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Section I-6 — Biocompatibility Summary

All patient-contacting materials used in the AtriClip LAA Exclusion System have been tested,
demonstrated to be biocompatible and met the acceptance criteriawhen evaluated in accordance
with 1ISO 10993-1. There are no new risks or new issues of safety and effectiveness raised due

to biocompatibility of the devices.

This ensures that the subjectdevice, AtriClip LAA Exclusion System, is safe for intended use and

does not introduce any evidence of toxicity.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Please submit this eSTAR PDF for review using the CORH Portal unless your medical device is regulated
by the Center for Biologics Evaluation and Research (CBER) or is a combination product where CBER is
the lead. You do not need to send any documentation in physical form using mail couriers.

For CBER-regulated medical devices or for combination products where CBER is the lead, please refer fo
Regulatory Submissions in Electronic and Paper Format for CBER-Regulated Products for information on
how to submit to CBER through the Electronic Submission Gateway.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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September 29, 2023

U.S. Food and Drug Administration

Center for Devices and Radiological Health

Document Control Center (DCC) — W0O66-G609

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Attention: Division of Health Technology 2 B Circulatory Support, Structural and Vascular
devices

RE: Special 510(k) for AtriClip LAA Exclusion System

AtriCure, Inc. is submitting a Special 510(k) for the AtriClip LAA Exclusion System. This Special
510(k) is based on the predicate AtriClip® LAA Exclusion System most recently cleared via
K210293.

AtriCure is requesting clearance, via a Special 510(k) for updates to the AtriClip Instructions For
Use and labels based on the following:

1. Intended use remains the same; The AtriClip LAA Exclusion System is indicated for the
exclusion of the heart's left atrial appendage, performed under direct visualization and in
conjunction with other cardiac surgical procedures.

2. No changes were made to operating principle, and

3. No performance data was necessary to support the changes to the labels and instructions
For Use.

The information has been provided as one (1) electronic copy via Non-In Vitro Diagnostic e STAR
Template Version 4.

This submission contains trade secret and commercial or financial information that is exempt
fromdisclosure underexemption 4 of the Freedom of Information Act (21 CFR 20.61), section
301(j) of the Federal Food, Drug, and Cosmetic Act, and 18 U.S. 1905.

Please do not hesitate to contact me via phone (513-341-0345) or email
(szhaginol@atricure com) for any questions or points of clarification throughout the review of this
Special 510(k) submission. If | am unavailable, please contact Jim Taufen, Director, Regulatory
Affairs, at 952-314-1507 or {igufaniairicurs, com.

Thank you, and we look forward to your feedback.

(b)(6)

Stephanie Hadnot

Senior Regulatory Affairs Specialist
AtriCure, Inc.

P: 513-341-0345

E: shadnot@atricurs . com

R, Qo 45040

WAL OLFTCURE (O

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment D1 — Comprehensive Device Description and Principles of Operation

AtriClip LAA Exclusion System Description Section I-1
Administrative Comparison Section I-2
AOD1, AOD2 Clip Description Section I-3
LAAG, ACH1, ACH2, PRO1, PRO2, PROV, ACHYV Clip Applier .

- Section I-4
Description
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Section I-1 — AtriClip LAA Exclusion System Description

The AtriClip LAA Exclusion System (AtriClip) is a sterile, self-closing, implantable clip, preloaded
on a single use applier along with a selection guide. it is utilized to secure and exclude the left
atrial appendage during cardiac surgery. Multiple clip applier models (products LAAG, ACHA1,
ACH2, ACHV, PRO1, PRO2, PROV) are offered for deployment of the implantable clip as noted
in Table 2-1. These muitiple clip applier models provide surgeons with varying options to
accommodate differing body habitus, and various surgical approaches. The two implantable clip

models are offered:

1. AOD1 AtriClip originally cleared under K093679 and supported by i

e rm———— i ———d

i
L

2. AOD2 AtriClip originally cleared under K153500

The purpose of this Special 510(k) submission is to update the IFUs and labels for the AtriClip
LAA Exclusion System devices (product codes LAAG, ACH1, ACH2, ACHV, PRO1, PRO2,
PROV, CGG100). The updates made are to align and comply with 1SO 14971:2019 for risk
management, ISO 15223-1:2021 for symbology, and ISTA3A for transit. These updates will align
the AtriClip IFUs globally and are not associated with any adverse event reports. Additionally,
this submission will include Letters to File that have been documented internally since the
previous K210293 clearance. Please refer to Attachment H1, Section I-5 for additional details

regarding the Letters to File.

Thefollowing is an overview of the changes made to the IFUs. Referto AttachmentH1, Section
-2 for additional details and rationale for the changes made.

(b)(4)
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(b)(4)

The proposed modifications do not change the fundamental technology of the device; thereis no
change to the indications for use of the device previously cleared and no performance data was

necessary to support the change. Therefore, AtriCure believes this submission qualifies as a
Special 510(k).
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Table 2-1: AtriClip LAA Exclusion System Models

with preloaded Gillinov-
Cosgrove® Clip

* LAAQG35 — 35 mm
» LAAQG40 - 40 mm
* LAAQG45 — 45 mm
* LAAGS50 — 50 mm

LAAJ (Applier)

AtriClip® LAA Exclusion System
with preloaded Gillinov-
Cosgrove® Clip

ACH1 (Applier with Clip)
* ACH135 - 35 mm
+ ACH140 - 40 mm
+ ACH145 - 45 mm
+ ACH150 — 50 mm

AQOD1 (Clip)
ACH1 (Applier)

AtriClip® LAA Exclusion System
with preloaded Gillinov-
Cosgrove® Clip

ACH2 (Applier with Clip)
+ ACH235 - 35 mm
+ ACH240 - 40 mm
+ ACH245 - 45 mm
+ ACH250 — 50 mm

AQOD1 (Clip)
ACH2 (Applier)

AtriClip® LAA Exclusion System
with preloaded Gillinov-
Cosgrove® Clip

PRO1 (Applier with Clip)
+ PRO135 - 35 mm
»+ PRO140 - 40 mm
+ PRO145 - 45 mm
+ PRO150 — 50 mm

AQOD1 (Clip)
PRO1 (Applier)

AtriClip® LAA Exclusion System
with preloaded Gillinov-
Cosgrove® Clip

PRO2 (Applier with Clip)
» PRO235 - 35 mm
+ PRO240 - 40 mm
* PRO245 - 45 mm
» PRO250 - 50 mm

AQOD1 (Clip)
PRO2 (Applier)

AtriClip® PRO-V® LAA
Exclusion System

PROV (Applier with Clip)
+ PROV35 — 35 mm
* PROV40 — 40 mm
* PROV45 —- 45 mm
+ PROVS0 — 50 mm

AOD2 (Clip)
PROV (Applier)

AtriClip® Flex-V® LAA Exclusion
System with Preloaded V Clip™

ACHYV (Applier with Clip)
+ ACHV35 — 35 mm
*+ ACHV40 - 40 mm
+ ACHV45 - 45 mm
+ ACHV50 — 50 mm

AOD2 (Clip)
ACHV (Applier)

. Product Code /| Model | Clip / Applier .
Device Name Number Design Accessories
AtriClip® LAA Exclusion System | LAA (Applier with Clip) | AOD1 (Clip)

AtriClip Selection
Guide (CGG100)
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Table 2-2 provides avisual representation of the AtriClip LAA Exclusion System Clip implant, and

clip appliers with their respective original 510(k) clearance numbers. The mostrecentclearance
for the AtriClip LAA Exclusion System is K210293.

Clip Implant
Gillinov-Cosgrove Clip (K093679) (AOD1) V Clip (K153500) (AOD2)

Clip Appliers (AOD1)
LAAG (K093679) ACH1 (K122276) ACH2 (K142120)

PRO1 (K122276) PRO2 (K160454)

Clip Appliers (AOD2)
PROV (K153500) ACHV (K180010)
% .
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Section I-2 — Administrative Comparison

The AtriClip LAA Exclusion System contains the AtriClip utilized for exclusion of the heart’s left
atrial appendage. The AtriClip is preloaded on an applier and deployed around the appendage
under direct visualization in conjunction with cardiac surgical procedures. Multiple clip applier
models (product codes LAAO, ACH1, ACH2, ACHV, PRO1, PRO2, PROV) are offered for

deployment of the implantable clip.

The proposed AtriClip LAA Exclusion System identifies the same as the predicate AtriClip LAA
Exclusion System, as Class ll, implantable Clip and Clip Applier; per 21 CFR 878.4300, is
proposed for review with the General and Plastic Surgery FDA Division, and identifies under FDA
Product Code PZX.

Table 2-3 provides the administrative summary of the AtriClip LAA Exclusion System in

comparison to the predicate.

(b)(4)
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Section I-3 — AOD1, AOD2 Clip Description

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section I1-4 — LAAQ, ACH1, ACH2, PRO1, PRO2, PROV, ACHV Clip Applier Description

(b)(4)
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Figure 3: LAA@I35, LAAGA4D, LAAGI45, LAADIS0 — AtriClip Long’ lllustration and
Nomenclature

# | Feature Description # Feature Description

1 | Handle 6 Articulation Clevis

2 | Activation Lever 7 Gillinov-Cosgrove Clip

3 | Suture Cutting Zone 8 Suture Anchors

4 | Nose Cone with Clip Size ldentifier 9 Deployment Loop

5 | Malleable Shaft 10 | Articulated Deployment Loop

"The entire length of the AtriClip Long device’s shaft is malleable.
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Figure 4: ACH135, ACH140, ACH145, ACH150 — AtriClip Standard [lustration and
Nomenclature

# | Feature Description # Feature Description
1 | Gillinov-Cosgrove Clip 5 Shaft

2 | Suture Anchors 6 Suture Cutting Zone
3 | Deployment Loop 7 Handle

4 | Malleable Zone? 8 Plunger

*The AtriClip Standard device’s malleable zone is denoted by a set of slots on the shaft near the
deployment loop. It is only intended for minor adjustments in the lateral (left/right) plane.
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Figure 5: ACH235, ACH240, ACH245 ACH250 - AtriClip FLEX Ilustration and
Nomenclature

# | Feature Description # | Feature Description
1 | Gillinov-Cosgrove Clip 5 Suture Cutting Zone
2 | Suture Anchors 6 Handle

3 | Deployment Loop 7 Plunger

4 | Shaft?

3The entire length of the AtriClip FLEX device’s shaftis malleable. ltis intended for adjustments
up to 45° in all planes.
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Figure 6: PRO135, PRO140, PRO145, PRO150 — AtriClip PRO lllustration and
Nomenclature

# | Feature Description # Feature Description

1 | Gillinov-Cosgrove Clip 6 Articulation Release Button
2 | Clip Pull Bar 7 Activation Lever

3 | Deployment Loop 8 Lever Release Button

4 | Articulation Joints 9 Handle

5 | Shaft 10 | Deployment Tab
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Figure 7: PRO235, PRO240, PRO245, PRO250 — AtriClip PRO2 lllustration and
Nomenclature

# | Feature Description # | Feature Description
1 | Gillinov-Cosgrove Clip 7 Articulation Lock

2 | Clip Opening Jaws 8 Lever Release Trigger
3 | End Effector 9 Activation Lever

4 | Shaft 10 | Handle

5 | Left/Right Articulation 11 Deployment Tab

6 | Up/Down Articulation
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Figure 8: PROV35, PROV40, PROV45, PROVS0 — AtriClip PROV lllustration and
Nomenclature

# | Feature Description # Feature Description
1 | VClip 7 Articulation Lock

2 | Clip Opening Jaws 8 Lever Release Trigger
3 | End Effector 9 Activation Lever

4 | Shaft 10 | Handle

5 | Left/Right Articulation 11 Deployment Tab

6 | Up/Down Articulation
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Figure 9: ACHV35, ACHV40, ACHVA45,

Nomenclature
# | Feature Description # Feature Description
1 | VClip 5 Shaft Rotation Knob
2 | Clip Opening Jaws 6 Deployment Trigger
3 | End Effector 7 Activation Lever
4 | Shaft? 8 Handle

4The entire length of the shaft is malleable and intended for adjustments up to 45
degrees in any direction.
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Attachment D2 — Device Pictures

Description

(b)(4)

Document Number
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Attachment D3 - Device Packaging
Description Document Number
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Attachment D4 — Accessories List
Description Section Number

Selection Guide Device Description Section I-1
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Section I-1 — Selection Guide Device Description

The AtriClip LAA Exclusion System utilizes a Selection Guide to aid in appropriate Clip size
selection. The Selection Guide was originally cleared per K093679, and is used for each of the
AtriClip devices previously cleared by FDA. To evaluate the LAA, the Selection Guide is aligned
adjacent with the LAA at the base of the appendage. Indication marks on the Selection Guide
indicate the appropriate Clip size when the device is aligned with the LAA. Please refer to

Attachment D5 for pictures of the Selection Guide.
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Attachment D5 -~ Accessory Pictures
Description Section Number

CGG100 Device Assembly Section I-1
CGG100 Packaged Assembly (Pouch) Section I-2
CGG100 Packaged Assembly (Carton) Section -3
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Section I-1 — CGG100 Device Assembly

# | Feature Description # Feature Description
1 Handle 3 Indication Marks
2 | Base
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Section I-2 - CGG100 Packaged Assembly (Pouch)
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Figure 2: CGG100 — AtriClip Selection Guide Packaged Assembly (Pouch) lllustration

and Nomenclature

# Feature Description # Feature Description
1 | Selection Guide 3 Label
2 | Pouch
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Section I-3 — CGG100 Packaged Assembly (Carton)
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Figure 3: CGG100 — AtriClip Selection Guide Packaged Assembly {Carton) lllustration

and Nomenclature

# Feature Description # Feature Description
1 | Carton 3 IFU
2 | Packaged Selection Guide 4 Label
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Attachment H1 - Substantial Equivalence Comparison

Description

Section Number
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Section I-1 — Comparison to Predicate

This section provides an overview of the proposed changes as compared to the previously
cleared AtriClip LAA Exclusion System (K210293). The modification in this Special 510(k)
includes the updates to the AtriClip IFUs and labels (Section I-2) and minor modifications as
documented per letters to file since the latest clearance (Section I-5), which are included for
reference.

The intended use, overall design, operating principles, and function of the devices remain the

same as the previously cleared 510(k).
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Section I-2 - Proposed Modifications Compared to Predicate

This change is to the IFUs and labels of the AtriClip LAA Exclusion System. The updates made
are to align and comply with ISO 14971:2019 for risk management, 1ISO 15223-1:2021 for
symbology, and ISTA 3Afor transit. These updates will align the AtriClip IFUs globally and are

not associated with any adverse event reports.

The following is an overview of the changes made to the IFUs.

(b)(4)

Refer to Tables 1 — 12 below for additional details and rationale for the changes made. Referto

Attachment J2 for the proposed IFUs.

(b)(4)
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The labels for the AtriClip LAA Exclusion System devices were updated to include symbology
associated with ISO 15223-1:2021. Referto Attachment J1 forimages of the LAA Exclusion
System labels.
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LAAO/ACH1/ACH2 IFU Chanqes.i i
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Section I-3 - Substantial Equivalence Comparison
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Section I-4 — Substantial Equivalence Summary
The comparisons provided in Table 13 establish that the proposed AtriClip LAA Exclusion
System and the previously cleared AtriClip LAA Exclusion System are equivalent because:
e The devices have the same intended use.
e No changes were made in operating principle.

e No changes to the overall design or function of the devices.
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Section I-5 — Minor Modifications Documented Internally Since Clearance

Since the most recent AtriClip LAA Exclusion System clearance K210293, cleared on March 3,
2021, AtriCure has made four device modifications. These modifications were deemed minor in
nature and were documented internally via letter to file. The letters to file are provided in

Sections [-6 - I-9. A summary of the internally documented changes is provided in Table 14.
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Table 14: Device Modifications Documented Internally

(b)(4)

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



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section 1-6 —

AtriClip LAA ExcluQisgstigasshicontact FDA/CDRH/OCE/AIHT ateCORtHideDIBTATUS @fda.hhs.gov or 8lideFigteftl HY - Page 68 of 133
Special 510(k) Submission



The printer of this document is responsible for verifying the version is the latest released version.
Document Release Date: 06 Sep 2022

AtriCure Regulatory Affairs Change Assessment
Document Type AlriGure | ottar to File Assessment
Document Number 5 ;

Date 8/29/2022

ACH135, ACH140, ACH145, ACH150
ACHZ235, ACH240, ACH245, ACH250
LAAGSSE, LAAD4LD, LAAD4S, LAACSO
Product(s) PRC135, PRO1460, PRO145, PRO150
PRG235, PRO2Z40, PRO245, PRO250
PROV35, PROV40, PROV4S, PROVED
ACHV35, ACHV40, ACHV45, ACHVE(D
Clearance(s) K210293
Subject 5

Sections | Content Page

(b)(4)

Property of AtriCure, inc. Not fo be reproduced without permission of AtriCure, Inc.
CONFIDENTIAL Page 1 of 18

AtriClip LAA ExcluSisesfigeashContact FDA/CDRH/OC&%QFQ%WI.:%?MTUS@fda hhs.gov or 301-796-8118
Special 510(k) Submission Attachment H1 - Page 69 of 133



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section |-7 —

AtriClip LAA ExcluQisgstigagshicontact FDA/CDRH/OCE/AIHT ateCORtideDIBTATUS @fda.hhs.gov or Blidefigteftl HY - Page 88 of 133
Special 510(k) Submission



The printer of this document is responsible for verifying the version is the latest released version.
Document Release Date: 13 Feb 2023

Mecords processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024
o & NG
@ ALY
‘\%\\\\\

&

i

7

S g

AtriCure Regulatory Affairs Change Assessment

Document Type AtriCure Latter to File Assessment
Document Number
Date 2/10/2023
Product(s) ACH135, ACH140, ACH145, ACH150
ACHZ235, ACH240, ACH245, ACH250
Clearance(s) K210293
Subject

Table of Conlents

Sections | Content . Page

(b)(4)

Property of AtriCure, Inc. Not to be reproduced without permission of AtriCure, Inc.
CONFIDENTIAL Page 1 of 14

AlriClip LAA ExcluQiegstigeashContact FDA/CDRH/OC/,E{%Q@%W@!?MTUS@fda.hhs.gov orAlidenat=81H#8 - Page 89 of 133
Special 510(k) Submission



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section [-8 —

AtriClip LAA ExcluQisgstigasshContact FDA/CDRH/OCE/AIHT ateCORHideDIBTATUS @fda.hhs.gov oABAdhT®ERBHIIES- Page 103 of 133
Special 510(k) Submission



The printer of this document is responsible for verifying the version is the latest released version.
Document Release Date: 21 Mar 2023

\\gecords processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

P
& TR OEES NG
L8l 7Ly

; . N

&

AtriCure Regulatory Affairs Change Assessment

Document Type Al e tottar 16 File Assessment

Document Number

Date 31202023

Product(s) ACH135, ACH140, ACH145, ACH150
ACHZ235, ACH240, ACH245, ACH250

Clearance(s) K210293

Subject

Table of Conlents

(b)(4)

Property of AtriCure, inc. Not {o be reproduced without permission of AtriCure, Inc.
CONFIDENTIAL

Page 1 of 19
AlriClip LAA ExcluQigestigagshContact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Y
Special 510(k) Submission Attachment H1 - Page 104 of 133



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section |-9 —

AtriClip LAA ExcluQisgstiyasshiContact FDA/CDRH/OCE/AIHT ateCORideDIBTATUS @fda.hhs.gov oABAdhT®ERBHIIE- Page 123 of 133
Special 510(k) Submission



The printer of this document is responsible for verifying the version is the latest released version.

Document Release Date: 17 Jul 2023

10f10

Page

AO0-20)

BT R

E o =y
202550 T eeasSet oy UM Ofi- 1o-1uo-Zuy

YA LA

(b)(4)

RECOTAS Processed-tinder FOM-REGUEST

bt
%

5y

AP
& e

ot
e -

i

R

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Attachment |1 — Design Control Activities
Description Section Number

(b)(4)

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

AtriClip LAA Exclusion System AtriCure Confidential Attachment |1 - Page 1 of 97
Special 510(k) Submission



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section I-1 — Design Control Activities

Per AtriCure’s Quality System, Risk Analysis was performed for the proposed AtriClip LAA
Exclusion System. The Risk Analysis methods include a Risk Benefit Analysis and Failure

Mode Effects Analysis (FMEA).
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment 12
Design Verification and Validation Activities

To the best of my knowledge, the verification and validation activities, as required by the risk analysis, for the
modification were performed by the designated individual(s) and the results demonstrated that the predetermined
acceptance criteria were met.

gmature. o ... Sep 29,2023

Robert Cantu
Vice President of Quality

TR5E Innovation Way
Mason, Ohin 45840
WWW. GEHoUrR.C0m
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(b)(4)

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Attachment I3
Compliance Letter

The manufacturing facility, AtriCure, located in Mason, OH is in compliance and not currently in violation with the
design control procedure requirements as specified in 21 CFR 820.30 and the records are available for review
upon request.

Signature: (b)(6) - bate. J€P 29, 2023

Robert Cantu
Vice President of Quality

TR5E Innovation Way
Mason, Ohin 45840
WWW. GEHoUrR.C0m
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment 14 — Verification and Validation Summary Table

Description Section Number

Verification and Validation Testing Section I-1
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Section I-1 - Verification and Validation Testing

(b)(4)

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment J1 — Package Labeling

Description Section Number
LAAQ Sterile Barrier UDI Label Section 1-1
LAAQ Sterile Barrier Product Label Section I-2
LAAG Sales Unit UDI Label Section I-3
LAAG Sales Unit Product Label Section -4
ACH1 Sterile Barrier UDI Label Section I-5
ACH1 Sterile Barrier Product Label Section -6
ACH1 Sales Unit UDI Label Section -7
ACH1 Sales Unit Product Label Section -8
ACH?2 Sterile Barrier UDI Label Section 1-9
ACH?2 Sterile Barrier Product Label Section 1-10
ACH?2 Sales Unit UDI Label Section 1-11
ACH?2 Sales Unit Product Label Section 1-12
PRO1 Sterile Barrier UDI Label Section 1-13
PRO1 Sterile Barrier Product Label Section I-14
PRO1 Sales Unit UDI Label Section I-15
PRO1 Sales Unit Product Label Section 1-16
PRO2 Sterile Barrier UDI Label Section 1-17
PRO2 Sterile Barrier Product Label Section 1-18
PRO2 Sales Unit UDI Label Section 1-19
PRO2 Sales Unit Product Label Section 1-20
PROQV Sterile Barrier UDI Label Section 1-21
PROV Sterile Barrier Product Label Section 1-22
PROV Sales Unit UDI Label Section 1-23
PROV Sales Unit Product Label Section 1-24
ACHYV Sterile Barrier UDI Label Section 1-25
ACHYV Sterile Barrier Product Label Section 1-26
ACHYV Sales Unit UDI Label Section 1-27
ACHYV Sales Unit Product Label Section 1-28
CGG100 Sterile Barrier UDI Label Section 1-29
CGG100 Sales Unit UDI Label Section 1-30

AtriClip LAA ExcluQiegstigagshContact FDA/CDRH/OCE/AIHT ateCORtideDIBTATUS @fda.hhs.gov or 30A{T&hE1EtE J1 - Page 1 of 31

Special 510(k) Submission




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section |-1 = LAAQ Sterile Barrier UDI Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section |-2 - LAAQ Sterile Barrier Product Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section |-3 - LAAQ Sales Unit UD! Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section |-4 - LAAG Sales Unit Product Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section 1-5 — ACH1 Sterile Barrier UDI Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section 1-6 — ACH1 Sterile Barrier Product Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.

