 _ 
T: 215-256-420'1 x 2285 CL_ ____ (b)(6) ____ j f·: 215-256-9191 

Email: CNix@x·~edcornpr·~et.com V\/eb: vv1,vvv.rnedcornpr·~et.co;;·: 

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, 

[ ___________________________________________________________________________________________ ( b )_ ( 4) __ De fi c i e n c i es ------------------------------------------------------------------------------------------I 
Sincerely,. 

Ko1hleen 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 
kath leen. fitzgerald@f da. h h s.£OV 

~ cid:image002.png@0'ID21A3D.0 
1E3F6D0 
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PAR1YTO 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.goy> 
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, 

i (b)(4) Deficiencies !Please keep me cc'd on everything. Thanks! 
l---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

Thanks, Courtney Nix 

Regulatory Affairs Manager, 

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



North America and Europe 

On Apr 11, 2018, at 4:21 PM, Court ney Nix <cnix@m edcompnet.com> wrote: 

Hi Ka t hleen, 

! (b)(4) Deficiencies ! 
•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

Tha nks, Courtney Nix 

Regulatory Affairs Manager, 

North America and Eu rope 

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

Good Afternoon Courtney, 

(b)(4) Defi 
Sincerely, 
Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 
CDRH/ODE/DAGRID/GHDB 
U.S. Food & Drug Administration 

■ ■ 

c1enc1es 

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002 
(301) 796 - 6292 
kath lee n. fitzge ra ld@f da .h hs.gov 

<image003.png> 

<image004.jpg> <image005.jpg> <image006.jpg> <image007.jpg> <image008.jpg> 

THIS MESSAGE IS INTENDED FOR THE USE OF THE PAR1YTO 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 frn ailto:cnix@medcompnet.com] 
Sent: Friday, April 06, 2018 10:25 AM 
To: Fitzgerald, Kathleen <Kathleen.Fitzgeral d@fda.hhs.gov> 
Cc: Kl 80567@docs.fda.gov 
Subject: RE: K180567 

Hi Kathleen, 

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

Thanks, 
C,:n,y/-Y, .. e+J /',J i,,v 
Courtney Nix f~egulatory Affairs Manager, North Amee-ica and EU 

Medical Components. Inc. 

1499 De!p Dr·. ~ He,leysville , Pi\ 19438 
T: 215-256-4201 x 2235 cL _____ (b)(6J ______ J F: 215-256-9191 

From: Fitzgerald, Kathleen <Kathleen.Fitzgeral d@fda.hhs.gov> 
Sent : Thursday, April 05, 2018 9:43 AM 
To: Courtney Nix <cnix@medcompnet.com> 
Cc: K180567(iildocs.fda.gov 
Subject: RE: K180567 

Good Morning Courtney, 

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) Defi 
Sincerel_y~ 
Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 
CDRH/ODE/DAGRID/GHDB 
U.S. Food & Drug Administration 

■ ■ 

c1enc1es 

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002 
(301) 796 - 6292 
kath leen. fitzgerald@f da .h hs.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.SS(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 fmailto: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 <Kat hleen. Fitzgerald@fda.hhs.goy> wrote: 

Hi Courtney, 

Sincerely, 
Kathleen ntz9erald 

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. f itzge ra ld@fda.hhs.gov 

<image001.png> 

<image002.jpg> <image003.jpg> <image004.jpg> <image005.jpg> <image006.jpg> 
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARlYTO 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 (mail t o :cnix(wrnedcornpnet.corn] 
Sent: Tuesday, March 13, 2018 3:59 PM 
To: Fitzgerald, Kathleen <Kathleen.Fitzgeral d@fda.hhs.gg_v> 
Subject: RE: K180567 is on Hold Pending Your Response 

Hi Kathleen, 

(b)(4) Defi 
Thanks, 

Co-i"'i"t'"-ic~i Ni.i<-
Courtney Nix Regulatory Affairs Manage,, ~JO!th /\me!-ica and EU 

Medical Components, Inc. 

1499 Delp D, ® Hw·,eysv,Jla.PA.Hl43.8.. 
T 215-256-4201 x 22s5 ct__ __ (b)(6) ___ j F: 215-256-9191 
Emai!: CNix@medcomnnet,cmn VVeb : \Nif•./'1N.n1edcomnnetcmn 

From: Kathleen Fitzgerald <kathleen,fitzgerald@fda,hhs.gov> 
Sent: Monday, March 12, 2018 7:56 AM 
To: Courtney Nix <cnix(@rnedcompnet.com> 
Cc: Kat hleen Fit zgerald <kat hleen.fitzgerald@fda.hhs.gov> 
Subject: K180567 is on Hold Pending Your Response 

March 12, 2018 

Acceptance Review Notification - Refuse To Accept (RTA) 

■ ■ 

c1enc1es 

We have completed the administrative acceptance review of yonr premarket notification ( 51 0(k)) submission Kl 80567, 
Onr review indicates that yonr 5 lO(k) submission does not meet the criteria established for administrative completeness, 
Tims, we regret to inform yon that we are nnable 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 51 0(k) number Kl 80567, 
addressing the elements identified as missing or inconsistent in the attached checklist to: 

US, Food and Drng Administration 
Center for Devices and Radiological Heath 
Document Control Center - WO66-G609 
l 0903 New Hampshire A venue 
Silver Spring, MD 20993-0002 

FDA will permit your 5 lO(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 51 O(k) 
submission to be withdrnwn, and we will delete it from our review system. 

Upon receipt of the requested infom1ation, FDA will conduct another administrative review of your 5 lO(k) submission, 

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 5 lO(k) 
submission. 

For additional information regarding the Refose to Accept Policy for 5 lO(k)s please refer to the guidance document 
available at 
http://vrww,frla.gov/dnwnloads/ll,1edicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM3150 14,pdf 
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*** This is a system-generated email notification*** 

<K180567 .510(k)Su mm a ry. Fl NAL.doc> 
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lUi FOOD & tHUIG 
isDMiNISTR/11'.0N 

Food and Drng Administration 
CDRH/ODE/DAGID/GHDB 

WO66 RM2510 
10903 New Hampshire Ave 

Silver Spring, MD 20993-0002 
301-796-6292 

Premarket Notification 51 O(k} Review 

Date: April 9, 2018 

Reviewer: Kathleen Fitzgerald 

Subject: Special 510(k)# 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): LJS Class: II Reg#: 880.5970 

Predicate Devices: 
Submission # Pro Code 
Kl 70934 LJS 

Device Trade Name 
C3 Wave System 

Device Trade Name: C3 Wave System 

Contact Title: Regulatory Affairs Manager, North 
America and EU 
Phone: (2 15) 256-4201 Ext.2285 Email: 
cnix@medcompnet.com 

Due Date: April 14, 2018 

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

Applicant 
Medical Components, Inc (Dba 
Medcomp 

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)(5) FDA Reviewer Notes 
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(b)(5) FDA Reviewer Notes 
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Hi Kathleen, 

(b)(4) Deficiencies Please keep me cca€™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 

(b)(4) Deficiencies 

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) Deficie nc1es 
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 
> 

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



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: K180567@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. a- Harleysville, PA 19438 

T: 215-256-4201 x 2285 c·l~ __ (b_)_(6_)_~i 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: K180567@docs.fda.gov<mailto:K180567@docs.fda.gov> 

Subject: RE: K180567 

Good Morning Courtney, 

■ 

(b)(4) Deficie nc1es 
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■ 

(b)(4) Deficie nc1es 

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.comJ 

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 
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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) Deficie nc1es 
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> 

<image001.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 
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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 
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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) Deficie nc1es 
Thanks, 

Courtney Nix 

Courtney Nix Regulatory Affairs Manager, North America and EU 

Medical Components, Inc. 

1499 Delp Dr. a- Harleysville, PA 19438 

T: 215-256-4201 x 2285 C:: ___________ _lb)(6) ________ _i 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 
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 

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024
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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> 
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l 499 Delp Drh•e 

Harfe1;svi!{e, PA 19438 

215-256-4201 

Fux. 

www.medcompnet.com 

March 65 2018 

Food and Drug Adrninlstration 

Center for DeVices and Radiological Health 

Docurnent Mai! Genter V\/066-0609 

i0903 New Hampshire Avenue 

Silver Spring, MD 20993-0002 

Reference: Kl80567, C3 VVave System - Incorrect Attachment 

To \Nhom It May Concern, 

Medical Components Inc. (dba Medcomp®) submitted a special 51 O(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 Contents, 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 attachment is. included (Attachment 002). 

We apologize for any inconvenience. 

Thank you in advance for your consideration of our application. If there are 
any questions, please feel free to contact me by phone at (2t5) 256-4201 or 
by email at cnix@medcornpnet.corn . 

Sincerely! , { b) { 6) I 

Courtney l ~ .. ----------------------------------------------------------------------------------------------------------------------------------------------------------: 

Medcomf)® Regulatory Affairs Manager. North America and Europe 

1 of 12 
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Medcomp®: C3 Wave System 

Section 27.0 

ATTRIBUTE 

Intended Use 

Indications for Use 

Medcomp®: C3 Wave System 
Section 27: Substantial Equivalence 

Proposed Device: 
C3 Wave System 

MRC3RD004 

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. 
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-

Substantial Equivalence 

Predicate Device: Comparison 
C3 Wave System Results 

MRC3RD000 
(K170934) 

C3 Wave System is intended to Equivalent 
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. 

The C3 Wave System is Equivalent 
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 

27-1 
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Medcomp®: C3 Wave System 

Target Population 

Components (See 
below for Full 

System 
Components) 

Drape 
Dimensions 

Sterilization 

Packaging System 

Testing 

Medcomp®: C3 Wave System 
Section 27: Substantial Equivalence 

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. 

Adults 

ECG Clip Cable, Remote 
Cover, and Drape 

100"x 86" 

EO 

12.250"x18.500" 
Tyvek Headerbag 

CSR wrapped kit placed 
inside a Tyvek /LLDPE 

header bag and shipped 
within a corrugated shipping 

carton. 

ISTA 2A, Endotoxin, EO 
Residuals, and LAL 

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. 

Adults Equivalent 

ECG Clip Cable, Remote Cover, Equivalent 
and Drape 

45"x40" Equivalent 

EO Equivalent 

17.500"x10. 750" Equivalent 
Tyvek Headerbag 

CSR wrapped kit placed inside 
a Tyvek /LLDPE header 
bag and shipped within a 

corrugated shipping carton. 

ISTA 2A, Endotoxin, EO Equivalent 
Residuals, and LAL 
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Medcomp®: C3 Wave System 

Table of Components, Sterility Status and Reusability for C3 Wave System K170934 vs. K180567 

Device 
Name 

iPad 

iPad Case 

Description/Intended 
Use 

Screen where the C3 

Wave app is displayed. 

Protective locking iPad 
case to allow for 

securement and 

mounting to IV pole. 

Medcomp®: C3 Wave System 
Section 27: Substantial Equivalence 

Image 
Non­

Sterile/Sterile 

Non-sterile 

Non-sterile 

Single/Multi 
Use 

Multi Use 

Multi Use 

Subject of 
K170934 

Submission 

Yes 

Yes 

Status 

Unchanged 

Unchanged 
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Medcomp®: C3 Wave System 

Remote 

Remote 
Battery 

Remote to navigate 

through the app. 

Coin cell battery to 

power the remote. 

Medcomp®: C3 Wave System 
Section 27: Substantial Equivalence 

Non-sterile Multi Use Yes Unchanged 

Non-sterile Multi Use Yes Unchanged 
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Medcomp®: C3 Wave System 

Hub 

Hub 
Battery 

Connection point for 

ECG clip and leads. It 
samples ECG data and 

transmits it to the iPad. 

10460 AAA NiM H 

rechargeable battery to 

power hub. 

Medcomp®: C3 Wave System 
Section 27: Substantial Equivalence 

Non-sterile Multi Use Yes Unchanged 

Non-sterile Multi Use Yes Unchanged 
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Medcomp®: C3 Wave System 

Hub Power 
Supply 

Leads 

Power cord to allow 

hub to be recharged. 

Create the connection 
between the hub and 

the electrodes on the 

patient's chest. 

Medcomp®: C3 Wave System 
Section 27: Substantial Equivalence 

Non-sterile Multi Use Yes Unchanged 

Non-sterile Multi Use Yes Unchanged 
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Medcomp®: C3 Wave System 

Base 

ECG Clip 
Cable 

Stand to charge the hub 

and hold the remote 

and leads. 

Connection between 

the PICC stylet and hub 

that transmits the 

patients ECG waves. 

Medcomp®: C3 Wave System 
Section 27: Substantial Equivalence 

Non-sterile 

Sterile 

Multi Use Yes Unchanged 

Single Use Yes Unchanged 
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Medcomp®: C3 Wave System 

Remote 
Cover 

Electrodes 

Sterile cover for the 

remote to allow use in 

a sterile procedure. 

Sticky pads that go onto 
the patients chest to 

create a connection 

point for the leads. 

Medcomp®: C3 Wave System 
Section 27: Substantial Equivalence 

Sterile Single Use Yes Unchanged 

Non-sterile Single Use Yes Unchanged 
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Medcomp®: C3 Wave System 

Skin Prep 

Window 
Drape 

Pads to prep and clean 

the patient's skin prior 
to placing the sticky 
electrodes. 

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. 

Medcomp®: C3 Wave System 
Section 27: Substantial Equivalence 

Non-sterile Single Use Yes Unchanged 

Sterile Single Use Yes Unchanged 
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Medcomp®: C3 Wave System 

100" x 86" full body 

drape with a 

puncturable plastic 
pocket that the hub can 

Full Body be placed in to allow 

Drape for the ECG clip to 
connect to the hub. The 

drape also includes 
fenestration for the 

PICC insertion site. 

Medcomp®: C3 Wave System 
Section 27: Substantial Equivalence 

Sterile Single Use No 

Subject of 
Submission; 

Equivalent to 
Window Drape 

27-10 

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



My apologiesj __________________ (b )( 4) _ Defic_iencies -·-·-·-·-·-·-·-·-·j 

Sincerely, 
l(athfeen 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 
kath leen. fi tzgerald@f da. h hs.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: 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, 

i (b)(4) Deficiencies : 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

Tha,ks, 
(A:)1,C,Y-~) Ni.-x., 
Courtney ~,ix I Re,Ju!atory Af!air·s Manager·, North America arnj [U 

rv1edicai Components, inc. 
1499 Delp Dr. & f-larleysvi!1".P.J.l..J.9,131l., 
T 215-256-4201 :< 2285 C !._ ___ (b)(6) ____ Jr: 215-256-(J-IHI 

From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> 
Sent: Thursday, April 12, 2018 8:55 AM 
To: Patrick McDonald <pmcdonald@m artechmedical.com>; Courtney Nix <cnix@medcompnet.com> 
Cc: K180567@docs.fda.gov 
Subject: RE: K180567 

Good Morning, 

[ _____________________________________________________________________________________________ ( b )_ ( 4) __ De fie i enc i es _____________________________________________________________________________________________ I 
Sincerely, 
l(athleen Fitzgerald 

Nurse Consultant/Lead Reviewer 
CDRH/ODE1DAGRID/GHDB 
U.S. Food & Drug Administration 
'h'hite Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002 
(301) 796 - 6292 
kath leen . fitz_gerald@f da. h hs.g_ov 

~ cid:image002.png@01 D21A3D.0 
1E3F6D0 
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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, 
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From: Patrick McDonald [rnailto:prncdonald(a:Jrnartechrnedical.corn] 
Sent: Wednesday, April 11, 2018 4:34 PM 
To: Courtney Nix <cnix@rnedcornpnet.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 <Kat hleen. Fitzgerald@fda.hhs.goy> 
Cc: K180567(a:Jdocs.fda.gov; Patrick McDonald <prncdonald(a:Jrnartechrnedical.corn> 
Subject: Re: K180567 

Hi Kathleen, 

L.-·-·-·-·-·-·-·-·-·j~!(~Ll?.~~i.!:..i_E:.~-~-~~-~---·-·-·-·-·-·-·-·-·-·j Pl ease keep rn e cc' d on everything. Than ks! 

Thanks, Courtney Nix 

Regulatory Affairs Manager, 

North America and Europe 

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

Hi Kathleen, 

i {b){4) Deficiencies j 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

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 ritz9erald 

Nurse Consultant/Lead Reviewer 
CDRH/ODE/DAGRID/GHDB 
U.S. Food & Drng Administration 
White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002 
(301) 796 - 6292 
kath leen. fitzgerald {@f da .h hs.gov 
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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.g<Jy> 
Cc: K180567@docs.fda.gov 
Subject: RE: K180567 

Hi Kathleen, 

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

Thanks, 

C,:n;.-d-vc-t~j N i,)U 

Cm;;-tney i'Ji:< Fseiiulal:ory Affairs Mana,ier, Nor1?1 America and EU 

Metjical Components. Inc. 

1499 De,p De-. ~ Harleysville, PJ\ 19438 
T: 215--256-4201 x 228:i Ct.__ __ (b)(6) _____ _:r- : 215-25(H)191 

From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@ fda.hhs.gov> 
Sent: Thursday, April 05, 2018 9:43 AM 
To: Courtney Nix <c11ix@medcomp11et.com> 
Cc: K180567@docs.fda.gov 
Subject: RE: K180567 

Good Morning Courtney, 

(b)(4) Defi 
Sincerely, 
Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 
CDRH/ODE/DAGRID/GHDB 
U.S. Food & Drug Administration 

■ ■ 

c1enc1es 

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002 
(301) 796 - 6292 
kath leen. fitzge ra ld@f da .h hs.gov 
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by email or telephone found above, 
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From: Courtney Nix [mailto:c11ix@medcomp11et.com] 
Sent: Tuesday, March 13, 2018 7:12 PM 
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Subject: Re: K180567 is on Hold Pending Your Response 
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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 <Kat hleen. Fitzgerald@fd a.hhs.gov> wrote: 

Hi Courtney, 

i i 

I {b){4) Deficiencies I 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Sincerely1 

Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 
CDRH/ODE/DAGRTD/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. fitzg_e ra ld@f da. hhs._gov 
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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.Fitzgeral d@fda.hhs.gov> 
Subject: RE: K180567 is on Hold Pending Your Response 

Hi Kathleen, 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

(b)(4) Defi 
n·,c1nks, 

C01A-s,-f;•·~+} N t✓r::~-

Coud:ney Nix F{equlatory Affairs Mana1Jer, ~~rnth Arrw:·ica and E.U 

Medical Components, Inc. 

1499 Delo o,. & Ha,-ievsville, PA 19438 
T: 2'1:i-256-4201 x 2285 C ['-·-·-(bi(S}-·-·-IF: 2'1:i·-256-9191 

Emaii: CN!x@medcorn;met.corn Web: V\l"./·iw,medcorn;metcorn 

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 <kat hleen.fitzgerald(a:J fda.hhs.gov> 
Subject: K180567 is on Hold Pending Your Response 

March 12, 2018 

Acceptance Review Notification - Refuse To Accept (RTA) 

■ ■ 

c1enc1es 
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We have completed the administrative acceptance review of your premarket notification ( 5 lO(k)) submission Kl 80567. 
Our review indicates that your 5 lO(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 5 lO(k) number Kl 80567, 
addressing the elements identified as missing or inconsistent in the attached checklist to: 

U.S. Food and Drng Administration 
Center for Devices and Radiological Heath 
Document C.ontrol Center - WO66-G609 
10903 New Hampshire A venue 
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. Jfyou do 
not correct the missing or inconsistent elements identified in the checklist by September 8, 2018, we will consider this 51 O(k) 
subrnission 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 5 lO(k) submission. 

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 5 lO(k) 
submission. 

For additional infomration regarding the Refose to Accept Policy for 5 lO(k)s please refer to the guidance document 
available al 
http://www.frla.gov/downloads/MedicalDeviceslDeviceRegulationandGuidance/GuidanceDocnments/UCM315014.pdf. 

*** This is a system-generatedemailnolificalion *** 

<K180567 .510(k)Su mm a ry. Fl NAL.doc> 
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ADM NiSTRATiON 

Food and Drng Administration 
CDRH/ODE/DAGID/GHDB 

WO66 RM2510 
10903 New Hampshire Ave 

Silver Spring, MD 20993-0002 
301-796-6292 

Premarket Notification 51 O{k) Review 

Date: April 9, 2018 

Reviewer: Kathleen Fitzgerald 

Subject: Special 510(k)# 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): LJS Class: II Reg#: 880.5970 

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

Device Trade Name: C3 Wave System 

Contact Title: Regulatory Affairs Manager, North 
America and EU 
Phone: (2 15) 256-4201 Ext.2285 Email: 
cnix@medcompnet.com 

Due Date: April 14, 2018 

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

Applicant 
Medical Components, Inc (Dba 
Medcomp 
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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@01D21A3D.01E3F6D0] <https://twitter.com/US FDA> 
[cid:image005.jpg@01D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin> 
[cid:image006.jpg@01D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/> 
[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=&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: 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 

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024
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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: Kl80567@docs.fda.gov<mailto:Kl80567@docs.fda.gov>; Patrick McDonald 
<pmcdonald@martechmedical.com<mailto:pmcdonald@martechmedical.com>> 

Subject: Re: Kl80567 

Hi Kathleen, 

(b)(4) Deficiencies Please keep me cca€™d on 
everything. Tans. 

