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Section 1-6 - Biocompatibility Summary 

All patient-contacting materials used in the AtriClip LAA Exclusion System have been tested, 

demonstrated to be biocompatible and met the acceptance criteria when evaluated in accordance 

with ISO 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 subject device, AtriClip LAA Exclusion System, is safe for intended use and 

does not introduce any evidence of toxicity. 
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Please submit this eST AR PDF for review using the CDRH 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 l.ead. 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 
Regll!atory Submissions in Electronic and Paper Format for CB EH-Regulated Products for information on 
how to submit to CBER through the Electronic Submission Gatevvay. 
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tri ure 
September 29, 2023 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center (DCC) - WO66-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 51 0(k) for AtriClip LAA Exclusion System 

AtriCure, Inc. is submitting a Special 51 0(k) for the AtriClip LAA Exclusion System. This Special 
51 0(k) is based on the predicate AtriClip® LAA Exclusion System most recently cleared via 
K210293. 

AtriCure is requesting clearance, via a Special 51 0(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 eSTAR 
Template Version 4. 

This submission contains trade secret and commercial or financial information that is exempt 
from disclosure under exemption 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 
(shadnot@atricure.com) for any questions or points of clarification throughout the review of this 
Special 51 0(k) submission. If I am unavailable, please contact Jim Taufen, Director, Regulatory 
Affairs, at 952-314-1507 or j_tqqf.9n(W_Qtr.(gq.r_q_,_g9_m. 

Thank you, and we look forward to your feedback . 
. -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
i i 

I (b)(6) I 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Stephanie Hadnot 
Senior Regulatory Affairs Specialist 
AtriCure, Inc. 
P: 513-341-0345 
E: ==-===~=~ 
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Attachment D1 - Comprehensive Device Description and Principles of Operation 

Description 

AtriClip LAA Exclusion System Description 

Administrative Comparison 

AOD1, AOD2 Clip Description 

LAA0, ACH1, ACH2, PR01, PR02, PROV, ACHV Clip Applier 
Description 
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Section 1-2 
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Section 1-1 - AtriClip LAA Exclusion System Description 

The AtriClip LAA Exclusion System (AtriClip) is a sterile, self-closing, implantable clip, prelocded 

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 LAA0, ACH1, 

ACH2, ACHV, PR01, PR02, PROV) are offered for deployment of the implantable clip as noted 

in Table 2-1. These multiple 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 bi_ _______________ (b)(4) ______________ _J 
i (b)(4) i 
L--•-•-•-•-•-•-•-•-•-•-•-•-•-•-•I 

2. AOD2 AtriClip originally cleared under K153500 

The purpose of this Special 51 O(k) submission is to update the IF Us and labels for the AtriClip 

LAA Exclusion System devices (product codes LAA0, ACH1, ACH2, ACHV, PR01, PR02, 

PROV, CGG100). The updates made are to align and comply with ISO 14971 :2019 for risk 

management, ISO 15223-1 :2021 forsymbology, and ISTA3A for transit. These updates will align 

the AtriClip IF Us 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 1-5 for additional details 

regarding the Letters to File. 

The following is an overview of the changes made to the IF Us. Ref er to Attachment H 1, Section 

1-2 for additional details and rationale for the changes made. 

AtriClip LAA Exclusion System 
Special 510(k) Submission 
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The proposed modifications do not change the fundamental technology of the device; there is 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 51 O(k). 
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Table 2-1: AtriClip LAA Exclusion System Models 

Device Name 

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

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

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

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

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

AtriClip® PRO-V® LAA 
Exclusion System 

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

AtriClip LAA Exclusion System 
Special 510(k) Submission 

Product Code I Model 
Number 
LAA (Applier with Clip) 
• LAA035 - 35 mm 
• LAA040 - 40 mm 
• LAA045 - 45 mm 
• LAA050 - 50 mm 
ACH1 (Applierwith Clip) 
• ACH135 - 35 mm 
• ACH140 - 40 mm 
• ACH145 - 45 mm 
• ACH150 - 50 mm 
ACH2 (Applier with Clip) 
• ACH235 - 35 mm 
• ACH240 - 40 mm 
• ACH245 - 45 mm 
• ACH250 - 50 mm 
PR01 (Applierwith Clip) 
• PR0135 - 35 mm 
• PR0140 - 40 mm 
• PR0145 - 45 mm 
• PR0150 - 50 mm 

PR02 (Applier with Clip) 
• PR0235 - 35 mm 
• PR0240 - 40 mm 
• PR0245 - 45 mm 
• PR0250 - 50 mm 

PROV (Applier with Clip) 
• PROV35 - 35 mm 
• PROV40 - 40 mm 
• PROV45 - 45 mm 
• PROV50 - 50 mm 

ACHV (Applier with Clip) 
• ACHV35 - 35 mm 
• ACHV40 - 40 mm 
• ACHV45 - 45 mm 
• ACHV50 - 50 mm 

AtriCure Confidential 

Clip/ Applier Accessories Design 
AOD1 (Clip) 
LM0 (Applier) 

AOD1 (Clip) 
ACH1 (Applier) 

AOD1 (Clip) 
ACH2 (Applier) 

AOD1 (Clip) 
PR01 (Applier) 

AtriClip Selection 
Guide (CGG100) 

AOD1 (Clip) 
PR02 (Applier) 

AOD2 (Clip) 
PROV (Applier) 

AOD2 (Clip) 
ACHV (Applier) 
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Table 2-2 provides a visual representation of the AtriClip LAA Exclusion System Clip implant, and 

clip appliers with their respective original 51 O(k) clearance numbers. The most recent clearance 

for the AtriClip LAA Exclusion System is K210293. 