EAS Exclusion Sysiem
LAA-YersChiusssysiem
LA A-exclusiesysieam
Systeme dexciusion LAA

Q0@

Sistema di exciusions LAA
Sistema de exclusion del LAA

QryY 1

Sigtema de ey lusdo de LAA

Systém pro exkiuzl cadka teve srdelfnd siné (LARY # ACH1 35

Sysiém na exklgriu LAA ADGOGES-25B
EAA-udelukkelzesmystem

LAA Exkiudernngesystem

Sysiem wylacrajacy LAS

LAA-sulkujafesielima :&; Bx ONLY | "

LA A-ekakiuderingssysiem

T B UTTORAGITLION LAS
Sigtem za izkijulitey LAA £LMR

e
STEH!LE %\5 )
AfriCure Ine vt
TEEE Innovation Way ‘
Mason, Ohia 45040 MB
1.8566.240.2242 |
140k, "
© 30%
fe0°C)
-20°F
{-28°C LT-R004.K

AtriClip LAA ExcluQiggstigagshContact FDA/CDRH/OCE/AIHT ateCORtideDIBTATUS @fda.hhs.gov or 30A{T&hE1tE J1 - Page 7 of 31
Special 510(k) Submission



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section |-7 — ACH1 Sales Unit UDI Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section 1-8 — ACH1 Sales Unit Product Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section 1-9 — ACH2 Sterile Barrier UDI Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section 1-10 — ACH2 Sterile Barrier Product Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section 1-11 — ACH2 Sales Unit UDI Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section 1-12 — ACH2 Sales Unit Product Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section 1-13 - PRO1 Sterile Barrier UDI Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section 1-14 — PRO1 Sterile Barrier Product Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section 1-15 - PRO1 Sales Unit UDI Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section 1-16 — PRO1 Sales Unit Product Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section 1-17 — PRO2 Sterile Barrier UDI Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section 1-18 — PRO2 Sterile Barrier Product Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section 1-19 - PRO2 Sales Unit UDI Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section 1-20 — PRO2 Sales Unit Product Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section 1-21 - PROV Sterile Barrier UDI Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section 1-22 - PROV Sterile Barrier Product Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section 1-23 - PROV Sales Unit UDI Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Section 1-24 - PROV Sales Unit Product Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section 1-25 - ACHV Sterile Barrier UDI Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section 1-26 — ACHV Sterile Barrier Product Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section 1-27 — ACHV Sales Unit UDI Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section 1-28 — ACHV Sales Unit Product Label

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm.
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Section 1-29 - CGG100 Sterile Barrier UDI Label
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Selection Guids
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Section 1-30 — CGG100 Sales Unit UDI Label
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Attachment J2 — Package Instructions for Use

Description Document Number
LAAG/ACH1/ACH?2 Instructions For Use P001352
PRO1 Instructions For Use P001354
PRO?2 Instructions For Use P001355
PROV Instructions For Use P001356
ACHYV Instructions For Use P001351
CGG100 Instructions For Use P000224

Please see Attachment H1, Section I-2 for the modifications made to the IFUs.

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

AtriClip LAA Exclusion System AtriCure Confidential Attachment J2 - Page 1 of 13
Special 510(k) Submission
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suatization, in this context, requires that the surg abie tosee the heart direc

sty with or {ACH135, ACH146, ACH145, ACH150) - ATRICLIP STANDARD
POU1352 Carorkingfite FIGURE4 FIGURES e RSN ’ 4 4 4
20 10 Atrl (: :ure assistance fiom a camera, endoscope, etc,, o other appropriate viewing technologies. NOMENCLATURE (SEE FIGURE 2}
R CONTRAINDICATIONS
: j i1l Gillinoy- (cmm»e(hp Shaft
Cure s 1. Donotuse c ive tuhal occiusion devi

AtriClip® LAA Exclusion System with Preloaded Gillinov-Cosgrove® Llip ;utudrr Cuiting Zone
andie

Plunger

INSTRISCTIONS FOR USE

e shaft near the deployment foop.

ACHBS A(HMG ACHMS A(H150
ACH235, RCH240, ACH245, ACH250

LAA Exclusion System contains the G
ppendage (LAA). P

FigURE s ex‘z!issmn with the Clip

nav-{osgrove LAA Clip
eclinical animal studies {Kamoh:
in acute and chronic elect

R ONE

{ACH235, ACH240, ACH245, ACH250) - ATRICLIP FLEX
NOMENCLATURE (SEE FIGURE 3}

man clinical st

FIGURE T LAA

i1l Gillinov-Cosgrove Clip {81 Suture Cutting Zone
2] Suture Aachors f6]  Handle

i3] Deployment Leop [7] Plunger

4] Shaft’

Clip L‘ar\ >x<lusmn )ystem is udehvt"v and (Iep\nymentcev ice preloades
Hinov-Cosgrove
he Clip was determined to be "N

ACH2 device!

*The entire length of
planes.

aft is mafieable. It is intended for adjustments up to 45% in all

T he A n( iip

grove {lip is not made with nat 7 fatex and does
vnfcmmm forimplanted Clip sizes 35 mmto 56 mm are below

A WARNINGS A

Ak Exclusion System befare use an

FIGURE? FIGURE B

se the devic mly
ass {ng)

85140072 74483326

Polyurethane £.5210068 2009-54-5

i

w039 7A40-02-0

Titanium, 7448-32-6

8.

Palyethylane Teraphthataie £3510039 25038-39-%

Titariur Diovide 808110 0002 13463-67-7

ERVIRORMENTAL SPECIFICATIONS

FlaUREg

thrombus is present in LAA. nt of thrombus is dependent on s standard of

Storsge Transit niot recommended to piace € fthere is evidence of thrombus in LAA. Doing so may
Temperatuse: 1€/ 2010 60°C/ 10°F Temperature: 29°C/ -20° to 60°C/ 140° resutn serious pa‘m"
Do nat use the {lip in temperatures helow 20°C {687 emperatires below 20°C
Relative Hunidity: 15% to 85% Refative Humidity: 30% 1o 85% (65°F) may affect devics andresuiti structure.
Atraospheric Fressure: N/A Atrmospheric Pressum: /A The safety and effectivent in atrial anagement, either alane cr in
combination with ablative t*eatment 1as not heen estabiished.
PACKAGE CONTENTS

i LAA Exclusion System with Prefoaded Gilfinov-Cosgrove (lip

it Card and (1) mplant Card Leaflet
clusion System

nopened,

The AtriClip LAAE upplied STERILE and NON-PYROGENICin an & d A wannings A
only. Do

malt amounts of Nicke! (CAS% 7440-02-0) and Cobalt
atient has sensitivity to Nickel or Cobalt as

this may resu adverse vatle",: Teaction.

(ther devices, not included with the System, may e used in conjunction with the AtriClip LAA Exdlusion

System. These may include but are not fimited te the following:

The ATH2 devices contain smaif 2mounts of Nickel {(AS# 7440-02-C). Do e the device if

pa 3 terilize. Do not re-use. v | The LAk a
FIGURE 11 SYSTER ACCESSORIES {Chst 744

the patient has sensitivity to Nickel as this

« Selection Guide {(G6100) {Guide)— Packaged Separately ay result i an adverse pa
RTRICLEP LAA EXCLUSION SYSTEM COMPLICATIONS
{LARD3S, LARO4D, LARGAS, LAAOSS) - ATRICLIP LONG Pai omplications associated w LAA/ACH1/ACH2 LAA Exclusion System and

procedure include, but are not limited to, thase listed bel

HOMENCLATURE (SEE FIGURE 1}
i - Kiremboiism « Extension of cardiopuimenary/extracorpereal
17 » Alfergic reaction

anesthesia, anticoaguiant, bypass
+ Fever

implant mat

Suture 5

. e ) + Anaphylactic shock
{4} Hose Cone with Clip size identifier Deploym: Anesthesia risks

AtriClip® LAA Exclusion System with Preloaded Gillinov-Cosgrove® (lip 151 Malleable Shatt Articulated Deplogment Losp : i‘:eury-' m i

INDICATION FOR USE » Angina

131 Suture Cutting Zone

Gastric matility disorders
testinai bleed
toma

- Hematuria
motharax

The entire length of the LAA device’s shaft is malleable.

wthmiz needing medical treatment (new
anset;
Attachment J2 - Page 2 of 13 ~ Aitevial ar venous dissection and/or perforation

The AtriClip LAA Exclusion System i
under direct visual i

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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+ Arterial rupture
> Arterial spasm
+ Arteriovencus fistula

placement}

ft atrial embolism
arctio MI)

2
u,a
ES
E
2

Bleading requiring intervention .
» Blood vessel dwmagﬁ

» Persistent chest pain {1
incisicn pain, not

fschey ttack (TH8)/stroke {ischemic o .
hemorthagic)
» Chest pain/discomfort
+ Compression of coronary artery . P
+ Cenduction disturbances .

Sten!ityﬂ

« Superficial wol

» Surgical site infection

Systemic adverse reaction due to device

corosion

o Tl nid/or thromboembolism (including
deep vein thrombasis)

« Tissue injury

» Tissue perforati

« Tracheal es

« Vascalar access

emplications

INSTRUCTIONS FOR USE

vith the assistance of the &

Surgeon judgment, wi
This iFl is designed to
CLEP SELECTION

e, shouid deter what size Clipto

ict. itis not a reference te s

3l techniques.

2 waRNING A
Carefully consider any presurgical treatment the patient may have undergone when selecting Jip size.
Preoperative radiotherapy may result in changes to tissue. These changes may, for example, cause the
elected Clip size. Failure to corectly size the Ciip
ing, displacement, lack of desired hemostasis, and/or
the structure.

1. Using the Guide, determine correct selecti
arel on the device package.

Labeled Gip Sizn

35 mm

40 mim

45 mm

50 mm B4 -50mm{173--19

Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

/A WARNINGS A

alAAlessthan 29 mm (.14 in) i
tissue trauma, dehiscence, tissue

Danot use
3

in} wall thickness. Doing so may
k of desired hemostasis.

Bonot use on 2 LAA greaterthan 50 mm { compressed. Doing so may result in
incemplete exciusion of the structure.

2. Using sterile technigue, remove the AtriClip LAA Exclusion System from its packaging.

A warNiNG A

is breached, discard device and DO NOT USEto
rfection.

If the sterile package is damaged ar

Acaume

not use. Replace

3. TheM e Shaft of the AtriClip LAA Exclusion Sy:
Rpply gentle pressure to shape the device Shaft 5 reg

HOTE: LAA, ACH1, and AC

ay induce damage to the device. if the device is dropped, de

m may be reshaped to aid in accessing the LAA.
for anatomical veriations {5ee Figure 5).

H2havea

vent malieabie region.

HOTE: The ACH1 device's malieable zone is dencted by
is anly intended for minar adjustments in the lateral {

7 a set of slots on the Shaft near the deployment loop. it

+ The entire length of the LAA and ACH2 devices” Sha
istments up £ 45° in all 3

2N\ caBTION: Do not kink or exces

end by gently (r‘ncemmtlm fr‘ru unde

ect device performance, Do not attempt to twist the Déplo,rmeem Loop, a5 this may cauvse

damage o the device.

4. Using the Plunger or Activation Lever on the Handle, gently apen and close the ensure proper

A wARNING A
| close the Clip more than 3 times with the Plunger or Activation Lever prior to
deployment. This may lead mplete exclusion of the structuve.

ARTICULATION CF END EFFECTOR- APPLIES TO LAA DEVICES

5. The Deployment Loop om 0" {infine

- as supplied) to £90° rela
totaked ount anat

CLiP POSITIONING

A WARNING A
a manner that provides diredt
Xt requi
camera, endoscape,

ization of all tissues being accesse
e surgeen is able to see the heart directly, with o
a7 other appropriate vi Poor visuaiization

imal placement and damage or abstriiction of surrounding structures.

frtay result in sy

. Maneuver the AtriClip LAA Exclugion System into th
. {Gently open the (iip by moving the Acti

ction plane.
1ds or depressing the Plunger.

he base of the LAA (See Figure §).
er that provides clear visualization of il tissues bei
P ixed to the Deployment Device, ensure that no surrounding stri z*uresm*e’fsre
with or ave damaged hy the Clip, and that the lip is placed correcily.

9. Gently msmon’hex
0. Fesit'wn the

12. If the Ciip is not placed correctly, gently open the Clip and reposition as needed.

DEPLOYMENT

A visrnnGs A

iorte lip depioyment. To determing
Faiture te comectly size or depley
lacement, and/or lack of desired h

dssuetlau"aa dehiscence, tissue tearing, dis;

ARVIFACT INFORMATION

In nan-clisical testing, the i

age artifact caused by the Giltinay-Cosgrove {lip extends approximately 10 mm

(6.39 in} from the Gillinoy ove Clip when imaged using a gradient echo pulse sequence and a 3-Tesla
MR systein.

SYMBOLS GLOSSARY

Referta the uter package label to see which symbols apply te this product.

Unless medicaliy necessary, do n

13. After the Clip is positioned carrectly, release the Activation Lever or Plunger to allow the Ciip to close.
14. Deploy the Clip by manually cutting the suture at the designated Suture Cutting Zone on the Lever or

NBTE: After manuaily
remove the Clip.

15. Providing countertraction on the Clip, carefully
Clip and attachment suture behind (See Figure 1G).

Acaumon:

< (lip is deployed, remu&emea
ng countertraction on the (i

BISPOSAL INFORMATION

AtriClip LAA Exclusion System cannot be used to reposition or

ve the Deployment Loop from the LAA. Leave the

ake care o minimize manipulation of the LAA and Clip after Cip deployment.

ment sutures by gently pulfing one at a time while
urgeon's discretion. Do not cut the Clip fabric (See Figure 11).

ite and disposed of follewing hospital

i

SERIGUS INCIDENT

Any serious incident that has occurred in relation to this device should he reported to AtriCure.

RETURN GF USER PROBUCT

If, for any rease
required from £

s preduct must be vetumed te AtriCure, Inc., a return goods autherization (RGA] number is
ta shipping.

If the product has been in contact with blood o hudy i
before packing. 't shouid be shipped in either the original carton or 2:
damage during shipment; and it should be properly labeled with an RG.
bishaz:

atire of the contents of shipment.

Instructions for cleaning and materials, i
RGA number may be ohtained from AtriCur

DISCLAIMER STATEMENTS

that the product is only used in the manner describe
ed to, ensurin he praduc used,

23

Under no circumstances wilt Atri
damage, or expense, which is
damage, or expense which s re

Cure, inc. be respansible for any incidental, speciai or consegu:
esult of the defiberate mi
d to personal injury or d.

HANBLING INFORMATION: GILLINOY- COSGROVE LAA (LIP
MRISAFETY INFORMATION

e MR CONDITIONAL

Nor-clinical tes

s MR Conditional, A patient with this device
nt under t wing conditions:

E
for the MR sy:
« The scan
temperatyr

s defined for the Gillinov-Cosgrove Clip are expected to preduce 3 maximum
se of 2.9°C{5.22°F) after 15-minutes of continusus scanning {i.e., per pulse sequence}.

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

-

e barrter system with protective
pakaging nside

Manufacturer

>0

=

Does not eontain: phihalates

De nat use if package is damaged Nor-pyragenic

Sterilizedt using irradiation {ansult Instructions For Use.

Do not ra-use Danot re-sterifize

Catalogue f

Latex

HIR=ES

Model Number

=
2

tinique Device ldentifier

4

Lot tumber > < se-by date

Coun

g

Keep dry
85%
”i 8°C
if 140°F 20% s
23 Transit Huris

20°F
ransit Temperature fimit

REFERENCES

t atrial appendage exclusi arac Cardiovase Surg 2005
Kamohara K, fu<a"\ach\eta‘ Evaluation of a novel device for left atrial appendage exciusion: the
second-generation atrial exclusion di Thorac Cardiovasc Surg 2006

3. StarckC etal Ep | lef appendage clip occlusion also provides the electrical isolation of the
teft atrial appendage. Interactive Cardio¥ascular and Thoradic Surgery 15 {2012}

P

7555 Inrovation Way
Mason, Chio 4
{ustomer 5

+1866 540234’(mﬂ free)
+1513 7554100 {phone}
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m - AtriCure

AtriClip® LAA Exclasion System with Preloaded

Gillinov-Cosgrove® Clip
INSTRISCTIONS FOR USE
[ PRO135, PRO140, PRO145, PRO150

Reoniy

FIGURE 1

FIGURED FIGURE 3

FIGURE 4 FIGURES
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FIGURE® FIGURE?

AtriCiip® LAA Exclusion System with Preloaded Gillinov-Cosgrove® (ip

INDICATION FOR USE

The AtriCiip LAK Exclusion System & indicated for the ex
under divect visualization and in conjunction with

of the heart’s teft atrial appendage, performed
surgical procedures.

cardi

tien, in th

xt, requires that the surge
cope, etc., or other approp

tosee the heart directly, w
viewing tectinoicgies.

CONTRAINDICATIONS

1. Do notuse this device as 2 contraceptive tubal occiusion device,
2. Do not use this device if the patient has 2 known allergy to Nitino! (nickel titanium alfoy}.

3. Do not use this device if evidence of systemic infection, b al endocarditis, or in presence of infected
aperating feld.

SYSTEM DESCRIPTION

ievice preloaded with 2 Gilli
ded on z d?spusab\e P applk The Gi Cosgrove (lipisa
lifetime. The tip ed to he “MR (o

requirements of standard ASTM F

The AtriClip LAA Exc
pe'mavent impiant (u

iver a prefoaded clip to t
i and 7olyurethane b

7443326

PACKAGECONTENTS

1. One (1) AtriClip LAA Exclusion System with Preloaded Gillinov-Cosgrove Clip
2. One(1}i Card and (1) tmplant Card Leaflet

Th i LAA Exclusion System is supplied LE and NON-PYROGE]
package. For singte use anly. Do not re-sterilize. Do not re-use.
SYSTEM RCCESSORIES

Other ¢
System. These

ncluded with the §;
y iciude but are

« Selection Guide ((GG100) (Guide)—Packaged Separately

M, May be used in conju
mmited to the following:

tion with the AtriClip LAA Exclusion

ATRICLEP LAA EXCLUSION SYSTEM
NOMENCLATURE {SEE FIGURE 1}

11 {4] Articulation Release Button
ol il
31 Depioyment Laop 18]
{4 Articulation Joints {9
35f  Shaft (10
A wrRNINGS A

suture materials o conventional closure techni
tiasue traume, dehiscence, tosue te,

tapling). Doing so may result in:
iack of desired hemostasis

electrical i

is intended for SINGLE use
v o patier

ip LAA Exclusion Systel
. Re-sterilization may

n surgeon’s standard of

Do not use the Clip in i bhelow 26°C
(687F) may affect device i ¥ ure.

» Atelectasis (major lung collapse with significant] - Ki
symptoms such as cyanasis, extreme shortness
of breath, dyspiea, and/or stabbing pain on the Atears
affected side} « ieft atrial embolism

pture « Myeccardial infarcti

king of coronary artery
A dehiscence

D]

o Atrio-esophageal fistula = Nerve injury {phreric, aryngeal, thoracic, etc.}
» AV block requiring permanent pacemaker . iscomfort
(new onset} ardial effusion

» Bleeding requiring intervention - Pe s
~ Blood vessel damage ~ Permanent pacemaker
nt :hp<‘ pain (mstd\smarge surgical

ara!ysis

» Cerebrovascuiar accident (YA} Transient
Ischemic Attack (TIA}/stroke fischem .
hemorrhagic) . Vneumothorau

« Postoperative emhoi

foaneurysm

« Pulmenary edema

« Pulmanary embolism
exaceration} fficiency or failure

» Coranary artery injury - tory distress or failur

« Death aroblms)

o Devive breakag i

» Device-reiated death

~ Diaphragmatic paralysis {u

» Drug reaction (significant reaction to
procedure related medications reg

COF

complications

athing

Sremsm of left cir
~ Sterifity-related
= Superficial wou
Surgical site infection
Systemic adverse reaction d
ylactic shock) cormsion
i<y during procedure requiring 3 changel  » Thiombus and/or thramboembolism (including
in plannad access deep vein thrombos..)
» Empyertia
+ Endocarditis gba(tem!y
« Esophageal « Tracheal esophageal trauma
» Esophageal rupture « Vascular aceass complications

Hex artery

z
g
3
3
EY
A
5
=S
Ej
=
i)
=]
g
=3
E
S
E}
a

INSTRUCTIONS FOR USE

Surgeon judgm:
This iFU is designed to assist in using this product. it is not 2 reference to su

CLIP SELECTION

istance of the Guide, should determine what size {fip to apply.

| technigues.

Polyurethane 2009-543

Hickel, 7440-0
Titanium, 74

25038 %

13463-67-7

Transit

Refative H Refative Humidity: 30% to 8%

Atmosp Atmospheric Pressure: N/A

3) and Cobalt ((AS# 7440-48-
ivity tc Nickel or {obalt as this may resuitin

&

an adverse patient reaction.

COMPLICATIONS

Potential complic
include, but are not

iClip PROT LAA Exclusion System and procedure

AWARNING A

Carefully cons mert the put‘:ent ma\,' have unéurgnne when sefe
Preoperative
tissue thickness to excee

may result in: tissue traul

Extension of cardiopuimoy
Bypass

» Fever

ric motility disorders
« Gastro-intestina hleed

- Anaphylactic shock
« hnesthesia

- Aneurysm o ’is"\atnma
Angina .
Arhythmiz needing medicai treatment {new
anset}

andfor perforation|  +

tube

- Arteriovenous fistulz

1. Using the Guide, determine comext selec
device package.

Labsted ClipSize
35 mm T
45 mm 34 - A0 mm {134 - 157
45 mm 3945 o {1.54 - 177 i3
56 mm A4-50mm {173 - 137}

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

Ay WARNINGS A

and t mm (0.04 i) wall thickness. Doing so may
acement, and/or lack of desired hemestasi

ng, di

Do not use on a LAA greater than 50 mm {1.97 in) wh compressed. Doing so may resultin

iture.

2. Using sterite technigue, remove the AtriCiip L&A Exclusion System from its packaging.

A WARNING A

for the sterile harri
void the risk of p:

{fthe sterile package is damaged a ris breached, discard device and DO NOT

nfection.

A\ CABTION: Do ot drop the d

i may induce damage to the device
not use. Replace with a new device.

the device is dropped,

3. Using the Activation Lever on the handle, gently open and ciose the Clip to assure proper function.

A warning A
the Clip more than 3 times with the Acl
lead te incomplete exciusi

Do not open and cio

ver priorta deployment. This may

uniacked
ed up and

4. By pressing the Articulation Release Butten and pulting it hackwards (proximal} into t
position, the Deployment Loop of the AtriClip LA

{See Figure 3}.
5. Tolock the End Effector in posit
farward and ther releasing.
A(AUT!GN: Do not attempt to arti
wehile in the locked positic

(LIP POSITIGHING

iate the Deplayment Loop
may cause damage to the device.

hile in the lacked position. Force appiied

A WARNING A

Pasition and deploy Clip in a manner that provides direct v

may sesult i subeptimal placement and damage or abstruction of sulroundmg struc‘ures.

2N CAUTIBN: Do not kink or bend the Shaft as t
6. Maneuver th
7. Gently open t|

NOYE: The Clip can e focked atocking feature in the Handle of the d

The iock will engage when the Activation Leveris activated and can be disengaged by gently pressing th

Lever Refease Button

y affect device performance.

LA& Exclusion System into the targeted dissection plane.

8. {rient the (lip applier with pre!
are pointed away from the LAA (See

d Clip at the tip
re 4).
he LAA (See Figure 5).

the LAA. Ensure the lnaps at the ends of the Clip

with o are damaéed by the C
12. Ift

Clip s placed <o
 open the (iip and repo:
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DEFLOYMENT

A whrnings &
icknass, and tissue width
e Instructions for

Carefully evaluate Clip po n, tissge

o to (1ip depioyment. To determine
ure £6 correctly size or depioy th

S\ow\yreie:isethﬂ
14. Deploy the Clip by slowly
NOTE:
Figuire 6).

he (lip to close,
oyment Tab at the proxim.

eployment Tab with steel cables may be completely removed from the end of the Handie {See

16. Carefully remove the Deployment Loop frem the LAA ieaving the Clip and attachment suture behind
{See Figure 7).

remove the Clip.
BISPOSAL INFORMATION

After use, this device should be treated as medical waste and disposed of following hospital pretacol.
SERICGUS INCIDENT

Any seri

ident that has accurred in relation to this device should he reported to AtriCure.

RETURN OF USED PROBUCT

¥ any reases, this product must be retumed te AtriCure, Inc., 2 ret
s required from AtriCure, Inc., prior to shipping.

goods autherization (RGA) number

If the product has been i contact with blood
before ped in either th
mgenurmg shipment; and it should be properly label
f the contents of shipment.