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) Deficie 
■ 

nc1es 
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 
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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 
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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: K180567@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. a- Harleysville, PA 19438 

T: 215-256-4201 X 2285 C: i (b)(6) 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: K180567@docs.fda.gov<mailto:K180567@docs.fda.gov> 
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Subject: RE: K180567 

Good Morning Courtney, 

■ 

(b )( 4) Deficie nc1es 

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. 
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From: Courtney Nix [mailto:cnix@medcompnet.comJ 

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) Deficie nc1es 
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> 

<image001.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. 
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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.comJ 

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) Deficie nc1es 
Thanks, 

Courtney Nix 

Courtney Nix Regulatory Affairs Manager, North America and EU 

Medical Components, Inc. 

1499 Delp Dr. a- Harleysville, PA 19438 

T: 215-256-4201 x 2285 C: i (b)(6) i 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~ paper copy), referencing the 

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024
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510(k) number Kl80567, 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 
5l0(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*** 

<Kl80567.510(k)Summary.FINAL.doc> 
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Jll.eliCOMP 

1499 Delp Drive 

Harle)'sville. PA 19438 

le!.· 215-256-420! 

Fax. 2l.5-256-17fi7 

www.medcompnet.com 

Stori~lzatk,n Method: The product stermzed by '1.00% Ethylene Oxide (EO) Oas i 

Stermzation Site: 

in a ti.XE.id charnbe.r. 

ANSI/AAM!/ISO i 1 t35·- 'l :201 AAM! T!R28 2D()9/(R) 2013 

( 11\ [ ____ __(!JJ!~L.--1 ··- I SO 134~..5._C.edi.fiecl.lET)A Reqistration # 
r-·-·-· (i:ij{ii _______ i FE I hl 1 rn ber # i ( b )( 4) : ~ 
L--·-·-·--,~·-.·-·-·-·-·-·.. . . ·- ._ .U ·-·-·-·.,,. -·-·- ...... ,.,.,.,.,.,.,.,.,.,.,.,.,.,_, ______________________________ I 

Validation #: i (b)(4) : 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

Address: i {b ){ 4) i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

··2•' i (b)(4) t - 13c 4 ,:-,,495• r-, ,••·,.,,d/F••r)A' •R• • ·t •t· "·# ( J "-·-·-·---_,.,---·-·-·-- ,, u 1 ~ .___,en:irk, . ~ . egis ra 10, 1 • 

[_ _______ __(b )( 4) _____ . , _l_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· _ 
Validotlon # ;l_ _______________________ 

0 
__ .{~K~L_ ______________________ --,1 dated 02 March 

2016 

Address: 
. . 
' ' 

1 (b)(4) 1 

i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

(3) [{~I(~)) ~ I_S_Q.J.3-4Sfi __ Cf2r1lfi.ftd.Lf.J)AJ3_@_gfat.rntlon # i ( b }( 4} i 
Validation #: l _______________________________ ( b) ( 4) -·-·-·-·-·-·-·-·-·-·-·-·-·-·J '-·-·-·-·-·-·-·-·-·-·-·-·' 

Address: i (b)(4) i 
L--1-·'!'·~·,:t~rn:·r-~-·T·~-~"l"--.,:,,~~<:o:ry-·~;-·;·-1-,e,:r-·-·-'-

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

! (b)(4) 1 

! ! 
! ! i . 

t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

De.scription of Validation Method: 

(i )The stermzation cycle at!_ ___ (b)(4) __ ___: vvas developed using the Overkil! Approach defined in 
ANSI/AAMI/ISO 1 i 135° i, 2014, Annex B. The Microbiological Performance QuaHfic:ation 
was petf-onr1ed in accordance with ANSl/AAMl!!SO i 1. '! 35-i. 2014, section 9<4 .2 and the 
Physical Performance Qualification was performed in accordance with section 9A.3, 

(2) The sterilization cyde at: ________ (~(_iL_ __ JNas developed using the Overkili Approach defined 
in ANSf/Al\lVH/ISO 11135-1: 2014, Annex 8. The Microbiological Performance Qualification 
was performed in accordance with ANS!/Mfvil/180 i 1135-1 :20i4, section 9.4.2 and the 
Physical Performance Qualification was perforrned ln accordance with section 9.4.3. 

{3) The sterilLz.ation cycle at[ __ (~l(~)Jwas developed using the Overkill Approach defined in 
ANSI/AAMl/18O-11135"1. 2014, Annex 8, The tl/licrobiologlcal P.erformanoe Qualification 

14-1 
Medcomp®: C3 Wave .System 
Section 14: Stermty Information 
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rn 
1499 Delp Drive 

Hal'leysvii!e, PA 19438 

Tel: 215256-4201 

Fm::. 215-256-1787 

www, medcompnet. com 

Medcornp®-•: C'.3 \IV-ave System 

was pe1fonnsd in accordance with ANSl/AAJvH/!SO 11 !35-1: 20 section 9.4.2 and the 
Physical Performance Qualification was performed In accordance with section 

Eru:iotoxin: 

!n 8C()Ol"dance \lvlth j\/\Ml/ANS!/!SO i0893-1:2008, Biological 
Evaluafion of rviedical Devices - Part 7: Ethy.lene Oxide 
Sterilization Residuals, the rnaximum level is less than to 4 
mg/device. 

Tested in accordance wtth ANSi/P.AMI ST72:201 i Bactel'ial 
Endotoxin--Test methods, mutine 11"!onitoring, and alternatives 
to testing the product is Non~pyrogenic. 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i 

I {b){4) I 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Tested in accordance with ANSI/A.AMI ST72:20i i Bacteria! 
Endotoxln-Test methods, routine monitoring, and alternatives 
to testing the rnaximum level is 20 EU/device . 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
! i 

i (b)(4) 1 

! i 
'·-·-·-·-·-·-·-·-·-·-·-·-•-•·-•-•-·•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

ff.=ndotoX.in Testinq Limit :'£20 EU/device 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 14-2 

Medcompw1: C3 V.,,lave System 
Section 14: Sterility lnformati.on 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

510(k) Number (if known) 
Kl80567 

Device Name 

C3 Wave System 

Indications for Use (Describe) 

Indications for Use 

Form Approved: 0MB No. 0910-0120 

Expiration Date: 06/30/2020 

See PRA Statement below. 

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) 

IZ] Prescription Use (Part 21 CFR 801 Subpart D) 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 0MB number." 

FORM FDA 3881 {7/17) Page 1 of 1 PSC Publishing Services (301) 443-6740 EF 
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·-·-·-·-·-·-·-·-·-·-·-·-·-, 

{b){4) B!OBURDEN EXHAUSTIVE HECOVERY_VAUDAl'!ON TEST REPORT 
Procedure Reference t_ _____ ( b )( 4) ________ ! 

[ ______ (b )( 4 ) ______ f WO#: i ______________ (b )( 4 ) _____________ l 

Customer; Medcomp 
1499 Delp Drive 
Har!eysville, PA 19438 

Page 

Date Received: 

Product: 
Cat I Part#: 
Lot#: 

;-·I'.3 . .Accesso.a; Pack Drape 

! __ { b )_{ 4) _ ! 

of 2 

10Ju!2017 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·In-~.·-=·-=·-·••=·-·=·-~-~-----------------------'---·---·-·-·-·-·-·-·-·-·-·-·-·-·-·-'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
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Medcomp®: C3 Wave System 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--K-18_0_5_6_7 ______ 5_1_0 .... {k __ ) _S_U_M_M_A_R_Y _______ S .... P_ec_i_al_S_1_0_K __________________________________________ _ 

Draft 
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Good Morning Courtney, 

■ 

(b)(4) Deficie nc1es 

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@01D21A3D.01E3F6D0] <https://twitter.com/US FDA> 
[cid:image005.jpg@01D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin> 
[cid:image006.jpg@01D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/> 
[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=&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. 

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



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) Deficie nc1es 
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> 

<imageOOl.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 
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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.comJ 

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) Deficie nc1es 
Thanks, 

Courtney Nix 

Courtney Nix Regulatory Affairs Manager, North America and EU 

Medical Components, Inc. 

1499 Delp Dr. a- Harleysville, PA 19438 

T: 215-256-4201 x 2285 C· ! (b)(6) ( 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 
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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*** 
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June 7, 2018</br></br> 

<p>FDA acknowledges your amendment to your submission Kl80567. 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. Kl80567/A002 is now 
considered closed.</p> 

<br><br><br><p>*** This is a system-generated email notification ***</p> 
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From: Smith, Alysia* [Alysia.Smith@fda.hhs.gov] 
Sent: 4/13/2018 4:20:11 PM 
To: cnix@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 

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



ADt"1lNISTRATlON 

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 
identified 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: Kl80567/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 
infonnation is required. For information about CDRH review regulations and policies, please 
refer to http:/ /vv'vv'vV. f da. gov/Medical Devi ces/DeviceRegulati onand.Guidance/ defa ult.htm. 

L!.S. Food E, Drug 1\dn1inistrafon 
10903 ~~sw Hampshire Avenue 
Silver Spring, MD 20993 
www.fda.gov 

Sincerely yours, 

Center for Devices and Radiological Health 
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2018 

Food an::i Drug Adrnihistratlon 

Docurnsnt Mai: C>.snter VVOBC-0009 

Silver Spring, !AD 20993.<iOOZ 

!v1edica: Cornponents !nc, {dba t✓iedcomi::/t''; submitted a soec;a: S 1 DU() fo: the 
1·-·-·-·-·-·-·-·-·-·-·-·-·~----~·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~----·-·-·-·-·-·-·-·-·-·-~·--·-·-·-·-·-·-·. 

C:3 \'VEfVB Svstetn (K1EJ0557JJ (b)(4) ! 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·L .. -._·_·_·_·_·-·-·-·-·-·-·-·-·-·-·-·-·-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i ! 

I (b)(4) I 
i ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

We apoiag:ze for any inconvenience, 

Thank you in advance for your consideration of our 2poilcaUon lf there are 
any questions, piease fee! fres to contact rne by phone at (215} 256,4201 or 
by ernai! at cn:xta:irriecJccxr,.pnet corn. 

S~ncere~v,_ ! i 5 ! i 

I (b)(6) I 
Coun:ney r~nx ·-·-·-·-·-·- · -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

1 of 12 

[IJ 
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,_4 

111t::tlcoMP 

l 499 Delp Drh•e 

Harfe1;svi!{e, PA 19438 

215-256-4201 

Fux. 

www.medcompnet.com 

March 65 2018 

Food and Drug Adrninlstration 

Center for DeVices and Radiological Health 

Docurnent Mai! Genter V\/066-0609 

i0903 New Hampshire Avenue 

Silver Spring, MD 20993-0002 

Reference: Kl80567, C3 VVave System - Incorrect Attachment 

To \Nhorn It May Concern, 

Med ica I Components Inc. (dqa.Medcnrn.o~\...s.uhmitted __ a _ _,:tnet+aL5~'.l.ru.k\...ftu::.fh~ 

____ t;_~ __ yy_~_y~ __ §l_t~!~-~--(K-:_1_?._q_?._~.!)) ( b) ( 4) i ________ ; 
; 

{b){4) I 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

We apologize for any inconvenience. 

Thank you in advance for your consideration of our application. If there are 
any questions, please feel free to contact me by phone at (2t5) 256-4201 or 
by email at cnix@medcompnet.corn . 

Sincerely r-----------------------( -b -)-( ·s f-----------------------1 

Courtney ;Nix " ' • 

Medcomf)® Regulatory Affairs Manager. North America and Europe 

1 of 12 
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J-nedcoMP 
1499 Delp Drive 

Harleysville, PA, I9438 

Te/.- 2/5~256°,f]OJ 

Fax. 21 S-256.-1787 

l<i'WWmedcompnet.com 

Sect~on 8 Proposed LabeHng_ 

Table $.1 Catalog Code and Description 

MRC3RD004 C3 Wave ECG Cable 
Accessory Pack 

Table 8,2 Kit Certification: MRG3RD004 

~---------~-- ----- - - --,,-•···-······-·········-···-------- , 
KfT COMPONENT MATERIAL STATUS 

.FORMULATION 
·-----····----~-'-----l-----'-~-'--~ ~-----'-1--------------1 

( 'i) E,.~?~_Qljp_~able 
P!N:I (b)(4) : ! L--·-·-·-·-·-•-•-·-·-· 

Cl ) G-~--8~mC?t1?., Cover 
PIN! (b)(4) i 

l--·- ·- ·- ·-· - ·- •- ·- ·- ·-· - ·• 

Reviewed ln 1<170934 Reviewed in K i7Cltl34 
I 

Reviewed in K170934- Reviewed in K 170934 
I - • - •-• - • - • - • - • - •-• - • - • -•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•- • - • - • - • - •• 

; 

! (b)(4) 
1-I (-t-)-~L-JJ!-___ B-__ .? ___ c}-y_-.Q-ra_p_e__ ---;--(_b __ )_(_

4 
__ )--.~--~ru5JecTorsubrritssion·-·-·-·-·-·-· 

PIN:[ _____ (b)(4) ___ : 

(1) C3 WaVelFU lnfbrmatibn for Users Reviewed In K 170934 
: .(Repiacement) Domestic 
• PIN: c-·-·(bj{4f·-·-·1 

L·- ·- ·-· - ·- •- •- ·- ·- •- ·-

We certify that the kit components listed above are either ( 1) legally marketed 
pre-amendment devices, (2) exempt from Premar'ket Notification, or (3) have 
_beenfoundsubstantially equivalent.t hrough the Premad<et .Notification process 
for the use(p) for which the kit ts to .be intended. We are not claim ing a new use 
for- these components. 

These components are purchased non~steri le, assembled Into a klt, labeled and 
sterilized by Ethylene Oxide. 

Tabie 8,3: Proposed Labeling 

Descrl tion 
MRC3RD004" C3 Wave ECG Gabie Accessorv Pack 
IVlRC3RDOOO C3 \Nave ECG Cable Accasso , Pack 

'' Label irmluded is fm IVIRC3ROOO, the content rernainsthe same for the 
MGRC3RD004 

MedGomp®: 03 \Nave Systern 
Section 8: Proposed Labeling 

8-1 
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SMMS: 1 "l 5 (3·· A • pcs) 

VENDOR! ( • 
VENDO~ b)(4) i 

NOTES· • 
11· MATERIAL· SEE B 

PATIENT SIDE 

-13. coLoR: sEE B .o.M. 
. PART TO BE FR.O.M. 

GREASE, AND ~N~F DIRT, OIL 
CONTAMII\JATION LAORTHER PARTICULATE 
VENDOR . GERTHA COMPLIA~ERTIFICATE OF • N .15mm'. 

l CE REQUIRED. 

\ ~o·p·: Stv1.\MS 3. x24 .s pcs); 3xl8 (l • 
ase: Tape pc) 

Top: Release 9 (2pcs) paper 7.5x 

Base· Ta 1 x7 ( 4pcfst 1 x6( 4pcs); 

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



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> 
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Device 
Name 

iPad 

iPad Case 

Table of Components, Sterility Status and Reusability for C3 Wave System K170934 vs. K180567 

Description/Intended 
Use 

Screen where the C3 

Wave app is displayed. 

Protective locking iPad 
case to allow for 

securement and 

mounting to IV pole. 

Image 
Non- Single/Multi 

Sterile/Sterile Use 

Non-sterile Multi Use 

Non-sterile Multi Use 

Subject of 
K170934 

Submission 

Yes 

Yes 

Status 

Unchanged 

Unchanged 
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Remote 

Remote 
Battery 

Remote to navigate 

through the app. 

Coin cell battery to 

power the remote. 

Non-sterile Multi Use Yes Unchanged 

Non-sterile Multi Use Yes Unchanged 
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Hub 

Connection point for 
ECG clip and leads. It 
samples ECG data and 

transmits it to the iPad. 

10460 AAA NiM H 
Hub Battery rechargeable battery to 

power hub. 

Non-sterile Multi Use Yes Unchanged 

Non-sterile Multi Use Yes Unchanged 
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Hub Power 
Supply 

leads 

Power cord to allow hub 

to be recharged. 

Create the connection 
between the hub and 

the electrodes on the 

patient's chest. 

Non-sterile Multi Use Yes Unchanged 

Non-sterile Multi Use Yes Unchanged 
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Base 

ECG Clip 
Cable 

Stand to charge the hub 
and hold the remote and 

leads. 

Connection between the 

PICC stylet and hub that 

transmits the patients 

ECG waves. 

Non-sterile 

Sterile 

Multi Use Yes Unchanged 

Single Use Yes Unchanged 
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Remote 
Cover 

Electrodes 

Sterile cover for the 

remote to allow use in a 

sterile procedure. 

Sticky pads that go onto 

the patients chest to 

create a connection 

point for the leads. 

Sterile 

Non-sterile 

Single Use Yes Unchanged 

Single Use Yes Unchanged 
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Skin Prep 

Window 
Drape 

Pads to prep and clean 
the patient's skin prior 

to placing the sticky 
electrodes. 

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. 

Non-sterile 

Sterile 

Single Use Yes Unchanged 

Single Use Yes Unchanged 
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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 
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Design Control Activities Summary 
MRC3R004 C3 Wave Accessory Pack 

Device Risk Verification Acceptance Criteria Results of Verification 

_._M_o __ di_fi_ca_t_io_n~.J......o..c--~---·-·-·-·- ______ Activity. ·-·-·-·-·-·-·-·-.. -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



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



Appendix. C 

Contains Nonbinding Recommendations 

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. 

510(k)#: 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. 

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). 

Comments: 

3. Fundamental scientific technology of the proposed device is unchanged 
from the legally marketed device (predicate). 

Comments: 

4. The submission includes on]y summary-1evel information (i.e., NO test 
reports with performance data). Note that tf performance data are provided 
and are conducted under design validation (21 CFR 820. 30(g)), for example, to 
demonstrate continued conformance with a special control or recognized 
standard, then a Special 51 O(k) may be appropriate. 

Yes No 

D 

D 

D 

□ 

--------.----- ------·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~---~--- ----'--------1 

Comments: i (b)(4) Deficiencies 
~~- --~ ·-·-·-·-·-·-·-·-·-·-·-·-·-·--=-_:_;;__: _ _________ ~ _ ---''----- --------_,J 

Does the submission meet all 4 criteria above? 
~ Yes, submission meets criteria for a Special 51 O(k) . Continue checklist below. 

D No, submission does not meet criteria for a Special 51 O(k). Discontinue this RT A checklist, 
convert to a Traditional and apply the Traditional checklist. 

Special RTA Checklist 
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A. 

*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 to identify 
the location of supporting information. 

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. 

All pages should be numbered in such a manner that information can be 
referenced by page number. This may be done either by consecutively 
numbering the entire submission, or numbering the pages within a 
section (e .g., 12-1, 12-2 .. .). 

4. Type of 51 O(k) is identified (i.e., Traditional, Abbreviated, or Special) 

!f type of 51 O(k) is not designated, review as a Traditional 51 O(k) . 

Comments:! (b)(4) Deficiencies i 
i ! 

Yes No *Page# 

~ D 

B✓ D 

~ D 

• 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 RT A 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. 

l. All content used to support the submission is written in English 
(including translations of test reports, literature articles, etc.). 

Special RT A Checklist 2 

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



Contains Nonbinding Recommendations 
··•• .c;_he~ :fY es'?'if itooi Js pr~~e:rit~ ·~NIA"' ifilis\iiot µeeded ana-~'N"o" if itJs 
> -11pt,ij)~ud~d ·bu:fn~¢(1ed.; •••. ·•·· ..• ·-. 

Comments: 

2. Submission identifies the following (FDA recommends use of the 
CDRH Premarket Review Submission Cover Sheet form [Fonn 
3514]): 

a. Device trade/proprietary name 

b. Device class and panel or 

Classification regulation or 

Statement that device has not been classified with rationale 
for that conclusion 

Comments: 

3. Submission contains an Indication for Use Statement with Rx W D 
and/or OTC designated (see also 21 CPR 801.109, and FDA's 
guidance "Alternative to Certain Prescription Devices Labeling 
Requirements.") 

See recommendedformat 
(http://www.fda.gov/downloads/AboutFDAIReportsManualsForms 
/Forms/UCM36043 l .pdf). 

Comments: 

4. Submission contains a 510(k) Summary or 510(k) Statement. ~ D 
Refer to 21 CFR 807.92 and 21 CFR 807.93.for contents of 510(k) 
Summa1J1 and Statement, respectively Adequacy of the content will 
be assessed during substantive review. 