Clip Appliers (AOD1) 

PRO1 {K122276) 

Clip Appliers (AOD2) 

PROV (K153500) 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

(AOD1) V Clip {K153500) (AOD2) 

ACH1 K122276 ACH2 K142120 

PRO2 (K160454) 

ACHV (K180010) 
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Section 1-2 - 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 LAA0, 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 II, 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. 

AtriClip LAA Exclusion System 
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Section 1-3 - AOD1, AOD2 Clip Description 
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Section 1-4 - LAA0, ACH1, ACH2, PR01, PR02, PROV, ACHV Clip Applier Description 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
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Figure 3: LAA035, LAA040, LAA045, LAA050 - AtriClip Long1 Illustration 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 Identifier 9 Deployment Loop 

5 Malleable Shaft 10 Articulated Deployment Loop 
1The entire length of the AtriClip Long device's shaft is malleable. 

AtriClip LAA Exclusion System 
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1 

Figure 4: ACH135, ACH140, ACH145, ACH150 - AtriClip Standard Illustration 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 Zone2 8 Plunger 
2The 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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1 

Figure 5: ACH235, ACH240, ACH245, ACH250 - AtriClip FLEX Illustration 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 Shaft3 

3The entire length of the AtriClip FLEX device's shaft is malleable. It is intended for adjustments 
up to 45° in all planes. 
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Figure 6: PRO135, PRO140, PRO145, PRO150 -AtriClip PRO Illustration and 
Nomenclature 

# Feature Description 

1 Gillinov-Cosgrove Clip 

2 Clip Pull Bar 

3 Deployment Loop 

4 Articulation Joints 

5 Shaft 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

# Feature Description 

6 Articulation Release Button 

7 Activation Lever 

8 Lever Release Button 

9 Handle 

10 Deployment Tab 
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Figure 7: PRO235, PRO240, PRO245, PRO250 -AtriClip PRO2 Illustration and 
Nomenclature 

# Feature Description 

1 Gillinov-Cosgrove Clip 

2 Clip Opening Jaws 

3 End Effector 

4 Shaft 

5 Left/Right Articulation 

6 Up/Down Articulation 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

# Feature Description 

7 Articulation Lock 

8 Lever Release Trigger 

9 Activation Lever 

10 Handle 

11 Deployment Tab 
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Figure 8: PROV35, PROV40, PROV45, PROV50 -AtriClip PROV Illustration and 
Nomenclature 

# Feature Description 

1 VClip 

2 Clip Opening Jaws 

3 End Effector 

4 Shaft 

5 Left/Right Articulation 

6 Up/Down Articulation 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

# Feature Description 

7 Articulation Lock 

8 Lever Release Trigger 

9 Activation Lever 

10 Handle 

11 Deployment Tab 
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J 

/ 
•., •• ~,--VX,.,,,,.:v.,,,,._..) 

Figure 9: ACHV35, ACHV40, ACHV45, ACHV50 - AtriClip Flex-V Illustration and 
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 Shaft4 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 
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·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



i -· - -·- ·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i i . i 
; 
; 
; 
i 
i 
i 

I 
i 
i 
; 
; 
i 
i 
; 
; 
i 
! 

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



i -· - -·- ·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i i . i 
; 
; 
; 
i 
i 
i 

I 
i 
i 
; 
; 
i 
i 
; 
; 
i 
! 

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



i -· - -·- ·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i i . i 
; 
; 
; 
i 
i 
i 

I 
i 
i 
; 
; 
i 
i 
; 
; 
i 
! 

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



r-·-·-·-·-·-·-·-·-·-·-·····-- ·-·-•---> ··-·-···-·-·· ··--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ... -._·_· .. ·-·-... · .. ·-·-· ...... _._·_· .. ·-·-· ...... _._ ....... _._ .......... _._ ....... _ .......... _._· .. ·-·-·-· .. ·-·-·-· ...... _._ ....... _._ ....... _._ ....... _._ ....... _._ ....... _._ ·_·-·-·-·-·-·-·-·-·-·-·-! 

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



r-·-·-·-·-·-·-·-·-·-·-·····-- ·-·-•---> ··-·-···-·-·· ··--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ... -._·_· .. ·-·-... · .. ·-·-· ...... _._·_· .. ·-·-· ...... _._ ....... _._ .......... _._ ....... _ .......... _._· .. ·-·-·-· .. ·-·-·-· ...... _._ ....... _._ ....... _._ ....... _._ ....... _._ ....... _._ ·_·-·-·-·-·-·-·-·-·-·-·-! 

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



r-·-·-·-·-·-·-·-·-·-·-·····-- ·-·-•---> ··-·-···-·-·· ··--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ... -._·_· .. ·-·-... · .. ·-·-· ...... _._·_· .. ·-·-· ...... _._ ....... _._ .......... _._ ....... _ .......... _._· .. ·-·-·-· .. ·-·-·-· ...... _._ ....... _._ ....... _._ ....... _._ ....... _._ ....... _._ ·_·-·-·-·-·-·-·-·-·-·-·-! 