P.CA numhe may be of \.bt.:mer‘ from Atri (urc; Inc.

BISCLAIMER STATEMENTS

structions for use, inciuding, but

Urder no circumstances wili AtriCure, Inc. be respo
damage, or expense, which
damage, or expense which is r

HANDLING INFORMATION: GILLINGY-COSGROVE LAA CLIP
MRISAFETY INFORMATION

ble for any incidental, special o7 consequs
use or re-use of ¢his product, including

QAAMR CONBITIONAL
Mosi-clinical testing demonstrated that the Gillinov-Cosgrove th this device
anhe ly inan MR s; immediately after placement unJﬁv the

» Static magnetic field of 1.5-Tesla and 3-Tesla, only

al gradient magretic field of 4,000-gauss/am (40-T/m{extrapolated} o less
hole body averaged specific absorption rate {SAR} of 4-W/ki
) in the First Level Controiied Operating Mode of op

"F) after 15-minutes of continuous scanning {i.e., per pl

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

ARTIFACT INFORMATION

act caused by
nav—(usg'ove(l ip when imaged u

Giliinoy-Cosgrove Ciip e
g & gradient echy pilse e

SYMBOLS GLOSSARY

Refer t the outer package fabel to see which symbols apply to tl

product.

protective

Single sterfe barrier syster

packaging inside

d Manufacturer &

Caution

v }/ Daes not contain phthalates \ﬂ;

Contains hazardau:

Danatuse if package is damaged AR

Non-pyrogenic

Sterilized using imadiation

(=0

isiructions For se

Donatre-use

Dorotre

G Mot Made with natural Rubber
RE | e

{atalogue Nurnber

Unique Device identifier

iR Gonditional

o w Country of Manufacture

Medical Device

Keep dry

Y swe
e
30%

TransitTemparatie fimit

Fransit Humidity limit

REFERENCES

ndage exclusion. thnm(‘

AtmCure Iac.

7555 innovation Way
Rason, Ohio 45040 USA
Custorner Service:
+1866 349 2342
+1513 7554109

2005
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PACKAGECONTENTS

« Arterial spasm « Extension of cardi
« Arteriovencus fistula bypass
» Atelectasis (major bung collapse with sig « isthemia
symptoms sich as cyanosis, extieme shortness | - "nmng cf mmnary artery
of bireath, dysprea, and/or stabbing pain on the
affected side) .
SYSTEM RCCESSORIES . Avy\al rupture « ieft atrial embatism

imonary/extracorporeal

FIGURE 5 FlGURE7

Pﬂbl  Buorkingfiie

AtriCure

AtriClip® LAA Exclusion System with Preloaded

package. For singte use anly. Do not re-sterilize. o not re-use.

Gilfinov-Cosgrave® Clip

" " K s P . esophageal fistula « Myocardial infarct
Other di cluded with the System, may be used in conjunction with the AtriClip LA Exclusion “sop
INSTRUCTIONS FOR USE System. These may inciude but ave not iimited to the fallowing: " N lequ ring permanent pacemaker . ,, )
#_|PRO235, PRO24G, PRO24S, PROZS0 « Selection Guide ((GG100) (Guide)—Packaged Separately - Bl nedmg regquiring intervention
ReONLY « Miinimum 12 mm port » Blood vessel damage
» Cardiac perferation .
KTRICLEP LAA EXCLUSION SYSTEM « Cardiac tamponade . nt chest pain (post discharge surgical

FIGURE 1 NOMENCLATURE (SEE FIGURE 1} cuahve njury pain,notangi)
nerve paY&!yS!S

11 Giltnov-Cosgrove Clip Up/Down Articulation
{21 CipOpening Jaws

3] End Effector

+ Preumonia
« Pneumothorax
« Postoperative embolic complications

utation Lock

Lever Release Trigger

AtriClip® LAA Exclusion System with Preloaded Gillinov-Cosgrove® (h {4f  Shaft hctivation Lever .
P i g P . . eurysm
INDICATION FOR USE 151 Left/Right Articu Handle - Congestive heart faiiure {new anset or - Pulmonary edema
Deploymer exacerbation) + Pulmonary embolism
The AtriClip LAA Exclusion System is indicated for the exclusion of the heart’s left atrial appendage, performed ) + Coronary aigéTy injury . ‘fﬁdencyorfaﬂuw
under direct visualization and in conjunction with other cardiac surgical piscedures. A WARNINGS A . Desth R tary distress orfilure {breathing
<t visualization, in this context, requires that the surge « Device breakage/inabiity to remove
lip LAA Exclusion System befare use and use the device only .

tance from 3 camera, endoscope, etc,, or other

as intended. (ke of the AtviClip LAA Ex y td be limited to properly trained and g
medical personnel. Impreper use of this system may lead to device malfunction, %ilure to pro
intended therapy, and/or serious injury to user o patien

CONTRAINDICATIONS

Do nat use
Lo notuse

nt, 1"(,udmga lergic reaman nnd ~ Surgical site infection
anaphylactic shock) Systemic adverse rea
<y during procedure requiring 3 change| sion

nned access

e able to tolerate conventi
). Doing so may
red hemo:

ion of the surgeon, would
e techniques (such as surgical sta
ng, displacement and/or lack of
facement that atlows Blood flow into the LAA may ot result in complete exclusion andfor
FIGURE2 FIGURE 3 ] o ) ) ) electricalisalation. + Empyema deepuein thrombosis

ion of the 5 e B —— ' » Endecarditis (bacterial}
for ofthe hearts LAA Exclusion System s provided STERILE and is intended for SINGLE use . b .
s (Kamo rate that complete I « Esaphagea . T\ssuei)srf)rat‘on

3 . Re-sterilization may cause loss of function or injury o patient. - ,

s in acute and chronic elec 5 human cli ’ « Esophageal rupture « Tracheal esophageal traus
tendard of . dlar access complic

e of infected or conventional closy

Taumz, dehiscence, &

o

Evaluate r‘thmmbm is present in LAA, Manage"\ent uf'hmmbus \sd pendem on surgeo:

ular(klﬂl}’hasde onsti

5 g 5o may
in human clinical studies. ) ’ INSTRUCTIONS FOR USE
The AtriCliz LAA Exclusion System is a delivery and deployment device prelcaded with a G " N o 1001 . i o i . . ot
| . Ny Clipinte ¢ 20°C (68°F b rgeon judgment, e assistance of the . shouid determi tsize ip to
LA Clip. The i s preloade an a cisposabie lp appfer. The Gilimov-Cosgrove i s De not use the Clip in temperatures below 20°C {68°F). Apphcaton i ; Surgeon judgment, e assistance of the Quide, should determine what size Clip

(68°F) may affect device performance and r complete

implant; device iifetime is equal to patient |ifetime. The (lip was d This iU is designed to assist in using this pracuct. it is not a reference to surgical techniques.

, - ) The safety and effectiveness o device in atrial thythm control management,
requirements of standard ASTM F2503-20. y
combination with ablative treatment, has not been est d. ELIP SELECTEON
The AtriClip LAA Exclusion Syste) sed to defiver 3 preloaded dlip to the target LA site. The { Hp isa steme,
ie 2 Titanium and Polyurethane beams, i
4 : A wARNING A
n Systerm with pre A WARNING A Carefully consider any presurgical treatment the patient may have undergone when seje Clip size.
phthalates, Detaiied mi Preoperatiy It in changes to tissue. These changes may, for example, cause the
FIGURES FIGURE 5 - i e selected (lip size. Failure to comectly size the (lip
e tearing, disph is, and/or

an Ed uerse patient reaction.

COMPLICATIONS

incomplete exciusion Jf’h“ structure.

Titanium Grade 2

Polyurethane 05210068

1. Using the Guide, determine correct selection of the LAA Clip {See Figure 2). Clip sizes are located on the
device package.

Nitingi 0271039

13463-67-7 ic motility disorders 35 mem

implznt mate: - intestinat bleed o 130 - 1570
. - Anaphylactic shock - Hematoma
- Ao ia risk . 45 mm 945 mm (154~ 177 in}
N ENVIRONMENTAL SPECIFICATIONS Anesthesta risks :
+ Aneurysm Somm £4-50mm (173 - 157in)
Slorage ’ Transit - .
| ment {new v Hy
Ternperature: -29°C/ -20°F W 6T/ 140°F Temperature: -29°C7 20°F 1o 60°C/ 140°F o

Rekative: Humidity: 7 Relative Humidity: 30% to 85%

Atmospharic Pressure: /A

Attachment J2 - Page 6 of 13
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BEPLOYMENT

Awarnings A
2l Af less than 29 mm (1.141n) and 1t (0.04 ) wall thickness. Deing 50 ma;
isplacement, and/or lack of desired hemesta

compressed. Doing so may resultin
iture.

AWARNINGS A

Carefully evaluate Clip position, tissue *hn(/m:s and tissue w‘dth priorte Clip deployment Ta determine

Unless medicaily necessary, do not attempt to reposition o remove the Clip after deployment.
tissue damage or tearing.

2. Using sterite technique, remove the AtriCiip L&A Exclusion System from its packaging.

A WARNINGS A
for the sterile harri
void the risk of p:

{fthe sterile package is damaged a ris breached, discard device and DO NOT

nfection.

Iy check for rust on the Applier jaws prior to
e formation of
react;

pplier should net be used for

A CAETION: Do not drop the ¢
not use. Replace with a new devi

to the device.

2y induce dal e device is drapped, o

3. Using the Activation Levey handle, gently open and close the Clip te assure proper function.

A warking A
e (Jip mare than 3 times with the Ac
lead to incomplete exciusion of the structure.

Do net open and clo:

ARTICULATION OF END EFFECTOR

he Amculanr

articulation levers v pressing en the B { Effector. T
and 30° up or down to take inte account anatom
5. Tolock the End-Fffector in position, press

fon Lock forvard.
A\ CAUTION: Domot attempr o articulate the End Effector
in the lacked position may cause damage to the device.
CLIP POSITIONING

AwaRNimG A

directly, with o

device performance.

issection plane.

g Trigger on the hiandie of

\. Ensure the loops at the ends of the Clip

of all tissues heing accessed
st H affixed to the Deployment Device, ensure that na surounding structures interfere
with orare tla"\aqec by the Clip, and that the Clip is placed corvectly.
placed correctly, ger he Ciip and reposition as needed.
13. After the Clip is positi: grasp the Activation Lever, depress the Lever Releas
i ow the Clip to close.

14. Deploy the Clip by slowly pulling ¢
NOTE:
Figure 6).

A CAUTION: Take care to minimize mani

15. Unlock the End
attachment suture by

Depioyment Tab at the proximal end of the Handie.

e Depioyment Tab with steel cables may be completely removed from the end of the Hand'e {See

NOTE: After pulling th
Temove Clip.

DISPOSAL INFORMATION

After use, this device should be reated as medical waste and disposed of following hospital protocol.

SERIGUS INCIDENT

Any serio
RETURN OF USED PROBUCT

If, for al

ident that has occied in refation to this device should be reported to AtriCure,

y reaser, this product must be retumed te AtriCure, Inc,, 2 return goods authorization {RGA) number
am AtriCure, Inc, prioy to ship)

pe'i in e\,hev:he lmgm\ (arlm ora
damage during shipment; ans ould be properly labeled with an RG
biohazardous nature of the centents of shipment.

Instructions for cleanin
RGA number may he chtain

DISCLAIMER STRTEMENTS

naterials, incuding appropriate shippir
e AtriCure, Inc.

ion of this product before
these instructions for use, i

Users assume responsibility for approving the acceptable ¢
that the product is only used in the mannier descri
not limited to, ensuring that the produsct is net re-used.

Under no circumstances wi ‘(uk inc. Wispa*q’ for any incidental, speciat or consequ:
nse or re-use of this product, inclu
mage to property.

HANDLING INFORMATION: GILLINOV-COSGROVE LAR CLIP
MR{SAFETY INFORMATION

ﬁsMR(GNBETIONAL

Ner-clinical testing demonstrated that the Giliinov-Cosgrove {i
can be scanned safely inan MR s iy after pla

maguetic fiald of 1.5-Tesla a
m spatial gradient mag
e reported, whole body averaged spedific abs

3, oniy

ption rate {SAR} of 4-W/!
d Operating Mode of operation

for the MR sy:
o The s

e of 2.9°C{5.22°F) after 15-minutes of continuous scanning {i.e., per pulse sequence}.
BRTIFACT INFORMATION

In non-clinical testing, the image artifact caused by
(039 in} from the Gillinov-(osgrove (lip when

linov-Cosgrove Clip extends approximately 10 mm
ged using a gradient echo pulse sequence and a 3-Tesia

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

SYMBOLS GLOSSARY

Refer to the cuter package label to see which symbals af

y to this product.

7 system wilh protective

Cauticn

bew ]

] Does notcontaisphthalates R Cortaies hazardos substances
X, A

A \;

@ De nat use if package is damaged K Nor-pyragenic

Sierilized using inadiation Consult Instructions For Use
® Bo not re-use @ Daonotre-sterifize

Rt Made with natural Rubber

X /< Latex

Catalogue flamber

Unique

2 Davice ldentifier

.7 it Kumber

Use-by date

fManufacture

Hedical Device

Heap dry
) 8oC
i/ 140°F
29
20°F

Transit Temperature fimit

39%

Transit Hunmidity |

85%

REFERENCES

feft atrial apper

2 Cardiovase Surg 2006
al left atrial appendage clip occlission alse provides the electrical isolation of the
Imerarn ve CardioVascular and Thoradic Surgery 15 (2012}
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" AtriCure

Atrilip® PRO-Y* LAA Exclusion System
INSTRUCTIONS FOR USE
"% |PROV35, PROVAG, PROVAS, PROVSO

Rxoniy

FiGURE T

FIGURE 2 FIGURE S

e

FIGURE4 FIGURES
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FIGURES FIGURE 7

Aerillip® PRO-V® LAA Exclusion System

INDICATION FOR USE

The AtriCli
under direct visuzlization

L&A Exclusion System is indicated for the ion of the heart’s teft atrial appendage, perfermed
y inction with other cardiac surgical procedures.

the heart directly, wi
viewing technoicgies.

Direct visualization, in this context, requires that the surgeon is
assistance from a camera, endoscope, etc., or other
CONTRAINDICATIONS
1 Do
2 Do
infected ope”wc field.

SYSTEM DESCRIPTION

e tubat occlusion device.

his device as & contraceptiy

| endocarditis, or in the presence of

with the Cip also results in acute and chronic elect;
2012} has d s1'ated acute electrical isoly

s pre-loaded on a dispusable i
The Clip was determined to be N‘r{\onwunal perthe kc.,\remﬁ“ts of standard ASTM

TheClip

The ip Pro-Y LAA Exclusion System is supplied STERILE and NON-PYRGGE
package. For singie use anly. Dz not re-sterilize. {

unzpened, indamaged

SYSTEM ACCESSORIES

vith the AtriClip Pro-V LAA
» Selection Guide ((GG19C} (Guide}—FPackaged Separ
« Minimum 12 mm port

ATRICLIP PRO-YV LAA EXCLUSION SYSTEM
NOMENCLATURE (SEE FIGURE 1)

[ i8] Up/Down Articulation
2} ZlipOpening Jaws {71 Articulation Lock
31 End fffector 8] LeverRelease Trigger

{4} Shaft {9 Aciivation Laver
15 Left/Right Artic {16i  Handle
11 Deploym

A WARNINGS A\

sion System before use and use the devi
culd be fimited to property trained and
syftem may lead to device malfunction, failure to provide
erapy, and/or serious in;

Rezd all in

p
ar conventicnal closure techniques (such as surgicat st:
rauma, dehiscence, tissue tearing, displacement, and/or fack of d

The safety and e{feut ivel

3} Boing so may result in:
hemastasis.

1 control nanagemnht either alene orin

DO NOT RESTERILIZ

AriClip LAA Exclusion System is provided STERI
Re-sterilization may cause loss of i
ate ifthrombus is present in LAA.
s not recommended to place i there is evidence
result in serious patient

3
a jury to patient.

endant an siigeon’s standand of
ombis in LAA. Doing so may

~ Left atrial emboiism
« Myocardial in 1 (M1}

aryngeal, thoradic, et}

- Blood vessel damage
- Cardiac perferation .
« Cardiac tamponade
valve injury on pam,nutangm
accident {CVA) Transient = Phrenic nerve paralysis
Ischemic Attack (TIA}/stroke {ische . H
hemorrhagic) - Preumonia
« Chest pa "Ahs&cmfurt Pneumathorax
ive embofic complications

o Preydoaneurysm
» Pulmonary edema
exacerhation} - Pulmonary embolism
« Coronary artery injury . fiiciency or failure
+ Death - ry distress ot failure {breathing

Device by

» Stenasis of le
» Sterility-related
» Superficial wous
Surgical sife infection

- Systemic adverse reaction due to device
coriosion

Thrombus and/or thrombaembolism (inclucing

« Essphageal rupture

ENSTRUCTIONS FOR USE

the assistance of the Guide, should determine what size Clip to apply.

oduct. It is nat & reference ta surgical tachni

CLIP SELECTION

A warninG A

A WARRING A

ent may have undergone when sefecti

Carefully consider any presurgical treatment the p:

' led Polyethylene
V LAA Exclusion System with
thalates. Detailed materials

25038-59-5

13463-67-7

Temperature: -19

Relative Hurnidity:

Atrospheri
PACKAGE (ONTENTS

1. One{1) AuriClip LAA Exclusion System with Preloaded V Clip
2. (e (1) implant i

unts of Hickel {CASH
patient has se

40-02-0) and Cabalt {CASE 7440-46-
1o Nickel or {obat as

may resuitin

his device contains sm:
4), Do not use this device

an adverse pati

COMPLICATIONS

e use of the Atri(i
isted below:

10-Y LAA Exclusion System and procedure

Potential complicatic
include, butare not [

Extension of cardi
bypass

- fever

vic motility disorders
tinzi bleed

« Air embofism puimonary/extracorporeal

| treatment {new ot

or venous dissection and/or perfo

. rl;pute 5ion
pture -

« Atelectasi (majulum collapse with sigrificant
symptoms such & teme shortess | e ¢ of coronary artery
of breath, dyspaea, and/or stabbing paimon the|  » LAAdehiscence
affected side) - LAAtears

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

tissue. These changes may, for exam

1. Using the Guide, determine correct sefection of theV Clip (See

device pac
124 Sire Range

1935 mm (1.4 - 138}

e 2). Clip sizes are located on the

3440 rem {134 - 157 in)

45 tam 3945 mm {154 - 177 in}

S0mm 44 50mm (173 - 197 in}

A wanNiNGs A
14 in) in width and 1 mm (0.04 in) w
ie tearing, di g

Do notuse on  LAA less than 29 mm ( somay

Donotuse o a LAA greaterthan 50 mm (1.97 in} whe
incomplete exciusion o

2. Using sterife technigue, remove the AtriClip PRO-V LAA Exclusicn System from its packaging.

Attachment J2 - Page 8 of 13
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N NOTE: After puliing the Deployment Tab, the At L&A Exclusion System cannot be used to reposition o SYMBOLS GLOSSARY
PO31356 Bworkingfile ® remove the
® T Refer to the suter package label to see which symbols apply to this product.
2 rl ur‘ BISPOSAL INFORMATION -
After use, this device should be treated as medical waste and disposed of following hospitai protocol, "; \\‘ Sirghe sterite bar wil ( \\, S fer system wilh protective
N / protective pack; S /
A wirrNinGs A SERIBUS INCIBENT Seess
If the sterile package is damaged and/or the sterile b Ineached, discard device and DO NOT USE Anyserious incdent that has occuried i s device shouid be reported to AtiCure i é Caution

Visuallycheck for RETURN OF USED PRODUCT

longer than 1 h
ke ]
N Boes not contairsphthalates \\ﬁmk, Contaies hazardoss substances

cleaned and disinfected

arton, t¢ prevent
h an RGA number and an indication of the

A\ CAUTIBN: Domot drop the device as th

not use. Replace with a new device,

damage during shipment; and it shouid be properly labeled wit

zardous nature of the contents

De nat use if package is damaged ¢ Nor-pyragenic

3. Using the Activation Lever o1 the handle, gently open and ciose the Clip te assure proper functien.
uctions for cleaning and materials, including appropriate shipping containers, proper lzbefing, and an

Aqu)GN’ Df)‘nol attempt o arti et‘he En 14"ffecturwm)e in the lacked position. Furce applied while DISCLAIMER STATEMENTS
in the lacked position may cause damage to the device.
iJsers assume responsibiiity for approving the acceptable condition of this product hefore it is used, and for
nly used in the manner described in these instructions for use, includ

Bo not re-use Do notre-sterifize

4. By pushing down &

d packwards {proximal), the End Effector of the
AeriClip LAA Exclusion System may be

ed up and down and side-to-side by either th

ensuring that the prot

i not re-used.

siot fimited to, ensuring that the product

ers o7 pressing on the e and End Effector can articulate 30% left orvight T TR AR RIS e
p g 3 Foit Made with natural Rubber

ARTICULATION OF END EFFECTOR umber may be ohtained from AtriCure, nc. Sterlized using iradiation ConsultInstructions For Use

- Sk

gnetic field of 1.5-Testa and 3-Testa, only

lated) or lass
ate (SAR) of 4-W/kg
Mode of operation

/A CATTION: Do not kink or bend the Shaft as thi may affect device performance. + Maximum spatial gradi qnetic field of 4,000-gauss/em (40- T/m){ex
f specific absorptio

t Level Contrelied Dpe

6. With the Clip inthe ¢
dissection pi

Aedical Device

« Maximum MR system reported, whale body averag:
e}

ons in the patient’s anatomy {See Figure 3). Under stances wi Latex Catalogue Number
ryard. damage, or expense, whi
, OF EXPErise ¥ ed to personal b ar damage to property.
HANBLING INFORMATION:V CLIP ubi HrDeceertifier
MRISAFETY INFORMATION o
tissues being accessed. Direct Lot Rumber d Use-by date
art directly, with or without /YQA MR CONDITIONAL
viewing technologies. Pocr i I D e y N :
- o - Non-ciinicai testing demonsh that the ¥ Clip is MR Conditicnal. A patier evice can be scanned
may result in suboptimal placement and damage or abstruction of surrounding structures. i N . .
safely in an MR system immediately after placement under the following co Rx ONLY R Con

minutes of scanming (i.e., per pulse sequs

7. Gently apen the Ciip iy

forthe MR system

itions defined for the ¥ {lip are expected to produce a maximum temperature rise of Reep dry 85%
}after 15 minutes of continuous scanning (e, per pulse sequence), N
80°C
ARTIFACT INFORMATION i aoE
" 30% s>
<6 ensure that no surmundi fures iterfere in non-chinical testing, the image artifact caused by the V Clip extends approximately 20 mm (£.79 n} from Transt Humidity fimi
. afaced correctly. the'V Clip when imaged using a gradient echo pulse sequence and a 3-Tesla MR system.
grasp the Activation Lever and depress the Lever Release Trigger
and slowly release the Activation Lever allowing the (iip to dose.
DEPLOYMENT
2 Cardiovase Surg 2006
A WRRNINGS A . Starck (et al. Epicandial left atrial appendage clip occlusion also provides the electrical isnlation of the
Carefully evaluate Clip positio: thickness, and tissie width prior te Gip depioyment. To determine feft atvial apper . Interactive CardioVascular and Thoradic Surgery 15 {2012)

te Clip size, refer to the Guide Instructions for Use. Failure to comectly size or depioy the Clip may
ement, and/or lack of desired hemostasis.

appiop

or remove the {lip after deployment. This may
ae oy tearing.

eeded.
¢ of the Handie,

f the Handie {See

v apen the Clip and repasitio
‘ment Tab at the proxim

AtriCure Inc.

7555 innovation Way
Masos, Ohio 43040 LISA
Customer Service:

2342 frof} free]
4100 {phone)

Attachment J2 - Page 9 of 13

itpletely removed from the

A auTON: Take careto mi

14. Unlock the End Effector and carefully remave it from the LA, leaving the (lip and attachment suture

ize manipulation of the LAA and Clip after Clip deployment.