Comments: 

5. Submission contains a Truthful and Accuracy Statement per 21 
CPR 807 .87(k), 

See recommended format 
(http://www.fda.gov/MedicalDeviceslDeviceRegulationandGuidan 
ce/HowtoMarketYourDevice/PremarketSubmissions/PremarketNot 
ifjcation5 l 0klucml 42 707.htm). 

Comments: 

6. Submission is a Class ill 510(k) Device. 

Select "NIA" only tf submission is not a Class III 51 0(k). 

a. Contains Class III Summary and Certification 

See recommended content 
Special RTA Checklist 

D 

□ D 

3 
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(http :/lwww. fda. govlMedicalDeviceslDeviceRegulationandGu 
idance/HowtoMarketYourDevicelPremarketSubmissionslPre 
marketNotification51 Oklucm 142662.htm). Select ''NIA" only 

if submission is_ not_ a_ Class III_ 51 0 (k) . ·-·----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_ -·-· 
>---+----+---+---~ !--~-~--~----I 

Commend (b)(4) Deficiencies 
•• - • - • - • - • - • - • - • - • - • - •-•-•-• -,, -,. ., ,-•-•--•~-• •-•-•.,,•-•- • - ~•.- • - ..-• - •-• - • - • - •.- • •-•-•-• -,, - ..-•r •--•-•-•-•---•- •=- •~ - •- •-' 

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-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 (f'orm 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 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. 

To address this criterion, it is recommended thar the 
submission include a separate section with the prior 
submission number(~), a copy of the FDA feedback (e.g., 
letter, meeting minutes), and a statement of how or where in 
the submission this prim·feedback was addressed. Note that 
adequacy of how the.feedback was addressed will be assessed 
during the substantive review. 

Select "NIA" if the submitter states there were no prior 
submissions. 

Comments: 

Combination Product Provisions - Per 503(g) of the FD&C Act­
Select NIA if the product is not a combination product. 21 CFR 3.2(e). 
The remaining criteria in this section will be omitted from the checklist 
if "NI A" is selected. If you are unsure if the product is a combination 
product, consult with the CDRH Jurisdictional Officer or CBER 
Product Jurisdiction Liaison. 

Special RTA Checklist 

□ 

' ; 
(b)(4) Deficiencies ! 

! 
·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-· ______ } 

□ 

4 
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Contains Nonbinding Recommendations 

.. :·•tfleclr:")'ii~I if i~~ _is. p~e~t; .·'~N,/~".if,i~Jtriot(leeg~~ ~n.d I'N,t>,;, #'.J~is ·.•• •. 
·• :11ot included but needed.;· : .· • •• 

*S~b-,iit~ts··i)1~udjng,,t~lc.lie~~t lfltii.:tll~irinb~i~si~.s,o~~···~d;~~fy······· 
•.·.•.!···tb:!.··e:, · .. ·lp.mo'agc·.e.:a• .. =.:t~.·.no. 

0

n:..oc.~s:n:,·~-.O"!.r.;·a.•·•·.Pn~~ .. eilll. ;,UO;,···s···m!~a-Jo~nti,: .. ,1.• .. W:::::p~'::!!i":.i ~ id.;,tify • • :, • 
• [I l'""·' u ·~ ~j • I(~ }1S:'. No ~!A i .}-j,~·~#:' 

8. 

9. 

Submission identifies the product as a combination product. 

The combination product contains as a constituent part an 
approved drug as defined in 21 USC 503(g)(5)(B). Select "NIA" 
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 is omitted from the 
checklist. 

a. The submission includes appropriate patent statement or 
certification and a statement that the applicant wiU give 
notice, as applicable. 21 USC 503(g)(5)(A)&(C). 

Comments: 

B. 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 is applicable to the 
subject device. 

If "NIA "is selected, parts a and b below are omitted from the 
checklist. 

a. The submission addresses device description 
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 "NIA" if there is no applicable device-specific 
guidance. Select "No" !f 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-spec{fic guidance, etc., have 
been addressed should be assessed during the substantive 
review. 

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 

Special RTA Checklist 

□ 

□ 

□ 

□ □ ct 

□ □ 
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Contains Nonbinding Recommendations 

:.teii!~!;:!t~tllt;tn~-t~1;<\''-••:!r~•·ij·••ri~~•·ij~9:~•·~*df~#?.lf#··.~•···•.•··· 

~~iti~~~f4B~i~ltiii~tt! 
;thelocation ofsu: •·· Qrl:in 'lliform~(19Ii. -

provides rationale why the alternative measures provide an 
equivalent assurance of safety and effectiveness. 

Select "NIA" (f there is no applicable special controls 
document or device-~pec(fic regulation. Select "No" ff the 
submission does not include a rationale for any omitted 
information or any alternative approach as outlined above. 
Note that the adequacy of how such mitigation measures have 
been addressed should be assessed during the substantive 
review. 

Comments: 

1 I. Descriptive information is present and consistent within the 
submission (e.g., the device description section is consistent with 
the device description in the labeling). 

Comments: 

12. 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. 

c. A list and description of each device for which clearance is 
requested. 

Select "NIA " ff there is only one device or model. "Device " 
may refer to models, part numbers, various sizes, etc. 

d. Submission contains representative engineering drawing(s), 
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, etc. may 
be providecli where "representative" is intended to mean that 
the drawings, etc. provided capture the d(fferences in design, 

Special RTA Checklist 

ff □ 

□ 

□ □ 

if □ 
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Contains Nonbinding Recommendations 

• 91ib¢k.:_ff~~f~fit~•t~e~e4t,"~'~t~?:if#i~no~n#e4~11~~~orif1*•~···•-··•·· 
.nolmduded bu:t needed; . -· 

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 
each modification. 

Comments: 

14. Device is intended to be marketed with multiple components, 
accessories, and/or as part of a system. 

Select "NIA" tf the device is not intended to be marketed with 
multiple components, accessories, and/or as part of a :,ystem. ff 
"NIA "is selected, parts a-c below are omitted from the checklist. 

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 
12a., 12b., and 12d. above) of each component or 
accessory. 

Select "NIA" if the component(s)/accessory(ies) has been 
previously cleared, or is exempt, and the proposed indications 
for use are consistent with the cleared indications. 

c. A 51 O(k) number is provided for each component or 
accessory that received a prior 51 O(k) clearance 

AND 

A statement is provided that identifies components or 
accessories that have not received prior 51 O(k) clearance. 

Comments: 

C. Substantial Equivalence Discussion 

15. Submitter has identified a predicate device(s), including the 
following information: 

a. Predicate device identifier provided (e.g., 510(k) number, de [1' D 
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. 

b1formation re{c;ardinR documentinfT vreamendment status is 

Special RT A Checklist 

□ 

□ 
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Contains Nonbinding Recommendations 
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~J~]~f~illf~J~t~IW~{~~~~~I 
available online 
(http://www.fda.gov/MedicalDevices/DeviceRegulationandGu 
idance/MedicalDeviceQualityandCompliance/ucm 3 79 5 5 2. ht 
m). 

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 51 O(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(i)(l )(A) of the FD&C 
Act and 21 CPR 807.87(£)] 

See "The 51 O(k) Program: Evaluating Substantial Equivalence in 
Premarket Notj(ications [51 O(k) 7" guidance document for more 
information on comparing intended use and technological 
characteristics. 

a. Indications for use 

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, including features, materials, and principles of 
operation 

Examples of technological characteristics include, but are not 
limited to design, features, materials, energy source, and 
principle of operation. 

FDA recommends a tabularformatfor comparing 
technological characteristics. Any characteristic that is the 
same as the predicate(s) should be explicitly stated. 
Dijjerences in technological characteristics should be 
identified and a rationale provided why they do not raise 
dijjerent questions of safety and effectiveness. 

D. Design Control Activities 

Special RTA Checklist 8 
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17. Design Control Activities Summary includes all 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 
verification and/or validation activities required, including 
methods or tests used and acceptance criteria 

c. Declaration of conformity with design controls. All 3 below 
must be present to answer "Yes." 

1. 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. 

iii. 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., 
instructions for use, package insert, operator's manual). 

a. All changes in proposed labeling resulting from device 
modification(s) are highlighted or prominently identified. 

Comments; 

19. Statement that the intended use of the modified device, as 
described in the labeling, has not changed as a result of the 
modification( s). 

Comments: 

Special RTA Checklist 

ff □ 

if □ 

0 □ 
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Contains Nonbinding Recommendations 

Decision: Accept__ Refuse to Accept __ 

If Accept, notify the applicant 

If Refuse to Accept, notify applicant electronically and include a copy of this checklist. 

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 
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Department of Health & Human Services 
Food and Drug Administration 

Center for Devices and Radiological Health 
Office of Device Evaluation & Office of In-Vitro Diagnostics and 

Radiological Health 

Contains Non binding Recommendations 

Acceptance Checklist 
for Special 51 O(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. 

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 checklist 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). 

Comments: 

3) Fundamental scientific tedrnology of the proposed device is unchanged from the legally marketed device 
(predicate}. 

Comments: 

4} The submission indudes 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 (21 CFR 820.30{g}), for example, to 
demonstrate continued conformance with a special control or recognized standard, then a Special 51 O(k) may be 
appropriate. 

Comments: 

Does the submission meet: all 4 criteria above? 

(e' Yes, submission meets criteria for a Special 51 0(k). Continue checklist below. 

X 

X 

X 

r No, submission does not meet criteria for a Special 51 0(k). Discontinue this RTA checklist, convert to a Traditional and apply the 
Traditional checklist. 

Special RT/\ Checklist (09/22/15) 
Page 1 of 6 

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



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. 

4) Type of 51 O(k) is identified (i.e., Traditional, Abbreviated, or Special) 

Comments: 

Special RT/\ Checklist (09/22/15) 
Page 2 of6 

X 

X 

X 
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A. Administrative 

1) All content used to support the submission is written in English (including translations of 
test reports, literature articles, etc.) 

2) Submission identifies the following (FDA recommends use of the CDRH Premarket 
Review Submission Cover Sheet form [Form 3514]): 

a) Device trade/proprietary name 

b) Device class and panel or 
Classification regulation or 
Statement that device has not been classified with rationale 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 to Certain Prescription 
Devices Labeling Requiren,ents.") See recommended format. 
(http:/twww.fda.qovldown!oads/AboutFDA/ReportsManuafsFormslForms/ 
UC/\11360431.pdf). 

4) Submission contains a 510(k) Summary or 510(k) Statement. 

5) Submission contains a Truthful and Accuracy Statement per 21 CFR 307,87(k) 
See recommended format. 
(http:!lwww.fdo.qov/lv1edica/Devices/DeviceRequfoUonondGuidonce/ 
l·!owto!V1o rketYou rDevice/Prema rketSu bm issions/Prema rketNotification 5 l Ok/ 
ucm 142/0/j1tml 

6) Submission is a Class Ill 51 0(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 51 0(k), Pre-Submission, IDE, PMA, 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 Desc:riptkm 

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). 

1 0) 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. 

c) A list and description of each device for which clearance is requested. 

Special RTA Checklist (09/22/"15) 
Page 3 of6 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 
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d) Submission contains representative engineering drawing(s), 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). 

X 

{b){4) Deficiencies 
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 1 O(a), 1 O(b) and 1 O(d) 
above) of each component or accessory. 

c) A 51 O(k) number is provided for each component or accessory that received a 
prior 51 O(k) clearance 

AND 

A statement is provided that identifies components or accessories that have 
not received prior 51 O(k) clearance. 

(b )( 4) Deficiencies 
C. Substantial Equivalence Discussion 

13) Submitter has identified a predicate device(s), including the following information: 

a) Predicate device identifier provided (e.g., 51 O(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 on fine. 
(hUp:1/www.fda.qov/1\!/edicofDevices/DeviceRequ/ationandGuidance/ 
Medfca!DeviceQuafftvandCornpfiance/ucmJ79552.htm) 

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 51 O(k) Summary (if applicable) and that used in comparative 
performance testing). 

14) Submission includes a comparison of the following forthe 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)J 
See "The 51 O(k) Program: Evaluating Substantial Equivalence in Premarket Notifications 
[5_1 O(k)l" guidance document for more information on comparing intended use and 
technological characteristics. 

a) Indications for Use 

b) Technology, including features, materials, and principles of operation 

Special RTA Checklist (09/22/"15) 
Page 4 of 6 
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(b)(4) Deficiencies 
D. Design Ccmtrol 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. 

c) Declaration of conformity with design controls. All 3 must be present to answer 
"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. 

iii. Statement is signed by the individual responsible for these activities. 

X 

(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.g., 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). 

(b )( 4) Deficiencies 

Special RTA Checklist (09/22/"15) 
Page 5 of6 

X 

X 
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Decision: C Accept (e.• Refuse to Accept 

If Accept, notify applicant. 

If Refuse to Accept, notify applicant electronically and include a copy of this checklist. 

Reviewer Sign-Off 

Branch Chief Sign-Off 
(digital signature 
optional)* 

Division Sign-Off 
(digital signature 
optional)-' 

Digitally sig gerald -S 
DN: c.aUS, o =HHS, ou=FDA, 
ou:oPeople, 0.1.1=0010093027, 
cn=Kathleen 
0illrr ZQJe Q 

* Branch and Division review of checklist and concurrence with with decision required. 
Branch and Division digital signature optional. 

Page 6 of 6 
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Good Afternoon Courtney, 

,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
; 

I {b){4) Deficiencies 
; 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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 
kath leen. fitzgerald (wf da. h hs.gov 

~ cid:image002.png@01 m1A3D.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.BS(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, 

C-o-v:...vh,\-e.-y 1\J l .. y,...-

Courtney Nix I Hegu,atory Affairs Manager. North America and EU 

Medica! Components, !nc. 

1499 Delp Dr. ~ Harleysvi)ie • .PA_19438 __ 
T: 215-256~1201 x 22ss cL_ __ (b)(6) _____ i F 215-256-9191 
Email: Cf-.Jixrfix·~edcompr·~et.com V\/eb: vv1,vvv.rnedcompr·~et.co;;·: 

From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> 
Sent: Thursday, April 05, 2018 9:43 AM 
To: Courtney Nix <cnix@medcompnet.com> 
Cc: Kl80567@docs.fda.goy 
Subject: RE: K180567 

Good Morning Courtney, 

! ____________________________________________________________________________________ ( b_) ( 4) ___ Def i c_ i e_ n _ c i_ es ___________________________________________________________________________________ i 
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r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 

■ ■ 

(b)(4) Defi c1enc1es 

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 
kath leen. fitzgerald@f da. h hs.gov 

~ cid:irnageOO2.png@O1 D21A3D.O 
IE3F6DO 
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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 
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Regulatory Affairs Manager, 

North America and Europe 

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

Hi Courtney, 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
! I 

(b)(4) Deficiencies 
. ! 
l•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•J 

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 
kath leen. f itzgera ld@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@medco mpnet.com] 
Sent : Tuesday, March 13, 2018 3:59 PM 
To: Fitzgerald, Kathleen <Kat hleen.Fitzgerald@fda.hhs.goy> 
Subject: RE: K180567 is on Hold Pending Your Response 

Hi Kat hleen, 

(b)(4) Defi 
Thanks, 
C,;::,1,wi,--,..vd i\ll.,J,</ 
Courtney Nix I f~egu!atory Affairn Manager, North America and EU 

Medicai Components, Inc. 

1499 De!p Dr. ~ Herleysville, PA 19438 
T: 215-256-4201 x 2285 C:l_ ___ (b)(6) ___ J F: 215-256-9191 
Email : CNix@.i~:edco?-::pret.co?-:: VVeb: \"/Vi/1,v.~:edco?-::pretco?-:: 

From: Kathleen Fitzgerald <kat hlee n.fit zgerald(c:vfd a.hhs.g<:>y> 
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) 

■ ■ 

c1enc1es 

\Ve have completed the administrative acceptance review of your premarket notification ( 51 0(k)) submission Kl 80567. Our review indicates that your 
5 lO(k) submission does not meet the criteria established for administrative completeness. Thus, we regret to infom1 you that we are unable to conduct 
a substantive review of your submission at this time and are placing it on RTA hold. 
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Please submit two copies of your response ( 1 eCopy and 1 paper copy), referencing the 51 0(k) number Kl 80567, addressing the elements identified 
as missing or inconsistent in the attached checklist lo: 

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 51 0(k) submission to be withdra'-"n, and we will delete it 
from our review system. 

Upon receipt of the requested infonnation, FDA will conduct another adminisli-alive review of your 51 0(k) submission. 

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 5 lO(k) submission. 

For additional information regarding the Refuse to Accept Policy for 51 0(k)s please refer to the guidance document available at 
http://www. f <la.i,:ov/downloads/MedicalDevicesffieviceRegulationandGuidauce/GuidanceDocuments/UCM315014.pdf. 

*** Th.is is a system-generated email notification*** 
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1499 Deip Drive 

Har!cy,vil!e, !A 19438 

Td 215--256-420! 

Fax. 215-256-!787 

April 12, 2018 

Food and Drug Administration 

Center for Device$ and Radio!og1cal Health 

Document [v'iail Center V\fO66-0609 

10903 New Hampshire A,venue 

Silver Spring, f\fl,D 20993-0002 

Re'forence: !<'180567. C3 VVave System - April '12th , 2Cl'18 Interactive Review. 

To VVhrnn !t f\Aay Concern. 

interactive revie'N questions on /\pri1 1 "., 2C i 8 requestlng that the responses 
be sent back by 10.A.M on Thursday Apr!: 12tr 20'18. Below are lv1s. 
Fitzgeraid's questions with the corresponding hAedcomp responses. 

(b)(4) Deficiencies 
Thank you in advance for your consideration of our appHcation. !f there are 
any questions, please feel free to ccmtact rr,e by phone at (215) 256-420'1 or 
by email at cn1xfc2uTiedcorTtQ!J§tcorn. 

IStorcc~li> ( b) ( 6) , I 

i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Patrick MCDonaid on behalf Courtney Nix 

Regulatory A,ffairs Manager, North America and Europe 

Msdic:a! Cornponents !nc, 

Harieysvil!e PA, 19438 US,!\ 

Page 1 of 1• 

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



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) Deficie nc1es 
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 

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024
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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: K180567@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. a- Harleysville, PA 19438 

T: 215-256-4201 x 2285 C: i (b)(6) i 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: K180567@docs.fda.gov<mailto:K180567@docs.fda.gov> 

Subject: RE: K180567 

Good Morning Courtney, 

■ 

(b)(4) Deficie nc1es 
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Sincerely, 

Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 

CDRH/ODE/DAGRID/GHDB 

U.S. Food & Drug Administration 

vifhite 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.comJ 

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, 
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■ 

(b)(4) Deficie nc1es 
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> 

<image001.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) Deficie nc1es 
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■ 

(b)(4) Deficie nc1es 
Thanks, 

Courtney Nix 

Courtney Nix Regulatory Affairs Manager, North America and EU 

Medical Components, Inc. 

1499 Delp Dr. a- Harleysville, PA 19438 

T: 215-256-4201 x 2285 C:~i __ (_b_)(_G_)_~i 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 
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. 
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For additional information regarding the Refuse to Accept Policy for 
5l0(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*** 

<Kl80567.510(k)Summary.FINAL.doc> 
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Hi Kathleen, 

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

Thanks, 

Ccr0,vfvce9 i\f C,u 
Courtney Nix I He1Juiatory .Aifaim rv1ani:tf;er, North A:-:-:erica and E.U 

Medica! Components, !nc. 

·1499 Delp Dr. ® Harleysvii~f1.J:.~'.-1..l9A:·:1[·L_i 
T: 215-256420·1 x 22as c:l. ___ J~KSL. __ s 215 .. 25().9191 

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) Defi c1enc1es 

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 
kath leen. fitzgerald (wf da. h hs.g_gy 
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PAR1YTO 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.SS(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 fmailto:cnix@medcornpnet.com] 
Sent: Tuesday, March 13, 2018 7:12 PM 
To: Fitzgerald, Kathleen <Kathleen. Fi tzgerald@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.Fitzgeral d@fda.hhs.go~v> wrote: 

Hi Courtney, 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i i 

I {b){4) Deficiencies I 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.i 

Sincerely, 
Kathleen Fitz(Jerald 

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 
kath leen. fitz£era ld@fda.hhs.gov 

<image001.png> 

<image002.jpg> <image003.jpg> <image004.jpg> <image005.jpg> <image006.jpg> 
Exc::E:!l:E:n: cu~;twr:er :::,~~vk:t: i:; i:r:~K:•:t:ir:: 1o u:;, Please tal•.,~ =:1 r:1o~r:i~!~t to p~ovide frn~dt1a,:~k rqnr~iln-~ the cusb:r:er :::,~r,,ciu: you have mce:v:E<i: 
hrtp-s:}!'ii'f'-HW,rns0:.::rd,,:-wtis!ul:-h1;~~sto;r:t-;'S0:"V:1;0?0::::4(~t:&G::::.,~3[:&8::::::,:fj3,':.2.E::c:&S~E 

THIS MESSAGE IS INTENDED FOR THE USE OF THE PAR1YTO 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 frnailto:cnix(iilrnedcornpnet.corn] 
Sent: Tuesday, March 13, 2018 3:59 PM 
To: Fitzgerald, Kathleen <Kat hleen.Fitzgerald@fda.hhs.gov> 
Subject: RE: K180567 is on Hold Pending Your Response 

Hi Kathleen, 

(b)(4) Defi 
■ ■ 

c1enc1es 
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! _________________________________ ( b )( 4 ) __ Defi c i_e n c i es ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
Thanks, 

C,:r..,;.y-/ne9 i\f C,u 

Courtney Nix I F~e~Juiatory .Affairs Mani:tf;er, North /vnerica and EU 

Medica! Components, Inc. 