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



r-·-·-·-·-·-·-·-·-·-·-·····-- ·-·-•---> ··-·-···-·-·· ··--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ... -._·_· .. ·-·-... · .. ·-·-· ...... _._·_· .. ·-·-· ...... _._ ....... _._ .......... _._ ....... _ .......... _._· .. ·-·-·-· .. ·-·-·-· ...... _._ ....... _._ ....... _._ ....... _._ ....... _._ ....... _._ ·_·-·-·-·-·-·-·-·-·-·-·-! 

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



r-·-·-·-·-·-·-·-·-·-·-·····-- ·-·-•---> ··-·-···-·-·· ··--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ... -._·_· .. ·-·-... · .. ·-·-· ...... _._·_· .. ·-·-· ...... _._ ....... _._ .......... _._ ....... _ .......... _._· .. ·-·-·-· .. ·-·-·-· ...... _._ ....... _._ ....... _._ ....... _._ ....... _._ ....... _._ ·_·-·-·-·-·-·-·-·-·-·-·-! 

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



r-·-·-·-·-·-·-·-·-·-·-·····-- ·-·-•---> ··-·-···-·-·· ··--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ... -._·_· .. ·-·-... · .. ·-·-· ...... _._·_· .. ·-·-· ...... _._ ....... _._ .......... _._ ....... _ .......... _._· .. ·-·-·-· .. ·-·-·-· ...... _._ ....... _._ ....... _._ ....... _._ ....... _._ ....... _._ ·_·-·-·-·-·-·-·-·-·-·-·-! 

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



r-·-·-·-·-·-·-·-·-·-·-·····-- ·-·-•---> ··-·-···-·-·· ··--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ... -._·_· .. ·-·-... · .. ·-·-· ...... _._·_· .. ·-·-· ...... _._ ....... _._ .......... _._ ....... _ .......... _._· .. ·-·-·-· .. ·-·-·-· ...... _._ ....... _._ ....... _._ ....... _._ ....... _._ ....... _._ ·_·-·-·-·-·-·-·-·-·-·-·-! 

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



r-·-·-·-·-·-·-·-·-·-·-·····-- ·-·-•---> ··-·-···-·-·· ··--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ... -._·_· .. ·-·-... · .. ·-·-· ...... _._·_· .. ·-·-· ...... _._ ....... _._ .......... _._ ....... _ .......... _._· .. ·-·-·-· .. ·-·-·-· ...... _._ ....... _._ ....... _._ ....... _._ ....... _._ ....... _._ ·_·-·-·-·-·-·-·-·-·-·-·-! 

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



r-·-·-·-·-·-·-·-·-·-·-·····-- ·-·-•---> ··-·-···-·-·· ··--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ... -._·_· .. ·-·-... · .. ·-·-· ...... _._·_· .. ·-·-· ...... _._ ....... _._ .......... _._ ....... _ .......... _._· .. ·-·-·-· .. ·-·-·-· ...... _._ ....... _._ ....... _._ ....... _._ ....... _._ ....... _._ ·_·-·-·-·-·-·-·-·-·-·-·-! 

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



(b)(4) 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 
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Attachment D4 -Accessories List 

Description 

Selection Guide Device Description 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

Section Number 

Section 1-1 
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Section 1-1 - 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. 

AtriClip LAA Exclusion System 
Special 510(k) Submission 
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Attachment D5 -Accessory Pictures 

Description 

CGG 100 Device Assembly 

CGG100 Packaged Assembly (Pouch) 

CGG100 Packaged Assembly (Carton) 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

AtriCure Confidential 

Section Number 

Section 1-1 

Section 1-2 

Section 1-3 
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Section 1-1 - CGG100 Device Assembly 

Figure 1: CGG100 - AtriClip Selection Guide Illustration and Nomenclature 

# Feature Description 

1 Handle 

2 Base 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

# Feature Description 

3 Indication Marks 
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Section 1-2 - CGG100 Packaged Assembly {Pouch) 

Figure 2: CGG100-AtriClip Selection Guide Packaged Assembly {Pouch) Illustration 
and Nomenclature 

# Feature Description 

1 Selection Guide 

2 Pouch 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

# Feature Description 

3 Label 
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Section 1-3 - CGG100 Packaged Assembly {Carton) 

Item 1 

!t,;,m 4 
Align end of Libel with 
crease 1:n fk,p as shown 

,, !tem 2 
y-~,,,.,-- Fold end over as shO'.Wrn. 

,,-;;,:;p"'¾,,,,- D,> not cre;_:ise fold. 

Figure 3: CGG100 -AtriClip Selection Guide Packaged Assembly (Carton) Illustration 
and Nomenclature 

# Feature Description 

1 Carton 

2 Packaged Selection Guide 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

# Feature Description 

3 IFU 

4 Label 

AlriCure Confidential Attachment D5 - Page 4 of 4 

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



Attachment H1 - Substantial Equivalence Comparison 
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Section 1-1 - 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 51 O(k) 

includes the updates to the AtriClip IFUs and labels (Section 1-2) and minor modifications as 

documented per letters to file since the latest clearance (Section 1-5), which are included for 

reference. 