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

AtriClip® Flex-¥° LAA Exclusion System
with Preloaded ¥ Clip™
INSTRUCTIONS FOR USE

ACHV3S, ACHVAD, ACHVAS, ACHV5D

]

Rx ot

FIGURE 1

FlaURE2 FIGURE3

FlaURE4

FIGURE 5
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FIGURE6 FIGURE 7

FiGuREs

AtriClip® Flen-¥® LAA Exclusion System with Preloaded V Clip™
INDICATION FOR USE

The AtriClip LAA Exclusion System is indicated for
under direct visuatizati I conjunction wit?

of the heart’s ieft atrial appendage, performed
rgical procedures.

ation, in this context, requives that the surg
assistance from a camera, endoscape, etc,, or ather appropri

CORTRAINDICATIONS

1is able to see the heart directly, with or without
ewing technalogies,

:te em!u‘ ion wnth the
LAA A human clinical study (Starck 2012) has
isolation s not been evaiuated in human cinical

p aisoresults in acute and chronic el
nstrated acute electrical isolati

FlS‘?

02510031

Titanium Dioxide 0.001 13463-67-7

ENVIRONMENTAL SPECIFICATIONS

Ternperatur 20°F10 60°C 1

Temperature: -29°C/ -20°F to 60°

Relative Humidity: 15% to 85% Relative Humidity: 30% to 85%

« Arterial or venous dissection and/or perfs n
o Arterial rupture e
» Arterial spasm

injury {e.q., chest tube

fistula

Atmospharic Fressure: B/A Atmospheric Prassire: /A

PACKAGE CONTENTS

iClip Flex-Y LAR Exclusion System with Preioaded ¥ Clip
nt Cavd and (1) implant Card {zaflet

1. Onef
2 One{l

The AtriClip Flex-V LAA Bxclusion S/stem is supplied STE RILE and NON-PYROGENIC
undamaged package. For single use aniy. Do not re-steilize. Do nat re-use.

SYSTEM ACCESSORIES

in an uncpened

Other devices, net included with the System, may be used in con 1 with the AtyiClip Flex-V LAA
Exclussion System. These may inclide but are not fimited to the following:

« Sel

Guide ((G6100) (Guide}—Packaged Se)

ATRICLEP FLEX-V LAA EXCLUSION SYSTEM
NOMENCLATURE {SEEFIGURE 1}

[ vdip {51 Shaft Ratation Knoh
2} ClipOpening Jaws {61 Deployment Trigger
3] End Effector 7] Acivation Lever

14 Shaft! i8] Handle

#t is matleable and

tments up to 45 degre:

ificant!

Awl(n tasis {major bung collapse with signi coronary artery

£l
Ah Je hiscence

symptoms such 25 cyanosis, extreme shortness |~
of brzath, dyspaea, and/or stabbing painon the]  «
affected side)
» Atriat rupture o
» Atrio-esophageal fistula
» AV block req permanent pacemaker
{new onset} .
« Bleeding requiring intervention .

perforation .
tamponade
» Cardiac valve injury .
. Eerebmvascu accident (CVA}/ Transient - Vleu*a effusion
track (THA)/stroke (ischemicor « Pneumcnia

« Pneumathorax

Postoperative embatic complications

ronary artery - Pseudoaneurysm

ices - Pulmonary edema

@ heart failure {new onset or » Pulmanary embolism

« Ren: ncy o failure

« Respiratory distress o1 failure (breathing
orchlems)

~ Sepsis

» Compressicn
» Conduction ¢
~ Cong

A\ WARNINGS A

2 device only
and qua’ ified

yand effectiveness
combination wit

in atriat :hyt.".m (ontml ma
tive treatment, has not been est

AwiCiip placement that affows blood flow into the LAA may not resuit in complete exclusion and/or
electrical isoiation.

DO MOT RESTERILIZE. The Atril

i LAA Exclusion System is provided STERILE and is intended for SINGLE use
Ty to patient.

Eval uatt‘ if thrombus is present in LAA, A
st recommended to place Ciipon LAA
Tesult in ser

pendent on surgeni’

« Stenasis of left circumflex artery
. Daphvagmm para\u is {uni
« Drug reacti

eaction to

Surgical 51

ding aflergic reaction and « Systemic adverse reaction due @ device

anaphylactic shock) corrasion

» Emergency during procadure requiring a « Thrombus and/or thromboembolism (including
in planned access deep vein thrembosis)

« Empyema

» Endocanditis (bacterial}

» Escpha heal esophageal trauma

» Esephage: » Vascular access complications

INSTRUCTIONS FOR USE

Surgeon judgme: sild determine what size (lip o apply,

This iF U is designed to assist in using this product. It is not a veference o sux

CLIPSELECTION

jical technigues.

This device ialt o fNicket (CAS
@ 4). Donot use the device if the patient has sensitivit

A WaRNING A

h fe!“cted’tip>rzeF IHE("{O’IN’
1, displacement, lack of ¢
on nfthe structure.

an adverse patient reaction.

COMPLICATIONS
Patential compl e use of the AtriCiip Flex-V LAA B
include, but are ited to, those fisted belows

« Airembolism

Hem ct’*cm

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

46 mm 3440 mre {13
45 mm 39-45mm {154 - 177in}
56 mm 44 - 50 m {173 - 1.97in)
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PO31351 Bworkingfile

AtriCure

A wrrnings A
i} in width and T mm {0, ickness. Doing so may
sue tearing, displacement, and/or fack of desired hemestasis

| AA greater than 50 mm (1.97 in) when tis
incomplete exclusion of the s

compressedd. Dain
cture.

50 may result in

2. Using sterile technigue, remove the Alr

x-V LAA Exclusion System from its packaging.

A warnig A
i/or the sterile barrier is breached, discard device and DO NOT U5E to
id the risk of patient infection

If the sterile package is damaged a

ACAUT!DN: Dano
not use. R

device 25 this ma

12 damage to the device. f the device is dropped, do

3. Using the Activation Lever on the Handle, gently aper and close the Clip to assure piaper function.
SHAFT BENDING

A CAUTION: Do not grasp Endl Effectar to apply bend to Shaft, a5 this may resu
Apply bend by gently cencentrating forc
intended fir adjustments up t 45 degrees
affect device performance. Do not attempt to twist the
device.

damage to the device.

4. The Atrilip Flex-V contains a malleable Shaft that may he reshaped to aid in accessing the LAA. Apply
gentle pressure ta shape the device Shaft as required for anatomical variations {See Figure 2).
A CAUTIBN: Do not attempt to the devics End Effector wit illing it
Faice appiied while in the locked pasition may cause damage to the device.

f the locked! position.

the End Effector
nd End Effector
ons in the patients

5. By putiing the Shaft Rotation Knob forwand {distal) and twisting it te the left
of the Fiex-V LAA Exclusien System may be manually rotated side-to-side. The (i
canrotate 90° feft or right in 45° increments ta account for user preference or v:

ease forward pressure on the Shaft Rotation Knob and ensure

fh’t it is seated into position.

CLIPPOSITIONING

A\ WARNING A

nibter that provides direct vis:

Pasition
Divect visualization, in this <
assistance from a camera, endascope,
v suboptimal placement and damage or obstruct;

9. Gently pi
10. Position the

accessed.
stractures interfere

is pummed correctly, slow

not placed eorrectly, gently cpen the Ctip and repos‘:tio :eeded.
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DEPLOYMENT

AWARMNGA

<ty size or deph
% of desired h

lacement, and/o
move the Clip after deployment.
result in tissue damage of tearing.

4. Deplay the Clip by puliing the Deployment Trigger at the nose of the

NGTE: Oniy pull the Depleyment Trigger when the Clip is properly positicned over the LAA. Pulling the
Deployment Trigger permanently refeases the Clip from the applier.

NOTE: An

e {See Figure 7).

k" wilt be heard when t

activated.

eployment Trigger ias been

A CAUTHOM: Take care to minimize manipuiation of the LAA and Clip after Ciip deployment.

the Clip and attachment suture behind (See

15. Carefully remove the End Effector from the LAA leavi

yment Trigger, the AtriClip LAA Exclusion System cannot be used to reposition
ar remoye the Clip.

DISPOSAL INFORMATION

vice should be treated as medical wa

nd disposed of following haspital pratacol.

SERIGUS INCIDENT

Aoy se id has accurred in relation to this device should be reported to AtriCure.
RETURN OF USED PRGBUCT

£ 5

f, for any reason, this product must be retumned to AtriCure, Inc., a return goods autherization
is required from AtriCure, Inc., prior to shipy

Ifthe preduct has baen in contact with blood
befare packi

e during shipme i it 5 prcpexiy labexe M‘.h:
us nature of the contents of shipment.

a'bad\/ﬁu‘\c‘ it

Instructions for clea
RE:A number may be

PHSCLAIMER STATEMENTS

and materials, inciuding appiepriate shipping containers, proper fabeling, and an
ied from Atriure, In<.

Users assurme responsi
raduct is only s
d to, ensurin he prody

ised, and for

g the acceptable
the masner described
netre-used.

Urder no circumstances wili AtriCure, Inc. be responsible for any incidental, special or consequential ioss,
damage, or expense, which is the result of the deliberate misuse or re-use of this product, inchuiding any loss,
damage, or expense which is related to personal irjury o damage t property.

HANDLING INFORMATION: ¥ (LIP
MRISAFETY INFORMATION

,@MR(@NMTWNAL

iR Cenditional. A patient with this device can be scanned
wing conditions

'm spatial gradient magreti of 4,000 gauss/cm (40-T

mum MR system
minutes of scan
for the MR systerm.

> The scain conditions defi
31°C(5.58°F,

) (extrap }
arted, whole body ave wption rate {SAR} of 4-Wikg for €5
g (L.e., per puise sequence) in the First Level Controfied Operating Mode of cperation

ise of

i for the V Clip are expected to produce @ maximum temperat
) after 15-minutes of continueus scanning (2., per pulse sequence).

ARTIFACT INFORMATION

the image artifact caused by th
o using a gradient ec

V (lip extends approximately 20 mm {0.7% 1n} from
e sequence and a 3 Testa MR System.

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

SYMBOLS GLOSSARY

Referta the suter package label to see whi

Contains hazardous substances

%‘{ Does not eontain phihalates

Hor-pyragenic

@ De nat use if package is damaged

{onsult Instructions For Use

BYERRE n Sterilized using iradiation

Donotre-sterifize

Bo not re-use
with natural Rubber

®

Catalogue Number

UB} Enique Device ldentifier

Model i

""" |
8.3 Lot Number “) < Use-by date

Hedical Device

L]
Cautios eral Law {US) restri
Rx ONLY | fo b or VR Con

29T
2°F
Transit Terperature fimit

REFERENCES

1. Kamehara K, et ai. A novel device for left atrial appendage exclusi
2. Kamehara K, F

. I Therac Cardiovase Surg 2005
aﬂ'mch\ et al. Evale ':man ofa noJeI device for Oef' atrial appendage exciusion: the

vides the electrical isolation of the
ieft atrial appendage. Interactive CardioVascular and Thoradic Surgery 15 {2012}

AtriCre Inc.

7555 Innovation Way
Mason, Ohio 45640 LSA
Customer Service:

+1 866 349 2347 {toll fime)
+1513 7554100 {phone)
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= AtriCure  S§

oy slcion e
e

Attochmont 2. Pago 1213

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment J3 — Other Labeling

Description Section Number
Implant Card Section |-1
Implant Card Leaflet Section 1-2

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

AtriClip LAA Exclusion System AtriCure Confidential Attachment J3 - Page 1 of 4
Special 510(k) Submission
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Section I-1 - Implant Card

The AtriClip LAA Exclusion System devices (LAAQ, ACH1, ACH2, PRO1, PRO2, PROV, ACHV)
contain an Implant Card. There are no differences in the implant card content between clip
sizes or applier models. The Implant Card is included in the 1-up sales unit package of each

AtriClip device.

Figure 1 — Front of implant Card

runtioradorus s

R S

S BETROD

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

AtriClip LAA Exclusion System AtriCure Confidential Attachment J3 - Page 2 of 4
Special 510(k) Submission
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Section I-2 - Implant Card Leaflet
The AtriClip LAA Exclusion System devices (LAAQ, ACH1, ACH2, PRO1, PRO2, PROV, ACHV)

contain an Implant Card Leaflet describing how to use the Implant Card. The Implant Card
Leaflet is included in the 1-up sales unit package of each AtriClip device.

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

AtriClip LAA Exclusion System AtriCure Confidential Attachment J3 - Page 3 of 4
Special 510(k) Submission



PATIENT INFORMATION:

L[]
Atfl‘ ® ure MIRecords frovessed unden ROIA RHSS2024nGIT: RNt CDRKON 10-10-2024
the imylant card helps communicate information about this impla be presented to phiysicians or airport

IFU-0454.A-Works

security. The implant card shouid be presented anytime you are subject to a Magnetic Resonance Imaging (MR}
IMAPLANT CARD LEAFLET screening, as the information heips ensure the MRI does not interfere with the implanted device.
RK ONLY Inthe svent you nesd to get : replacement card for your implant, you will need to have the UDband lot information
i . X for your device off the rear of the card (See FIGURE 2}. Contact the manufacturer to request 2 veplacement card.
V4 * % CAUTION: Federal law {US) restricts this device to sale by or onthe orderof a _
physician Inthe uniikely event of any issues with the implant, the information on the implant card will ensure that your
: physician can infarm you if you are impacted.

Device lifetime is aquai to patient ifetime.

FIGURE Y {i\ MR CONDITIGNAL

- Static magnetic field of 1.5-Tesla and 3-Tesla, enly.

Maximum spatiat gradient magnetic field of 4,000-gauss/em {40-T/miextrapolated) or i
- Naximum MR system reported, whole body averaged specific abscrption vate (SAR) of 4-W/ka for 15

minites of scanning (i.e., per pulse sequence) in tf Levei Controlled Operating Mode of operation for
the MR system.

ngf e
2. (5] =2

The scan conditions defined for the LAA Exclusion System Clip ave axpected to produce a maxi
femperature rise of 2.9°C{5.22°F) for Giliinov-Losgrove Clip (LAA, ACH1, ACH2, PRO1, PRO2 devices) and
AR5

1V (Hip (FLEX, PRO-Y devices) af +f continuais scanning (Le., per pulse
sequence}.

JEANrus e foruse

P

0\ AatRR

g@ BEDS. e gl e o
Lot

GG CLip i
FIGURE 2 Vediibeice | [UDE] |
itanius '
o ~ Batch Code Wik Concitionat
i BN
Vanufacturer : | Hotthoare conteror
Kitinol R M doctor
@
Polyethyiene Proceduss Date w {? Patient ldentification
e Terephthalate °
BB ACHMIS  AtaClip ACHMIS 35mm o
e 1234567840 ups W ]E Titanium Patient trformation Website
....... Dioxide ey
d AiCrire, Ine, BOIRH1) 108401438 41774 PR -
TE5E fnesalion Way . Caution: Federal {US] faw restricts
Masan, Gldo 45040 GRA A this device to sale by or onthe
Pt i 7
' 4183 RX ONLY ordes of a physician oy other
S licensed practitioner.

INSTRUCTIONS FOR COMPLETION:

=

The foflowing information should be completed by the healthcare institution/provider on the front of the implant

card. {See FIGURE 1).

l Procedure Date

stitution/Provider

m Name and Address of the Implanting Healthc

Once the impiant card is popiated with information above, give both implant card leaflet and implar@M@8tions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

patient.

AtriClip LAA Exclusion System AtriCure Confidential Attachment J3 - Page 4 of 4
Special 510(k) Submission
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Attachment K1 — Sterilization

Sterilization Assessments for Changes Documented internally

Section -1

Pyrogenicity Testing

Section {-2

AtriClip LAA ExcluQiggstigagshiContact FDA/CDRH/OCE/AIHT ateCORHideDIBTATUS @fda.hhs.gov or 301ATR®ENeSE K1 - Page 1 of 4

Special 510(k) Submission
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Section I-1 - Sterilization Assessments for Changes Documented Intemally

(b)(4)

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section I-2 — Pyrogenicity Testing

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Attachment S1
EXECUTIVE SUMMARY

AtriClip LAA Exclusion System Devices

Special 510(k) Executive Summary

The AtriClip LAA Exclusion System was previously cleared per K210293.

The purpose of this submission is to update the IFUs and labels for the AtriClip LAA Exclusion
System. The updates made are to align and comply with ISO 14971:2019 for risk management,
1ISO 15223-1:2021 for symbology, and ISTA 3A for transit. These updates will align the AtriClip
IFUs globally and are not associated with any adverse eventreports. Additionally, this submission
will include Letters to File that have been documented internally since the previous K210293
clearance. Please referto AttachmentH1, Section I-5for additional details regarding the Letters
to File.

The following is an overview of the changes made to the IFUs. Please refer to Attachment H1,
Section I-2, Tables 1 — 12 for additional details and rationale for the proposed changes. The
proposed IFUs are included in Attachment J2.

(b)(4)

AtriClip LAA ExcluQiggsfiyagshiContact FDA/CDRH/OCE/AIHT ateCORHideDIBTATUS @fda.hhs.gov or 301ATR®1&NESE S1 - Page 1 of 2
Special 510(k) Submission
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(b)(4)

The Intended Use for the AtriClip LAA Exclusion System devices is hot changing as the AtriClip
devices continue to be indicated for the exclusion of the left atrial appendage. The currently

marketed product has the following Indication for Use statement:

The AtriClip LAA Exclusion System is indicated for the exclusion of the heart’s left atrial
appendage, performed under direct visualization and in conjunction with other cardiac

surgical procedures.

Direct visualization, in this context, requires that the surgeon is able to see the heart
directly, with or without assistance from a camera, endoscope, efc., or other approprate

viewing technologies.

The Intended Use for the device, design, materials, operating principles, and function of the
subject device remain the same as the predicate 510(k}), K210293. Based on the technologicd
characteristics comparisons, the proposed labeling for the AtriClip LAA Exclusion System devices
have been shown to be appropriate for its indication for use and is considered to be substantialy

equivalent to the previously cleared predicate, K210293.

AtriClip LAA ExcluQiggsfiyagshiContact FDA/CDRH/OCE/AIHT ateCORHideDIBTATUS @fda.hhs.gov or 301ATR®I&NeSE S1 - Page 2 of 2
Special 510(k) Submission
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510{(k) Summary

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

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

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB No. 0910-0511 Expiration Date: October 31, 2024. See Instructions for OMB Statement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATION NUMBER: —
Write the Payment Identification number on your check.

A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail
or courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/ucm370879.htm

1. COMPANY NAME AND ADDRESS (include name, street }2. CONTACT NAME
address, city state, country, and post office code) Jim Taufen
2.1 E-MAIL ADDRESS

ATRICURE INC jtaufen@atricure.com

Z45a5sf) rf””°"at'°” Way 2.2 TELEPHONE NUMBER (include Area code)

OH 45040 612-804-7968

us 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 513-6444753

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the
application descriptions at the following web site:
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm345263.htm

Select an application type: 3.1 Select a center

[X] Premarket notification(510(k)); except for third party [X] CDRH

[ 1513(g) Request for Information [ 1CBER

[ 1 Biologics License Application (BLA) 3.2 Select one of the types below
[ 1 Premarket Approval Application (PMA) [X] Original Application

[ ] Modular PMA Supplement Types:

[ 1 Product Development Protoco! (PDP) [ 1 Efficacy (BLA)

[ 1 Premarket Report (PMR) [ 1 Panel Track (PMA, PMR, PDP)

[ 1 30-Day Notice [ 1 Real-Time (PMA, PMR, PDP)

[ 1 De Novo Request [ ]1180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

[ 1YES, I meet the small business criteria and have submitted the required [X] NO, I am not a small business
qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number:

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE THAT
IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

[X] YES (All of your establishments have registered and paid the fee, or this is your first device and you will register and pay the
fee within 30 days after entering into an operation that requires you to register and submit device listing information.)

[ 1 NO (If you currently market a medical device and your establishment is required to register and submit device listing
information, FDA will not accept your submission until you have paid all fees due to FDA. See
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/ucm053165.htm
for additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.

[ ] This application is the first PMA submitted by a qualified small [ 1 The sole purpose of the application is to support
business, including any affiliates conditions of use for a pediatric population

[ ] This biologics application is submitted under section 351 of the [ 1 The application is submitted by a state or federal
Public Health Service Act for a product licensed for further government entity for a device that is not to be distributed
manufacturing use only commercially

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A PEDIATRIC
POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is subject to the
fee that applies for an original premarket approval application (PMA).

[1YES [X] NO

PAPERWORK REDUCTION ACT STATEMENT
Public reporting burden for this collection of information is estimated to average 18 minutes per response, including the time for
reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing
the collection of information. Send comments regarding this burden estimate or any other aspect of this collection of information,
including suggestions for reducing this burden, to the address below.

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

https://userfees.fda.gov/OA_HTML/mdufmaCSchfgItemsPopup.jsp?ordnumE i

172
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Department of Health and Human Services
Food and Drug Administration

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

[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 PREMARKET APPLICATION

= 15-Sep-2023

L i

Form FDA 3601 (07/22)

"Close Window” Print Cover shest

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
https://userfees.fda.gov/OA_HTML/mdufmaCScdCfgItemsPopup.jsp?ordnum:‘: :

212
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510(k) Summary

I Applicant Information

Manufacturer: AtriCure, Inc.
7555 Innovation Way
Mason, Ohio 45040

Contact Person: Stephanie Hadnot
Senior Regulatory Affairs Specialist
P: 513-341-0345

Alternate Contact: Jim Taufen
Director, Regulatory Affairs
P: 952-314-1507

Date Prepared: 09/29/2023

H. Device Information

Proprietary Name: AtriClip® LAA Exclusion System with Preloaded Gillinov-
Cosgrove® Clip
(LAAO, ACH1, ACH2, PRO1, and PRO2)
AtriClip® PRO-V® LAA Exclusion System (PROV)
AtriClip® Flex-V® LAA Exclusion System with Preloaded V Clip™

(ACHV)
Common Name: Implantable Clip and Clip Applier
Classification: implantable Clip and Clip Applier

Regulatory Class: Class ll; per 21 CFR 878.4300
Product Code: PZX
Classification Panel: Cardiovascular

Predicate Device: The device proposed for modification in this submission is the
AtriClip LAA Exclusion System cleared via K210293 on March 3,
2021.

Hi. Device Description

The AtriClip LAA Exclusion System consists of a single use, sterile, self-closing, implantable Clip
preloaded ona Single Use Clip Applier along with a selection guide. When closed, the Clip applies
uniform pressure over the length of the Clip to ensure consistent, reproducible, and secure
exclusion of the left atrial appendage (LAA). The Clip is then deployed and is left as a permanent
implant and excludes the LAAresulting in electrical isolation of the LAA. Preclinical animal studies
(Kamohara 2005,2006) demonstrate that complete exclusion with the Clip also results in acute
and chronicelectrical isolation of the LAA. A human clinical study (Starck 2012) has demonstrated
acute electrical isolation. Chronic electrical isolation has not been evaluated in human clinical

AtriClip LAA ExcluQises8grihContact FDA/CDRH/OCE/DID aAGMRF:FOISTATUS@fda.hhs.gov or 301-796-8118 Page 1 of 4
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studies. The Clip is available in the following lengths to accommodate difference sizes of LAA:
35 mm, 40 mm, 45 mm, and 50 mm. The Clip Appliers are disposable devices with a handle,
shaft, suture anchors, articulation controls, and deployment loop/jaws which contain the Clip.

Intended Use/ Indications for Use

The AtriClip LAA Exclusion System is indicated for the exclusion of the heart's left atrial
appendage, performed under direct visualization and in conjunction with other cardiac surgicd
procedures.

Direct visualization, in this context, requires that the surgeon is able to see the heart directly, with
or without assistance from a camera, endoscope, etc., or other appropriate viewing technologies.

The indications for use are identical to the predicate device.