1499 Deip Dr. ® Harleysvi!le,_Pi\_19438 __ 
0 

T: 215-25()-4201 x 2285 Ct_ ___ (b)(6) ____ _:[-: 215-256-9191 

Em a i I : G_l~lxiJtr~Q.figJIJ:lQflQLQrJD.:l VVeb: vv1,vvv. f·~ed co:c·: pr·~etco:c~ 

From: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.gg_11> 
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 ( 51 0(k)) submission Kl 80567. Our review indicates that your 
5 lO(k) submission does not meet the criteria established for achninistrative 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 5 lO(k) number Kl 80567, 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 notcmrect the missing or 
inconsistent element~ identified in the checklist by September 8, 2018, we will consider this 51 0(k) submission to be withdrawn, and we will delete it 
from our review system. 

Upon receipt of the requested infom1ation, FDA will conduct another administrative review of your 51 O(k) submission. 

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 5 lO(k) submission. 

For additional infmmation regarding the Refuse to Accept Policy for 5 lO(k_)~ please refer to the guidance document available at 
http:/ /wVvw.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM3 15014.pdf. 

*** This is a system-generated email notification*** 
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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@01D21A3D.01E3F6D0]<http://www.fda.gov/> 

[cid:image003.jpg@01D21A3D.01E3F6D0]<https://www.facebook.com/FDA> 
[cid:image004.jpg@01D21A3D.01E3F6D0] <https://twitter.com/US FDA> 
[cid:image005.jpg@01D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin> 
[cid:image006.jpg@01D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/> 
[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=&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: 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, 

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. a- Harleysville, PA 19438 
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T: 215-256-4201 x 2285 C: (b)(6) i 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: K180567@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> 
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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: Patrick McDonald [mailto:pmcdonald@martechmedical.com] 
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



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: K180567@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_)_D_e_fi_c_ie_n_c_ie_s ____________ ~! Please keep me cca€™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, 

Ia€™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, 

(b)(4) Deficie 
■ 

nc1es 
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■ 

{b){4) Deficie nc1es 
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> 
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<image005.jpg><https://twitter.com/US FDA> 
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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 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.comJ 

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

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

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

Subject: RE: Kl80567 

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. 
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1499 Delp Dr. a- Harleysville, PA 19438 

T: 215-256-4201 x 2285 C: ~! -~(b~)~(6~)-~i 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: K180567@docs.fda.gov<mailto:K180567@docs.fda.gov> 

Subject: RE: K180567 

Good Morning Courtney, 

■ 

(b)(4) Deficie nc1es 

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: 
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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.comJ 

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) Deficie nc1es 
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> 

<image001.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> 
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<image005.jpg><http://www.flickr.com/photos/fdaphotos/> 
<image006.jpg><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.comJ 

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) Deficie nc1es 
Thanks, 

Courtney Nix 

Courtney Nix Regulatory Affairs Manager, North America and EU 

Medical Components, Inc. 

1499 Delp Dr. a- Harleysville, PA 19438 

T: 215-256-4201 x 2285 C: L_ ___________ (b)(6) ____________ JF: 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 
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<kathleen.fitzgerald@fda.hhs.gov<mailto:kathleen.fitzgerald@fda.hhs.gov>> 

Subject: Kl80567 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 Kl80567. 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 (l eCopy and l paper copy), referencing the 
510(k) number Kl80567, 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 
5l0(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*** 

<Kl80567.510(k)Summary.FINAL.doc> 
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t11,xicOMP 

1499 Delp Drive 

H,:wh,rsv/l[e, PA 19438 

Tel: 215-25 6-4 20 I 

Fax. 215-256-1787 

www.medcumpnet.corn 

Section 4: 

h/iedcornp intends to market the following device into commercial dist!'ibui:fon: 

SubmfsskHl Type: 

Submission Date: 

Submitter: 

Registration Number: 

Contact Person: 

Trade Name: 

Device: 

Product Code: 

Regulation Description: 

C.F.R. Section:: 

Class: 

Regulation Me,dicad 
Specialty and Review 
Panel: 

Special 5 i 0(k) 

February 28, 2018 

IV1edicai Components Inc. 
(dba. Medcornp'E) 
i499 Delp Drive 
H2deysville, PA 19438 
Tel: (215) 256--420 i 
Fax: (215) 256-9'191 

2518902 

Courtney Nix 
Regulatory Affairs Manager, North 
America and Europe 

C3 Wave System 

Catheter, !ntravascular; Therapeutic 
Long-Term Greater Than 30 Days 

us 

Percutaneous, implanted, long-term 
intravascular catheter 

880.5970 

II 

Genera! Hospital 

Device Equivalence: This device is substantially equivalent to the following device: 

K ·f 70934 - C3 Wave System (Code MRC3RD0O0) 

This device does not present additional risk to patients or different considerations 
regar·ding safety and effectiveness than those presented by the predicate devices. 

Medcornp@: C3 Wave System 
Section 4: Cover letter· 

4-1 
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1499 Delp Drive 

Har!eysvi!te, P.4 l 9438 

Tel: 215-256-4207 

Fax. 2 l 5-256-1787 

www.meJcomp!iet. com 

Medcomp1
B: C3 VV8ve Systern 

BaSis for Submission: 

The purpose of this submission is to expand the accessory packs offerings for the 
G3 VV.ave Systern. The K170394 clearance includes three accessory prv.::ks: 
MRC.3RDOOO, MRC3RDOO"i, and MRC3RD003 (NOTE: a ''D" was added to the 
catalog codes to distinguish international codes from dornestk post clearance. In 
the submission oh file, the catalog codes were Hsted as MRC3RDOO, MRC3R001 , 
and MRC3R003.This changE: to the catalog codes was documented as support and 

,fifed_ with_fhe submission as _an _addendurnJi (b)(4) i 

F>er FDA guidance fJCopy Program for Medical Device Submissions, an elec:tronic 
copy ls being provided with this submission and it is an exact duplicate of the 
original paper subtnission. 

We consider our intent to rnarket this device as confidentlai comrnercial inforrnahon 
and requ.est that it be treated as such by the FDA. VVe have taken precautions, to 
protect the confidentiality of the intent to rnarket these devices. We understand that 
the submission to the government offalse information is prohlbjted by 18 U.S.C. 
1001 and 21 U.S.C, 33i(q). 

Thanks yow in advance for your consideration of our application. If there are any 
questions, please feel free to contact me by phone at (215) 859-:0995 or by email at 
cnix@medcompnet. corn, 

Sincerely, 

! (b)(6) "• i 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-r·-·-·-·-·-·-·-·7.-·-·-·-·-·-·-·-·-·-· • 

Courtney Nix 
Medical Components inc. (dba. Medcomp®) 
Regulatory Affairs Manflger, North America and Europe 
Cnix@medcompnet.com 

Medcomp~'\: C3 \Nave System 
Section 4: Cover letter 

4-2 
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2 

3 

4 

A 
SHEET 1 OF 1 

3146-1 /PPO9036 

30780-102 

B C 

30381/PPO9041 40567US 

D 

SELLAR BOLSA HEADERBAG 
SEAL HEADERBAG 

VER DIBUJO 05662 PARA !NSTRUCC!ONES DE PLEGADO 
SEE DRAWING 05662 FOR FOLDING INSTRUCTIONS 

PLACE 3146-1 SEALED POUCH ON TOP 
OF DRAPE, WRAP BOTH IN 3011 WRAP 

30780-1 

VER VISTA A DETALLE "A" 
SEE DETAIL VIEW "A" 

VISTA A DETALLE "A" 
DETAIL. VIEW "A. 

COLOCAR ETIQUETA DE ENCUESTA AL CUENTE EN 
ESTA UB!CACION APROK 

PLACE CUSTOMER SURVEY LABEL AT APPROXIMATE 
LOCATlrn..J 

12 UNIDADES POR 
CAJA DE ENVIO 
12 UNITS PER 
SHIPPING CARTON 

3937 
PPO9014 

4732-1 

COLOR Y FORMA DE LOS COMPONENTES PUEDE VARIAR. LOS COMPONENTES 
MOSTRADOS EN FOTOS SON SOLO PARA ESPECIFICAR COLOCACION. 
(COLOR AND SHAPE OF COMPONENTS MAY VARY. COMPONENTS SHOWN IN PHOTOS ARE TO 
SPECIFY PLACEMENT ONLY) 

DWG APPLIES TO 

t--A:---,-----::2c:-11=s-::--o -.--1:-::2=11-;--;412=oc:-:17:::--r.:c=R:::-EA=T=E-:-A:-:-:ND::--c1::--:M=PLc-::E::--:M=EN=T::-::M-:::R:-::c=3R=D=o=oo:-:_ 1:--:--L-:-:AY=o=u=T-::::D=RA-:--:-w=1=NG:::-----,-----;::Dc:--:LB:::----,!----(-b-}-(
4
_} ----;-1MRC3RDOOO 

REV. DATE CR# DESCRIPTION REV. BY! 

~mt.tfcOMP'' 
1499 DELP DRIVE. HARLEYSVILLE. PA 19438 

TITLE: C3 WAVE ECG CABLE ACCESSORY PACK 

REVISIONS 

A B 

; 
; 
; 

_____ j 

2 

3 

4 
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From: 
Sent: 

To: 
CC: 
Subject: 
Attachments: 

Muslimova, Valentina* [Valentina.Muslimova@fda.hhs.gov] 
3/15/2018 5:20:11 PM 
cnix@medcompnet.com 
DCCLetters [DCCLetters@fda.hhs.gov] 
K180567 /S001 Acknowledgment Notification 
Acknowledgment Letter.pdf 
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ADt"1lNISTRATlON 

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 
identified 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: Kl80567/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 
infonnation is required. For information about CDRH review regulations and policies, please 
refer to http:/ /vv'vv'vV. f da. gov/Medical Devi ces/DeviceRegulati onand.Guidance/ defa ult.htm. 

L!.S. Food E, Drug 1\dn1inistrafon 
10903 ~~sw Hampshire Avenue 
Silver Spring, MD 20993 
www.fda.gov 

Sincerely yours, 

Center for Devices and Radiological Health 
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Hi Kathleen, 

i (b)(4) Deficiencies ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

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

On Apr 11, 2018, at 2:50 PM, Fitzgerald, Kathleen <Kath1een.Fitzgerald@JJi.la.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 
kath leen. f itzgera ld@fda.hhs.gov 

<image003.png> 

<image004.jpg> <image005.jpg> <image006.jpg> <image007.jpg> <image008.jpg> 
Exce-ile-nt custo:r:er ·se:vi(_:s I':; i:r:9(_1:t:'Jr:t to u·;; . F-':e;Jse tC-1ke .:.i r:10:r:e1:t to p:ovide feedt;C-1Gk rntJ.?.i"(i:r1s1 the cusb:1:er ·se:-,,ri(_:s yvu k~ve rece:ve-d: 
h~tm~jfw~~Ylf-J,n.230~ird':,:~Nhds.::d:·h:::J3~(::'H.:::30:·,};<:0':'0-=-=40[:&0=-=-4;.$(:&8-:-:4:};.$&J::=-=-&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@rnedcompnet.com] 
Sent: Friday, April 06, 2018 10:25 AM 
To: Fitzgeral d, Kathleen <Kat hleen.Fitzgerald@fda.hhs.gov> 
Cc: K180567@docs.fda.gov 
Subject: RE: K180567 

Hi Kat hleen, 

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

Tha,ks, 

C,;:;,1,w/-Y,..vd i\lv,,,,, 
Courtney Nix I f~egu!atory Affairn Manager. North America and EU 

Medica, Components, Inc. 

1499 De!p Dr. ~ Herleysville •. PA_19438_ 
T: 215-256-4201 x 2285 c!._ ____ (b)(6) ______ j F: 215-256-9191 

From: Fitzgerald, Kathleen <Kathl een.Fitzgeral d@fda.hhs.go~11> 
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, 
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(b)(4) Defi 
Sjncerefy, 

Kathleen Fitz(Jerald 

Nurse Consultant/Lead Reviewer 
CDRH/ODE/DAGRID/GHDB 
U.S. Food & Drng Administration 

■ ■ 

c1enc1es 

\Vhite Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002 
(301) 796 - 6292 
kath leen. fitzJ,era ld{@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: 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.Fit zgerald(c:vfda.hhs.gov> wrote: 

Hi Courtney, 

!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
! i 

i (b)(4) Deficiencies 
1 

! i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Sincerel_y~ 
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 
kath lee n. fitzge ra ld (dlf da .h hs.rov 
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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.SS(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an 
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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: 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) Defi 
■ ■ 

c1enc1es 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Thci nks, 

C01<-t-/->1..£,y Ni,)<, 
Courtney Nix r-<e~Julatory Affairs Mana1Jer, North 1-\rne:·ica and EU 

Medical Ccwnponents, Inc. 

1499 De!o o,. & Hadevsville. PA 19438 
T: 21:i-2:i6-4201 x 22ss cL_ __ (b)(G) ____ b F: 2·J:i-2:i6--919"1 

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.fitzgeral d@fda.hhs.gCJy> 
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 ( 5 lO(k)) subrnission K l 80567. Our review 
indicates that your 51 0(k) sub1nission does not meet the criteria established for administrative completeness. Thus, we regret to infom1 
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 5 lO(k) number K l 80567, 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 - \VO66-G609 
10903 New Hampshire A venue 
Silver Spring, MD 20993-0002 

FDA will pennityour 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 1nissing or inconsistent elements identified in the checklist by September 8, 2018, we will cornider this 51 0(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 5 lO(k) submission. 

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 5 lO(k) sub1nission. 

For additional infonnation regarding the Refuse to Accept Policy for 51 0(k)s please refer to the gnidance document available at 
http:/ /www.fda .gov/dovmloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/lJCM3 15014. pdf. 

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

<K 180567. 51 0(k )Summary.FINAL.doc> 
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Medcomp®: C3 Wave System 

Section 27.0 Substantial Equivalence 
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b 4 Draft 
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1499 Deij, Drive 

Harleysvi!/e, PA 19438 

Tel: 2J ,U56-4201 

Pax. 2I5°256cI787 

www.tnedcmnpnet.com 

t✓ledoornp@: C3 VVave System 

i -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-L Proposed Drape 

I ( b) ( 4) lj - ----f'reQiGate Drape 
j ! 
; ' 
j ••• ·-·-·-·-·-·-·-·-·-· • • • ; 

The C3 Vvave Replacement of X-Ray is designed to provide a 
continuous cUsplay of electrocardiograph [ECG] waveforms to guide 
placement of peripherally-inserted central catheters [PICCJin the 
lower third of the Superior Vena Cava [SVC] of a patient 

The system uses tht·ee ECG leads placed on the patient's chest 
and a fourth lead connected to the conductive sty!et1n a PICC. 
Tf1ese EC G waveforms are wire lessJy transmitted to a tab fet which 
allows the operator to 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 Pwave amplitude. By close 
examination of the P~VJave changes a user is able to safely place a 
PICC without the need. to cqnfirm with x-ray. 

The G3 \Nave system must only be operated by ?i skilled nurse, 
physician, or trained medical professiona.l who has been qualified in 
placement of PICC's and trained in the proper use of th is device. 

The C3 \Nave System includes: 
❖ an iPad@ monitor running the mobile application software 
~ the C3 hub whlch inc!wdes rechargeable batteries and a 

power supply 
~ a remote control vvith non-rechargeable batteries 
@ ECG snap lead$. 

Procedural accessories include: 
e ECG electrodes and prep pads 
ti sterile remote cover 
@ sterile patient drape 
~ sterile PICC Clip Ccmnector 

Medc.ornp®: C3 Wave System 
Section i 1: Specifications & Device Description 

11-1 
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I 499 Delp Drive 

Harlevsville, .IA 19438 

Tel: 215-256-4201 

Fax. 215-256-1787 

www.medcomp11et.com 

Medcomp@: C3 Wave System 

The C3 Wave System can communicate with \•Veb-based EMR 
systems and air-print compatible printers over an so2.-·11 
compatible VViFi connoction. The hub and remote both use 
B!uetooth ted1nology to communicate wire!essly with the C3 Wave 
iPad app. 

1 i-2 
Medcornp®: C3 Wave System 
Section 11 : Specifications & Device Description 
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A 

SHEET 1 OF 1 

2 

3 

30780-1 

4 

A 

B C 

VER DIBUJO 05662 PARA !NSTRUCCIONES DE PLEGADO 
SEE DRAWING 05662 FOR FOLDING INSTRUCTIONS 

PLACE 3146-1 SEALED POUCH ON TOP 
OF GOWN, WRAP BOTH IN 3011 WRAP 

VER VISTA A DETALLE "A" 
SEE DETAIL VIEW '•A" 

LLAR POUCH 
EAL POUCH 

4148-3--' 
COLOCAR ETIQUETA DE ENCUESTA AL 

CLIENTE EN ESTA UBICACION APROX 
PLACE CUSTOMER SURVEY LABEL AT 

APPROXIMATE LOCATION 

8 UNIDADES POR 
CAJA DE ENVIO 

8 UNITS PER 
SHIPPING CARTON 

3937 
PPO9014 

4732-1 

COLOR Y FORMA DE LOS COMPONENTES PUEDE VARIAR. LOS COMPONENTES 
MOSTRADOS EN FOTOS SON SOLO PARA ESPECIFICAR COLOCACION. 

COLOR AND SHAPE OF COMPONENTS MAY VARY. COMPONENTS SHOWN IN PHOTOS ARE TO 
SPECIFY PLACEMENT ONLY. 

(b)(4) APt~6'vAL MRC3RD004 ~, DMP® ~i9iLi~~m".iA 19438 DWG NO:,.MRG3.RD.0_0.4_-J,__ __ --.I 
,---~n,,,--R_E_V_I_S;=;-IDOE;=;Ns"'cs:-;=;R:;-;:IP;,;,-Tl;;::;O-..N---~~---_-_-_-_-_-_-_-_-_-_-_-_-_-_-_-_-_-_-_-_-_-_-_-_----!-: (_}i_I(_~---1~J ~Ji~~~i~~- TITLE ~l~Yt~TM~~GB~~~T~t'6~~~0RY i oT, (bl~~') Ns, """ 

ALL INFORMATION IN THIS ORA.WING IS THE SOLE PROPERTY OF MEDCOMP AND IS NOT TO BE DISCLOSED, REPRODUCED OR USED IN ANY WAY WITHOUT THE EXPRESSED PERMISSION OF MEDCOMP 

B C D 

2 

3 

4 
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Medical Components, Inc. (dba Medcomp) 
Courtney Nix 

April 12, 2018 

Regulatory Affairs Manager, North America and EU 
1499 Delp Drive 
Harleysville, Pennsylvania 19438 

Re: Kl80567 
Trade/Device Name: C3 Wave System 
Regulation Number: 21 CFR 880.5970 
Regulation Name: Percutaneous, Implanted, Long-Term Intravascular Catheter 
Regulatory Class: Class II 
Product Code: LJS 
Dated: March 12, 2018 
Received: March 15, 2018 

Dear Courtney Nix: 

We have reviewed your Section 51 0(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 III (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 & Dru£! Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 

,,tu,JJil.SP'i 
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Page 2 - Courtney Nix Kl 80567 

Please be advised that FD A'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.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:/ /vvvvw.fda.gov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn 
(http://www.fda.gov/Training/CDRHLearn). Additionally, you may contact the Division oflndustry and 
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website 
(http://v.1,vw.fda.gov/DICE) for more information or contact DICE by email (DICE(m,fda.hhs.gov) or phone 
(1-800-638-2041 or 301-796-7100). 