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

same as the previously cleared 51 O(k). 
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Section 1-2 - Proposed Modifications Compared to Predicate 

This change is to the IF Us and labels of the AtriClip LAA Exclusion System. The updates made 

are to align and comply with ISO 14971 :2019 for risk management, ISO 15223-1 :2021 for 

symbology, and ISTA 3A for transit. These updates will align the AtriClip IF Us globally and are 

not associated with any adverse event reports. 

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

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

Attachment J2 for the proposed IFUs. 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
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The labels for the AtriClip LAA Exclusion System devices were updated to include symbology 

associated with ISO 15223-1 :2021. Refer to Attachment J1 for images of the LAA Exclusion 

System labels. 
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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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



PR02 IFU Changes !._Jb}(4} _ ___i 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



1·-·-·-·-·-·-·-·-·-·-·-·-· .. 

PROV IFU Changes !, .. J~).(~l~.J 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



ACHV IFU Change~ {b){4) j 
L--·-·-·-·-·-·-·-·-·-·-·-·-·• 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



CGG100 IFU Changes I (b}(4) j 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



Section 1-3 - Substantial Equivalence Comparison 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



Section 1-4 - 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: 

• 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 Exclusion System 
Special 510(k) Submission 

AtriCure Confidential Attachment H1 - Page 62 of 133 

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



Section 1-5 - Minor Modifications Documented Internally Since Clearance 

Since the most recentAtriClip 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 1-6-1-9. A summary of the internally documented changes is provided in Table 14. 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

AtriCure Confidential Attachment H1 - Page 63 of 133 

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



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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 
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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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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
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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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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
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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
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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
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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

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 
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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

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

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

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

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



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

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



Attachment 11 - Design Control Activities 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

AtriCure Confidential Attachment 11 - Page 1 of 97 

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



Section 1-1 - 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).j (b)(4) ! 
r•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•~.---•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•~-•-•-•~ 

AtriClip LAA Exclusion System 
Special 510(k) Submission 
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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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



·-·-···-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-···-·-, &1••-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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



tri ure 

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. 

i (b)(6) i 
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Vice President of Quality 
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Special 510(k) Submission 
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Attachment 13 

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. 
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Vice President of Quality 
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Attachment 14 - Verification and Validation Summary Table 

Description 

Verification and Validation Testing 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

AtriCure Confidential 

Section Number 

Section 1-1 
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Section 1-1 - Verification and Validation Testing 
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Attachment J1 - Package Labeling 

Description 

LAA0 Sterile Barrier UDI Label 
LAA0 Sterile Barrier Product Label 
LAA0 Sales Unit UDI Label 
LAA0 Sales Unit Product Label 
ACH1 Sterile Barrier UDI Label 
ACH1 Sterile Barrier Product Label 
ACH1 Sales Unit UDI Label 
ACH1 Sales Unit Product Label 
ACH2 Sterile Barrier UDI Label 
ACH2 Sterile Barrier Product Label 
ACH2 Sales Unit UDI Label 
ACH2 Sales Unit Product Label 
PR01 Sterile Barrier UDI Label 
PR01 Sterile Barrier Product Label 
PR01 Sales Unit UDI Label 
PR01 Sales Unit Product Label 
PR02 Sterile Barrier UDI Label 
PR02 Sterile Barrier Product Label 
PR02 Sales Unit UDI Label 
PR02 Sales Unit Product Label 
PROV Sterile Barrier UDI Label 
PROV Sterile Barrier Product Label 
PROV Sales Unit UDI Label 
PROV Sales Unit Product Label 
ACHV Sterile Barrier UDI Label 
ACHV Sterile Barrier Product Label 
ACHV Sales Unit UDI Label 
ACHV Sales Unit Product Label 
CGG100 Sterile Barrier UDI Label 
CGG100 Sales Unit UDI Label 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

Section Number 

Section 1-1 
Section 1-2 
Section 1-3 
Section 1-4 
Section 1-5 
Section 1-6 
Section 1-7 
Section 1-8 
Section 1-9 
Section 1-10 
Section 1-11 
Section 1-12 
Section 1-13 
Section 1-14 
Section 1-15 
Section 1-16 
Section 1-17 
Section 1-18 
Section 1-19 
Section 1-20 
Section 1-21 
Section 1-22 
Section 1-23 
Section 1-24 
Section 1-25 
Section 1-26 
Section 1-27 
Section 1-28 
Section 1-29 
Section 1-30 
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Section 1-1 - LAA0 Sterile Barrier UDI Label 

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm. 
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Section 1-2 - LAA0 Sterile Barrier Product Label 

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

tri 
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lAA-Vers-chl usssystem 

lAA-excl usiesysteern 
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Section 1-3 - LAA0 Sales Unit UDI Label 

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm. 
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Section 1-4 - LAA0 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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Section 1-6 - ACH1 Sterile Barrier Product Label 

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm. 
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Section 1-7 - 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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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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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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Section 1-13 - PR01 Sterile Barrier UDI Label 

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm. 
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Section 1-14 - PR01 Sterile Barrier Product Label 

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm. 
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Section 1-15 - PR01 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 - PR01 Sales Unit Product Label 