V. Comparison of Technological Characteristics with the Predicate Device (AtriClip
LAA Exclusion System — K210293)
# Predicate (K210293) AtriClip™ LAA Modified AtriClip™ LAA Exclusion Equivalence
Feature . :
Exclusion System System Comparison
AOD1: AtriClip LAA Exclusion Systemwith | AOD1: AtriClip LAA Exclusion System with
Preloaded Gillinov-Cosgrove Clip Preloaded Gillinov-Cosgrove Clip
1 Proprietary Name Same
AOD2: AtriClip LAA Exclusion Systemwith | AOD2: AtriClip LAA Exclusion System with
Preloaded V Clip Preloaded V Clip
LAAO35, LAA040, LAA045, LAAOS0 LAAO035, LAA040, LAA045, LAAOS0
ACH135, ACH140, ACH145, ACH150 ACH135, ACH140, ACH145, ACH150
] ) ACH235, ACH240, ACH245, ACH250 ACH235, ACH240, ACH245, ACH250
Clip Applier PRO135, PRO140, PRO145, PRO150 PRO135, PRO140, PRO145, PRO150 s
2 Product Code(s) PRO235, PRO240, PRO245, PRO250 PRO235, PRO240, PRO245, PRO250 ame
PROV35, PROV40, PROV45, PROV50 PROV35, PROV40, PROV45, PROV50
ACHV35, ACHV40, ACHV45, ACHV50 ACHV35, ACHV40, ACHV45, ACHV50
. ] CGG100 CGG100 Same
3 Selection Guide
Product Code
4 Device 21 CFR 878.4300, 21 CFR 878.4300, s
Classification product code: PZX product code: PZX ame
5 Regulatory Class Class Il Class I Same
6 FDA Division Cardiovascular Cardiovascular Same
Perf No performance standards applicable to | No performance standards applicable ©
7 eriormance this product have been promulgated by | this product have been promulgated by | Same
Standards
FDA FDA
The AtriClip LAA Exclusion System is The AtriClip LAA Exclusion System is
indicated for the exclusion of the heart’s | indicated for the exclusion of the heart’s
left atrial appendage, performed under left atrial appendage, performed under
direct visualization and in conjunction with | direct visualization and in conjunction with
8 Intended Use Same

other cardiac surgical procedures.

Direct visualization, in this context,
requires that the surgeon is able to see

other cardiac surgical procedures.

Direct visualization, in this context,
requires that the surgeon is able to see

AtriClip LAA ExcluQines8grighContact FDA/CDRH/OCE/DID afA@MRFFOISTATUS@fda.hhs.gov or 301-796-8118
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# Predicate (K210293) AtriClip™ LAA Modified AtriClip™ LAA Exclusion Equivalence
Feature L .
Exclusion System System Comparison
the heart directly, with or without the heart directly, with or without
assistance from a camera, endoscope, assistance from a camera, endoscope,
etc., or other appropriate viewing etc., or other appropriate viewing
technologies. technologies.
LAAQ, ACH1, ACHZ, PRO1, PROZ: LAAO, ACH1, ACH2, PRO1, PROZ2:
1. Do not use this device as a 1. Do not use this device as a
contraceptive tubal occlusion device. contraceptive tubal occlusion device.
2. Do not use this device if the patient 2. Do not use this device if the patient
has a known allergy to Nitinol (nickel has a known allergy to Nitinol (nickel
titanium alloy). titanium alloy). Similar —
3. Do not use this device if evidence of Contraindication
PROV, ACHV: systemic infection, bacterial added to
s 1. Do not use this device as a endocarditis, orin presence of infected | emphasize
9 Contraindications . . . . ) .
contraceptive tubal occlusion device. operating field. standard surgical
practice and
PROV, ACHV: possible limited
1. Do not use this device as a use of devices.
contraceptive tubal occlusion device.
2. Do not use this device if evidence of
systemic infection, bacterial
endocarditis, orin presence of infected
operating field.
10 | Software This product does not contain software. This product does not contain software. Same
11 Shelf Life 3 years 3 years Same
Passed. Materials have been assessed Passed. Materials have been assessed
12 | Biocompatibility based on ISO 10993 and are commonly | based on ISO 10993 and are commonly | Same
employed in tissue contacting devices. employed in tissue contacting devices.
13 | Sterilization Gamma lrradiation Gamma lrradiation Same
Sterility 6 6
14 Assurance Level 10™ SAL 10" SAL Same
15 | Pyrogen Non-Pyrogenic Non-Pyrogenic Same
16 | Suture Material Polyethylene Terephthalate Polyethylene Terephthalate Same
AOD1: Preloaded Gillinov-Cosgrove Clip | AOD1: Preloaded Gillinov-Cosgrove Clip
17 | Preloaded Clip Same
AOD2: Preloaded V Clip AOD2: Preloaded V Clip
AOD1: Opens 12.5mm = 1.5mm as AOD1: Opens 12.5mm = 1.5mm as
measured between the beams of the measured between the beams of the
AOD1 clip. AOD1 clip.
18 | Clip Opening Same
AOD2: Opens AOD2 Clip to a minimum of | AOD2: Opens AOD2 Clip to a minimum of
12mm at the distal end and 4mm at the 12mm at the distal end and 4mm at the
proximal end of the clip. proximal end of the clip.
Passed. Materials have been assessed Passed. Materials have been assessed
19 | Biocompatibility based on ISO 10993 and are commonly | based on ISO 10993 and are commonly | Same
employed in tissue contacting devices. employed in tissue contacting devices.
20 | Sterilization Gamma lrradiation Gamma lrradiation Same
The devices have the same intended use.
No changes were made in operating principle.
No changes to the overall design or function of the devices.
AtriClip LAA ExcluQines8grhContact FDA/CDRH/OCE/DID afA@MRFFOISTATUS@fda.hhs.gov or 301-796-8118 Page 3 of 4
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Performance Data

Areview of the risk analysis concluded there is no overall change to the risk profile of the proposed
AtriClip LAA Exclusion System versus the previously cleared AtriClip LAA Exclusion System as
the modifications to the proposed AtriClip LAA Exclusion System do not add or remove any
features of the device or change the clinical application.

The proposed changes do not include any change to design or performance specifications of the
AtriClip LAA Exclusion System. Additionally, the proposed changes did not modify the intended
use, therefore the previously submitted bench and animal data remain valid for the AtriClip LAA
Exclusion System.

V. Conclusions

AtriCure has demonstrated that the modifications made to the AtriClip LAA Exclusion System are
substantially equivalentin fundamental design, technology, function, device materials, packaging,
sterilization, operating principle, and intended use / indication for use as the previously cleared
AtriClip LAA Exclusion System per K210293.

AtriClip LAA ExcluQises8grihContact FDA/CDRH/OCE/DID aAGMRF:FOISTATUS@fda.hhs.gov or 301-796-8118 Page 4 of 4
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October 19, 2023</br></br><font face="arial">

<b>Review Assignment Notification</b>
<br/><br/>

</font>

<p>I am the lead reviewer assigned to your submission K233407. Your file is being
reviewed in Office of Health Technology 2, Division of Health Technology 2 B. The first
line supervisor 1s the Assistant Director of Cardiac Occluders and Hemostasis Devices.
</p>

<p>I will contact you should any additional information be required during the course
of the review of your submission. You may contact me at any point during the review if
you have questions or concerns. FDA aims to apply <a
href="https://www.fda.gov/media/73188/download”™> the least burdensome principles</a>
when requesting additional information. </p>

<p>You can provide valuable support for CDRH to continue to improve our programs by
raising to the attention of management relevant issues that arise during the course of
this review. If you feel there is an unresolved issue or a matter that requires
additional attention, you should contact the Assistant Director. If your concern or
issue is not addressed by the Assistant Director, you should contact the Division
Director or OHT Director. The contact information for each management level can be
found in the <a href="https://www.fda.gov/about-fda/cdrh-offices/cdrh-management-
directory-organization">CDRH Management Directory</a>.</p>

<p>If you have general gquestions about the review process for your submission, you
should contact <a
href="mailto:0PEQSubmissionSupport@fda.hhs.gov">0PEQSubmissionSupport@fda.hhs.gov</a>.
</p>

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

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

ADRIMIRTHRATION

AtriCure, Inc.

Stephanie Hadnot

Senior Regulatory Affairs Specialist
7555 Innovation Way

Mason, Ohio 45040

Re: K233407

Trade/Device Name: AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip (LAAO);
AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip (ACH1);
AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip (ACH2);
AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip (PRO1);
AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip (PRO2);
AtriClip PRO-V LAA Exclusion System (PROV); AtriClip Flex-V LAA
Exclusion System with preloaded V Clip (ACHV)

Regulation Number: 21 CFR 878.4300

Regulation Name: Implantable Clip

Regulatory Class: Class 11

Product Code: PZX

Dated: September 29, 2023

Received: October 5, 2023

Dear Stephanie Hadnot:

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 (the 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. Although this letter refers to your product as a device, please be aware that some
cleared products may instead be combination products. The 510(k) Premarket Notification Database
available at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. 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 I1II (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.

11.5. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Additional information about changes that may require a new premarket notification are provided in the FDA
guidance documents entitled "Deciding When to Submit a 510(k) for a Change to an Existing Device"
(https://www.fda.gov/media/99812/download) and "Deciding When to Submit a 510(k) for a Software
Change to an Existing Device" (https://www.fda.gov/media/99785/download).

Your device is also subject to, among other requirements, the Quality System (QS) regulation (21 CFR Part
820), which includes, but is not limited to, 21 CFR 820.30, Design controls; 21 CFR 820.90, Nonconforming
product; and 21 CFR 820.100, Corrective and preventive action. Please note that regardless of whether a
change requires premarket review, the QS regulation requires device manufacturers to review and approve
changes to device design and production (21 CFR 820.30 and 21 CFR 820.70) and document changes and
approvals in the device master record (21 CFR 820.181).

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR Part 803) for
devices or postmarketing safety reporting (21 CFR Part 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR Part 4, Subpart
A) for combination products; and, if applicable, the electronic product radiation control provisions (Sections
531-542 of the Act); 21 CFR Parts 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). 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 (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@{fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

LETTER SHOULD BE DATED BEFORE SIGNING,
AND MUST BE SIGNED OUT OF CTS ON THE
DATE INDICATED ON THE LETTER.

Rachel Neubrander

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

DHT2B: Division of Circulatory Support,
Structural and Vascular Devices

OHT?2: Office of Cardiovascular Devices

Office of Product Evaluation and Quality

Center for Devices and Radiological Health

Enclosure

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

Thanks for introducing yourself. We have.iuns* -~»~mt_wrapped up our review of K233407,

but we have some comments regarding thei i Please see the attached pdf for

highlighted points of edit, also summarized below:

(b)(4)

Best,

Victor

Victor A. Mondine

Biomedical Engineer, Cardiac Occluders & Hemostasis Devices Team

DHT2B: Division of Circulatory Support, Structural, & Vascular Devices
OHT2: Office of Cardiovascular Devices

Office of Product Evaluation and Quality | CDRH

Tel: 240-402-2693

victor.mondine@fda.hhs.gov<mailto:victor.mondine@fda.hhs.gov>
[cid:image001.png@O1DAODE9.E27797A0]<http://www.fda.gov/>

[cid:image002.jpg@O1DAOD8Y.E27797A0]<https://www.facebook.com/FDA>
[cid:image003.Jpg@OIDACD89.E27797A0] <https://twitter.com/US FDA>
[cid:image004.Jpg@O0LiDAOD89.E27797A0] <http://www.youtube.com/user/USFoodandDrugAdmin>
[cid:image005.jpg@O1DAOD89.E27797A0] <http://www.flickr.com/photos/fdaphotos/>
[cid:image006.jpg@O0LlDAOD8Y.E27797A0]
<http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm>

Excellent customer service is important to us. Please take a moment to provide feedback
here<https://www.research.net/s/cdrhcustomerservice?ID=1421&S=E> regarding the customer
service you have received.

From: Stephanie Hadnot <SHadnot@atricure.com>

Sent: Wednesday, November 1, 2023 10:45 AM

To: Mondine, Victor <Victor.Mondine@fda.hhs.gov>

Subject: [EXTERNAL] RE: [External Sender]: K233407 Review Assigned

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024
CAUTION: This email originated from outside of the organization. Do not click links or
open attachments unless you recognize the sender and know the content is safe.

Hi Victor,

Please feel free to reach out to me if you have any questions or need anything for the
AtriClip LAA Exclusion System Special 510(k), K233407.

Thanks,

Stephanie Hadnot

Senior Regulatory Affairs Specialist | AtriCure

O. 513-644-4239
M. 513-341-0345
E. SHadnot@AtriCure.com<mailto:SHadnot@AtriCure.com>

Twitter @AtriCure

From: Victor Mondine [VICTOR.MONDINE]
<victor.mondine@fda.hhs.gov<mailto:victor.mondine@fda.hhs.gov>>

Sent: Thursday, October 19, 2023 9:24 AM
To: Stephanie Hadnot <SHadnot@atricure.com<mailto:SHadnot@atricure.com>>

Cc: Victor Mondine [VICTOR.MONDINE]
<victor.mondine@fda.hhs.gov<mailto:victor.mondine@fda.hhs.gov>>

Subject: [External Sender}: K233407 Review Assigned

You don't often get email from
victor.mondine@fda.hhs.gov<mailto:victor.mondine@fda.hhs.gov>. Learn why this is
important<https://aka.ms/LearnAboutSenderIdentification>

Octoker 19, 2023

Review Assignment Notification

I am the lead reviewer assigned to your submission K2334C7. Your file is being reviewed
in Office of Health Technology 2, Division of Health Technology 2 B. The first line
supervisor is the Assistant Director of Cardiac Occluders and Hemostasis Devices.

I will contact you should any additional information be required during the course of
the review of your submission. You may contact me at any point during the review if you
have questions or concerns. FDA aims to apply the least burdensome
principles<https://www.fda.gov/media/73188/download> when requesting additional
information.

You can provide valuable support for CDRH to continue to improve our programs by
ralsing to the attention of management relevant issues that arise during the course of
this review. If you feel there is an unresolved issue or a matter that requires
additional attention, you should contact the Assistant Director. If your concern or
issue is not addressed by the Assistant Director, you should contact the Division
Director or OHT Director. The contact information for each management level can be
found in the CDRH Management Directory<https://www.fda.gov/about-fda/cdrh-offices/cdrh-
management-directory-organization>.

If you have general questions about the review process for your submission, you should
contact OPEQSubmissionSupport@fda.hhs.gov<mailto:0PEQSubmissionSupport@fda.hhs.gov>.

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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November 2, 2023</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, Victor Mondine.</p>

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

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

ADRIMIRTHRATION

November 2, 2023

AtriCure, Inc.

Stephanie Hadnot

Senior Regulatory Affairs Specialist
7555 Innovation Way

Mason, Chio 45040

Re: K233407
Trade/Device Name: AtriClip® LAA Exclusion System with Preloaded Gillinov-Cosgrove® Clip
(LAAO, ACH1, ACH2, PROI, and PRO2)
AtriClip® PRO-V® LAA Exclusion System (PROV)
AtriClip® Flex-V® LAA Exclusion System with Preloaded V Clip™ (ACHV)

Regulation Number: 21 CFR 878.4300
Regulation Name: Implantable Clip
Regulatory Class: Class 11

Product Code: PZX

Dated: September 29, 2023

Received: October 5, 2023

Dear Stephanie Hadnot:

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 (the 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. Although this letter refers to your product as a device, please be aware that some
cleared products may instead be combination products. The 510(k) Premarket Notification Database
available at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfim identifies combination
product submissions. 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 11T (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.

U.5. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Additional information about changes that may require a new premarket notification are provided in the FDA
guidance documents entitled "Deciding When to Submit a 510(k) for a Change to an Existing Device”
(https://www.fda.gov/media/99812/download) and "Deciding When to Submit a 510(k) for a Software
Change to an Existing Device" (https://www.fda.gov/media/99785/download).

Your device is also subject to, among other requirements, the Quality System (QS) regulation (21 CFR Part
820), which includes, but is not limited to, 21 CFR 820.30, Design controls; 21 CFR 820.90, Nonconforming
product; and 21 CFR 820.100, Corrective and preventive action. Please note that regardless of whether a
change requires premarket review, the QS regulation requires device manufacturers to review and approve
changes to device design and production (21 CFR 820.30 and 21 CFR 820.70) and document changes and
approvals in the device master record (21 CFR 820.181).

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR Part 803) for
devices or postmarketing safety reporting (21 CFR Part 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/euidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR Part 4, Subpart
A) for combination products; and, if applicable, the electronic product radiation control provisions (Sections
531-542 of the Act); 21 CFR Parts 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
deviees/device-advice-comprehensive-reculatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). 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 (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@/{da.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

Katherine N, Trivedi
-S

for Rachel Neubrander
Assistant Director

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DHT2B: Division of Circulatory Support,
Structural and Vascular Devices

OHT?2: Office of Cardiovascular Devices

Office of Product Evaluation and Quality

Center for Devices and Radiological Health

Enclosure

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration Expiration Date: 06/30/2023

Indications for Use See PRA Statement below.

510(k) Number (if known)
K233497

Device Name

AtriClip® LAA Exclusion System with Preloaded Gillinov-Cosgrove® Clip (LAAO, ACH1, ACH2, PRO1, and PROZ)
AtriChp® PRO-V® LAA Exclusion System (PROV)

AtriClip® Flex-V® LAA Exclusion System with Preloaded V Clip™ (ACHV)

Indications for Use (Describe)
The AiClip LAA Exclusion System is indicated for the exclusion of the heart’s left atrial appendage, performed under
direct visualization and in conjunction with other cardiac surgical procedures.

Direct visualization, in this context, requires that the surgeon is able to see the heart directly, with or without assistance
from a camera, endoscope, etc., or other appropriate viewing technologies.

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

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to reguirements of the Paperwork Reduction Act of 19985.
*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 cther aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

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

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

FORM FDA 3881 (6/20)

PEC Publishing Services (301) 443-5740

Page 1 of 1
Questions? Contact FDA/CDRH/OCE/DID %t CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Summary

I Applicant Information

Manufacturer: AtriCure, Inc.
7555 Innovation Way
Mason, Ohio 45040

Contact Person: Stephanie Hadnot
Senior Regulatory Affairs Specialist
P: 513-341-0345

Alternate Contact: Jim Taufen
Director, Regulatory Affairs
P: 952-314-1507

Date Prepared: 09/29/2023

H. Device Information

Proprietary Name: AtriClip® LAA Exclusion System with Preloaded Gillinov-
Cosgrove® Clip
(LAAO, ACH1, ACH2, PRO1, and PRO2)
AtriClip® PRO-V® LAA Exclusion System (PROV)
AtriClip® Flex-V® LAA Exclusion System with Preloaded V Clip™

(ACHV)
Common Name: Implantable Clip and Clip Applier
Classification: implantable Clip and Clip Applier

Regulatory Class: Class ll; per 21 CFR 878.4300
Product Code: PZX
Classification Panel: Cardiovascular

Predicate Device: The device proposed for modification in this submission is the
AtriClip LAA Exclusion System cleared via K210293 on March 3,
2021.

Hi. Device Description

The AtriClip LAA Exclusion System consists of a single use, sterile, self-closing, implantable Clip
preloaded ona Single Use Clip Applier along with a selection guide. When closed, the Clip applies
uniform pressure over the length of the Clip to ensure consistent, reproducible, and secure
exclusion of the left atrial appendage (LAA). The Clip is then deployed and is left as a permanent
implant and excludes the LAAresulting in electrical isolation of the LAA. Preclinical animal studies
(Kamohara 2005,2006) demonstrate that complete exclusion with the Clip also results in acute
and chronicelectrical isolation of the LAA. A human clinical study (Starck 2012) has demonstrated
acute electrical isolation. Chronic electrical isolation has not been evaluated in human clinical

AtriClip LAA ExcluQises8grihContact FDA/CDRH/OCE/DID aAGMRF:FOISTATUS@fda.hhs.gov or 301-796-8118 Page 1 of 4



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

studies. The Clip is available in the following lengths to accommodate difference sizes of LAA:
35 mm, 40 mm, 45 mm, and 50 mm. The Clip Appliers are disposable devices with a handle,
shaft, suture anchors, articulation controls, and deployment loop/jaws which contain the Clip.

Intended Use/ Indications for Use

The AtriClip LAA Exclusion System is indicated for the exclusion of the heart's left atrial
appendage, performed under direct visualization and in conjunction with other cardiac surgicd
procedures.

Direct visualization, in this context, requires that the surgeon is able to see the heart directly, with
or without assistance from a camera, endoscope, etc., or other appropriate viewing technologies.

The indications for use are identical to the predicate device.

V. Comparison of Technological Characteristics with the Predicate Device (AtriClip
LAA Exclusion System — K210293)
# Predicate (K210293) AtriClip™ LAA Modified AtriClip™ LAA Exclusion Equivalence
Feature . :
Exclusion System System Comparison
AOD1: AtriClip LAA Exclusion Systemwith | AOD1: AtriClip LAA Exclusion System with
Preloaded Gillinov-Cosgrove Clip Preloaded Gillinov-Cosgrove Clip
1 Proprietary Name Same
AOD2: AtriClip LAA Exclusion Systemwith | AOD2: AtriClip LAA Exclusion System with
Preloaded V Clip Preloaded V Clip
LAAO35, LAA040, LAA045, LAAOS0 LAAO035, LAA040, LAA045, LAAOS0
ACH135, ACH140, ACH145, ACH150 ACH135, ACH140, ACH145, ACH150
] ) ACH235, ACH240, ACH245, ACH250 ACH235, ACH240, ACH245, ACH250
Clip Applier PRO135, PRO140, PRO145, PRO150 PRO135, PRO140, PRO145, PRO150 s
2 Product Code(s) PRO235, PRO240, PRO245, PRO250 PRO235, PRO240, PRO245, PRO250 ame
PROV35, PROV40, PROV45, PROV50 PROV35, PROV40, PROV45, PROV50
ACHV35, ACHV40, ACHV45, ACHV50 ACHV35, ACHV40, ACHV45, ACHV50
. ] CGG100 CGG100 Same
3 Selection Guide
Product Code
4 Device 21 CFR 878.4300, 21 CFR 878.4300, s
Classification product code: PZX product code: PZX ame
5 Regulatory Class Class Il Class I Same
6 FDA Division Cardiovascular Cardiovascular Same
Perf No performance standards applicable to | No performance standards applicable ©
7 eriormance this product have been promulgated by | this product have been promulgated by | Same
Standards
FDA FDA
The AtriClip LAA Exclusion System is The AtriClip LAA Exclusion System is
indicated for the exclusion of the heart’s | indicated for the exclusion of the heart’s
left atrial appendage, performed under left atrial appendage, performed under
direct visualization and in conjunction with | direct visualization and in conjunction with
8 Intended Use Same

other cardiac surgical procedures.

Direct visualization, in this context,
requires that the surgeon is able to see

other cardiac surgical procedures.