Enclosure 

Sincerely, 

~;ina Kiang -

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 
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Hi Kathleen, 

i (b)(4) Deficiencies i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

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 (b)(4) Deficiencies i 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

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

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

Good Afternoon Courtney, 

(b)(4) Defi 
Sincerely, 
Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 
CDRH/ODE/DAGRlD/GHDB 
U.S. Food & Drug Administration 

■ ■ 

c1enc1es 

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002 
(301)796 - 6292 
kath leen. fitzgerald@f da .h hs.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.SS(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.Fitzgeral d@fda.hhs.gov> 
Cc: K180567@docs.fda.gov 
Subject: RE: K180567 

Hi Ka t hleen, 

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

Thci nks, 

C01<-d->W".1J Ni,)<, 
Courtney Nix r-<e~Julatory Affairs Mana1Jer, North 1-\rne:·ica and EU 

Medical Ccwnponents, Inc. 

1499 De!p o,. & Hadeysvj.llil.,P.:.\.J.9,13.\L., 
T: 21:i-2:i6-4201 x 2285 Cl,_,_,_ (b)(G) __ ,_,J: 2·J:i-2:i6-919'1 
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From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@ fda .hhs.gov> 
Sent: Thursday, April 05, 2018 9:43 AM 
To: Courtney Nix <cnix(iilrnedcornpnet.corn> 
Cc: K180567@docs.fda.gov 
Subject: RE: K180567 

Good Morning Courtney, 

(b)(4) Defi 
Sincerely, 
Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 
CDRH/ODE/DAGRTD/GHDB 
U.S. Food & Drug Administration 

■ ■ 

c1enc1es 

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002 
(301) 796 - 6292 
kath leen. fitzgerald@f da .h hs.gov 
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PAR1YTO 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 [rnailto:cnix@rnedcornpnet.corn] 
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 <Kat hleen. Fitzgerald@fda.hhs.gov> wrote: 

Hi Courtney, 

! " 

. (b)(4) Deficiencies . 
l---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Sincerely, 
Kathleen Fitzgerald 

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

<image001.png> 

<image002.jpg> <image003.jpg> <image004.jpg> <image005.jpg> <image006.jpg> 
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PAR1YTO 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 fmail to:cnix@rnedcompnet.com] 
Sent: Tuesday, March 13, 2018 3:59 PM 
To: Fitzgerald, Kathleen <Kathleen.Fitzgeral d@fda.hhs.gov> 
Subject: RE: K180567 is on Hold Pending Your Response 

Hi Kathleen, 

(b)(4) Defi 
Thanks, 

C/(n),.f'1"V've+J N i,)U 

Cowtney ~fa F<epilalrny Affairs Mana,JEff, No,n1 America and EU 
Metjical Components. Inc. 

1499 Delp o,-_ ~ HarieysviU1a,J:/iJ.!H.;l/L 
T: 215--256-4201 x 228:i c:L._, __ (b)(6) ___ ,_.: r- : 215--25(H)l91 

From: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.goy> 
Sent: Monday, March 12, 2018 7:56 AM 
To: Courtney Nix <cnix@rnedcompnet.com> 
Cc: Kat hleen Fit zgerald <kat hleen.fitzgeral d@fda.hhs.gov> 
Subject: K180567 is on Hold Pending Your Response 

March 12, 2018 

Acceptance Review Notification - Refuse To Accept (RTA) 

■ ■ 

c1enc1es 

We have completed the administrative acceptance review of your premarket notification ( 51 0(k)) subniission Kl 80567. 
Our review indicates that your 5 lO(k) subniission does not meet the criteria established for administrative completeness. 
Thus, we regret to infmm you that we are unable to conduct a substantive review of your submission at thls time and are 
placing it on RT A hold. 

Please subniit two copies of your response (1 eCopy and 1 paper copy), referencing the 5 lO(k) number K 180567, 
addressing the elements identified as niissing 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 A venue 
Silver Spring, MD 20993-0002 

FDA will pennit your 510(k) submission to remain on hold for a maximum of 180 days from the date of this email. If you do 
not con-ect the niissing or inconsistent elements identified in the checklist by September 8, 2018, we will consider tliis 51 O(k) 
subniission to be witl1drawn, and we will delete it from our review system. 

Upon receipt of the requested information, FDA will conduct another administrative review of your 5 lO(k) subniission. 

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024
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Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 5 lO(k) 
submission. 

For additional infom1alion regarding the Refose to Accept Policy for 5 lO(k}§ please refer to the guidance document 
available al 
http://-V\vw.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM315014.pclf. 

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

<K180567.510(k)Summary.FINAL.doc> 
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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: K180567@docs.fda.gov; Patrick McDonald <pmcdonald@martechmedical.com> 

Subject: Re: K180567 

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, 

Thanks, Courtney Nix 

Regulatory Affairs Manager, 

North America and Europe 

(b)(4) Deficiencies 

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) Deficie 
■ 

nc1es 
Sincerely, 

Kathleen Fitzgerald 

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

<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.comJ 

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

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

Cc: K180567@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. a- Harleysville, PA 19438 

T: 215-256-4201 x 2285 C· ! (b)(6) i F: 215-256-9191 
~-~~~-~ 

Email: CNix@medcompnet.com<mailto:CNix@medcompnet.com> Web: 
www.medcompnet.com<http://www.medcompnet.com/> 
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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: Kl80567@docs.fda.gov<mailto:Kl80567@docs.fda.gov> 

Subject: RE: Kl80567 

Good Morning Courtney, 

■ 

(b )( 4) Deficie nc1es 

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, 

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



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.comJ 

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) Deficie nc1es 
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> 

<image001.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 
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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.comJ 

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) Deficie nc1es 
Thanks, 

Courtney Nix 

Courtney Nix Regulatory Affairs Manager, North America and EU 

Medical Components, Inc. 

1499 Delp Dr. a- Harleysville, PA 19438 
; 

T: 215-256-4201 x 2285 C· ! (b)(6) ! 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) 

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

<K180567.510(k)Summary.FINAL.doc> 
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1499 Delp Drive 

Har!eysvilte, PA !9438 

Tel: 215-256-4201 

April 5, 2018 

Food and Drug Administration 

Genter for Devices and Radiological Health 

Document Mail Center WO66-0609 

10903 New Hampshire Avenue 

Sliver Spring, MD 20993-0002 

Reference: K180567, C3 \fVave System -- April 5th , 2018 Interactive Review 

,-----------------------------------------------------·-----_T_o __ Whom.lLM.av._Conce.m _________________________________________________________________________________________________________________________________________________________________ _ 

(b}(4} Deficiencies 
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(b}(4} Deficiencies 
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Thanks Kathleen! Would you like us to put it on letterhead? 

Tha,ks, 

Cs:)1,c,r-/-,,1.-e,9 ,\/ ½</ 
Courtney Nix I Hegu!atory Affairn Manage... North America and EU 

rv1edicai Components, inc. 

·1499 Delp Dr. ~ HarleysviHe. PA.19438., 
T: 215-256-4201 x 2285 c:t_ ____ (b)(6) ____ ,_i F: 215-256-9191 

From: Fitzgerald, Kathleen <Kat hleen.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 

My apologies, please see t he attached document with revisions. 

Sincere!v,. 
Koihleen 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 
kath leen. fi tzgerald@f da. h hs.JsOV 

~ cid:irnage002.png@01 D21A3D.0 
IE3F6D0 
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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 fmailto:cnix@medcompnet.com] 
Sent: Thursday, April 12, 2018 9:23 AM 
To: Fitzgerald, Kathleen <Kathleen. Fi tzgerald@fda.hhs.gov>; Patrick McDonald <pmcdonald@martechmedical.com> 
Cc: Kl80567@docs.fda.goy 
Subject: RE: K180567 

Hi Kathleen, 

Was there suppose to be an attachment? 

Thanks, 

C,0;;.,.r/ne.0 N½</ 
Courtney f\Jix I Regulatory Affairs Manager. North America and EU 

rv1edicai Components, inc. 

·1499 Delp Dr. ~ l·brleysviHe" PA 19438 
T: 215-256-4201 x 22ss cL_ __ _lb..)J~L--1 F 215~256-9191 
Erna.ii: CNixr'fi>~:~edGornpr~et.Gorn \f,/eb: 'N\V'N, medGornpr~el:.Go~;: 

From: Fitzgerald, Kathleen <Kathleen.Fitzgerald@fda.hhs.gov> 
Sent: Thursday, April 12, 2018 8:55 AM 
To: Patrick McDonald <2mcdonald@m artechmedical.com>; Courtney Nix <cnix@medcompnet.com> 
Cc: K180567@docs.fda.gov 
Subject: RE: K180567 

Good Morning, 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ( b_) ( 4) __ Defi c i en c_i_es ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___! 
Sincerely, 
Kathleen Fitz(Jerald 

Nurse Consultant/Lead Reviewer 
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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 
kath leen . fi tzgerald@f da. h hs.gov 

~ cid:image00:>.png@01 D21A3D.0 
1E3F6D0 

E::xcsi lsnt G:Jstome-r ·se:viee I':; im:=;o:t:mt to :x;;. r:.:e,2.se- [;Jke s :r:oment tr_~ p:ovide feedbl-Kk :-s~,v2.:d::)S~ the custo:r:e-r ·se:vk_:e yv:J tvJve received: :'itl:ps:lt·RW'N.;'::;-;;:::-a:d-;,r;et!sh::d:h('.;:JStom:::-rser'd;c:::-7 
o~0U&cJ"4M&B~fJW£~&9"1" 

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, Kat hleen <Kat hleen. Fitzge rald@fda.hhs.gov> 
Cc: K180567@docs.fda.gov 
Subject : RE: K180567 

Hi Kat hleen, 

Please find t he attached . 

Thanks, 
Patrick McDonald 
Phone: X 2302 

From: Courtney Nix 
Sent: Wednesday, April 11, 2018 4:25 PM 
To: Fitzgerald, Kathleen <Kat hleen. Fitzgerald@fda.hhs.gov> 
Cc: K180567@docs.fda.gov; Patrick McDonald <pmcdonal d@martechmedical.com> 
Subject : Re: K180567 

Hi Kathleen, 

i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ( b )( 4) . Deficiencies ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___i 

Thanks, Court ney 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 (b)(4) Deficiencies i 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

Thanks, Courtney Nix 

Regulatory Affairs Manager, 

North America and Eu rope 

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

Good Afternoon Courtney, 

(b)(4) Defi 
■ ■ 

c1enc1es 
Sincerely, 
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Kathleen ritz9erald 

Nurse Consultant/Lead Reviewer 
CDRH/ODE/DAGRID/GHDB 
U.S. Food & Drng Administration 
\¥bite Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002 
(301) 796 - 6292 
kath leen. fitzgerald (@f da .h hs.gov 
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARlYTO 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.g<Jy> 
Cc: K180567@docs.fda.gov 
Subject: RE: K180567 

Hi Kathleen, 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· { b_){ 4) __ D efi c i en c i es·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·___! 
Thanks, 

C,:n;.-dvc-t~j N i,iu 

Cmfftney l'-Ji:< Fseiiulal:ory Affairs Mana,ier, Nor1?1 America and EU 

Metjical Components. Inc. 

1499 Deip Dr. ~ f-Jarleysvij0._.E'£1_:lili!3ll_; 
T 215-256-4201 x 22s:; c:L.___(b)(6) ____ .: F 21s.25(HJ191 

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} Defi 
Sincerely, 
Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 
CDRH/ODE/DAGRID/GHDB 
U.S. Food & Drng Administration 

■ ■ 

c1enc1es 

White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002 
(301) 796 - 6292 
kath lee n. fitzge ra ld@f da .h hs.g_ov 

<image003.png> 

<image004.jpg> <image005.jpg> <image006.jpg> <image007.jpg> <image008.jpg> 
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARlYTO 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.Fitzgeral d@fda.hhs.gov> 
Subject: Re: K180567 is on Hold Pending Your Response 

Thanks Kat hleen, 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, Kat hleen <Kat hleen .Fitzgerald@fd a.hhs.gov> wrote: 

Hi Courtney, 

I (b)(4) Deficiencies I 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

Sincerely1 

Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 
CDRH/ODE;DAGRJD/GHDB 
U.S. Food & Drug Administration 
White Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002 
(30 l) 796 - 6292 
kathleen.fitzge rald@fda.hhs.gov 
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PARlYTO 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 10.8S(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 [mail t o:cnix@medcompnet.co m] 
Sent: Tuesday, March 13, 2018 3:59 PM 
To: Fitzgerald, Kathleen <Kathleen.Fitzgeral d@fda.hhs.gov> 
Subject: RE: K180567 is on Hold Pending Your Response 

Hi Kathleen, 

(b)(4) Deficie 
■ 

nc1es 
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n·,,1nks, 

C.01...1,..v-k·1A?11 ,-..J l,x.,, 
Coud:ney Nix F{equlatory Affairs Mana1Jer, ~~rnth Arrw:·ica and E.U 

Medical Components, Inc. 

1499 Delo o,. & Ha,-ievsville PA 19438 ' • • ~ ,---l.----------------. 
T: 2•1:i-256-420I x 22ss ct._. (b)(6)·-·-· i F: 2-i:; •• 255.9191 

Emaii: CN!x@medcorn;met,corn Web: V',/'./,;'W,medcorn;metcorn 

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(a:Jfda.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 ( 5 lO(k)) submission Kl 80567. 
Our review indicates that your 5 lO(k) submission does not meet the criteria established for administrative completeness. 
Thus, we regret to inform you that we are tmable 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 5 lO(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 A venue 
Silver Spring, MD 20993-0002 

FDA will pemutyour 510(k) submission to remain on hold for a maximum of 180 days from the date oftlus email. If you do 
not correct the missing or inconsistent elements identified in the checklist by September 8, 2018, we will consider tlus 51 O(k) 
submission to be withdrawn, and we will delete it from our review system. 

Upon receipt of 1he requested info1mation, FDA will conduct another administrative review of your 5 lO(k) submission. 

Should you have questions about tlus email, you may contact Kathleen Fitzgerald, the lead reviewer assigned to your 5 lO(k) 
submission. 

For additional infomration regarding 1he Refose to Accept Policy for 5 lO(k)s please refer to tl1e guidance document 
available at 
http://www.fi.la.gov/downloads/MedicalDevices!DeviceRegulat.ionandGuidance/GuidanceDocuments/UCM3l5014.pdf. 

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

<K180567 .5 lO(k)Su mm a ry. Fl NAL.doc> 

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024
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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: K180567@docs.fda.gov; Patrick McDonald <pmcdonald@martechmedical.com> 
Subject: Re: K180567 

Hi Kathleen, 

[ _____________________________________________________ ( b) ( 4) __ D efi c i enc i es ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 
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, 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> wrote: 

Good Afternoon Courtney, 

{b){4) Deficiencies 
Sincerely, 
Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 
CDRH/ODE;DAGRID/GHDB 
U.S. Food & Drug Administration 
\Vhite Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002 
(301)796 - 6292 
kath leen. fitzgerald@f da .h hs._gov 
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PAR1YTO 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.BS(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> 
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



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

Hi Kathleen, 

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

Th,1 nks, 

C,:n,-r/-Y, .. e+J U i,,,v 
Courtney Nix r-<e~Julatory Affairs Mana1Jer, North 1-\rne:·ica and EU 

Medical Components. Inc. 

1499 De!o o,. & Hadevsville. PA 19438 
T: 21:i-2:i6-4201 X 2285 cr·-·1·b)(6)·-·-·1F: 2·J:i-2:i6-919'1 

Ernaii: CN:x_@im:;:dcof·r-,pn:;:Lcof·~ Vv'eb: V\l"</,:/W,:"'::;:dcof·~aneLcorn 

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) Defi 
Sincerely, 
Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 
CDRH/ODE;DAGRID/GHDB 
U.S. Food & Drug Administration 

■ ■ 

c1enc1es 

\Vhite Oak, Bldg. 66, Rm. 2510, 10903 New Hampshire Ave., Silver Spring, MD. 20993-0002 
(301)796 - 6292 
kath leen. fitzgerald@f da .h hs.gov 
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THIS MESSAGE IS INTENDED FOR THE USE OF THE PAR1YTO 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.BS(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 fmailto: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 

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024
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On Mar 13, 2018, at 7:08 PM, Fitzgerald, Kathleen <Kathleen. Fitzgerald@fda.hhs.gov> wrote: 

Hi Courtney, 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

l _________ l~_)_(_~l_ __ !?_~!-~_!?_~-~-~-!?-~-~~---------1 

Sincerely, 
Kathleen Fitzgero/d 

Nurse Consultant/Lead Revinver 
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 PAR1YTO 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 [mail to:cnix@rnedcompnet.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) Deficie 
Thanks, 

D,n; . .r-f.,.ve,9 N i,iu 

Cowtney ~fa F<opilalrny Affairs Mana,JEff, No,n1 America and EU 

Med,cal Cornponen!s. Inc. 

1499 Delp o,-_ ~ Harieysville, PA 19438 

T: 215--256-4201 x 228:i C:L_ ____ (b)(6) _____ _jl"· : 215--25(H)l91 
Emai!: CNixr'(l)rnr~dcomorwt,cmn V\ieb: V':f'V\l"</,:i,rrwdcommwtcmn 

From: Kathleen Fitzgerald <kathleen.fitzgerald@fda.hhs.goy> 
Sent: Monday, March 12, 2018 7:56 AM 
To: Courtney Nix <cnix@rnedcompnet.com> 
Cc: Kathleen Fitzgerald <kat hleen.fitzgerald@fda.hhs.gov> 
Subject: K180567 is on Hold Pending Your Response 

March 12, 2018 

Acceptance Review Notification - Refuse To Accept (RTA) 

■ 

nc1es 

We have completed the administrative acceptance review of your premarket notification ( 51 0(k)) submission Kl 80567. 
Our review indicates that your 5 lO(k) submission does not meet the criteria established for administrative completeness. 
Thus, we regret to infmm 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 5 lO(k) number K180567, 

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



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 - \VO66-G609 
10903 New Hampshire A venue 
Silver Spring, MD 20993-0002 

FDA will permit your 5 lO(k) submission to remain on hold for a maximum of 180 days from the date of this email. If you do 
not cmTect the missing or inconsistent elements identified in the checklist by September 8, 20 l 8, we will consider this 51 0(k) 
submission to be withdrnwn, and we will delete it from our review system. 

Upon receipt of the requested infonnation, FDA will conduct another administrative review of your 5 IO(k) submission. 

Should you have questions about this email, you may contact Kathleen Fitzgerald, the lead reviewer assigued to your 5 lO(k) 
submission. 

For additional infonnation regarding the Refuse to Accept Policy for 5 lO(k)s please refer to the guidance document 
available at 
http://\V\VW.fda.gov/dovmloads/MedicalDevices/DeviceRegulalionandGuidance/GuidanceDocumenls/lJCl\1315014.pdf. 

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

<K180567 .510(k)Su mm a ry. Fl NAL.doc> 
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dcOMR 
1499 Delp Drive 

Hatleysville, PA 19438 

Tel:215-256-4201 

Fax:215·256·1787 

w1vw.1netlcompnet.ca1n 

34 
Certified Qualily Syl!felil 

MEMO 
TO: DHF 18001 .·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

' ' 

FROM: 

i i 

L_M;~lfn~p;r;;1\pa1Rt,wJGaJE11gi11j { b) { 6) I 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.i 

DATE: 2/27/2018 

SUBJECT: MRC3R004/MRC3RD004* Materials of Packaging Components 

The packaging components in the C3 Wave System accessory pack 
MRC3R004/MRC3RD004* ate as follows: 

Packa0 in Com ,onent 
_____ __,,,.Botto111 _\Veb ................ Top _Web............. Adhesive 

Material 

CAS Number 

Applicable 
Packaoin 
Catala . Code MRC3R004 I MRCJR.004 MRC3R004 

The pouch and headerbag are sealed by }1pplying i1 heated. bar under pressure for a 
select amount of time to bond the bottom web (Tyvek fihn layer) to the top \Vcb 

(clear LDPE film layer coated withpolyester). 

* l\OTE: MRC}!l.004 and MRC3RD004 me idenitcal. !he "D" was mldeJ in !he catalog code that will be distributed in the 
US, 
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Medcomp®: C3 Wave System 

K180567 510(k) SUMMARY Special 51 OK 

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 51 O(k) Summary 

Medical Components Inc. 
(dba Medcomp®l 
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 
II 

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 
II 

General Hospital 
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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 necessary to confirm catheter tip location. 

G. Intended Use: 

Medcomp®: C3 Wave System 
K180567 51 0(k) Summary 
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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: 

Table 6.1: 51 0(K) Summary: Design Comparison Matrix 

Device Proposed Device: 
C3 Wave System 

(MRC3RD004) 
Indications The C3 Wave System 
for Use 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 

Medcomp®: C3 Wave System 
K180567 51 0(k) Summary 

Predicate Device: Substantially 
C3 Wave System Equivalent 

(MRC3RD000) Comparison 

The C3 Wave System Unchanged 
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 
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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 accommodate larger 

placed inside a placed inside a 
drape 

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 

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

6-4 
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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 10993-1 0; 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 
ANSI/AAMI/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 (MRC3RD004) were in 
accordance with AAMI/ANSI/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 ). 