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm. 
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Section 1-17 - PR02 Sterile Barrier UDI Label 

The 35 mm label is representative of the 40 mm, 45 mm, and 50 mm. 
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Section 1-18 - PR02 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 - PR02 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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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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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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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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Section 1-30 - CGG100 Sales Unit UDI Label 
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Description Document Number 

LAA0/ACH1/ACH2 Instructions For Use P001352 
PR01 Instructions For Use P001354 
PR02 Instructions For Use P001355 
PROV Instructions For Use P001356 
ACHV Instructions For Use P001351 
CGG100 Instructions For Use P000224 

Please see Attachment H1, Section 1-2 for the modifications made to the IF Us. 
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AtriClip® LAA Exclusion System with Preloaded Gillinov-Cosgrove® Clip 

INSTRUCTIONS FOR USE 

OiJ LA!\035, LAA040, LAA045, LAA0SO 
ACHm, ACH140, ACH145, ACli150 
ACH235, I\CH240, ACH245, ACH250 

&ONLY IMl)I 

F!GURE1 urn 

FIGURE 2 ACH1 

FIGURE3 ACH2 

/P') 

c_~JX4 
-"---:-<~_,_ 

~ 

' 

FIGURE 10 

/;;jifi7Tpt; ~, 

FIGURES 

FIGURE6 

FIGURE!! 

F!GURrn 

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

INDICI\TION fOR USE 

Directvi:,uaiization,inthisrnmext,require:,thatthe:,urgeonisab!etoseetheheartdirect!y,withorwithout 
assistancefromacamera,endoscope,etc.,orotherappropriateviewingtechnoiogies. 

CONTRAINDICATIONS 

operatingfie!d. 

SYSTEM DESCRIPTION 

lnhumanclinicalstud1es 

lhe AtriClip LA,\ E,clusion System ii a delivery and deployment device preloaded with a (iillinov-Cosgrove 
LAAClip. The(lipispreloadedonadisposableClipapplier.TheGiiiinov-CosgroveCiip:sapermanent,mplant 
device; de-.,,iCe lifetime is equal to patient 11fet1me. The Clip was determined to be·'MR Conditional''perthe 
requirementsols1,rndardA5lMF2503-20. 

The AtriClip LAA E,clusion System ii used to deliver a preloaded Clip to the target LAA site. The Ciip ,s a steriie, 
permanent imp!ant composed of Gradel Titanium and Polyurethane beams, Nit1nol springs, and covered in a 
lnit-buidedPolye1hy!eneTereph1ha!atefabricthatcontainsasmailiractionof1itaniumdio1ide.TheAtriCiip 
LAA E1Clus,on System with preioaded Giiiinov-Cosgrove Ciip is not made with naturai rubber iate, and does 
not contain phthalates. Deta1!ed materials 1nformat1on for implanted Clip sizes 35 mm to 50 mm are below: 

Ma:ss{mg) 

TitarnumGrade2 0.51to0.72 

Polyurethane 0.52to0.68 

Nitino! 0.27toOJ9 

PolyethvleneTerephtha!ate O.JSto0.39 

iitaniurnDioY.1de O.OO'lto0.002 

ENVIRONMENTAL SPECIFICATIONS 

R.ela1iveHumidity:15%to85% 

PACKAGE CONTENTS 

71M032-6 

9009-54-5 

Nickel,7440-02-0 
Titanium,7440-32-6 

25038-599 

13463-67-7 

Tran:tit 

Temperature:-29°U-20°Fto60°CJ·I40°F 

RelativeHumidity:30%to85% 

AtmosphencPressure:N/A 

1. One (li A1ri(lip lAA Elclusion System wi1h Preloaded (iillinov-CosgroveClip 
2. One(l)impiantCardand(l)implamCardLeaflet 

The AtnClip LAA E1Clus;on System ;s supplied STERILE and NON-PYROGENIC ;nan unopened, undamaged 
packa\;e.Forsin\Jieuseonly,Dono\re-sterili.ze.Donotre-use 

SYSTEM ACCESSORIES 

Other devices, not included with the System, may be used in conjunction with the AtriClip LAA Exclusion 
sy,,tem.Thesemayinc!udebu1arenotiimi1edtothefollowing: 

~ SelectionGuidelCGG100)(Gu1de)-PackagedSeparately 

ATRICLIP LAA EXCLUSION SYSTEM 

(U\A035, LAA040, LAA045, LAAOSO) • ATRICllP LONG 

NOMENCLATURE (SEE FIGURE 1) 

[1] Handie 

121 Activation Lever 

I.JI SutureCut1in1JZone 

[•11 NoseConewith(lipsizeidentifier 

[5] MalleableShaft 

TheentireiengthoftheLAAdevice·sshaftismalleable. 