Direct visualization, in this context,
requires that the surgeon is able to see

AtriClip LAA ExcluQines8grighContact FDA/CDRH/OCE/DID afA@MRFFOISTATUS@fda.hhs.gov or 301-796-8118
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# Predicate (K210293) AtriClip™ LAA Modified AtriClip™ LAA Exclusion Equivalence
Feature L .
Exclusion System System Comparison
the heart directly, with or without the heart directly, with or without
assistance from a camera, endoscope, assistance from a camera, endoscope,
etc., or other appropriate viewing etc., or other appropriate viewing
technologies. technologies.
LAAQ, ACH1, ACHZ, PRO1, PROZ: LAAO, ACH1, ACH2, PRO1, PROZ2:
1. Do not use this device as a 1. Do not use this device as a
contraceptive tubal occlusion device. contraceptive tubal occlusion device.
2. Do not use this device if the patient 2. Do not use this device if the patient
has a known allergy to Nitinol (nickel has a known allergy to Nitinol (nickel
titanium alloy). titanium alloy). Similar —
3. Do not use this device if evidence of Contraindication
PROV, ACHV: systemic infection, bacterial added to
s 1. Do not use this device as a endocarditis, orin presence of infected | emphasize
9 Contraindications . . . . ) .
contraceptive tubal occlusion device. operating field. standard surgical
practice and
PROV, ACHV: possible limited
1. Do not use this device as a use of devices.
contraceptive tubal occlusion device.
2. Do not use this device if evidence of
systemic infection, bacterial
endocarditis, orin presence of infected
operating field.
10 | Software This product does not contain software. This product does not contain software. Same
11 Shelf Life 3 years 3 years Same
Passed. Materials have been assessed Passed. Materials have been assessed
12 | Biocompatibility based on ISO 10993 and are commonly | based on ISO 10993 and are commonly | Same
employed in tissue contacting devices. employed in tissue contacting devices.
13 | Sterilization Gamma lrradiation Gamma lrradiation Same
Sterility 6 6
14 Assurance Level 10™ SAL 10" SAL Same
15 | Pyrogen Non-Pyrogenic Non-Pyrogenic Same
16 | Suture Material Polyethylene Terephthalate Polyethylene Terephthalate Same
AOD1: Preloaded Gillinov-Cosgrove Clip | AOD1: Preloaded Gillinov-Cosgrove Clip
17 | Preloaded Clip Same
AOD2: Preloaded V Clip AOD2: Preloaded V Clip
AOD1: Opens 12.5mm = 1.5mm as AOD1: Opens 12.5mm = 1.5mm as
measured between the beams of the measured between the beams of the
AOD1 clip. AOD1 clip.
18 | Clip Opening Same
AOD2: Opens AOD2 Clip to a minimum of | AOD2: Opens AOD2 Clip to a minimum of
12mm at the distal end and 4mm at the 12mm at the distal end and 4mm at the
proximal end of the clip. proximal end of the clip.
Passed. Materials have been assessed Passed. Materials have been assessed
19 | Biocompatibility based on ISO 10993 and are commonly | based on ISO 10993 and are commonly | Same
employed in tissue contacting devices. employed in tissue contacting devices.
20 | Sterilization Gamma lrradiation Gamma lrradiation Same
The devices have the same intended use.
No changes were made in operating principle.
No changes to the overall design or function of the devices.
AtriClip LAA ExcluQines8grhContact FDA/CDRH/OCE/DID afA@MRFFOISTATUS@fda.hhs.gov or 301-796-8118 Page 3 of 4
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Performance Data

Areview of the risk analysis concluded there is no overall change to the risk profile of the proposed
AtriClip LAA Exclusion System versus the previously cleared AtriClip LAA Exclusion System as
the modifications to the proposed AtriClip LAA Exclusion System do not add or remove any
features of the device or change the clinical application.

The proposed changes do not include any change to design or performance specifications of the
AtriClip LAA Exclusion System. Additionally, the proposed changes did not modify the intended
use, therefore the previously submitted bench and animal data remain valid for the AtriClip LAA
Exclusion System.

V. Conclusions

AtriCure has demonstrated that the modifications made to the AtriClip LAA Exclusion System are
substantially equivalentin fundamental design, technology, function, device materials, packaging,
sterilization, operating principle, and intended use / indication for use as the previously cleared
AtriClip LAA Exclusion System per K210293.

AtriClip LAA ExcluQises8grihContact FDA/CDRH/OCE/DID aAGMRF:FOISTATUS@fda.hhs.gov or 301-796-8118 Page 4 of 4
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Food and Drug Administration
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Hi Stephanie,
Thanks for introducing yourself. We have just about wrapped up our review of K233407, but we have some comments regarding theg EPIease see
the attached pdf for highlighted points of edit, also summarized below: - -

(b)(4)

Please provide a final pdf with the edits by the end of the day today or early tomorrow, so we can complete a timely review. if you have any questions or
concerns, feel free to reach out.

Best,
Victor

Yictor & Mondine

Bie sy, 8 s G s & Hemostasis £

=5 Team

DHTZE: Division of Clrealatory Support, Structural, & Vasoular Devioes
GHTE: Office of Cardiovascular Devices
Giflce of Produst Bvaluation and Qualiy |

CDRH

e .oy

Excellent customer service is important to us. Please take a moment fo provide feedback hre regarding the customer service you have received.

From: Stephanie Hadnot <SHadnot@atricure.com>

Sent: Wednesday, November 1, 2023 10:45 AM

To: Mondine, Victor <Victor.Mondine@fda.hhs.gov>

Subject: [EXTERNAL] RE: [External Sender]: K233407 Review Assigned

I SRR This email originated from outside of the organization. Do not click links or open attachments unless you recognize the sender and know the content is safe:

Hi Victor,
Please feel free to reach out to me if you have any questions or need anything for the AtriClip LAA Exclusion System Special 510(k}, K233407.
Thanks,

Btephanie Hadnot
Serior Regulatory Affairs Specialist | AtriCure

From: Victor Mondine [VICTOR.MONDINE] <victar.mondine@fda.hhs.gov>
Sent: Thursday, October 19, 2023 9:24 AM

To: Stephanie Hadnot <SHadnot@atricure.com>

Cc: Victor Mondine [VICTOR.MONDINE] <victor.mondine@fda.hhs.gov>
Subject: [External Sender]: K233407 Review Assigned

tober 19, 2023
Review Assignment Notification

T am the lead reviewer assigned to your submission K233407. Your file is being reviewed in Office of Health Technology 2, Division of Health Technology 2 B. The
first line supervisor is the Assistant Director of Cardiac Occluders and Hemostasis Devices.

I will contact you should any additional information be required during the course of the review of your submission. You may contact me at any point during the
review if you have questions or concerns. FDA aims to apply the least burdensome principles when requesting additional information.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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You can provide valuable support for CDRH to continue to improve our programs by raising to the attention of management relevant issues that arise during the
course of this review. If you feel there is an unresolved issue or a matter that requires additional attention, you should contact the Assistant Director. If your concern

or issue is not addressed by the Assistant Director, you should contact the Division Director or OHT Director. The contact information for each management level
can be found in the CDRH Management Directory.

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

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

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

per your requests below. Please let me know if any further updates are

Thank you for your feedback and review of K233407. | have
required!

(b)(4)

Tranks,

Btepharde Hadnot
Serior Regulatory Affairs Specialist | AtriCure

G, 5136444239

From: Mondine, Victor <Victor.Mondine@fda.hhs.gov>
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sent: Thursday, November 2, 2023 12:45 PM
To: Stephanie Hadnot <SHadnot@atricure.com>
Cc: k233407@docs.fda.gov
Subject: K233407 510{k} Summary Edits - Response Requested ASAP
Importance: High

Stephanie,

Thanks for introducing yourself. We have just about wrapped up our review of K233407, but we have some comments regarding thé: EPIease see
the attached pdf for highlighted points of edit, also summarized below: b =

(b)(4)

Please provide a final pdf with the edits by the end of the day today or early tomorrow, so we can complete a timely review. If you have any questions or
concerns, feel free to reach out.

Best,
Victor

Yintor A, Mondine
Bic, Ginesr, Uk

Tean

ST Division of Choulatory Suppord, Structaral, & Yasaular Devices
GHTZ: Office of Cardiovasouiar Devices
Cifioe of Product Evaiuation and Quality | CORH

Excellent customer service is important fo us. Please take a moment fo provide feedback here regarding the cusfomer service you have received.

From: Stephanie Hadnot <SHadnot@atricure.com>

Sent: Wednesday, November 1, 2023 10:45 AM

To: Mondine, Victor <Victor.Mondine@fda.hhs.gav>

Subject: [EXTERNAL] RE: [External Sender]: K233407 Review Assigned

CHUTIGH: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the sender and know the content is safe.

Hi Victor,
Please feel free to reach out to me if you have any questions or need anything for the AtriClip LAA Exclusion System Special 510(k}, K233407.
Tranks,

Stephanie Madnot
Serior Regulatory Affairs Specialist | AlriCure

From: Victor Mondine [VICTOR.MONDINE] <victar.mondine@fda.hhs.gov>
Sent: Thursday, October 19, 2023 9:24 AM

To: Stephanie Hadnot <SHadnot@atricure.com>

Cc: Victor Mondine [VICTOR.MONDINE] <victor.mondine@fda.hhs.gov>
Subject: [External Sender]: K233407 Review Assigned

You dori't often get email from victor.mondine@fdaihs.gov. Learn why this is important

tober 19, 2023
Review Assignment Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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I am the lead reviewer assigned to your submission K233407. Your file is being reviewed in Office of Health Technology 2, Division of Health Technology 2 B. The
first line supervisor is the Assistant Director of Cardiac Occluders and Hemostasis Devices.

I will contact you should any additional information be required during the course of the review of your submission. You may contact me at any point during the
review if you have questions or concerns. FDA aims to apply the least burdensome principles when requesting additional information.

You can provide valuable support for CDRH to continue to improve our programs by raising to the attention of management relevant issues that arise during the
course of this review. If you feel there is an unresolved issue or a matter that requires additional attention, you should contact the Assistant Director. If your concern
or issue is not addressed by the Assistant Director, you should contact the Division Director or OHT Director. The contact information for each management level
can be found in the CDRH Management Directory.

If you have general questions about the review process for your submission, you should contact OPEQSubmissionSupport@fda hhs.gov.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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September 29, 2023

FDA/CDRH/DCC
U.S. Food and Drug Administration

0CT 85 2023
Center for Devices and Radiological Health HEE,
Document Control Center (DCC) — WOB6-G609 RECEIVED
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002
Attention: Division of Health Technology 2 B Circulatory Support, Structural and Vascular
devices

RE: Special 510(k) for AtriClip LAA Exclusion System

AtriCure, Inc. is submitting a Special 510(k) for the AtriClip LAA Exclusion System. This Special
510(k) is based on the predicate AtriClip® LAA Exclusion System most recently cleared via
K210293.

AtriCure is requesting clearance, via a Special 510(k) for updates to the AtriClip Instructions For
Use and labels based on the following:

1. Intended use remains the same; The AtriClip LAA Exclusion System is indicated for the
exclusion of the heart's left atrial appendage, performed under direct visualization and in
conjunction with other cardiac surgical procedures.

2. No changes were made to operating principle, and

3. No performance datawas necessary to support the changes to the labels and Instructions
For Use.

The information has been provided as one (1) electronic copy via Non-1n Vitro Diagnostic eSTAR
Template Version 4.

This submission contains trade secret and commercial or financial information that is exempt
fromdisclosure underexemption 4 of the Freedom of Information Act (21 CFR 20.61), section
301(j) of the Federal Food, Drug, and Cosmetic Act, and 18 U.S. 1905.

Please do not hesitate to contact me via phone (513-341-0345) or email
(shadnoifairicure oom) for any questions or points of clarification throughout the review of this
Special 510(k) submission. If | am unavailable, please contact Jim Taufen, Director, Regulatory
Affairs, at 952-314-1507 or {sufeniaricurs.com

Thank you, and we look forward to your feedback.

(b)(6)

Stephanie Hadnot

Senior Regulatory Affairs Specialist
AtriCure, Inc.

P: 513-341-0345

E: shadnot@airicurs com

SR Innovation 4

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
AtriClip LAA Exclusion System AtriCure Confidential Attachment B1 - Page 1 of 1 9 2

Special 510(k) Submission
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UG, FOUD & DRUG

ADRRIMNISTRATION

Food and Drug Administration
CDRH/OPEQ/OHTII/DHTIIB
WO066 RM2554

10903 New Hampshire Ave
Silver Spring, MD 20993-0002
240-402-2693

Premarket Notification 510(k) Review

Date: November 1, 2023
Reviewer: Victor Mondine
510(k)# K233407 Subject: Special

Applicant: AtriCure, Inc.

Contact Name: Stephanie Hadnot
Correspondent Firm: AtriCure, Inc.

Received Date: October 5, 2023
Pro Code(s): PZX Class: I Reg#: 8784300

Device Trade Name: AtriClip LAA Exclusion
System with preloaded Gillinov-Cosgrove Clip
(LAAO); AtriClip LAA Exclusion System with
preloaded Gillinov-Cosgrove Clip (ACH1); AtriClip
LAA Excluasion System with preloaded Gillinov-
Cosgrove Clip (ACH2); AtriClip LAA Exclusion
System with preloaded Gillinov-Cosgrove Clip
(PRO1); AtriClip LAA Exclusion System with
preloaded Gillinov-Cosgrove Clip (PRO2); AtriClip
PRO-V LAA Exclusion System (PROV); AtriClip
Flex-V LAA Exclusion System with preloaded V Clip
(ACHV)

Contact Title: Senior Regulatory Affairs Specialist

Phone: (513) 341-0345 Email:
shadnot@atricure.com

Due Date: November 4, 2023

Reg Name: Implantable Clip

Predicate Devices:
Submission # Pro Code Device Trade Name

K210293 PZX AtriClip LAA Exclusion System AtriCure, Inc.

Applicant

(b)(5)

Review Team

Lead Reviewer Victor Mondine (CDRH/OPEQ/OHTII/DHTIIB)

K233407 Lead Memo AtriCure, Inc. AtriClip LAA Exclusi...

Page 1 of 17

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

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

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

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




Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(3)

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

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

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

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

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

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

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

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

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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For each of the specific issues identified in the recommended requests to the applicant above, I and/or if
applicable contributing consulting reviewer(s) (and or supervisors), have provided a statement of basis for the
request(s); and either cited as part of it an available, applicable, and relevant final rule, statute, final guidance, or
FDA -recognized consensus standard, or confirmed to the best of my ability for requests: add all relevant numbers
here, else delete that there is no final rule, statute, final guidance, or FDA-recognized consensus standard
available, applicable, and relevant to the request(s).

I also confirm, if applicable, that contributing consulting reviewers (and or supervisors) have provided the above
attestation.

Reviewer Sign-Off
. . 2023.11.01 23:07:36
Victor Mondine -5 " . .
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SARBHIMISTRATION

Food and Drug Administration
CDRH/OPEQ/OHTIVDHTIIB
WO66 RM2554

10903 New Hamipshire Ave
Silver Spring, MD 20993-0002
240-402-2693

Premarket Notification 510(k) Review

Date: November 1, 2023

Reviewer: Victor Mondine

Applicant: AtriCure, Inc.

Contact Name: Stephanie Hadnot
Correspondent Firm: AtriCure, Inc.

Received Date: October 5, 2023

510(k)# K233407 Subject: Special

Pro Code(s): PZX Class: II Reg #: 878.4300

Device Trade Name: AtriClip LAA Exclusion
System with preloaded Gillinov-Cosgrove Clip
(LAAO); AtriClip LAA Exclusion System with
preloaded Gillinov-Cosgrove Clip (ACH1); AtriClip
LAA Exclusion System with preloaded Gillinov-
Cosgrove Clip (ACH2); AtriClip LAA Exclusion
System with preloaded Gillinov-Cosgrove Clip
(PRO1); AtriClip LAA Exclusion System with
preloaded Gillinov-Cosgrove Clip (PRO2); AtriClip
PRO-V LAA Exclusion System (PROV); AtriClip
Flex-V LAA Exclusion System with preloaded V Clip
(ACHV)

Contact Title: Senior Regulatory Affairs Specialist

Phone: (513) 341-0345 Email:
shadnot@atricure.com

Due Date: November 4, 2023

Reg Name: Implantable Clip

Predicate Devices:

Submission # Pro Code Device Trade Name
K210293 PZX AtriClip LAA Exclusion System AtriCure, Inc.

Applicant

(b)(5)

Review Team

Lead Reviewer Victor Mondine (CDRH/OPEQ/OHTII/DHTIIB)

K233407 Lead Memo AtriCure, Inc.
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From: DCClLetters@fda.hhs.gov [DCClLetters@fda.hhs.gov]
Sent: 10/5/2023 6:37:10 PM

To: shadnot@atricure.com; jtaufen@atricure.com

CC: DCCletters@fda.hhs.gov

Subject: K233407 Acknowledgement Letter

Attachments: K233407-Acknowledgement Letter.pdf

October 5, 2023

Thank you for your submission. We have attached your acknowledgement letter for your records. If you have
any questions about your acknowledgement letter, please contact us at DCCmailroom(@fda.hhs.gov. Please do
not reply to this email.

The CDRH Portal is now available:
Instead of shipping your submissions to us, you can now upload them at our CDRH Portal.

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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U.5, FOOD & DRUG

ADRMINISTRAYION

Acknowledgement Letter

10/05/2023

Stephanie Hadnot, Senior Regulatory Affairs Specialist
AtriCure, Inc.

7555 Innovation Way

Mason, OH 45040

UNITED STATES

Dear Stephanie Hadnot:

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 address listed below. Failure to do so may result in processing delays. If you believe the
information identified below is incorrect, please contact the Office of Product Evaluation and Quality
(OPEQ) submission support at (301) 796-5640 or OPEQSubmissionSupport@fda.hhs.gov.

Submission Number: K233407

Received: 10/05/2023

Applicant: AtriCure, Inc.

Device: AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip (LAAO);
AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip (ACH1); AtriClip
LAA Exclusion System with preloaded Gillinov-Cosgrove Clip (ACH2); AtriClip LAA
Exclusion System with preloaded Gillinov-Cosgrove Clip (PRO1); AtriClip LAA Exclusion
System with preloaded Gillinov-Cosgrove Clip (PRO2); AtriClip PRO-V LAA Exclusion
System (PROV); AtriClip Flex-V LAA Exclusion System with preloaded V Clip (ACHV)

We will notify you when the review of this document has been completed or if any additional
information is required. If you are submitting new information about a submission for

which we have already made a final decision, please note that your submission will not be
re-opened. For information about CDRH review regulations and policies, please refer to
http://www.fda.gov/MedicalDevices/DeviceRegulaticnandGuidance/default. htm.

Sincerely yours,

Center for Devices and Radiological Health

U.S.Food & Drug Administration

10903 New Hampshire Ave.

Silver Spring, MD 20993

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



electroniccGubmission Femplate~Mmd Resource (eSTAR)

For non-in Vilro Diagnostic Medical Devices Version 4.0 (2023-06-12}

This template is intended for use in both constructing a non-in vitro diagnostic medical device premarket
application/submission, and in being a resource of non-in vitro medical device premarket regulations. It contains
regulatory information pulled from both International Medical Device Regulators Forum (IMDRF) documents, as well
as regulatory documents (e.g., guidance documents).

This template is only used for constructing, not submitting, your application or submission. Directions at the end of the
template provide instructions on how to submit it.

A Red Bar indicates the associated required question, or a required question in that section, wasn't answered.

A Gresn Bar indicates the associated required question, or all required questions in that section, was answered.

A Giyey Bar indicates the associated question is optional. Green and Grey Bars act as left borders when present.

when clicked display regulatory information pertaining to the question or section
heading they immediately follow. Assistive Technology (AT) users including text to speech, will hear "Help Text
Button.” If activated, the help text windows will open, and can be closed by tabbing to the OK key and pressing return.

Hover text displays information about your application, such as the date an attachment was attached, or, if
the section corresponds to an IMDRF harmonized section, the hover text will display the chapter number of the
IMDRF Table of Contents.

Q: Where can | send questions, feedback, andfor bug reports?
A: For technical issues or bug reports please email eSubPilot@fda hhs.gov.
For regulatory process or content questions please email:
USFDA: DiCEGHa hhs.goy
Health Canada: msddevices-instrumentsmed@he-sc.go.ca

Q: When | click on a bookmark, the view jumps to the beginning of eSTAR. Why did this happen?
A: The bookmarked section is not applicable based on your submission choices and therefore should be ignored.

Q: Is there an attachment type, attachment name, or size restriction?
A: d t ticall

A major version update will consist of policy changes, regulatory changes, or major changes to the template and will
be denoted by a major version number increment (e.g. 1.2 to 2.0). A minor version update will consist of other
changes and will be denoted by a minor version number increment (e.g. 1.2 to 1.3). eSTARs updated with policy or
regulatory changes will be made available before the implementation date of those changes, and the previous eSTAR
will be removed on the implementation date. Be sure you submit using the major version that is currently
implemented, otherwise you may receive additional information requests related to the changes.

Version History

4.0 (2023-06-12): Softwgraaaction Undaiesharrreing todoRAFRIWATESRKIdRNGE Sesument dixed bug in EMC

Form FDA 4062 Built by Patrick Axtell, FDA/CDRH/OPEQ/ORP



Application Jurisdiction {e US FDA

G

If none of the attachments to a question are relevant to the question, or if an inaccurate response is
provided to any question, the submission may be put on an early Technical Screening hold, which
would request correction of these inadequacies. Examples of responses that would place the
submission on a Technical Screening hold include: stating "0" wireless functions are used, but wireless
functions are used by the device, improperly indicating device(s) changes are appropriate for a Special 510
(k), improper citation of attachments or page numbers in text boxes, stating "N/A" in text boxes that are
applicable. An example of an irrelevant attachment includes providing attachments to the software
description question none of which contains a software description. FDA may also put the submission on
hold if an English translation for any documentation provided is not included.

The content of this template complements the FDA reviewer's smart template used in reviewing
submissions, and therefore this template will provide the reviewers what they are expecting. This may
reduce the number of inconsistencies and omissions in your application/submission documents, and
therefore the number of additional information requests the FDA may send to you.

Application Purpose {& Premarket Notification 510(k)
{"De Novo

Application Type { Traditional
({Choose Abbreviated if vou are submitting a Safety & {" Abbreviated

Y N T e o foegaf } o .
Parformance based submission.) (& Special

&
=
§
=
&
&
&
&
&
&
&
&
&
.

Since you indicated this is a Special 510(k), only those [_IReprocessing
sections that were affected by the modifications in comparison  [X] Sterility

to your predicate device need to be submitted. Ensure the ["Shelf-Life
sections that were affected by the modifications in comparison
to your original 510(k) are checked, and uncheck those that
were not affected. The Device Description section, as well as []Software

X|Biocompatibility

other sections not listed here, will always be present. If the [ |Cybersecurity

changes are not appropriate for a Special 510(k), or you MEMC

uncheck a section that was affected by a modification, the [ Wireless Technology
review time-line of your submission WILL be negatively

impacted.

Application Sub-Type {& New Application/Submission
(Modify the Original e8TAR when responding o Additions! { " Additional Information

Information requesis. Ses Help Texi)

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 2 of 50



_ Attach your Cover Letter

Attachment B1 - Cover Letter.pdf

Attach any Letters of Reference

Title (Mrs. Last Name | Hadnot First Name| Stephanie

Email| shadnot@atricure.com Phone Number 513-341-0345

&
§
=
&
&
&
&
&
&
&
&
&
&
&
&
5

Occupation Title | Senior Regulatory Affairs Specialist

Company Name | AtriCure, Inc.

Address - Line 1 7555 Innovation Way

&
&
§
&
&
&
&
&
&
&
&
&
&
&

Address - Line 2

Country/Region [United States

itle IMrs. Last Name | Hadnot First Name | Stephanie

Email | shadnot@atricure.com Phone Number 513-341-0345

Occupation Title | Senior Regulatory Affairs Specialist

AtriCure, Inc.

Address - Line 1 | 7555 Innovation Way

Country/Region {United States

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 3 of 50



Mr. Last Name | Jim First Name | Taufen

Email| jtaufen@atricure.com Phone Number 952-314-1507

Occupation Title | Director, Regulatory Affairs

Company Name | AtriCure, Inc.

Address - Line 1 | 7555 Innovation Way

Address - Line 2

City | Mason State | OH | Zip | 45040 | Country/Region United States

Are there prior related submissions or regulator interaction for the subject device(s)?

Please list the standards used in your submission (if any). If only certain sections were
used, or there were deviations, cite these in an attachment. A recognition number is
only applicable to certain regulators, see help text. Instead of typing in information,
some regulators request standards information be attached, see help text.

ISO 14971 Third Edition 2019-12 5-125

Medical devices - Application of risk management to medical devices

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

15223-1 Fourth edition 2021-07

Medical devices - Symboils to be used with information to be supplied by the manufacturer - Part 1: General requi

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

10993-1 Fifth edition 2018-08 2-258

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

ISO

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 4 of 50



Biological evaluation of ReedisatdessicenddP BRtAIREvabtIEE M 8 Betestiniy @itiiond ¢iskagsanagement process

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

SO 10993-2 Second edition 2006-07-15 2-222

Biological Evaluation of medical devices - Part 2: Animal welfare requirements

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

10993-3 Third edition 2014-10-1

Biological evaluation of medical devices - Part 3: Tests for genotoxicity carcinogenicity and reproductive toxicity

Are you using this standard for general use, or are you
declaring conformity to it?