Medcomp®: C3 Wave System 
K180567 51 0(k) Summary 
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······----------------·········· - ----------------------------------

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRA lION 
MEDICAL DE:VICE USER FEE COVER SHEET 

PAYMENT IDENTIFICATION NUMBER: L _____ J~K~L. ___ __! 
Write the Payment Identification number on your c::heck, 

A completed cover sheet must accompany each original application or supp!ementsubject to foes, Ifpayment \s sent by U.S, mail 
or courier1piease include a CQPY of thi$ completed form with payment. Payment anc1 mailing instructions can be found at: 
htl:p;//www.fda,gov/oc/rndufrna/coversheethtrnl 

J... COMPANY NAME AND ADDRESS .(indude narne, street 2. CONTACT NAME 
address, city state, .country, and post office code) Courtney Nix 

MEDCOMP 
1499 DELP DR 
HARLEYSVILLE 
PA 19438 
us 

Li EMPLrn1ER IDENTIFICATION NUMBER (EtN) 
****a!c5560 

2..1 E-fv\AIL ADDRESS 
Cnix@medcoinpnet.coh1 

2.2 TELEPHONE NUMBER (include Area code) 
215· 256.4201 

2.3 FACSIMILE (FAX) NUMBER {Include Area code) 

3. TYPE OF' PREMARKET APPlJCA11ON ($elect one of the foliowing in each column; if you are unsure, please refer to the 
9pplicatlon de$criptions at the foUowing web site: 
http://www.fda;gov/MedicalDevices/DeviceRegulationandGUidance/GuidanceDocu rnents[uc:rn34 5263 .htm 
Seleet an aQQlication_!ygg: 3J Select a center 
[X] Prernarketnotiflcation(510(k)); except for third party [XJ CDRH 
[ ] 513(g) Request for Information [ J CBER 
[ J Biologics License Applieation (BL.A) 3.2 Select one of the J;yges below 
[ l P~emarlmt Approval Application (PMA) [XJ Original AppHcaUon 
[J Modular PMA SLJRP-lement Ty~ 
[ J Product Development Prbtoc:ol (PDP) [ J Efficacy (BL.A) 
[] Premarket Report (PMR) [ l Panel Track(PMI\PMR, PDP) 
[ J JO-Day Notice [ ] Real-Time (PMA, PMR, PDP) 
[] De Novo Request LJ 180~day (PMA1 PMR, PDP) 

4 . .ARE YOU A SMALL BUSINESS? (See the instructions for more information on detem1ining this status) 
[ ] YES, I meet the stnaU business-criteria and have submitted the required [X] NO, T am not a small business 

qualifying docurnents to FDA 
4.1 If Yes, please enter your Small Business Deeislon Number: 

5, FDA WILL NOT ACCEPT YOUR 5UBMI5SION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE THAT 
IS DUE TO FDA. HAS YOUR COMPANY PAID All ESTABU:SHMENT REGISTRATION FEES THAT AREDIJS TO FDA? 
[XJ Y!:5 (All of your establishments have registered and paid the fee, orthis is your first device and you will .regJster and pay the 

f¢e Wlthln 30 days after entering into ah qperatkin that requites yoL1. to register and submit device listing information.) 
[ ] NO (If you currently market a med lea! device and your . establishment fa . required to register and submit device listing 

1riforrnation, FDA wrn not accept your submission until you have paid all fees due toFDA. See 
http:/ /w'ww.fda.gov/MedicalDevices/DeviceRegulation,;indGuidance/HowtoMarketYourDevice/RegistrationandListing/µcmOS3165 .htm 
tor additional information) 

6. IS THIS PREMARKET APPUCATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE 
APPLICABLE EXCEP71ON. 
[ ] This application is the fi rst PMA sLJbmitted by a qualified small [ ] The sole purpose of the application is to support 

business, including any affmates conditions of use for a ped1atdc population 
[ I This blologics application ls submiti;ed under gection 351 of the [ ] The application is subtnitted by a state or federal 
Public Health Service Act fora product licensed for further government entity for a devicethat Is notto be distributed 
manufacturing use only commercially 

7. rs THIS A SUPPLEMENT TO A PREMARKET APPUCATION FOR WHICH FEESWER.E WAIVED DUE TO SOLE USE IN A PEDIATRIC 
POPULATION THATNOW PROPOSES CONDITlON Ofl.JSE FOR ANY ADULT POPULATION? (If so, the application is subject to the 
fee that applies for an original premarket approval applk.atlon (PMA), 
[] YES [X] NO 

PAPERWORKRWUCTJON ACf STATEMENT 
Public reporting burden for thh, collection oflnformation i5 estitnated to average 18 minutes rer n~sponse, 1ndudir1g the Ume for 
reviewing instn1ctions, searching existing data sources, gathetlng and maintaining the data n~eded, and completing and reviewing 
the collection of information, Send comments regarding this burden estimate or any other aspect of this collection oflnformation, 
induding suggestions for reducing this burden, to the address below, 
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Dep2irtrnent of Health and Human Services, Fooc1 and Drlig Administration, Office of Chief lnforrnstion Off1mr, IH55 Colesville 
Road, COLE-14-14253 Silver Spring, MD 20993-0002 
[Please do NOT return this form to the above address, except as it pertains to comments on the burden estimate.] 

8, USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREfv1ARYET APPLICATION 
l_ ________ (b)( 4) _________ : 01--Mar-· 2018 
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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. a- Harleysville, PA 19438 
; 

T: 215-256-4201 x 2285 C:i (b)(6) ! 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 05, 2018 9:43 AM 

To: Courtney Nix <cnix@medcompnet.com> 

Cc: K180567@docs.fda.gov 

Subject: RE: K180567 

Good Morning Courtney, 

■ 

(b)(4) Deficie nc1es 

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

[cid:image003.jpg@01D21A3D.01E3F6D0]<https://www.facebook.com/FDA> 
[cid:image004.jpg@01D21A3D.01E3F6D0] <https://twitter.com/US FDA> 
[cid:image005.jpg@01D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin> 
[cid:image006.jpg@01D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/> 
[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=&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.comJ 

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) Deficie 
■ 

nc1es 
Sincerely, 

Kathleen Fitzgerald 

Nurse Consultant/Lead Reviewer 

CDRH/ODE/DAGRID/GHDB 

U.S. Food & Drug Administration 
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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> 
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<image002.jpg><https://www.facebook.com/FDA> 
<image003.jpg><https://twitter.com/US_FDA> 
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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) Deficie nc1es 
Thanks, 

Courtney Nix 

Courtney Nix Regulatory Affairs Manager, North America and EU 

Medical Components, Inc. 

1499 Delp Dr. a- Harleysville, PA 19438 

T: 215-256-4201 X 2285 C • ! . ' (b)(6) F: 215-256-9191 
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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: Kl80567 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 Kl80567. 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 Kl80567, 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 
5l0(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*** 
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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. a- Harleysville, PA 19438 

T: 215-256-4201 x 2285 C· ! (b)(6) ( 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@01D21A3D.01E3F6D0]<http://www.fda.gov/> 

[cid:image003.jpg@01D21A3D.01E3F6D0]<https://www.facebook.com/FDA> 
[cid:image004.jpg@01D21A3D.01E3F6D0] <https://twitter.com/US_FDA> 
[cid:image005.jpg@01D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin> 
[cid:image006.jpg@01D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/> 
[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=&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. 

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



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

Sent: Thursday, April 12, 2018 9:23 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. a- Harleysville, PA 19438 

T: 215-256-4201 x 2285 C: ~i -~(~b~)(~G~) _ ____,! 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: K180567@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@01D21A3D.01E3F6D0]<http://www.fda.gov/> 

[cid:image003.jpg@01D21A3D.01E3F6D0]<https://www.facebook.com/FDA> 
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[cid:image004.jpg@01D21A3D.01E3F6D0] <https://twitter.com/US FDA> 
[cid:image005.jpg@01D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin> 
[cid:image006.jpg@01D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/> 
[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=&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: 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: K180567@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 

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



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) Deficie nc1es 
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. 
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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.comJ 

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

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

Cc: K180567@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. a- Harleysville, PA 19438 

T: 215-256-4201 X 2285 C: i (b)(G) ! 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: K180567@docs.fda.gov<mailto:K180567@docs.fda.gov> 

Subject: RE: K180567 

Good Morning Courtney, 

■ 

(b)(4) Deficie nc1es 
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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.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.comJ 

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, 
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■ 

(b)(4) Deficie nc1es 
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> 

<image001.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) Deficie nc1es 
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■ 

(b)(4) Deficie nc1es 
Thanks, 

Courtney Nix 

Courtney Nix Regulatory Affairs Manager, North America and EU 

Medical Components, Inc. 

1499 Delp Dr. a- Harleysville, PA 19438 

T: 215-256-4201 X 2285 C•I (b)(G) i 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 
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. 

Records processed under FOIA Request 2022-4717; Released by CDRH on 05-31-2024
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For additional information regarding the Refuse to Accept Policy for 
5l0(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*** 

<Kl80567.510(k)Summary.FINAL.doc> 
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DEPAR TlvlENT OF HEAL TH AND HUMAN SERVICES 
FOOD ANO DRUG ADMINISTRATION 

Form Approval 
0MB No. 0910°01 20 

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 
Expiration Date: Pecernber 31, 201 3 
See PRA Statement on pa9e 5. 

Date of Submission U ser Fee _Pay~1enl !D Nu_mber ' FDA Submission Document NUniber (if l<nown) 
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0 01igina! Subrnisslon 

0 Premarket Report 
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D Report 
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[J Amendrnent 
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PMA & HDE Supplement 

0 Regular (180 day) 

D Special 
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[] Other 

H l!manitari_an Device 
Exemption (HOE) 

0 Original Subrnissio1\ 

D Amendment 

D Supplement 

OReport 

[] Report Amendment 

Have you used or cited Standards in your.submission? 

$ 

Company I lnstitutic,n Narne 

Medical Comptmeut.s,Jm:. (dba .Medci:>mp) 

Division Na1ne (if ~ppiicabiej 

NiA 

Str1->et Address 

1499 Delp Drive 

Ci[y 

Harleysville 

Contact Name 

Co1.11triey Nix 

Contact Title 

Rcgµlalory Affairn Manlit<'f; Nortb Americ:a and EU 

Divisior, Name (If applicable) 

StreefAddress 

City 

Contac, Name 

Contact Tille 

FORM FDA 3514 (1/13} 

PDP 

[] Original PDP 

[J Naiice of Completion 

0 Amendment to PDP 

Class II E11emption Petition 

D 01iginel Suomission 

0 Add1lionaJ Information 

510(k) 

EJ Original Sl1bmission: 

0 TradiJional 

~ $pecial 

n Abbreviated (Compiefo 
_ siiclionl, Page 5) 

0 Additional ln!ormaiibn 

0 ThirdParty 
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O Origin;il Submission 

0 Additional Information 

Raquest for Fe.edback 

0 Pre,Submission 
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0 Submision Issue Me.efing 
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0 Agreement Meeting 
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D Study Risk Determination 

D Othef (specify) 

Other Submission 

LJ 51:!(g) 

D 0th.er . . 
(de,scril)e submission): 

□ No {Ir Yes. please c;omplete Seciion I, Page 5) 

•ti, 

6s1ablish1r1ent Registration · Number (if known) 

2_~18901 

Phone Nurnper.(iric/(Jding ama code) 

(.115})Sf-42() J (cx.t22SSJ 
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0 New Device 

0 Withdrawal 

0 Additional or Expanded Indications 

0 Request for Extension 

[] f0osl-approvai Sludy Protocol 

0 Request for Applicant Hold 

0 Request for Removal ofApplicant Hold 

D Request to Remove or Add Manufacturing Site 

D Process change: 

0 Manufacturing D Packagin,1 

0 Sterilization 

0 Olher· (specify below) 

D Response lo FDA correspondence: 

[] Other Reason (specify): 

0 New Device 

D New Indication 
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0 lRB Certification 
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D V\/i!hdrawal of Application 

0 Unanticipated Adverse Effect 
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[] Treatment !DE 
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D Other (specify below) 
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D Other (specify below) 

ondent I Appiicant 
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[] Protocol - Other 

0 Sponsor 

D Report submission: 
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D Annual Progress Report 

D Site Waiver Report 
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D Post-appfaval Study 
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Amendment 

/2], Change in Ownership 

D Change in Correspondent 

D Change of Applicant Address 

D Response to FDA Letter Concerning: 

[J Conditional Approval 

D Deemed Approved 

[] Deficient Final Report 

lJ Deficient Progress Report 

D Deficient Investigator Report 

D Disapproval 

D Request Exiension of 
Time to Respond to FDA 
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0 Request Hearing 

Creating a new code with a new, iarger drape This catalog code wa;; removed from the prior submission doe. to lack of testing 
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Prod(.Jct ;::odes of devices to w.hich substanti<;1i equivalenq, is claimed 
-·- -·-·-·- ·- ·- ·- ·- ·- ·- ·- ·- ·- ·- ·-·-·-·-·-· -· ' -·-·-·-·- ·- ·-·-·t.,·-· ·- ·- ·- ·- ·- ·-· 

1 LJS (b)(4) 
lnforin.ation on de.vices tQ which subs\,mlial equivalence is claimed (11 known) 

E, 10(k) Number 

Kl70934 C3 \Vave S,w.en., 

Catl1e,e( intravascular, 'Tl1erapeu.tic Long0 Tc~m 0r~aie.r Tiian 30 Days 

Trade or Pwprieta ry or Model t,j ame tor This Device 

1 C3 Wa\'e Sysiem 

FDA document numbers of all p rior relafod submissions (regardless of outcome) 

2 

Data Inc uded in Submission 

Summa1y of, or statement c,oncerr,ing, 
-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· , .saiety and effectiveness information 

i 
~ 5 1.0 (k) sumrr\ary attached 

D 510 (k) statement 

MMufatturer 

(l 

Mode! Number 

1 MR0RD004 

2 

·a.,_...----__ ,__, ______ .. --
12 

!8;J Labo(atory Testing D Ani.mal Trials 0 Human Trials 

us 
Glassiiitation Panel 

General l{o~pital 

lndicaiions {from /abe!ir'Jg) 

80.5 79 D Class! 

0 Gla$s Ill 0 Unclassified 

Tot C3 Wave System is indicated for wie in the positimliilg of Puriphem!ly lnse.rte<l Central Catheters(PICC} TheC3 Wave provides real-ti.me caibetertip location 
infom1.ation by dispfayrng changes. m tlif. plitienf s eardiw.e1ectrical activity. Jnc C3 Wave is indicated for use- asan alternative :method to chcstX-ray or flunwscopy 
confiirnaticm of PlC<':>tip placc!neni in aditlt patieuts; 
Note: Limiting,. L,ut not contrnindiGl.li,d, siwations for this tedmiqi1e are patie.nts wl~t·e cru·diac rhythms may ¢bartge pre$entalion uf'tbe _P;Wave: 
•A ltial fibrillation_ Atrial fl utter, Severe Tachycardia. Pacernakct~Driven Rhy!Jlln, .Chronic obst.rut,tive pulmonary disea.s4 (COPD) 
Sc,ch patkmls .are. casiiy identifi ed prior to l'lCC insert.ion. Use of' additional mdhod is ni:cess.ary to confirm catheter tiplocatitill 
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Note: S,1bmission of lne infonnalion entered in Section H. does notafteci the· 
need to submit device establishment registratiori. 

!sJ. Original 
hici!ity Establist1rrH,n! Identifier (FEl) Number 

□ Add □ Delete 

Company /Institution Name 

M('.dical Coniponents, In,: . (dba Me,komp) 

Divlsion Name (if appf1cable} 

NIA 

Street Address 

1499 Delp Drive 

·chy 

Harley.svi!le 

Contact Title 

FDA Document Numberfiflmown) 

~ Maoufact11rer D Contract .Sterilizer 

0 Cot\ttact Manufacturer 0 Repackager / Relabeler 

E:stablishrnenl. Registration Number 

2.518902 

Phone Number (1iic/udmg erea code) 

(215) 256-4201 

FAX: Nurriber (inciuding area coda) 

/2.J$\25(,,9l. 9J 

State I Province 

PA 

ZIP Code 

l94Jg 

Country 

lJSA 

ContacJE-mail Address Contact N.ame 

Courtney Nix Rcgulato;:y Affairs Manager, North America and Europe C11ix@mcdcmnp11et.c.an1 

~Original 

0 A<Jd O Delete 

Faciiity Est.iblishment tdenlifier (FEI) Number 

L ___ jb)(4) ___ ___! 
0 Manufacturer 

!8J Contract ManufBcturw 

0 Contract Sterilizer 

0 Repackager / Relabeier 

Cprnpany/ lns!itu\ion Name Estab[ishrneht Registration Number 

I ___ Jb )( 4) _______ i i (b)(4) i 
'-·-·-·-·-·-·-·-·-·-·-·· 

DiY.ision Name (if applicable) Pho.rie Number (including arer:, code) 

i (b)(4) i 
~---·-·-·-·-·-·· i (b)(4) i 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
Street. Address 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
' (b)(4) 

FAX Number (including area code) 

i (b)(4) i 
L-- ·- ·- ·-· - ·-· - ·-·-·-·-·-·-·-·-·-·-·-· · 

City 
I ·-·-·-·-·-·-·-·-, 
i (b)(4) i 

·-·-·-·-·-·-·-·- ) 

State / Province 

i (b)(4) i 
'·-·-·-·-·-·-·-·-·-·' 

ZIP Code 

i (b)(4) i 
'-·-·-·-·-·-·-·-·-·-· .. 

,JCountry ·- ·, 

i (b)(4) i 
,. ·-·-·-·-·-·-·-·-·-·' 

Contact Name Contact Titie Contact E-mail Address 

i (b)(4) i 
L--·-·- •-·-·-·-·-·-·-·-·' l ______ ( b) ( 4) ___ __! 

fg]Oi-iginal 

D Add D Delete L _J~)f~LJ 
Facility Establishment Identifier (FEI) Npmber D Manufacturer 

0 Contract Manufaci1.1rer 

~ Contract Stermzer 

0 Repackager I Relabeler 

Company I lnsti\ui ion Name Establishment Registration Number 

[ {b){4) i 
Diilislcn Narrie (if appfrab/f!) Phone Number (including area code} 

(b)(4)j i (b)(4) ] 
l-•-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

street Addr·ess 
1·- - ·-·-·- ·- ·-·- ·- ·- ·-·-·-·-·-·-·-·1 FAX Nurnber (including area code) 

~- __ __{ b ){ 4) ____ ___I i (b)(4) i 
1--·-·-·-·-·-·-·-·-·-·-·-·-·-·I 

City 

_(b)(4) i 
S~;ile. I Province 

_ (b)(4) _: 
ZIP Code 

[ (b)(4)] 
··-·-·-·-·-·-·-·· 

Country 

: (b)(4) i 
L--·-·-·- ·-· I 

Contact Name C.Ontad Title Contact E-mail Address 
p•- ·- ·- ·- ·- ·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·- ·-· - ·-· - ·- ·- ·-· · 
• i 

(b){4) 
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FDA Docurnerif Number (if J,nown) 
Nore: Subrn1s.s1on of lhis information does not affed \he. need to subrnt a 2891 ot 
.2891 a Dey;ce Establishmen! Registration form. 