[6] ArticulationCievis 

[7] Gillinov·{osgroveClip 

18] Suture Anchors 

[9] Deployment Loop 

[10] ArtiCulatedDep!oymentLoop 

(ACH135,ACH140, ACH145, ACH150)-ATRICLIP STANDARD 

NOMENCLATURE (SEE FIGURE 2) 

111 Gillinnv-CoS<JrnveClip 15] Shaft 

[2] SutureAnchors [6] Suture(uttingZone 

[3] DeploymentLoop [7] Handle 

[4] Maiieablelnne1 18] PIUlHjer 

'The ACH1 devke's maileable zone is denoted by a set of s!ots on the shaft near the deployment loop. it is 
on!yintendedforminoradjustmentsinthelaterai(leitiri(jht)p!ane 

(ACH235,ACH240, ACH245, ACH250)-ATRICLIP FLEX 

NOMENCLATURE (SEE FIGURE 3) 

['I] Gillinov-CosgroveClip [SI SutureCuttingZone 

[2] SutureAnchors 16] Handle 

[3] DeploymentLoop [7] Plunger 

[41 Shaff 

'The entire ienl)th of the ACH2 device', ;haft is maileable. It is imended for adjustments upto 45° in all 
planes. 

& WARNINGS& 
Read all instructions weiu!!yfor1he A1ri(lip lAA Elclusion System before use and use,he devi<e only 

as intended. Use of the AtriCiip LAA Exciusion System should be !;mited to proper!ytrained and qua!;fied 
medical personnel. improper use ofthls system may lead to device malfunction, failure to provide 

1ntendedtherapy,and/orseriousinjurytouserorpatient. 

AtriCl1p p!acementthat allows b!ood flow into the LAA may not resu!t in complete exc!usion and/01 
electriCallso!ation 

Evaluate if thrombus is present in LAA. Management of thrombus is dependent on surgeon's standard of 
,;m•. :+ •; not recommended to p!ace Ciip on LAA if there i~ evidence ohhrombu~ in LAA. Doing :;o may 

resultinseriouspatientinjury. 

Thesafetyandeffect1venessofthisdevkeinatrialrhythmcontrolmanagement,eitheraloneorin 
combination with ablative treatment, has not been estab!!shed 

&WARNINGS& 

The LA.A. and ACH I devices contain smali amounts of Nicke! (CAS# 7440··02··0) and Cobalt 
((AS# 7440-48-4). Do notusethisdeviceifthepatienthassensi\ivityto Nickel or Cobalt as 
thismayresult1nanadversepatientreaction. 

The ACH2 devices contain smaii amounts of Nickel (CAS# 7,1,w-02-0). Do not use the devke if 
the patient has sensitivity to ~Jickel as this may result in an adverse patient reaction. 

COMPLICATIONS 

Potential complications associated w;th the use of the AtriC!;p LAAiACH1/ACH2 LAA Exclusion System and 
procedureindude,butarenotlimitedto,thoselis1edbelow: 

• Airemboiism 

• Anaphylacticshock 
• Anesthes;arisks 
Q Aneurym1 
• Ang,na 
• Arrhythmia needing medka! treatment (new 

~ Extension ofcardiopu!monary/extrarnrporeai 
bypass 

•Fever 

•Hematoma 
• Hematuria 
• Hemothorax 

onse\) •Hyper\ension 
Attachment J2 - Page 2 of 13 • Arterial or venous dissection and/or perforation • Hypotension 
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~ Arterial rupture • !atrogenk atria! flutter 
• Arterial spasm • latrn9eniclunginjury(e.9.,che•;ttube 
.. Arteriovenousfistula placement) 

~ Atria! rupture 
• Atrio-esophagealfistula 
~ AV b!ock requiring permanent pacemaker 

{new onset) 
,Bleedingrequiringintervent,on 
• Blood,esseldamage 
•Cardiacperforation 

lschemicAttack(TIA)/stroke(ischem,cor 
hemorrhagic) 

~ Chest pain/discomfort 

~ Co119es1ive heart failure (new onset or 
exacerbation) 

~ Coronary artery injury 
~ Death 
.. Devicebreakage/inabiiltytoremove 
~ DeviCe-·re!ated death 

~ Emergencyduringprocedurerequirlngachange 
inp!annedaccess 

, Empyema 
~ Endocarditis (bacterial) 

INSTRUCTIONS FOR USE 

~ !schemia 
°Kinkin9ofcoronaryar1ery 
• LAAdehiscence 
• LAAtears 

Lefta1rialemboiisrn 

~ Pericardia I effusion 
• Pericarditis 
• Permanen1pacemaker 
.. Persistent chest pain (post discharge surgical 

• Pleuraleffusion 
• Pneumonia 
• Pneumothorax 
,. Postoperat!veembo!iccomplications 
~ Pseudoaneurysm 
Q Pulmonaryedema 
~ Pulmonaryembolism 
•Rena!insufficiencyorfailure 

Q Steno:,isofleh circumflex artery 

,. Systemicadversereactionduetodevice 

Q "fhmrnhu:,and/or1hromboernbolisrn(including 
deepve1nthrombos1s) 

~ Vascularaccesscompllcations 

Surgeonjudgrnent,wi1htheassi:;tanceoftheGuide, ;hou!ddeterrninewhatsize(liptoapply, 

This!FUisdesignedtoass1stinusingth1sprnduct.ltisnotareferencetosurgicaltechniques. 