General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

ISO 10993-5 Third edition 2009-06-01

Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

ISO 10993-6 Third edition 2016-12-01 2-247

Biological evaluation of medical devices -- Part 6: Tests for local effects after implantation

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

ISO 10993-10 Third Edition 2010-08-01 2-174

Biological evaluation of medical devices - Part 10: Tests for irritation and skin sensitization

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 5 of 50



Are you using this standsrd fof GeRerar U o ars!

declaring conformity to it?

024-4617; Reléased by CDRH on 10-10-2024
General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

ISO 10993-11 Third edition 2017-09 2-255

Biological evaluation of medical devices - Part 11: Tests for systemic toxicity

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

ISO 10993-12 Fifth edition 2021-01 2-289

Biological evaluation of medical devices - Part 12: Sample preparation and reference materials

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

ISO 10993-23 First edition 2021-01

Biological evaluation of medical devices - Part 23: Tests for irritation

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

10993-17 First edition 2002-12-01

Biological evaluation of medical devices - Part 17: Establishment of allowable limits for leachable substances

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

10993-18 Second edition 2020-01

Biological evaluation of medical devices - Part 18: Chemical characterization of medical device materials within a 1

Are you using this standard for general use, or are you

declaring conformity to it? General Use
g y Eluestfons? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 6 of 50



StanBemrds Dretsits I SuppieirreriaPBdeUnteriestonPper P8 O/1EX217050-2

11137-1 First edition 2006-04-15

Sterilization of health care products - Radiation - Part 1: Requirements for development validation and routine co

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

11137-2 Third edition 2013-06-01 14-409

ISO

Sterilization of health care products - Radiation - Part 2: Establishing the sterilization dose

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

11737-1 Third edition 2018-01

Sterilization of health care products - Microbiological methods - Part 1: Determination of a population of microorg

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

11607-1 Second edition 2019-02

Packaging for terminally sterilized medical devices - Part 1: Requirements for materials sterile barrier systems and

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

11607-2 Second edition 2019-02

Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming sealing and asse

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 7 of 50



ISTA 3A F»t8ds processed under FOIA Request 2024-4617; Released by CDRH dn30}1124024

Packaged-Products for Parcel Delivery System Shipment 70 kg (150 Ib) or Less

Are you using this standard for general use, or are you

declaring conformity to it? General Use

Standards Details / Supplemental Documentation per ISO/IEC 17050-2

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 8 of 50



Provide the Product Trade Name and (optionally) Model Number/Name

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip] | LAAO

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip| | ACH1

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip| | ACH2

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip] | PRO1

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clipi | PRO2

AtriClip PRO-V LAA Exclusion System PROV

AtriClip Flex-V LAA Exclusion System with preloaded V Clip ACHV

Is the device life-supporting or life-sustaining?

Are there any direct or indirect tissue contacting components? Yes

« Is the device or a component an implant? Yes
Does the device use software/firmware? No

Is the device or a component packaged as sterile? Yes
The device/system uses or is... (choose all that a single use device(s), non-sterile or packaged as sterile
apply) a single use device(s), terminal/end user sterilized

a reusable single patient use device(s)
a reusable multi-patient use device(s)

The environment of use of the device/system includes... [X] Professional Healthcare Facility

(choose all that apply) [ Home Environment
[ Magnetic Resonance (MR) Environment

[} Transport (Ambulatory) Environment
[7] Other Environment

Is the device a combination product or does a Request

For Designation (RFD) / pre-RFD exist for the product? |0 (MOst common)

B

Is the device electrical (battery or wall powered)? No, the device is not electrical

Medical Counter Measures Device
] Nanotechnology

Reprocessed Single Use Device

] Animal-Derived Material(s)
Predetermined Change Control Plan

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

Please check the attributes that are applicable to your device. If
none apply, keep all unchecked.

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 9 of 50



2

Please provide a Device Description Summary below, and ensure it includes an explanation of how
the device functions, the scientific concepts that form the basis for the device, and the significant
physical and performance characteristics of the device, such as device design, material used, and
physical properties.

e

If you choose to use the 510(k) summary produced for you at the end of this template (in the Administrative
Documentation page), you must provide this device description information in the textbox below, in
accordance with 21 CFR 807.92(a)(4). The contents of the 510(k) Summary will be made publicly available
on the FDA website if your device is cleared.

ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE DEVICE DESCRIPTION SUMMARY
TEXTBOX BELOW. CONFIDENTIAL INFORMATION CAN BE INCLUDED IN THE ATTACHMENT(S).

The AtriClip LAA Exclusion System consists of a single use, sterile, self-closing, implantable Clip
preloaded on a Single Use Clip Applier along with a selection guide. When closed, the Clip applies
uniform pressure over the length of the Clip to ensure consistent, reproducible, and secure
exclusion of the left atrial appendage (LAA). Preclinical animal studies (Kamohara 2005,2006)
demonstrate that complete exclusion with the Clip also results in acute and chronic electrical
isolation of the LAA. A human clinical study (Starck 2012) has demonstrated acute electrical
isolation. Chronic electrical isolation has not been evaluated in human clinical studies.

The Clip is available in the following lengths to accommodate difference sizes of LAA: 35 mm, 40
mm, 45 mm, and 50 mm. The Clip Appliers are disposable devices with a handle, shaft, suture anchors,
articulation controls, and deployment loop/jaws which contain the Clip.

Comprehensive Device Description and Principles of Operation Documentation

Attachment D1 - Comprehensive Device Description.pdf

Device Pictures, lllustrations, Schematics, and/or Diagrams. Attach a justification if
the device does not have a physical form.

| Attachment D2 - Device Pictures.pdf

Description of Device Packaging

Q Attachment D3 - Device Packaging.pdf

2

Is the device intended to be marketed with multiple system/kit components or accessories? |Yes

Under section 513(f)(6), are you requesting risk-based classification of an accessory thatis No
not explicitly identified in a classification regulation, or has not been included in a cleared
510(k), approved PMA, or granted De Novo request?

b e

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 10 of 50



If the davisedsdnterdeshia-rmarkatekas.adil dottbepurpgses of this premarket
notification [510(k)], please attach your signed kit certification statement and please

identify all the kit components included in your kit certification. For more information,
including the text of the kit certification statement, see FDA's guidances, "Kit
Certifications for 510(k)s" and "Convenience Kits Interim Regulatory Guidance." If you
cannot make the kit certification statement for each component of your kit, you must
provide a list of these excluded components in the requested attachment below.

Please attach a list of all the system/kit components and accessories that are part
of this submission. Please also include the submission number if the system/kit
component or accessory received marketing authorization. For 510(k)s, only
include kit components here that are not part of the kit certification statement if this
certification was provided (see help text). If you only have kit components that are
part of the kit certification statement, please provide an attachment here that
states this.

| Attachment D4 - Accessories List.pdf

Please attach System/Kit Component and/or Accessory Pictures, lllustrations,
Schematics, and/or Diagrams

| Attachment D5 - Accessory Pictures.pdf

In the text box below, please address or provide information demonstrating compliance with any
applicable special controls, requirements in a device specific classification regulation, or adherence to
device specific guidance recommendations for the Device Description. For each specific special control,
regulation, or guidance recommendation applicable to your device: Please list the special control,
regulation, or recommendation and cite the attachment(s) and page number(s) where it was addressed.
Please use the primary product code you will provide in the Classification section below to determine
whether a device specific guidance exists for your device. Type “N/A” if no device specific guidance,
regulation, or special controls exist for your device type. If you type “N/A,” and special controls, a
regulation, or a device specific guidance exists that requests information covered by this review section,
the time-line for review of your file may be affected.

N/A

R

If you choose to use an alternative approach in comparison to what is stated in the applicable guidance or
_ special controls, please provide a rationale for this alternative approach below.

N/A

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 11 of 50



&

§ DEPARTMENIORE bibdbddd Atdlr HOMARGERYMIGES17; Released by CDRIForm dzppanzd: OMB No. 0510-0120
§ Food and Drug Administration Expiration Date: 06/30/2023
_§

Indications for Use See PRA Statement below.

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

(b)(4)




8
&
.
&
&
5

Add a primary product code and any associated product codes below. You may type in the primary
product code directly (only the product code field is required) or you may filter down by choosing first a
medical specialty, regulation, then product code. If a device specific guidance is available for the
product code, the guidance name and web link will be displayed. Use the Product Classification Website
resource in the help text to obtain information about your product code and check the regulation text for
any special controls that need to be considered (e.g, PAE and 21 CFR 890.3450).

Medical Specialty (General & Plastic Surgery

Regulation 878.4300 - Implantable clip

Product Code PZX (Class 2) - Left Atrial Appendage Clip, Implantable

Associated Product Code(s) FZX

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 13 of 50



Primary Predicate

Predicate Device Primary Product Code

§ Is this a Preamendments or Exempt device without a submission number? No
§ Predicate Submission Number (e.g., K210001) K210293
§ Predicate Device Trade Name AtriClip LAA Exclusion System

Medical Specialty |General & Plastic Surgery

Regulation 878.4300 - Implantable clip

Product Code PZX (Class 2) - Left Atrial Appendage Clip, Implantable

If the device has different indications for use in comparison to the predicate device(s), describe why
the differences do not constitute a new intended use. If the indications for use are the same, state this
in the text box below.

If you choose to use the 510(k) summary produced for you at the end of this template (in the
Administrative Documentation page), and the Indications are different in comparison to your predicate
device(s), you must include the information from 21 CFR 807.92(a)(5) in this rationale. The contents of
the 510(k) Summary will be made publicly available on the FDA website if your device is cleared.

ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE RATIONALE TEXTBOX BELOW.
CONFIDENTIAL INFORMATION CAN BE INCLUDED IN THE ATTACHMENT(S).

Indications for use are the same.

B

If the device has the same technological characteristics (i.e., design, material, chemical composition,
principle of operation, energy source, etfc.) as the predicate device(s) identified above, include a
summary in the memo box below of the technological characteristics of the new device in comparison
to those of the predicate device(s). Or, if the device has different technological characteristics from the
predicate device(s), include a summary of how the technological characteristics of the device compare
to a legally marketed device(s) identified above.

If you choose to use the 510(k) summary produced for you at the end of this template (in the
Administrative Documentation page), you must include the information from 21 CFR 807.92(a)(6) in
this rationale. The contents of the 510(k) Summary will be made publicly available on the FDA website
if your device is cleared.

ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE DESCRIPTION TEXTBOX BELOW.

CONFIDENTIAL INFORMATION AN BRWGLHBER N THEAITASHMENTLS). o

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 14 of 50
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There are no design changes pelwaemnibepropasedddrbiirbAddoxchisionbystem and the previously
cleared AtriClip LAA Exclusion System. The devices have the same intended use, no changes were made
to the operating principle, and no changes were made to the overall design or function of the devices.
Please see Attachment H1, Section |-3 for a substantial equivalence comparison.

Please attach your Substantial Equivalence Comparison in tabular format. Please
ensure the table(s) includes a comparison of the Indications for Use as well as a
comparison of the pertinent technology characteristics of your device and your
predicate device(s).

If your submission is intended for the safety and performance pathway, then you
should satisfy the Substantial Equivalence comparison as outlined in the relevant
guidance. Please open the link in the help text for more information.

Attachment H1 - Substantial Equivalence Comparison.pdf

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 15 of 50



Please attach a concise summary of the design control activities. This summary should include the
following:

¢ ldentification of the risk analysis method(s) used to assess the impact of the change on the device and
the results of the analysis;

¢ |dentification of the device change(s);

e |dentification of all risks associated with each device change, including identification of risks that are
considered new because of the change; and

¢ Risk control measures to mitigate identified risks (e.g., labeling, verification).

Please attach a signed statement by the manufacturer's designated individual(s) responsible for design

control activities that includes:

¢ A statement that, as required by the risk analysis, all design verification and validation activities were
performed by the designated individual(s) and the results demonstrated that the predetermined
acceptance criteria were met; and

¢ A statement that the submitter has complied and is not currently in violation of the design control

procedure requirements as specified in 21 CFR 820.30 and the records are available for review, upon
request.

For more information, please refer to the Special 510(k) Program Guidance Document.

Please attach a concise summary of the design control activities.

Attachment [1 - Design Control Activities.pdf

Please attach a signed statement that, as required by the risk analysis, all design
verification and validation activities were performed by the designated individual(s)
and the results demonstrated that the predetermined acceptance criteria were met.

\\ Attachment [2 - Verification and Validation Statement - Signed.pdf

Please attach a signed statement that the submitter has complied and is not currently
in violation of the design control procedure requirements as specified in 21 CFR
820.30 and the records are available for review, upon request.

required to comply with 21 CFR 820.30 in an attachment below. This attachment should include a summary
of test methods, acceptance criteria, and results, and why each is adequate to establish SE. If unchanged
from a previous premarket submission, the applicant can reference the location of protocols and
acceptance criteria by providing a submission and section numbers. When the results are quantitative in
nature, the submission should include basic descriptive statistics, such as the mean, standard deviation,

and range of the data. Protocol deviations observed during testing should be provided and justified, if
applicable.

For more information regarding the content for standardized and non-standardized test methods, please
refer to the Special 510(k) Program Guidance Document.

Please attach your Verification and Validation.
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 16 of 50



AttacbinepbidssddarificatiomaneMabdatinrasssmanorallelpdf 2024

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 17 of 50



b

You must submit proposed labels, labeling, and advertisements sufficient to describe the device, its
intended use, and the directions for its use. Where applicable, photographs or engineering drawings should
be supplied (21 CFR 807.87(e)). We also strongly recommend you consult standard AAMI ANSI ES60601-1
Section 7 for applicable labeling that may be important for your device if it is electrical (consult ISO 14708-1
instead for implantable components).

Ry
If a symbols glossary was used, please specifically cite the
attachment and page number where it is located in the labeling
(type "N/A" if not used). Be aware that if a glossary was not used,
the symbols should be described in adjacent text (if applicable,
see Help Text).

Attachment J2 — Pages 3, 5,7, 9,
11,13

What is the Magnetic Resonance (MR) safety status for the device(s) in

the submission? MR Conditional

If the device(s) contains a static/permanent magnet, please

specifically cite the attachment and page number where labeling
includes a statement and/or contraindication regarding the risk of | N/A
magnet use within 6 inches of other magnetically susceptible
medical devices. Type “N/A" if not applicable.

R

)

Please attach copies of packaging that demonstrate the labeling of any applicable
packaging used in the transportation of the device. This includes, but is not limited
to, the device packaging and sterile packaging.

Attachment J1 - Package Labeling.pdf

Please attach copies of the User Instructions, Inserts, Directions for Use and/or
Instructions for Use that are intended for use with your device. This includes
instructions that may be downloaded or viewed on a website.

Attachment J2 - Package Instructions for Use.pdf

Choose the attachment type in the dropdown for each attachment. Click the help
text button to the right for an explanation of each option.

Other Labeling and Promotional Material

Please specifically cite the attachment and page number where | Attachment J2 — Pages 2-13
the prescription statement or "Rx only” exists in the labeling. Attachment J1 — Pages 3, 5,7, 9,

J

Please specifically cite the attachment and page number where | Attachment J2 — Pages 2, 4, 6, 8, 10,
the Indications for Usg&xistsdnathe labelingsenip at corRH-FOISTATUS @fda s gov or 301-796-8118

i

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 18 of 50



Please specifically citerheatiachmentand pageamberyhessd ny Atlachmentdz — Pages 3,5, 7, 9,
the name and place of business of the manufacturer, packer, or | 11, 13
distributor is located. Attachment J1 — Pages 3,5, 7, 9,

Are all of the changes in the proposed labeling resulting from device modification(s)

highlighted or prominently identified? Yes

ey

In the text box below, please address or provide information demonstrating compliance with any
applicable special controls, requirements in a device specific classification regulation, or adherence to
device specific guidance recommendations for the Labeling. For each specific special control, regulation,
or guidance recommendation applicable to your device: Please list the special control, regulation, or
recommendation and cite the attachment(s) and page number(s) where it was addressed. Please use the
primary product code you provided in the Classification section above to determine whether a device
specific guidance exists for your device. Type “N/A” if no device specific guidance, regulation, or special
controls exist for your device type. If you type “N/A,” and special controls, a regulation, or a device specific
guidance exists that requests information covered by this review section, the time-line for review of your
file may be affected.

N/A

&
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If you choose to use an alternative approach in comparison to what is stated in the applicable guidance or
special controls, please provide a rationale for this alternative approach below.

N/A

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 19 of 50



Based on the answers provided in the Device Description section, sterility information, but no reprocessing
information, is needed. Based on the answer provided in the Application/Submission Type section, no shelf-
life information is needed.

(b)(4)

What is the Sterility Assurance Level (SAL)? 107-6

If a device within the submission should be "Non-  |_________
Pyrogenic,” or if you are asserting a device is "Non-
Pyrogenic,” what is the pyrogenicity test method?

For devices labeled "Non-Pyrogenic", be sure to provide the documentation described in the Sterilization
Guidance document in Part V(A}(4). This documentation can be attached in the "Reprocessing,
Sterilization and Shelf-Life Documentation” section.

Please provide a description of the packaging, the materials used, and a description of the package
test methods.

e

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 20 of 50



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

Sterilization Method 2

Identify the device(s) / accessory(ies) / component(s) that is sterilized.

i

AtriClip LAA Exclusion System (PRO1, PRO2, PROV, ACHV)

b

What is the Sterilization Method? Radiation (Est A)

(b)(4)

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

#

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 21 of 50



What is the Sterility Assmoeob@vellr(c@/RQWRequest 2024-4617; Released by CDRH on 10-10-2024 } 1(0/*-6

If a device within the submission should be "Non- E
Pyrogenic,” or if you are asserting a device is "Non-
Pyrogenic,” what is the pyrogenicity test method? |

S

For devices labeled "Non-Pyrogenic”, be sure to provide the documentation described in the Sterilization
Guidance document in Part V(A)(4). This documentation can be attached in the "Reprocessing,
Sterilization and Shelf-Life Documentation” section.

Please provide a description of the packaging, the materials used, and a description of the package
test methods.

VA,

(b)(4)

In the text box below, please address or provide information demonstrating compliance with any
applicable special controls, requirements in a device specific classification regulation, or adherence to
device specific guidance recommendations for the Reprocessing or Sterility. For each specific special
control, regulation, or guidance recommendation applicable to your device: Please list the special control,
regulation, or recommendation and cite the attachment(s) and page number(s) where it was addressed.
Please use the primary product code you provided in the Classification section above to determine
whether a device specific guidance exists for your device. Type “N/A” if no device specific guidance,
regulation, or special controls exist for your device type. If you type “N/A,” and special controls, a
regulation, or a device specific guidance exists that requests information covered by this review section,
the time-line for review of your file may be affected.

N/A

B
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f you choose to use an alternative approach in comparison to what is stated in the applicable guidance or
special controls regarding reprocessing or sterility, provide a rationale for this alternative approach below.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Please attach any Sterility, Cleaning, Shelf-Life and Reuse documentation that
you believe is pertinent to the review of your device. Choose the attachment type
in the dropdown for each attachment.

| Attachment K1 - Sterilization.pdf

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 23 of 50



Based on the answer provided in the Device Description section, biocompatibility information is needed.

(b)(4)

Questions?Contact FDA/CDRIOCEMDID at CORM-FOISTATUS@fdarhhs:gov-or361-796-8118

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 24 of 50



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

b)(4)

§  Cytotoxicity Testing

(b)(4)

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip
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(b)(4)

Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

A

Sensitization Testing

B Yo E i To V- - L I - S

i QUGS ONS - GoNtact FDA/CBRIHOGE/DID at-GDRH-FOISTATUS @fda:hhs:g

Page 26 of 50

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 27 of 50
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(b)(4)

Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Irritation Testing

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

o

Page 28 of 50
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

. Acute Systemic Toxicity Testing & Material Mediated Pyrogenicity Testing
.

Acute Systemic Toxicity Testing

(b)(4)

&

Subacute/Subchronic Toxicity Testing

&
&
&
B
.

i..:.

i

i

i

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 29 of 50



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

Genotoxicity Testing

R

Was Genotoxicity Toxicity testing conducted? Yes

Specific questions for this test do not exist yet in this template or the FDA reviewer's Smart Templates. We
recommend Genotoxicity Toxicity be assessed. If testing is performed, we recommend it be conducted per
ISO 10993-3 and ISO/TR 10993-33. You may also like to consult the FDA supplemental information sheet
for this testing. Please provide a test report in an attachment in the Biocompatibility Reports and
Documentation section below, or provide a justification for why testing was not conducted in the Comments
below.

Comments

lease summarize justifications, why testing was not conducted, etc, below.

Genotoxicity testing were conducted per the standard. A summary of the testing is provided in Attachment
L1 (Biocompatibility), Section 1-4.

B

Implantation Testing

)
5
.
.
5
§
5
&
8

Was Implantation Toxicity testing conducted? Yes

Specific questions for this test do not exist yet in this template or the FDA reviewer's Smart Templates. We
recommend Implantation Toxicity be assessed. If testing is performed, we recommend it be conducted per
ISO 10993-6. You may also like to consult ASTM F981-04, F1408-97, F1983-99, and F763-05 for more
information, as well as the FDA supplemental information sheet for this testing. Please provide a test report
in an attachment in the Biocompatibility Reports and Documentation section below, or provide a justification
for why testing was not conducted in the Comments below.

Comments

lease summarize justifications, why testing was not conducted, etc, below.

Implantation testing were conducted per the standard. A summary of the testing is provided in Attachment
L1 (Biocompatibility), Section 1-4.

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 30 of 50



§ Records processed undﬁ@fﬂ{b@e}ﬂ%ﬁ@&y : ﬁ“@%‘ﬂg CDRH on 10-10-2024

(b)(4)

Carcinogenicity Assessment

(b)(4)

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 31 of 50



796-8118

FOISTATUS@fda.hhs.gov or 301

(b)(4)

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

Page 32 of 50
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

{ S =
§ Cytotoxicity Testing

(b)(4)

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 33 of 50



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Sensitization Testing

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

-]

Page 34 of 50
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 35 of 50
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Records processed under FOI(lﬁst)O(—ﬂi)eased by CDRH on 10-10-2024

Irritation Testing

]

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

Page 36 of 50
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Acute Systemic Toxicity Testing & Material Mediated Pyrogenicity Testing

B

.
5
&

Acute Systemic Toxicity Testing

(b)(4)

Specific questions for these tests do not exist yet in this template or the FDA reviewer's Smart Templates.
We recommend Acute Systemic Toxicity and and Material Mediated Pyrogenicity be assessed. If testing is
performed, we recommend it be conducted per ISO 10993-11 for Acute Systemic Toxicity and per ISO
10993-11 and USP <151> for Material Mediated Pyrogenicity. You may also like to consult the FDA
supplemental information sheet for this testing. Please provide a test report in an attachment in the

Biocompatibility Reports and Documentation section below, or provide a justification for why testing was not
conducted in the Comments below.

Comments

Please summarize justifications, why testing was not conducted, etc, below.

Acute systemic toxicity testing and material mediated pyrogenicity testing were conducted per the standard.
A summary of the testing is provided in Attachment L1 (Biocompatibility), Section I-5.

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

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 37 of 50



796-8118

FOISTATUS@fda.hhs.gov or 301

(b)(4)

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

Page 38 of 50

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

(b)(4)

B

Cytotoxicity Testing

(b)(4)

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

T

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

Page 40 of 50
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 41 of 50
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Irritation Testing

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

Page 42 of 50
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Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024

Acute Systemic Toxicity Testing & Material Mediated Pyrogenicity Testing

B

5
&

Acute Systemic Toxicity Testing

Was Acute Systemic Toxicity testing conducted? Yes

G

Material Mediated Pyrogenicity Testing

o

Was Material Mediated Pyrogenicity testing conducted? Yes

Specific questions for these tests do not exist yet in this template or the FDA reviewer's Smart Templates.
We recommend Acute Systemic Toxicity and and Material Mediated Pyrogenicity be assessed. If testing is
performed, we recommend it be conducted per ISO 10993-11 for Acute Systemic Toxicity and per ISO
10993-11 and USP <151> for Material Mediated Pyrogenicity. You may also like to consult the FDA
supplemental information sheet for this testing. Please provide a test report in an attachment in the
Biocompatibility Reports and Documentation section below, or provide a justification for why testing was not
conducted in the Comments below.