[8l Orig inal 
Facility Est,ibiishrnenl ldeptJfier {FEJ) Number 

□ Add □ Delete 

Company _I _Institution Name-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ; 

(b)(4) 
Division Name (if applicable) 

i (b)(4) i 
Street Addre.ss 

: (b)(4) i 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

City·-·-·-·-·-·-·-·-· 

! {b){4) ! 
l--·-·-•-·-·-·-·-·-·-·• 

Contact Name 

; 
; 
; 
i 

Contact Title 

0 Manufacturer !Z'J C>onimcl Steriiizer 

D Contract fvianufacture, [] i=,epas:k<1Qer /Relabeler 

Est;;1b!isfn11eni Regi;_~tratioh Number 

[ (b)(4): 
'·-·-·-·-·-·-·-·-· 

P11one Number (irtclw:i/ng:area code) 

I (b)(4) ] 
l-·- ·- ·- ·-·-·-·-·-·-·-·-•-•-' 

FAX Number (inclvding are,a code) 

i (b)(4) i 
'•-•-•-•-•-•-•-•-•-•-•-•-•- I 

State I Prnvint.e 

i (b)(4) ! 
'-·-·-·-·-·-·-·-·-·-·-·--

ZIP Code 

i (b)(4) : 
'-·-·-·-·-·-·-·-· • 

Couhttv 

l_(b)(4) i 
Conl/'IC[ E-rnail Addres~ 

! (b)(4) ! 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-•-•-·-·-·-·-·-· 

i (b)(4) ] 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

!Xl Origfnal 
Faciiity Establishment Identifier (FElJ Number 

0 Add O Delete 

Companr/ Institution Name 

[ ____ (b )( 4) ______ ! 
Division Name (ifapplicab!e) 

i (b)(4) i 
l.. --· - ·- ·- ·- ·- ·-J 

Street Address 

City 

i (b)(4) i 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Contact Name Contact Title 

i (b)(4) j 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

D Original 
Facility Estaphs;hment Identifier (FE!) Number 

□ Add □ Delete 

Company I lnstrtution Name 

Division Na.me. ()f applicable) 

Street Address 

City 

Cont1a1ct Name Contact Title 

~ 

FORfl/l FDA 3514 {1/13) 

D Manufacturer i:8J. Contract Sterilizer 

0 Contract Manufacturer 0 Repact;ager / Relabeler 

Establishment Registration Nurnper 

i (b)(4) i 
··-·-·-·-·-·-·-·-·-·-·-·· 

Phone Number (including area code) 

! (b)(4) i 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 
FAX Numbar(inc/uding area code) 

.S.Wi.a.l.P.rpvir1ce 

i (b)(4)_! 
ZIP Code 

i (b)(4) i 
L·-·- ·-·-·-·-·• 

Couniry 

! (b)(4) ! 
L--·-·-·-·-·- ·- ·- ·' 

Contact E-mai l Address 

i (b)(4) i 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

O Manufacturer D ContFdct Sterili;,:er 

D Co.ntracl Mariufactli rer 0 Rep13ckager i Relabeler 

Estab!fShnient Registration Number 

----
FAX Nurt1ber (including erea code) 

State i Provihte ZJP Code Country 

Contact E-mail Address 
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Note; Complete this section if your app!ic:a1ion or submission cites standards or includes a "Declaration of Conformity to a Recognized 
Siandard" statement. 

2 

3 

4 

5 

7 

Standards No. 

Standards No. 

1113:, 

Stahdards No. 

ANSI ST72 

Standards No. 

I !607,1 

Standards No. 

11607-:?. 

Standards No. 

Standards No. 

Standards 
Organization 
J.SO 

Standards 
Organization 
ISO 

Standards 
Organization 

A.AM!/ ANSJ 

Standards 
Organization 

ISO 

Standards 
Organization 

ISO 

Stand?rds 
Organization 

Standards 
Organization 

Standards Title 

)4-408 ISO 10993-7 Second edition '.'008-l0-15, bioiogical 
evaluation of nicdlcal devices - part 7: ethy'knc ox_ide sterih2.mio11 
rc81duals [induduig techni0a! corrigendtun I (2009)J. /Sterility) 

Standards Title 

14-452: lSO 11 r35 Second editio11 2014, steriliz.at1011 ofheaith-care 
products - ethylCTle oxide - reqwrernents for the d6veiopmenL 
validation ru:id routine conlrnl ufa steril iwt,on proces, for medical 
devices. (Slcrility) 

Standards Title 

Version 

Second Ediuon 

Version 

Secood Edition 

Version 

14,360. A.AMT i ANSI ST72:Jl1J I l(R)2016, bacterjai endntoxins, 201 I /(R)20lo 
ksi methods. routine monitoring,_ ru:id alkrnatives to bmch te.sling. 
(81.eriluy) 

Standards Title Version 

ISO J 1607-1. 2()09+A 1.20!4, packagmg for tcrn1inally sterilized WO~•+Al.:2014 
med1cai devices - pal1 l: requirements for materials, sterik barrier 
systems aI1d packaging systems [including: amendment l (1014)]. 
(Sterility) 

Standards Title Version 

14--455: !SO i 1607-2 First cditir,n 2()06-04--15. packaging for First Editmn 
terminally sterilr,.ed medical device,• parl 2: validation requirements 
for forming, sealing and assemb!\· processes [including: amendment 1 
(2014)) (Sterility) 

Standards Title Version 

Standards Title Version ---
Please include any additional standards to be cited on a separate page. 

This section applies only to requirements of the PapenvorkRcduction Act of 19<,i5 

*DO NOT SEND YOUR COMPLETED FORM TO THE l'RA STAFF ADDRESS UELO\V, * 

Date 

J()/15/2008 

Date 

O l /(\ l/2014 

Date 

:?.01 lHR12016 

Date 

'.l009+A.l:2014 

Date 

04/15/2006 

Date 

111e burden time for this co)lectmn of informatmn is estimated to average 0.5 hour per responsi: including the time lo review rnstructions, ;-;e;trcb 
existing data sources, gather and maintain tbe data needed and complete and review the eollectwn of information Send cornmcurn 1egardmg this 
burden esr.imaJ.e or any other a.spec{ of this infonnabon collection, including suggestions for reducing this burden, to· 

Deparlment ofHealth and Hlffilim Service& 
Food aud Drng Administration 
Office of C1iieflnfonnar.iou Officer 
Paperwork Reducrion Ac1. (PRA) Staff 
1350 Piccard Drive, Rnom 400 
Rockville, MD 20850 

An agen<'.:V may no! conduct or sponsor, and a person is not required to respond to. a col/ectim1 of 
in.forwailon unless ii displays a ci.11'1'e11.tfr valid O,\JB com,,o/ number. 
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1499 Delp Dril'e 

Harlcysvii!e, PA 19438 

Tel: 215-256-4201 

Fax, 215-256-1787 

wwwmedcompnet.com 

Section 2: CDRH Coversheet and Kit Certification 

Table 2. i Catalog Code and Description 

MRC3RD004 

Medcomp®: C3 Wave System 
Section 2: CDRH Coversheet 

Descri ,ition 
C3 Wave ECG Cable 

Accessor: Pack 

2-i 
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.ADMINISTR/\T!ON 

Medical Components, Inc (dba Medcomp) 
Courtney Nix 

December 6, 2017 

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: Percutaneous, implanted, long-term intravascular catheter 
Regulatory Class: Class II 
Product Code: LJS 
Dated: October 27, 2fH7 
Received: November 6, 2017 

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 wan-antics. 
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 III (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 
10903 tlew Hampshire Avenue 
Silver Spring, MD 20993 
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Page 2 - Courtney Nix K170934 

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 Pait 
801); medical device repmting (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 reforence 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:/h,v,v,v.fi:ia.gov/MedicalDevices/Safoty/ReportaProhlemidefi1ulthtm for the CDRH's 
Office of Surveillance and Biometrics/Division of Postmarket Surveillance. 

For comprehensive regulatory infonnation about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice 
(https://www.fda.gov/MedicalDevices/DeviceRegulaliommdGuidance:/) and CDRl-:I Learn 
(http://www.fi:ia.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://,,v,,v,,vJ'da.2:ov/DlCE) for more infonnation or contact DICE by email (DICErhJda.hhs.gov) or phone 
(1-800-638-2041 or 301-796-7100). 

Enclosure 

Sincerely, 

~!ina Kiang -

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 

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



-~-~--· •••-·-· ~ .. ~'""•""'"'"'-"•••~.,,~,,-,. •. .,.,, ·-·-• ,--•••••--,-, --·•••m-.•--~--•••·- ~---,-- ·•~~ w " 

DEPARTMENT OF HEALTH Al\iD HUMAN SEi::Z\/IC[S 
Food and Drug Administration 

indications for 

j Forrn i-\pprov0:(:i' C)f1Jl8 J\}o. os·10-o··t20 

i Exu1rauon ['3tc ,1:::::nuan1 3'1, 2 J·! 

~ P 0 £J, 0 1- f.:>()''"/"1', b"'1'0'"' , \l ,.J L-l.>.~ IV '-" ~~ 

~~ "=~=" u =-----
5'!0(1,) Nurnber (ifimown) 
Kl?0934 

Device Harne 
CJ \}Jave S:ystern 

Indications for Use (Descrilw) 
'T'.b.e c:3 \~lave Sy stern is lndieated for use l.n the pos1 tlor1lng of P'eripheraUy Inserted Cernral c::atheters (PlC'.C). Tl'ie C'3 
vVave provides real<1me catheter tip iocation information displaying changes in lhe patienf,, cardiac elec1.r.icai aetJ 
The C3 Vhve is indicated for use as an alternative method to chest )~--ray 01 fh1rn\1scopy confirrnation of PICC ilp 
placement in adu 11 patients. 
Note: Limiting, but not contraindjcated. situations for this technique are patients where cardiac rh_ytl1tns inay change 
presentation of the P-Vhlve: 
-Atria] fibrlllation 
-Atria] flutter 
" Severe tachycardia 
-Pacernakcr-Ddven Rhythm 
-Chronic obstructive pulmonary disease (COPDJ 
Sucb paiienrs are easily idemified prior to PTCC insertion, l.Jse of additional method is necessary to confirm catheter frp 
1ocation. 

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

[2J Prescription Use (Part 21 CFR 807 Subpart D) Over-The-Counter Use CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED, 

This section applies only to requirements of the Paperwori<: Reduction .Act of 1995. 

'DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW: 

The burdrm time for this collection of information is estimated to average 79 hours per response, including the 
time io review instructions, search existing data sources, gather and maintain the data needed and complete 
and review the collection of information. Send comments regarding this bmden estimate or any other aspec1 
of this infmrnation colled1on, including suggestions for reducing this burrlen, to: 

Department of Health and Human Services 
Food and Drug .Administration 
Office of Chief Information Officer 
F,aperwork F~eduction Act (PRA) Staff 
PRAStaft@fcia.hhs.gov 

"An agency may not conduct or sponsor, and a person is not required lo respond to, a col!ection of 
information unless it displays a currently vaf1d 0Al7B number." 
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510{k) Summary: K170934 

A. 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 

B. 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 

II 

General Hospital 

C. Predicate Device Information: 

51 O{k) Number: 

51 O{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 

1 
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Regulation Description: 

C.F.R. Section: 

Class: 

Regulation Medical 
Specialty and Review 
Panel: 

E. Purpose for Submission: 

Percutaneous, implanted, long-term intravascular 
catheter 

880.5970 

II 

General Hospital 

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 adult 
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 
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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. 

I. Comparison to Predicate Device: 

The C3 Wave system is substantially equivalent to the predicate device. 

51 O(K) Summary: Comparison Table 

Device Proposed Device: 
The C3 Wave System 

K170934 
Indications The C3 Wave System is 
for Use 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 

Medcomp®: C3 Wave System 
K170934 

Predicate Device: Substantially 
The C3 Wave System Equivalent 

(K143238) Comparison 
The C3 Wave System is The subject 
indicated for use as a device is 
supplemental aid in indicated as an 
positioning for Peripherally alternative 
Inserted Central Catheters method to chest 
(PICC) in adult patients. It x-ray or 
provides real-time catheter fluoroscopy 
tip location information by confirmation of 
using the patient's cardiac PICC tip 
electrical activity. placement in 
Confirmation of tip adult patients, 
placement should be subject to the 
verified according to clinical noted limitations. 
judgement and established The differences 
hospital protocol (e.g., between the 
Chest XRay, Fluoroscopy). subject and 
Note: Limiting, but not predicate device 
contraindicated, situations indications for use 
for this technique are do not raise 
patients where cardiac different 
rhythms may change questions of 
presentation of the P wave: safety and 
atrial fibrillation, atrial effectiveness. 
flutter, severe Performance data 
tachycardia, pacemaker was provided to 
driven rhythm, and chronic verify the design 
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User/Setting 

Patient/User 
Interface 

System 

Sterilization 
Method 
Energy Source 

EMC & Electrical 
Safety 

ATTRIBUTE 

-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. 

Prescription Use -
Hospital/Clinical Setting 

iPad 

obstructive pulmonary 
disease (COPD). 
Such patients are easily 
identified prior to PICC 
insertion. Use of additional 
confirmation method is 
necessary to confirm 
catheter tip location. 

Prescription Use -
Hospital/Clinical Setting 

iPad 

and labeling 
adequately 
support the 
revised 
indications for 
use. 

Equivalent 

Equivalent 

iPad, C3 Wave Hub, ECG 
Leads, C3 Wave Remote 

iPad, C3 Wave Hub, ECG Equivalent 
Leads, C3 Wave Remote 

Sterile Accessory Packs -
EO 

Sterile Accessory Packs - Equivalent 
EO 

Mains power (battery Mains power (battery Equivalent 
backed) backed) 

IEC 60601-1 IEC 60601-1 Equivalent 
IEC 60601-1-2 IEC 60601-1-2 

C3 Wave (Proposed Device) C3 Wave System {K143238) 
Operating The C3 Wave system consists The C3 Wave system consists 
Principle/Technology: of an iPad® monitor, a C3 hub, of an iPad® monitor, a C3 hub, 

and remote control. 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 TM 

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 

Medcomp®: C3 Wave System 
K170934 

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 TM 

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 
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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 

Standards 

IEC 60601-1 :2006+A12:2014 Medical electrical equipment -
Part 1: General requirements for basic safety and essential 
performance 
IEC 60601-1-2:2007 Medical electrical equipment - Part 1-2: 
General requirements for basic safety and essential 
performance - Collateral standard: Electromagnetic 
compatibility - Requirements and tests 
IEC 62304:2006 Medical device software - Software life cycle 
processes 

ISTA-2A Partial simulation performance test procedure 

Medcomp®: C3 Wave System 
K170934 

Performance 
Testing 

IEC 60601-1 Test 
Report (E468297-D1-
IT-1) 

IEC 60601-1-2 Test 
Report (R-2642P) 

IEC 62304 Test Report 

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 
Non-Sterile C3 Wave 
Accessory Pack- ECG 
Electrodes Test 
Summary 
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ISTA-1A Non-simulation integrity performance test procedure 

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 
47 CFR Part 15, Subpart C Intentional Radiators 

RSS-210 License-Exempt Radio Apparatus: Category I 
Equipment 

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 

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 

Medcomp®: C3 Wave System 
K170934 

C3 Wave Navigation 
System w/ iPad - ISTA-
2A Shipping Test 
Summary 
C3 Wave Hub - ISTA-
1A Shipping Test 
IEC 62133 CB Test 
Certificate (4307556.50) 

Bluetooth Low Energy 
Certification Test 
Report (10463456A) 

Bluetooth Low Energy 
Certification Test 
Report(10463456B) 

EN 300 328 V1 .8.1 
Certification Test 
Report (14L 18625-
E1 )(Remote) 

EN 300 328 V1 .8.1 
Certification Test 
Report (14L 18625-
E2)(Hub) 
Bluetooth Low Energy 
Certification Test 
Report (10463456A) 

Bluetooth Low Energy 
Certification Test 
Report(10463456B) 

EN 300 328 V1 .8.1 
Certification Test 
Report ( 14L 18625-E 1) 

EN 300 328 V1 .8.1 
Certification Test 
Report ( 14L 18625-E2) 
EN 300 328 V1 .8.1 
Certification Test 
Report ( 14L 18625-E 1) 

EN 300 328 V1 .8.1 
Certification Test 
Report ( 14L 18625-E2)) 
Bluetooth Low Energy 
Certification Test 
Report (10463456A) 

Bluetooth Low Energy 
Certification Test 
Report(10463456B) 
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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: 

• Content of Premarket Submissions for Software Contained in Medical Devices. 
• 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 Bundle 
Protocol. 

Outcome: The C3 Wave System has demonstrated a 98% success rate when the 
Bundle 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 
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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> 
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Good Afternoon Courtney, 

■ 

(b)(4) Deficie nc1es 
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@01D21A3D.01E3F6D0] <https://twitter.com/US FDA> 
[cid:image005.jpg@01D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin> 
[cid:image006.jpg@01D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/> 
[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=&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> 

Cc: K180567@docs.fda.gov 

Subject: RE: K180567 

Hi Kathleen, 
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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. a- Harleysville, PA 19438 

T: 215-256-4201 x 2285 c·!'---~(b~)~(G~) _ ____,i 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: K180567@docs.fda.gov<mailto:K180567@docs.fda.gov> 

Subject: RE: K180567 

Good Morning Courtney, 

■ 

(b)(4) Deficie nc1es 

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/> 
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[cid:image003.jpg@01D21A3D.01E3F6D0]<https://www.facebook.com/FDA> 
[cid:image004.jpg@01D21A3D.01E3F6D0] <https://twitter.com/US FDA> 
[cid:image005.jpg@01D21A3D.01E3F6D0] <http://www.youtube.com/user/USFoodandDrugAdmin> 
[cid:image006.jpg@01D21A3D.01E3F6D0] <http://www.flickr.com/photos/fdaphotos/> 
[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=&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.comJ 

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) Deficie 
■ 

nc1es 
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 
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(301) 796 - 6292 

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

<image001.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) Deficie nc1es 
Thanks, 

Courtney Nix 

Courtney Nix Regulatory Affairs Manager, North America and EU 

Medical Components, Inc. 

1499 Delp Dr. a- Harleysville, PA 19438 

T: 215-256-4201 x 2285 C:-~i _ _____,(_b~)(~6~) _ ___,! F: 215-256-9191 

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

*** This is a system-generated email notification*** 
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Harle.1i.1vi/frt, PA 19438 

Tel-' 215"256-4201 

F'a.x. 215°256°] 787 

wv,m•,. medcompnet_ com 

Medcomp®: C3 Wave System 

Section 7 TmthfU! amf A~curate Statement 

PREMARKET NOTIFICATION 
TRUTHFUL AND ACCURATE STJ\TEMENT 

(As required by 2i CFR 807. 87) 

l certify , in my capacity as President of Medical Components Inc. (dba Medcomp®), 

that to the best of my knowledge, all data and information submitted in this 

premarket notification for the G3 Wave System, is truthfui and accurate and that no 

material tact has been omitted. 