CLIP SELECTION 

&WARNING& 

l UsingtheGuide,determlnecorrectselectlonoftheGlllinov-CosgroveLAACl1p(SeeFigure4).Clipsizes 
arelo,atedon1hedevicepackacie 

u,boled(lip$i:w I.AASi,eRon90 

35mm 29 Yirnrn{l14 IJ8in) 

40mm 34-40mmil34 l57in) 

45mm 39 A5mm{l54 l77in) 

50mm 44 50mrn{l73 l.97in) 

& WARNINGS& 
Do not use on a LAA less than 29 mm (1.14 in) 1n width and 1 mm (0.04 in) wail thickness. Doing so may 

resu!1in:tis:,uetraurna,dehi:,cence,tis:,ue1earing,di:;p!acementand/mlackofdesiredhernostasi:; 

Do not use on a LAA greater than 50 mm (1.97 in) when tissue 1s uncompressed. Doing so mayn:sult in 
incompleteexc!usionofthestructure 

Using ster11etechnique, remove the Atr1Clip LA.A Exclusion System from its packaging. 

&WARNING& 
lfthesterllepackageisdamagedand/orthester11ebarrierisbreached,discarddevlceandDONOTUSEto 

avoid1heriskofpa1ientinfection. 

& CAUTION: Do not drop the device as this may indLlCe damage to the device. If the dev:ce is dropped, do 
notuse.ReplacewithanewdeviCe. 

3. The Maiieable Shaft of the AtriClip LAA Exclusion System may be reshaped to aid ;n accessing the LAA. 
Apply 9entle pressure to •,hape the device Shaft a•, required for an,l1omi<al varia1iom (See fiqure 5). 

NOTE: LAA, ACH1, and ACH2 have a different malleable region 

NOTE: The ACH"I device's malleable zone is denoted by a set of slots on the Shaft nearthe deployment loop. It 
isonlyimendedforminoradjustmentsinthela1eral(left/right)plane. 

NOTE: The ent:re length of the LAA and ACHl devices' Shaft :s malleable. The ACH2 Shaft is intended for 
adJustmentsupto45°;nallp!anes 

&CAUTION: Do not kink or excessive!y bend the Shai1 as 1hi:; may affect device performance. 

& CAUTION: Do not grasp the Deployment Loop to apply bend to Shaft, as this may result in damage to 
thedeviCe.Applybendbygentlyconcentratlngforceunderboththumbs.Excessi-.,,ebendingorkinkingof 
the shaft rnay afiect device performance. Do no\ at\empt to twis\ \he Deployment Loop, as this rnaycau:;e 
damage to the device. 

4. Using the Plun9erorAe1ivation Lever on the Handle,gen11yopen andclnsethe(liptnensureproper 
function 

&WARNING& 

ART ICU LAT ION Of ENO EFFECTOR- APPLIES TO LAA DEVICES 

5. TheDepl•iym,•nt L,wp c1f1he• A1ri,(li;; IAA Exclu;,ion '.iy•,tem m,,ly b,• marruaily art11< u1,,,1ed 

CLIP POSITIONING 

&WARNING& 

6. Maneuverthei\1riClip LAA [xclu•,ion System intothemqeted disse<tion plane 
7. GentlyopentheCi1pbymovingtheActivat1onLeverbackwardsordepress1ngthePlunger. 

NOTE: The Clip can be locked in the open position by means of a locking feature in the handle of the device. 
The lock will engage when 1he lever is activated and can be dbeng,l(jed by 9entlymoving 1he lever to the 
left.Appl,esto LAA devices. 

NOTE: Maintain pressure on the Plunger in order to ho!d the Clip open. This de-.,,lce does not contain an 
awomatiC lockin\J function. App!ies to the MHl and ACH2 devices. 

8. OrienttheClipapplierwithpreloadedClipatthetipofLAA.EnsuretheloopsattheendsoftheClipare 
pointedawayfrorntheLAA(SeeFigure7). 
9. Gentlyposit,ontheCl,patthebaseoftheLAA(SeeFigureB). 
10. PositiontheCiipinamannerthatprovidesclearvisuaiizatlonof all tissues being accessed. 
11. While tire Clip is s1ill affrxed to the Oeployrnent Oevice, ensure that no •,urrounding •,tnHtures interfere 
withoraredamagedbytheCl:p,andthattheClipisplacedcorrectly. 

12.lfthe01pisnotp!acedconectly,gentlyopentheC!ipandrepositionasneeded 

DEPLOYMENT 

& WARNINGS& 

13. AftertheClipispositionedconectly,releasetheActivationleverorPlungertoallowtheCiiptoclose. 
14. DeploytheClipbymanuallycuttingthesutureatthedesignated5utureCuttingZoneontheLeveror 
Ha;;dle(Seefiqure9). 

NOTE: After manuaily cutting the sutures, the AtriClip LAA Exclusion System cannot be used to reposition or 
remove the Clip. 

15. Providing countertraction on the Clip, carefully remove the Deployment Loop from the LAA. Leave the 
Clipandattachmentsuturebehind(SeefigurelO). 

& UIUTION: Take care 1o minimize manipulation of the LI\A and Clip after Clip deployment 

DISPOSAL INFORMATION 

Aheruse,thisdevice:;houldbetreatedasrnedicalwa:,teanddisposedoffollowingho:,pitalprntornl. 

SERIOUS INCIDENT 

A.nyseriousincidentthathasommedinrelationtothisdeviceshouldbereportedtoA.triCure. 