Comments

 Please summarize justifications, why testing was not conducted, etc, below.

Acute systemic toxicity testing and material mediated pyrogenicity testing were conducted per the standard.
A summary of the testing is provided in Attachment L1 (Biocompatibility), Section I-5.

Please attach any documentation (e.g., test reports) pertaining to the biocompatibility
of your device. If no test reports were attached, please attach a rationale explaining
why testing is not necessary.

Attachment L1 - Biocompatibility.pdf

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Based on the answers provided in the Device Description section, no software, cybersecurity, or
interoperability information is needed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Based on the answers provided in the Device Description section, no EMC or wireless technology
information is needed. You should still address Mechanical and Thermal safety testing in the textbox below.

Please summarize the Electrical, Mechanical and Thermal Safety Testing of your device, or
summarize why testing was not needed. Please ensure any standards cited here are also cited in the
Standards subsection within the first part of this template (located after Applicant, Correspondent, and
Pre-Submission Correspondence).

e

S

The AtriClip LAA Exclusion System is not an electrical device, therefore electrical, mechanical, and thermal
safety testing was not required.

Please attach the documentation pertaining to the Electromagnetic Compatibility
Testing (e.g., EMC test reports/summaries), Safeguards, Wireless Testing, and
Electrical, Mechanical and Thermal Testing of your device.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Is literature referenced in the submission? No

.
B
B
.

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

Attachment S1 - Executive Summary.pdf

The Truthful and Accurate Statement is required for all 510(k) types (21 CFR 807.87(1)). It is a legally
binding statement that provides additional assurance that the data submitted in the 510(k) is truthful and
accurate and that no material fact has been omitted. This statement must be signed by a responsible
person of the applicant company; it cannot be signed by a consultant to the applicant. If you are a
responsible party of the 510(k) owner, this statement will be automatically produced and signed with your
electronic signature (click the Administrative Documentation help text above to learn how to obtain an
electronic signature). Ensure the signature you use to sign this application is for the owner of the 510(k), or,
if you are not a responsible party of the 510(k) owner, attach a Truthful and Accurate statement below.

Weblink: Truthful and Accurate Statement

Are you a responsible party of the owner for this 510(k) Premarket Notification, and will you |Yes
be electronically signing this application for submission? If you are unable to sign PDF
documents with a valid electronic signature, choose No.

E

Would you like to attach a 510(k) Statement or Summary? If you do not attach a 510(k) Yes
\ Statement or Summary, and you provided all of the data necessary to produce a 510(k)
Summary, then a 510(k) Summary will be produced by this form. If you choose to submit a
510(k) Summary instead of a 510(k) Statement, be aware that the data provided in the 510
(k) Summary will be publicly available if your 510(k) is cleared. As a result, be sure no
confidential information is included in the 510(k) Summary. If you choose to submit a 510(k)
Statement, be aware that you must provide summary information to anyone who requests it.

\
.
§
8
8
8
8
.
B
.
.
e

| 510(k) Summary or Statement

\. Attachment S2 - 510(k) Summary.pdf

Please attach your User Fee form here. Please be sure to submit your user fee
payment at least three (3) business days before submitting, to ensure the payment
is processed and your submission is not placed on user fee hold.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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[As Required by 21 CFR 807.87(1)]

I certify that, in my capacity as Senior Regulatory Affairs Specialist of AtriCure, Inc., I believe to the best of my

knowledge, that all data and information submitted in the premarket notification are truthful and accurate and that no

material fact has been omitted.

Date Signed: {2023-10-05

T

For a new submission, leave the 510(k) number blank.

510(k)#:

Must be signed by a responsible person of the firm required to submit the premarket notification [e.g., not a consultant
for the 510(k) submitter].

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



The following sections are complete:
Application/Submission Type
Cover Letter / Letters of Reference
Administrative Information
Device Description
Indications for Use
Classification
Predicates and Substantial Equivalence
Benefits, Risks, and Mitigation Measures
Labeling
Reprocessing, Sterility, and Shelf-Life
Biocompatibility
Software/Firmware & Cybersecurity/Interoperability
EMC, Wireless, Electrical, Mechanical, and Thermal Safety
References
Administrative Documentation

If you want to save the data in this eSTAR in XML format, you can click the Export
Data button to the left. Attachments will not be included in the generated XML file.

You can import the XML data of another eSTAR into this eSTAR by clicking the Import
Data button to the left, and choosing the XML file. Attachments will not be imported.

FOR ADMINISTRATOR USE ONLY

Owners or operators of places of business (also called establishments or facilities) that are involved in the
production and distribution of medical devices intended for use in the United States (U.S.) are required to
register annually with the FDA. This process is known as establishment registration.

Congress has authorized FDA to collect an annual establishment registration fee for device establishment
registrations. A detailed list of all those establishment types that have to pay the registration fee can be
found at the Who Must Register, List and Pay the Fee website. There are no reductions in annual
establishment registration fees for small businesses or any other group.

Most establishments that are required to register with the FDA are also required to list the devices that are
made there and the activities that are performed on those devices. If a device requires premarket approval
or notification before being marketed in the U.S., then the owner/operator should also submit the FDA
premarket submission number (510(k), De Novo, PMA, PDP, HDE). The owner/operator cannot list the
device until the premarket submission has been cleared, granted, or approved to market in the United
States.

Registration and listing provides FDA with the location of medical device establishments and the devices
manufactured at those establishments. Knowing where devices are made increases the nation's ability to
prepare for and respond to public health emergencies.

For details about registering and listing your device, please see the Device Registration and Listing
website. If you encounter an issue or wish to contact us regarding the Electronic Registration and Listing
System known as the FDA Unified Registration and Listing System (FURLS)/Device Registration and
Listing Module (DRLM), please send an email to reglist@cdrh.fda.gov.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ease submit this e or review using the ortal unless your medical device is regulate
by the Center for Biologics Evaluation and Research (CBER) or is a combination product where CBER is
the lead. You do not need to send any documentation in physical form using mail couriers.

For CBER-regulated medical devices or for combination products where CBER is the lead, please refer to

Regulatory Submissions in Electronic and Paper Format for CBER-Regulated Products for information on
how to submit to CBER through the Electronic Submission Gateway.

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

ADRIMIRTHRATION

November 2, 2023

AtriCure, Inc.

Stephanie Hadnot

Senior Regulatory Affairs Specialist
7555 Innovation Way

Mason, Chio 45040

Re: K233407
Trade/Device Name: AtriClip® LAA Exclusion System with Preloaded Gillinov-Cosgrove® Clip
(LAAO, ACH1, ACH2, PROI, and PRO2)
AtriClip® PRO-V® LAA Exclusion System (PROV)
AtriClip® Flex-V® LAA Exclusion System with Preloaded V Clip™ (ACHV)

Regulation Number: 21 CFR 878.4300
Regulation Name: Implantable Clip
Regulatory Class: Class 11

Product Code: PZX

Dated: September 29, 2023

Received: October 5, 2023

Dear Stephanie Hadnot:

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 (the 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. Although this letter refers to your product as a device, please be aware that some
cleared products may instead be combination products. The 510(k) Premarket Notification Database
available at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfim identifies combination
product submissions. 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 11T (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.

U.5. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

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



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024
K233407 - Stephanie Hadnot Page 2

Additional information about changes that may require a new premarket notification are provided in the FDA
guidance documents entitled "Deciding When to Submit a 510(k) for a Change to an Existing Device”
(https://www.fda.gov/media/99812/download) and "Deciding When to Submit a 510(k) for a Software
Change to an Existing Device" (https://www.fda.gov/media/99785/download).

Your device is also subject to, among other requirements, the Quality System (QS) regulation (21 CFR Part
820), which includes, but is not limited to, 21 CFR 820.30, Design controls; 21 CFR 820.90, Nonconforming
product; and 21 CFR 820.100, Corrective and preventive action. Please note that regardless of whether a
change requires premarket review, the QS regulation requires device manufacturers to review and approve
changes to device design and production (21 CFR 820.30 and 21 CFR 820.70) and document changes and
approvals in the device master record (21 CFR 820.181).

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR Part 803) for
devices or postmarketing safety reporting (21 CFR Part 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/euidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR Part 4, Subpart
A) for combination products; and, if applicable, the electronic product radiation control provisions (Sections
531-542 of the Act); 21 CFR Parts 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
deviees/device-advice-comprehensive-reculatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). 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 (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@/{da.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

Katherine N. Trivedi
-S

for Rachel Neubrander
Assistant Director

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DHT2B: Division of Circulatory Support,
Structural and Vascular Devices

OHT?2: Office of Cardiovascular Devices

Office of Product Evaluation and Quality

Center for Devices and Radiological Health

Enclosure

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



DEPARTRAENISBroseseadMndenTOI RRAKpS ERAAAHIS: Released by CDRH op 40+ %:8028ved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: 06/30/2023

Indications for Use See PRA Statement below.

510(k) Number (if known)
K233497

Device Name

AtriClip® LAA Exclusion System with Preloaded Gillinov-Cosgrove® Clip (LAAO, ACH1, ACH2, PRO1, and PROZ)
AtriChp® PRO-V® LAA Exclusion System (PROV)

AtriClip® Flex-V® LAA Exclusion System with Preloaded V Clip™ (ACHV)

Indications for Use (Describe)
The AiClip LAA Exclusion System is indicated for the exclusion of the heart’s left atrial appendage, performed under
direct visualization and in conjunction with other cardiac surgical procedures.

Direct visualization, in this context, requires that the surgeon is able to see the heart directly, with or without assistance
from a camera, endoscope, etc., or other appropriate viewing technologies.

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

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to reguirements of the Paperwork Reduction Act of 19985.
*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 cther aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

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

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

FORM FDA 3881 (6/20)

PEC Publishing Services (301) 443-5740

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

EF
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510(k) Summary

I Applicant Information

Manufacturer: AtriCure, Inc.
7555 Innovation Way
Mason, Ohio 45040

Contact Person: Stephanie Hadnot
Senior Regulatory Affairs Specialist
P: 513-341-0345

Alternate Contact: Jim Taufen
Director, Regulatory Affairs
P: 952-314-1507

Date Prepared: 09/29/2023

H. Device Information

Proprietary Name: AtriClip® LAA Exclusion System with Preloaded Gillinov-
Cosgrove® Clip
(LAAO, ACH1, ACH2, PRO1, and PRO2)
AtriClip® PRO-V® LAA Exclusion System (PROV)
AtriClip® Flex-V® LAA Exclusion System with Preloaded V Clip™

(ACHV)
Common Name: Implantable Clip and Clip Applier
Classification: implantable Clip and Clip Applier

Regulatory Class: Class ll; per 21 CFR 878.4300
Product Code: PZX
Classification Panel: Cardiovascular

Predicate Device: The device proposed for modification in this submission is the
AtriClip LAA Exclusion System cleared via K210293 on March 3,
2021.

Hi. Device Description

The AtriClip LAA Exclusion System consists of a single use, sterile, self-closing, implantable Clip
preloaded ona Single Use Clip Applier along with a selection guide. When closed, the Clip applies
uniform pressure over the length of the Clip to ensure consistent, reproducible, and secure
exclusion of the left atrial appendage (LAA). The Clip is then deployed and is left as a permanent
implant and excludes the LAAresulting in electrical isolation of the LAA. Preclinical animal studies
(Kamohara 2005,2006) demonstrate that complete exclusion with the Clip also results in acute
and chronicelectrical isolation of the LAA. A human clinical study (Starck 2012) has demonstrated
acute electrical isolation. Chronic electrical isolation has not been evaluated in human clinical

AtriClip LAA ExcluQises8grihContact FDA/CDRH/OCE/DID aAGMRF:FOISTATUS@fda.hhs.gov or 301-796-8118 Page 1 of 4
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studies. The Clip is available in the following lengths to accommodate difference sizes of LAA:
35 mm, 40 mm, 45 mm, and 50 mm. The Clip Appliers are disposable devices with a handle,
shaft, suture anchors, articulation controls, and deployment loop/jaws which contain the Clip.

Intended Use/ Indications for Use

The AtriClip LAA Exclusion System is indicated for the exclusion of the heart's left atrial
appendage, performed under direct visualization and in conjunction with other cardiac surgicd
procedures.

Direct visualization, in this context, requires that the surgeon is able to see the heart directly, with
or without assistance from a camera, endoscope, etc., or other appropriate viewing technologies.

The indications for use are identical to the predicate device.

V. Comparison of Technological Characteristics with the Predicate Device (AtriClip
LAA Exclusion System — K210293)
# Predicate (K210293) AtriClip™ LAA Modified AtriClip™ LAA Exclusion Equivalence
Feature . :
Exclusion System System Comparison
AOD1: AtriClip LAA Exclusion Systemwith | AOD1: AtriClip LAA Exclusion System with
Preloaded Gillinov-Cosgrove Clip Preloaded Gillinov-Cosgrove Clip
1 Proprietary Name Same
AOD2: AtriClip LAA Exclusion Systemwith | AOD2: AtriClip LAA Exclusion System with
Preloaded V Clip Preloaded V Clip
LAAO35, LAA040, LAA045, LAAOS0 LAAO035, LAA040, LAA045, LAAOS0
ACH135, ACH140, ACH145, ACH150 ACH135, ACH140, ACH145, ACH150
] ) ACH235, ACH240, ACH245, ACH250 ACH235, ACH240, ACH245, ACH250
Clip Applier PRO135, PRO140, PRO145, PRO150 PRO135, PRO140, PRO145, PRO150 s
2 Product Code(s) PRO235, PRO240, PRO245, PRO250 PRO235, PRO240, PRO245, PRO250 ame
PROV35, PROV40, PROV45, PROV50 PROV35, PROV40, PROV45, PROV50
ACHV35, ACHV40, ACHV45, ACHV50 ACHV35, ACHV40, ACHV45, ACHV50
. ] CGG100 CGG100 Same
3 Selection Guide
Product Code
4 Device 21 CFR 878.4300, 21 CFR 878.4300, s
Classification product code: PZX product code: PZX ame
5 Regulatory Class Class Il Class I Same
6 FDA Division Cardiovascular Cardiovascular Same
Perf No performance standards applicable to | No performance standards applicable ©
7 eriormance this product have been promulgated by | this product have been promulgated by | Same
Standards
FDA FDA
The AtriClip LAA Exclusion System is The AtriClip LAA Exclusion System is
indicated for the exclusion of the heart’s | indicated for the exclusion of the heart’s
left atrial appendage, performed under left atrial appendage, performed under
direct visualization and in conjunction with | direct visualization and in conjunction with
8 Intended Use Same

other cardiac surgical procedures.

Direct visualization, in this context,
requires that the surgeon is able to see

other cardiac surgical procedures.

Direct visualization, in this context,
requires that the surgeon is able to see

AtriClip LAA ExcluQines8grighContact FDA/CDRH/OCE/DID afA@MRFFOISTATUS@fda.hhs.gov or 301-796-8118
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# Predicate (K210293) AtriClip™ LAA Modified AtriClip™ LAA Exclusion Equivalence
Feature L .
Exclusion System System Comparison
the heart directly, with or without the heart directly, with or without
assistance from a camera, endoscope, assistance from a camera, endoscope,
etc., or other appropriate viewing etc., or other appropriate viewing
technologies. technologies.
LAAQ, ACH1, ACHZ, PRO1, PROZ: LAAO, ACH1, ACH2, PRO1, PROZ2:
1. Do not use this device as a 1. Do not use this device as a
contraceptive tubal occlusion device. contraceptive tubal occlusion device.
2. Do not use this device if the patient 2. Do not use this device if the patient
has a known allergy to Nitinol (nickel has a known allergy to Nitinol (nickel
titanium alloy). titanium alloy). Similar —
3. Do not use this device if evidence of Contraindication
PROV, ACHV: systemic infection, bacterial added to
s 1. Do not use this device as a endocarditis, orin presence of infected | emphasize
9 Contraindications . . . . ) .
contraceptive tubal occlusion device. operating field. standard surgical
practice and
PROV, ACHV: possible limited
1. Do not use this device as a use of devices.
contraceptive tubal occlusion device.
2. Do not use this device if evidence of
systemic infection, bacterial
endocarditis, orin presence of infected
operating field.
10 | Software This product does not contain software. This product does not contain software. Same
11 Shelf Life 3 years 3 years Same
Passed. Materials have been assessed Passed. Materials have been assessed
12 | Biocompatibility based on ISO 10993 and are commonly | based on ISO 10993 and are commonly | Same
employed in tissue contacting devices. employed in tissue contacting devices.
13 | Sterilization Gamma lrradiation Gamma lrradiation Same
Sterility 6 6
14 Assurance Level 10™ SAL 10" SAL Same
15 | Pyrogen Non-Pyrogenic Non-Pyrogenic Same
16 | Suture Material Polyethylene Terephthalate Polyethylene Terephthalate Same
AOD1: Preloaded Gillinov-Cosgrove Clip | AOD1: Preloaded Gillinov-Cosgrove Clip
17 | Preloaded Clip Same
AOD2: Preloaded V Clip AOD2: Preloaded V Clip
AOD1: Opens 12.5mm = 1.5mm as AOD1: Opens 12.5mm = 1.5mm as
measured between the beams of the measured between the beams of the
AOD1 clip. AOD1 clip.
18 | Clip Opening Same
AOD2: Opens AOD2 Clip to a minimum of | AOD2: Opens AOD2 Clip to a minimum of
12mm at the distal end and 4mm at the 12mm at the distal end and 4mm at the
proximal end of the clip. proximal end of the clip.
Passed. Materials have been assessed Passed. Materials have been assessed
19 | Biocompatibility based on ISO 10993 and are commonly | based on ISO 10993 and are commonly | Same
employed in tissue contacting devices. employed in tissue contacting devices.
20 | Sterilization Gamma lrradiation Gamma lrradiation Same
The devices have the same intended use.
No changes were made in operating principle.
No changes to the overall design or function of the devices.
AtriClip LAA ExcluQines8grhContact FDA/CDRH/OCE/DID afA@MRFFOISTATUS@fda.hhs.gov or 301-796-8118 Page 3 of 4
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Performance Data

Areview of the risk analysis concluded there is no overall change to the risk profile of the proposed
AtriClip LAA Exclusion System versus the previously cleared AtriClip LAA Exclusion System as
the modifications to the proposed AtriClip LAA Exclusion System do not add or remove any
features of the device or change the clinical application.

The proposed changes do not include any change to design or performance specifications of the
AtriClip LAA Exclusion System. Additionally, the proposed changes did not modify the intended
use, therefore the previously submitted bench and animal data remain valid for the AtriClip LAA
Exclusion System.

V. Conclusions

AtriCure has demonstrated that the modifications made to the AtriClip LAA Exclusion System are
substantially equivalentin fundamental design, technology, function, device materials, packaging,
sterilization, operating principle, and intended use / indication for use as the previously cleared
AtriClip LAA Exclusion System per K210293.

AtriClip LAA ExcluQises8grihContact FDA/CDRH/OCE/DID aAGMRF:FOISTATUS@fda.hhs.gov or 301-796-8118 Page 4 of 4
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Hi Victor,

Thank you for your feedback and review of K233407. I have updated the? ________________ Eper
your requests below. Please let me know if any further updates are reguired!

Thanks,

Stephanie Hadnot

Senior Regulatory Affairs Specialist | AtriCure

O. 513-644-4239
M. 513-341-0345
E. SHadnot@AtriCure.com<mailto:SHadnot@AtriCure.com>

Twitter @AtriCure

From: Mondine, Victor <Victor.Mondine@fda.hhs.gov>
Sent: Thursday, November 2, 2023 12:45 PM

To: Stephanie Hadnot <SHadnot@atricure.com>

Cc: k233407@docs.fda.gov

Subject: K233407§ EEdj.ts - Response Requested ASAP

Importance: High

You don't often get email from

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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victor.mondine@fda.hhs.gov<mailto:victor.mondine@fda.hhs.gov>. Learn why this is
important<https://aka.ms/LearnAboutSenderIdentification>

Hi Stephanie,

Thanks for introducing yourself. We have just about wrapped up our review of K233407,

but we have some comments regarding thei i Please see the attached pdf for

highlighted points of edit, also summarized below:

(b)(4)

Best,

Victor

Victor A. Mondine

Biomedical Engineer, Cardiac Occluders & Hemostasis Devices Team

DHT2B: Division of Circulatory Support, Structural, & Vascular Devices
OHT2: Office of Cardiovascular Devices

Office of Product Evaluation and Quality | CDRH

Tel: 240-402-2693

victor.mondine@fda.hhs.gov<mailto:victor.mondine@fda.hhs.gov>
[cid:image001l.png@O1DAODY4.703FA0F0]<http://www.fda.gov/>

cid:image002.jpg@OLDAODY4.703FAQFO
cid:image003.jpg@01DAODY94.703FAQF0

[ <https://www.facebook.com/FDA>
[
[cid:image004.jpg@OLlDAOD94.703FAQFO
[

[

<https://twitter.com/US FDA>
<http://www.youtube.com/user/USFoodandDrugAdmin>
<http://www.flickr.com/photos/fdaphotos/>

[N

cid:image005.jpgl@C1DAODY4.703FAQFO
cid:image006.jpgR@01DAODO4.703FAQF0]
<http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm>

Excellent customer service is important to us. Please take a moment to provide feedback
here<https://www.research.net/s/cdrhcustomerservice?ID=1421&S=E> regarding the customer
service you have received.

From: Stephanie Hadnot <SHadnot@atricure.com<mailto:SHadnot@atricure.com>>
Sent: Wednesday, November 1, 2023 10:45 AM

To: Mondine, Victor <Victor.Mondine@fda.hhs.gov<mailto:Victor.Mondine@fda.hhs.gov>>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Subject: [EXTERNAL] RE: [External Sender]: K233407 Review Assigned

CAUTION: This email originated from outside of the organization. Do not click links or
open attachments unless you recognize the sender and know the content is safe.

Hi Victor,

Please feel free to reach out to me if you have any questions or need anything for the
AtriClip LAA Exclusion System Special 510(k), K233407.

Thanks,

Stephanie Hadnot

Senior Regulatory Affairs Specialist | AtriCure

O. 513-644-4239
M. 513-341-0345
E. SHadnot@AtriCure.com<mailto:SHadnot@AtriCure.com>

Twitter @AtriCure

From: Victor Mondine [VICTOR.MONDINE]
<victor.mondine@fda.hhs.gov<mailto:victor.mondine@fda.hhs.gov>>

Sent: Thursday, October 192, 2023 9:24 AM
To: Stephanie Hadnot <SHadnot@atricure.com<mailto:SHadnot@atricure.com>>

Cc: Victor Mondine [VICTOR.MONDINE]
<victor.mondine@fda.hhs.gov<mailto:victor.mondine@fda.hhs.gov>>

Subject: [External Sender]: K2334C7 Review Assigned

You don't often get email from
victor.mondine@fda.hhs.gov<mailto:victor.mondine@fda.hhs.gov>. Learn why this is
important<https://aka.ms/LearnAboutSenderIdentification>

October 19, 2023
Review Assignment Notification

I am the lead reviewer assigned to your submission K2334C7. Your file is being reviewed
in Office of Health Technology 2, Division of Health Technology 2 B. The first line
supervisor is the Assistant Director of Cardiac Occluders and Hemostasis Devices.

I will contact you should any additional information be required during the course of
the review of your submission. You may contact me at any point during the review if you
have questions or concerns. FDA aims to apply the least burdensome
principles<https://www.fda.gov/media/73188/download> when requesting additional
information.

You can provide valuable support for CDRH to continue to improve our programs by
raising to the attention of management relevant issues that arise during the course of
this review. If you feel there is an unresolved issue or a matter that requires
additional attention, you should contact the Assistant Director. If your concern or
issue is not addressed by the Assistant Director, you should contact the Division
Director or OHT Director. The contact information for each management level can be
found in the CDRH Management Directory<https://www.fda.gov/about-fda/cdrh-offices/cdrh-
management-directory-organization>.

If you have general questions about the review process for your submission, you should

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



Records processed under FOIA Request 2024-4617; Released by CDRH on 10-10-2024
contact OPEQSubmissionSupport@fda.hhs.gov<mailto:0PEQSubmissionSupport@fda.hhs.gov>.

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

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