p•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i 

I (b)(6) I 
~~~oth: M· Schvvei~$rJ / • 

~ .. :':.{{.f j!;,,;$7§ _;;;;re.yr/" 
Date 

N/A - Unknown 
Premarket Notification Number 

7-1 
Medcomp®: G3 Wave System 
Section 7:. 510(k) Truthful and Accur$lte Statement 
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1499 Delp Drive 

f!arfeysville. PA 19438 

March 12, 2018 

Food and Drug Administration 

Center for Devices and Radiological Health 

Document Mai! Center V\/O66-0609 

10903 New Hampshire Avenue 

Sliver Spring, MD 20993-0002 

··-·-·-·-·-·-·-·-·-·-····-·-·-·-·-·-·-·-·-·-····-·-·-·~----·-Reference: __ K 1 80567,. C3 \Nave_ System-_ March . 12th_,_ 201_ 8. RTA ________________________________________________________________ _ 

(b)(4) Deficiencies 
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(b)(4) Deficiencies 
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From: 
Sent: 

To: 
CC: 

Muslimova, Valentina* [Valentina.Muslimova@fda.hhs.gov] 
3/5/2018 6:14:17 PM 
cnix@medcompnet.com 
DCCLetters [DCCLetters@fda.hhs.gov] 

Subject: K180567 Acknowledgment Notification 
Attachments: Acknowledgment Letter.pdf 
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ADt"1lNISTRATlON 

Acknowledgment Letter 

3/5/20] 8 

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 
identified 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: Kl80567 
Received: 3/5/201 8 
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 
infonnation is required. For information about CDRH review regulations and policies, please 
refer to http:/ /vv'vv'vV. f da. gov/Medical Devi ces/DeviceRegulati onand.Guidance/ defa ult.htm. 

L!.S. Food E, Drug 1\dn1inistrafon 
10903 ~~sw Hampshire Avenue 
Silver Spring, MD 20993 
www.fda.gov 

Sincerely yours, 

Center for Devices and Radiological Health 
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Department of Health & Human Services 
Food and Drug Administration 

Center for Devices and Radiological Health 
Office of Device Evaluation & Office of In-Vitro Diagnostics and 

Radiological Health 

Contains Non binding Recommendations 

Acceptance Checklist 
for Special 51 O(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. 

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 checklist 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). 

Comments: 

3) Fundamental scientific tedrnology of the proposed device is unchanged from the legally marketed device 
(predicate}. 

Comments: 

4} The submission indudes 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 (21 CFR 820.30{g}), for example, to 
demonstrate continued conformance with a special control or recognized standard, then a Special 51 O(k) may be 
appropriate. 

Comments: 

Does the submission meet: all 4 criteria above? 

(e' Yes, submission meets criteria for a Special 51 0(k). Continue checklist below. 

X 

X 

X 

r No, submission does not meet criteria for a Special 51 0(k). Discontinue this RTA checklist, convert to a Traditional and apply the 
Traditional checklist. 

Special RT/\ Checklist (09/22/15) 
Page 1 of 6 
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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. 

4) Type of 51 O(k) is identified (i.e., Traditional, Abbreviated, or Special) 

Comments: 

Special RT/\ Checklist (09/22/15) 
Page 2 of6 

X 

X 

X 
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A. Administrative 

1) All content used to support the submission is written in English (including translations of 
test reports, literature articles, etc.) 

2) Submission identifies the following (FDA recommends use of the CDRH Premarket 
Review Submission Cover Sheet form [Form 3514]): 

a) Device trade/proprietary name 

b) Device class and panel or 
Classification regulation or 
Statement that device has not been classified with rationale 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 to Certain Prescription 
Devices Labeling Requiren,ents.") See recommended format. 
(http:/twww.fda.qovldown!oads/AboutFDA/ReportsManuafsFormslForms/ 
UC/\11360431.pdf). 

4) Submission contains a 510(k) Summary or 510(k) Statement. 

5) Submission contains a Truthful and Accuracy Statement per 21 CFR 307,87(k) 
See recommended format. 
(http:!lwww.fdo.qov/lv1edica/Devices/DeviceRequfoUonondGuidonce/ 
l·!owto!V1o rketYou rDevice/Prema rketSu bm issions/Prema rketNotification 5 l Ok/ 
ucm 142/0/j1tml 

6) Submission is a Class Ill 51 0(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 51 0(k), Pre-Submission, IDE, PMA, 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 Desc:riptkm 

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). 

1 0) 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. 

c) A list and description of each device for which clearance is requested. 

Special RTA Checklist (09/22/"15) 
Page 3 of6 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 
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d) Submission contains representative engineering drawing(s), 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). 

X 

(b)(4) Deficiencies 
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 1 O(a), 1 O(b) and 1 O(d) 
above) of each component or accessory. 

c) A 51 O(k) number is provided for each component or accessory that received a 
prior 51 O(k) clearance 

AND 

A statement is provided that identifies components or accessories that have 
not received prior 51 O(k) clearance. 

Deficiencies 

C. Substantial Equivalence Discussion 

13) Submitter has identified a predicate device(s), including the following information: 

a) Predicate device identifier provided (e.g., 51 O(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 on fine. 
(hUp:1/www.fda.qov/1\!/edicofDevices/DeviceRequ/ationandGuidance/ 
Medfca!DeviceQuafftvandCornpfiance/ucmJ79552.htm) 

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 51 O(k) Summary (if applicable) and that used in comparative 
performance testing). 

14) Submission includes a comparison of the following forthe 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)J 
See "The 51 O(k) Program: Evaluating Substantial Equivalence in Premarket Notifications 
[5_1 O(k)l" guidance document for more information on comparing intended use and 
technological characteristics. 

a) Indications for Use 

b) Technology, including features, materials, and principles of operation 

Special RTA Checklist (09/22/"15) 
Page 4 of 6 

X 

X 

X 

X 

X 

X 

X 
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(b)(4) Deficiencies 
D. Design Ccmtrol 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. 

c) Declaration of conformity with design controls. All 3 must be present to answer 
"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. 

iii. Statement is signed by the individual responsible for these activities. 

X 

(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.g., 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). 

(b)(4) Deficiencies 

Special RTA Checklist (09/22/"15) 
Page 5 of6 

X 

X 
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Decision: C Accept (e.• Refuse to Accept 

If Accept, notify applicant. 

If Refuse to Accept, notify applicant electronically and include a copy of this checklist. 

Reviewer Sign-Off 

Branch Chief Sign-Off 
(digital signature 
optional)* 

Division Sign-Off 
(digital signature 
optional)-' 

n M. 
tevens -S 

Digitally sig gerald -S 
DN: c.aUS, o =HHS, ou=FDA, 
ou:oPeople, 0.1.1=0010093027, 
cn=Kathleen 
Oilte· 2QJe Q 

Digitally signed by 
DN: c=US, o=U.S. Government, 
ou"'HHS, ou=FDA, ou=People, 
0.9.2342,19200300.100.1. 1 =13001892 
11, cn=Alan M. Stevens -S 

* Branch and Division review of checklist and concurrence with with decision required. 
Branch and Division digital signature optional. 

Page 6 of 6 
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1499 DeljJ Dt'ive 

Hatleysvi!le, l~A 19438 

A._pri! 12, 2018 

Food and Drng Adrninistn:!tion 

Genter for Devices and Radiological Health 

Document Mail Genter V\/066-060fl 

10903 New Hampshire Avenue 

Silver Spring, MD 20993-0002 

Reference: Kt80567, C3 Wave System---- April 12th , 2018 Interactive Review 
Tel: 2!5-256-4201 • 

------ -- -- ----- ---- --------------------- ____ To Vvbom ft Mav .ConcertL _________________________________________________________________________________________________________________________________________________________________ --

(b)(4) Deficiencies 

thank you in advance for your con.sideration of our application . If there are 
any questions, please fee l free to contact rne by phone at (215) 256-4201 or 
by email at cnlx@medcompnetcom. 

SincereJy, 

Patrick McDonald on behalf Courtney l\lix 

Regulatory Affairs Manager, North America and Europe 

Medical Cornponents lhc. 

1499 Deip Drive 

Harleysvi!le PA, 19438 USA 

Page 1 ot 1 

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



Department of Health & Human Services 
Food and Drug Administration 

Center for Devices and Radiological Health 
Office of Device Evaluation & Office of In-Vitro Diagnostics and 

Radiological Health 

Contains Non binding Recommendations 

Acceptance Checklist 
for Special 51 O(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. 

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 checklist 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). 

Comments: 

3) Fundamental scientific tedrnology of the proposed device is unchanged from the legally marketed device 
(predicate}. 

Comments: 

4} The submission indudes 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 (21 CFR 820.30{g}), for example, to 
demonstrate continued conformance with a special control or recognized standard, then a Special 51 O(k) may be 
appropriate. 

Comments: 

Does the submission meet: all 4 criteria above? 

(e' Yes, submission meets criteria for a Special 51 0(k). Continue checklist below. 

X 

X 

X 

r No, submission does not meet criteria for a Special 51 0(k). Discontinue this RTA checklist, convert to a Traditional and apply the 
Traditional checklist. 

Special RT/\ Checklist (09/22/15) 
Page 1 of 6 
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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. 

4) Type of 51 O(k) is identified (i.e., Traditional, Abbreviated, or Special) 

Comments: 

Special RT/\ Checklist (09/22/15) 
Page 2 of6 

X 

X 

X 

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



A. Administrative 

1) All content used to support the submission is written in English (including translations of 
test reports, literature articles, etc.) 

2) Submission identifies the following (FDA recommends use of the CDRH Premarket 
Review Submission Cover Sheet form [Form 3514]): 

a) Device trade/proprietary name 

b) Device class and panel or 
Classification regulation or 
Statement that device has not been classified with rationale 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 to Certain Prescription 
Devices Labeling Requiren,ents.") See recommended format. 
(http:/twww.fda.qovldown!oads/AboutFDA/ReportsManuafsFormslForms/ 
UC/\11360431.pdf). 

4) Submission contains a 510(k) Summary or 510(k) Statement. 

5) Submission contains a Truthful and Accuracy Statement per 21 CFR 307,87(k) 
See recommended format. 
(http:!lwww.fdo.qov/lv1edica/Devices/DeviceRequfoUonondGuidonce/ 
l·!owto!V1o rketYou rDevice/Prema rketSu bm issions/Prema rketNotification 5 l Ok/ 
ucm 142/0/j1tml 

6) Submission is a Class Ill 51 0(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 51 0(k), Pre-Submission, IDE, PMA, 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 Desc:riptkm 

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. 

a) The submission addresses device description recommendations outlined in the 
device-specific guidance. 

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. 

Special RTA Checklist (09/22/"15) 
Page 3 of6 
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X 

X 
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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). 

1 O) 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. 

c) A list and description of each device for which clearance is requested. 

d) Submission contains representative engineering drawing(s), 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). 

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 1 O(a), 1 O(b) and 1 O(d) 
above) of each component or accessory. 

c) A 51 O(k) number is provided for each component or accessory that received a 
prior 51 O(k) clearance 

AND 

A statement is provided that identifies components or accessories that have 
not received prior 51 O(k) clearance. 

C. Substantial Equivalence Discussion 

13) Submitter has identified a predicate device(s), including the following information: 

a) Predicate device identifier provided (e.g., 51 O(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 on fine. 
(hUp:1/www.fda.qov/1\!/edicofDevices/DeviceRequ/ationandGuidance/ 
Medfca!DeviceQuafftvandCornpfiance/ucm379552.htm) 

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 51 O(k) Summary (if applicable) and that used in comparative 
performance testing). 

Special RTA Checklist (09/22/"15) 
Page 4 of 6 
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14) Submission includes a comparison of the following forthe 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)J 
See "The 51 O(k) Proa ram: Evaluating Substantial Equivalence in Premarket Notifications 
[51 O(k)l" guidance document for more information on comparing intended use and 
technological characteristics. 

a) Indications for Use 

b) Technology, including features, materials, and principles of operation 

D. Design Ccmtrol 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. 

c) Declaration of conformity with design controls. All 3 must be present to answer 
"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 82030. 

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) Submission includes proposed package labels and labeling (e.g., 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). 

Special RTA Checklist (09/22/"15) 
Page 5 of6 
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Decision: (e.• Accept C Refuse to Accept 

If Accept, notify applicant. 

If Refuse to Accept, notify applicant electronically and include a copy of this checklist . 

Reviewer Sign-Off 

. Fitzgerald -

, OU=HHS, n E. ON: Co;cLJS, Qc;;LJ.S. Govern me 
ou""FDA, ou"'People, 

Branch Chief Sign-Off 
(digital signature 
optional)* 

ILIT"11--"711""W'7""1rlll'""'a"""'··"l'1,d....-·-···----s .. ··::'."····-··· ..... ~..,£~,<;;~"'a1..,~""1~""9""~0,..,f.""~""'itQ,..z~ .. 1e,..,ra""1d""'"'=1-rl0093027, 

Division Sign-Off 
(digital signature 
optional)-' 

Date: 2018.03.16 10:43:41 

* Branch and Division review of checklist and concurrence with with decision required. 
Branch and Division digital signature optional. 
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l'lltdcoMP 

1499 De!p.Drtre 

Harky,1-vi!le, PA 19138 

Tet 215-256-4201 

Fox. 215-256-/787 

wwi1i medc:ompm:t,com 

Section 4: 

FDA/CDRH!DCC 

MAR 05 2018 
1=->E· C'"'Cl\fEr«) §.''\.. -., .,-r::,} .,. . ,-,.,.Sx,,,: 

Medcomp intends to rnark,3l the fo!!ow!ng device into cornmercia! distribution: 

Submission Date: 

Submitter: 

Registration Number: 

Contact Person: 

Trade Name: 

Device: 

Product Code: 

Regulation Description: 

C.F.R Section: 

Class: 

Regulation Medical 
Specialty and Review 
Pane!: 

Special 510(k) 

February 28. 2018 

h!iedical Components Inc. 
(dba. Meocomp'*) 
"1499 Delp Drive 
Har!eysvi!!e, PA ·19438 
Tei: (215) 256--420'1 
Fax: (275) 256,-9'l9i 

25'1 BS.102 

Courtney Nix 
Regulatory Affairs Mar.ager, North 
America and Europe 

C3 Wave Systerr 

Catheter, htravascular, Therapeutic 
long-Term GreaterThan 30 Days 

LJS 

Percutaneous, implanted, long~term 
lntravascular catheter 

880.5970 

!l 

General Hospital 

Device Equivalence: This device !s substantially equivalent to the following device: 

f<:i70934 - C3 Wave System (Code fv1RC3RDOOO) 

This device does not present additional risk to patients or different considerations 
regarding safety and effectlveness than those presented by the predicate devices_ 

hliedcomp@: C:3 Wave System 
Section 4: Cover letter 
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llarley:,vi!fr:, Al 19438 

1bf: 215-256-410/ 

Fax, J/5-256-1787 

w11•w.111cdco111pnet.com 

Medcompii; C3 Wave System 

Basis for Submission: 

The purpose of this submission is to expand the accessory packs offerings for the 
C3 Wave System. The l<i70394 clearance includes three accessory packs: 
fVIRC3RDOOO, MRC3RDOCr!, and MRC3RD003 (NOTE: a "D'' was added to the 
catalog codes to distinguish international codes from domestic post clearance. ln 
the submission on file, the catalog codes. were listed as MRC3ROOO, h/lRC3R001, 
and MRC3R003. This change to the catalog £Q.9.!=:i~.Y!.?..fi...99.9_l!m1?.DlsJ_q __ @$_§.VR.!?Qrt.f!D9 

. filed_ with_ the subm isslon_ as an _addendum). ! ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· (b )( 4) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· !_~ 

Per FDA guidance eCopy Program for Medical Device Submissions, an 0iectronic 
copy ls being provided with this submission and it is an exact dup!Jcate of the 
originai paper submission, 

We consider our intent to m:;;:irl<et this device as confidential cornmerctal information 
and request that it be treated as such by the FDA We have taken precautions to 
protect the confidenHa!ity of the intent to mark.et these devices, We understand that 
the submission to the government of false information is prohibited by 18 U.S,C. 
1001 and 21 U.S,C. 331(q), 

Thanks you in advance for your consideration of our application. If there are any 
questions, please feel free to contact me by phone at (215) 859-0995 or by email at 
cnix@medcornpnet.com, 

Sincerely, 

i (b)(6) i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

Courtney Nix 
Medical Cornponents Inc. (dba. htiedcomp@) 
Regulatory Affairs Manager, North America and Europe 
Cnix@rnedcompneL com 

Medcornp®; C3 Wave System 
Section 4: Cover letter 
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0 

C 

B 

A 

.250 

PRINTING DETAIL 
SCALE 1 : 1.5 

VENDOR:i (b)(4) ,__ ____ __:__..;:._:__;;_ ____ _ 

NOTES: 
·1. MATERIAL: 

FILM - PERFECFLEX 34368-0 
HEADER - CR27 COATED 10738 TYVEK 

2. COLOR: 
FILM-CLEAR 
HEADER-WHITE WITH RED PRINTING (PMS 199) 

3. BEMIS STANDARD fl R EMBEDDED P TIC LATE: 

7 

GEL FREQUENCY: ~~ }: 
>2.0mm• - NONE >0.30mm• - NONE 
0.60-2.0mm• - i MAX 
0.4(Hl.60mrn' • 2 MAX 
0.10-.0.40mn? - 5 MAX 
<O:lOmm' - 25 MAX 

CARBON PARTICLES: 
>0.40rnm2 

• NONE 
0. '10-0.40mm' • 2 MAX 

Q.10-0.30mm' • 1 MAX 
0.09mrrf - 2 MAX 
0.08mm2 

• 3 MN( 
NO MORETHP..N 4 PARTICLES OF ANY SlZE 

SURFACE AND SEAL DEFECTS: 
~Ii[.~§.; NONE ALLOWED IN THE SEAL AREA. NO WRINKLES IN NON-SEAL 
AREA THAT EXHIBIT CHANNELS, DELAMtNATlON OR TUNNELING. 
.sQEL'o'.B!.li~ NONE THAT AFFECT THE FORM, FIT OR FUNCTION OF THE SEAL 
~ THAT DO NOT CREATE VOIDS OR 
CHANNELS IN THE SEAL ARE ACCEPT ABLE. 
~ NONE THAT EXTEND INTO MINIMUM EFFECTIVE SEAL W!DTH (0.375"). 
VENDOR CERTIFICATION OF COMPLIANCE REQUIRED 
FOR A VERSION OF THIS BAG ',N1THOUT PR!NTED SYMBOLS, SEE 30381P 
CIRCLED DIMENSIONS ARE FOR. H'{COMiNG INSPECTK>N 

4 

'10,750±-250 

r 
(, li . ?5()4,v 1 ?5 ) 

~ 

( 17.500±-250 

FRONT VIEW 

( .500±. ·t 25 TYP 
SEAL VVIDTH 

(HEPF<ESENTEO BY 
-·=·: !·•"'®--.HJ\ TCHED AREAS) 

BACKVlEW 

SHEET i OF i 

All !NfOPthl"-l'ION 1N THI$ OAA"'1N() IS 
THE ~OLl PROPl!.,T{ OP MEOCOMP .'-.NO 
IS HOT TO ilE ~SCLOSl!.O. il!!!'I\CuUCl!.O 

OR U:il!.O IN~ WA'r"\'/;1'HOUr TH~ 
EX~i<F..S9!10 Pi'lll~!SSiCN OF IJBl:IC()MP 

SCALE NTS 

GGSN!tRAL 

$VERll'Y 

fl2G+'i25 
HEADER 

TOP SKIRT 

SHORT FILM 
UNDERHANG 

,500±:125 
PEEL FLAP 

D 

C 

B 

A 
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Medcomp®: C3 Wave System 

K180567 510(k) SUMMARY Special 51 OK 

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 51 O(k) Summary 

Medical Components Inc. 
(dba Medcomp®l 
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 
II 

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 
II 

General Hospital 
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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 necessary to confirm catheter tip location. 

G. Intended Use: 

Medcomp®: C3 Wave System 
K180567 51 0(k) Summary 
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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: 

Table 6.1: 51 0(K) Summary: Design Comparison Matrix 

Device Proposed Device: 
C3 Wave System 

(MRC3RD004) 
Indications The C3 Wave System 
for Use 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 

Medcomp®: C3 Wave System 
K180567 51 0(k) Summary 

Predicate Device: Substantially 
C3 Wave System Equivalent 

(MRC3RD000) Comparison 

The C3 Wave System Unchanged 
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 
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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 accommodate larger 

placed inside a placed inside a 
drape 

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 

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

6-4 
Medcomp®: C3 Wave System 
K180567 51 0(k) Summary 
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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 10993-1 0; 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 
ANSI/AAMI/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 (MRC3RD004) were in 
accordance with AAMI/ANSI/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 ). 

Medcomp®: C3 Wave System 
K180567 51 0(k) Summary 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration 

Indications for Use 

51 0(k) Number (if known) 

Device Name 
CJ Wave System 

Indications for Use (Describe) 

Form Approved: 0MB No, 0910-0'120 

Expiration Date. 06/30/2020 

See PRA Statement below. 

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 i.n the patient's cardiac electrical activity, 
The C3 Wave is indicated for use a~ an alternative method to chest X-rny or fluoroscopy confirmation of PICC tip 
placement ln adult patients. 
Note: Limiting, but not contraindicated, situations for this technique are patients where cardiac rhythms may change 
presentation of the P-Wave; 
-A trial fibrillation 
-Atrial tlutter 
- Severe tachycardia 
-Pacemaker-Driven Rhythm 
-Clmmic obstructive pulmonary disease (COPD) 
Such patients are easily identified priorto PICC insertion. Use of additional method is necessary to confirm catheter tip 
location. 

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

[;J Prescdption Use (Part 21 CFR 801 Subpart D) 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 199.5. 

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.' 

The burden time tor this collection of information is estimated to average 79 hours per response, including the 
time to review 1nstructlons, 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 far reducing this burden, to: 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Ac1 {PRA) Staff 
PRAStaff@fda.hhs.gov 

''.4n agency may not conduct or sponsor. and a person is not required /:o respond to, a collection of 
information unless it displays a currently valid 0MB numtJer" 

FORM FDA 3881 {7/17) Page 1 of 1 
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(b)(4) 

Customer: 
Medcomp 
1499 Delp Drive 

Har!eysvme, PA 19438 

RESHJUAl TESTING REPORT 
?mc*durn Rriferem::e:i (b)(4) i 

'•-•-•-•-•-•-•-•-•-•- •-•-•-•-•-•-•I 

Laboratory Reference No.: __ 

:__ _______________ ( b )( 4) -·-·-·-·-·-·-·___: 

Page 1 of 1 
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~medcOMP® PRODUCT VERIFICATIONN ALIDATION RES UL TS 
SUMMARY 

i (b)(4) i, ORIGINATOR: '·-··~-____ .,..,,, __ .,..:,_ __ .:...,_,:,... ______ ....;__ _____________ _ DATE: 02/23/2018 

PROJECT NUMBER: ! (b)(4) ! 
STUDY/TEST: VERIFICATION □ 

VALIDATION 0 V NUMBER: i {b){4) i 
4--·-·-·-·-·-·-·-·-·-·---

DEVICE DESCRIPTION: C3 ECG Cable Accessory Pack (MRC3R004) - ISTA 2A Shipping Test 
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~medcOMP® 

ORIGINATOR: j ____________ (b)(4) __________ ___! 

. ·-·-·-·-·-·-·-·-· . 

PROJECT NUMBER: j (b)(4) j 

,·-·-·-·-·-·-·-·-·-·~' - -

PRODUCT VERIFICATIONN ALIDATION TEST 
PROTOCOL 

DATE: 01/09/2018 

STUDY/TEST: VERIFICATION □ 
VALIDATION 0 VNUMBER: ! (b)(4) ·--~j ~-

DEVICE DESCRIPTION: C3 ECG Cable Accessory Pack (MRC3R004) ISTA 2A Shipping Test 

1---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
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