RETURN Of USED PRODUCT 

lf,foranyreasonthisproductmustbereturnedtoAtriCure,lnc.,areturngoodsauthorizat!on (RGA)numberis 
requiredfromAtri(ure,lnc.,priortoshipping. 

lftlreproductlrasbeeninrnnta,twi1hbloodorbodyfluids,i1mustbethornu9hly,1ea;;edanddisi;;iected 
beforepacking.ltshouldbeshippedineithertheoriginalcartonoranequivalentcarton,topre,em 
damage during shipment and it should be properly labe!ed with an RGA number and an indication of the 
biohazardou:,natureofthecontentsofshiprnent 

lnstructionsforclean:ngandmater,als,includingappropriateshippingcontainers,properlabeling,andan 
RGAnumbermaybeobtainedfromAtriCure,lnc. 

DISCLAIMER STATEMENTS 

UndernocircumstanceswiliAtriCure,lnc.beresponsibleforanyinc!dental,specia!orconsequential!oss, 
damage,orexpense,whichistheresultofthedeliberatemisuseorre-useofthisproduct,includinganyloss, 
damage,orexpensewhichbrela1edtopersonali;;juryordama9etoprnper1y. 

HANDLING INFORMATION: GILLINOV-COSGROVE LAA CLIP 

MRI SAFETY INFORMATION 

~MR CONDITIONAL 

Non-clinical testin\J demomtrated that the Gil!inov-Cosgrove C!ip i~ MR Conditional. A pa1ient with this device 
can be scanned safely in an MR system immediately after placement under the following conditions 

~ Static magnetk field of 1.5-Tesla and 3-Tesla, on!y. 

~ Maximum spatial gradient rnagnetkfield of 4,000 \jaus:,/cm (40-T/m) (extrapolated) or le:,•; 

• Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 4-W/kg for 15 
minutesofscanning(i.e.,perpu!sesequence)lntheFlrstlevelControlledOperatingModeofoperation 
for1heMR1y11em. 

, ThescanconditionsdefinedfortheGillinov-CosgroveClipareexpectedtoproduceama,imum 
temperatureriseof2.9°C{5.22"F)after15-minutesofcontinuousscannlng(Le.,perpulsesequence) 

ARTlf/lCT INFORMATION 

lnnon-clin:caltesting,theimageartifactcausedbytheGillino,-Cosgro,eCi:pextendsapproximatelylOmm 
(0.39 in) from the G;llinov·Cosgrove Clip when ;maged using a gradient echo pulse sequence and a 3-Tes!a 
MRsys1em. 

SYMBOLS GLOSSARY 

Refertotheouterpackagelabeltoseewhlchsymbolsapplytothisproduct 

® 

[]] 

Rx ONLY 

cdJ 

Manufacturer 

Doesnotwntainphthalates 

Donotuseifpa(kagt:1sdarnaged 

Sterilized using irradiation 

Do not re-u~e 

NotM.1dewithnaturalRubber 
Late, 

Model Number 

Lot Number 

Caution:Federallaw{US)restricts 

ordcrofaphv,ician 

Country of Manufacture 

• J Keepdry 

r
' 6;;~ 

-29'£.t 
-2C~F 

irans1tiernperat1m:!imit 

REFERENCES 

C)IS:nglesten::ebarnersysternwithp,,,tect:,e 

CID 

I urn I 

Caution 

Containshaza1dou)substanm 

Non-pyrogenic 

ComultlnstructionsForLlse 

Do not re ~teri!ize 

CatalogueM,,n,be, 

Unique Device Identifier 

Use-by date 

MRConditiOna! 

Medical Device 

~5% 

30%~ 
T1ansitHum!dity!irnit 

1. !imwlraraK,etaL1\;;oveldeviceforleftatrialapperrdagee1clusion.JThora,CardiovascSurq2005 
KamoharaK,FukamachietaLEvaluationofanoveldeviceforleftatrialappendageexclusion:the 

AtriCurelnc 
755SlnnovationWay 
Mason,Ohio45040USA 
Cl1stomerSefvice: 
+ 18663492342 (tollfieel 
1151J7554100(phone) 
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Atri€ure 
AtriCllp® LAA Exclusion System with Preloaded 

Gillinov-Cosgrove® Clip 

INSTRUCTIONS FOR USE 

[#J PR0135, PR0140, PR0145, PR0150 

R,O~UM 

FIGURE 1 

FIGURES 

FIGURE? 

AtrlClip® LAA Exclusion System with Preloaded Gillinov-Cosgrove" Clip 

INDICATION fOR USE 

D1rectv1suai1zatlon,inthiscontext,requiresthatthesurgeonisab!etoseetheheartdirect!y,wlthorwithout 
a:;sistancefromacarnera,endoscope,etc,orotherappropria1eviewingtechno!ogie:, 

CONTRAINDICATIONS 

l Donotusethisdeviceasacontraceptive1uba!occ!usiondevice. 
2. Donotuseth:sdeviceifthepatienthasaknownailergytoNitinoi(nickeltitan:umalloy) 
3. Donotusethisdeviceifev1denceofsystemicinfection,bacterialendocarditis,orinpresenceofinfected 
operatingfie!d. 

SYSTEM DESCRIPTION 

inhumanclinical:,tudie:; 

The Atr:Clip LAA Exclus,on System ,s a delivery and deployment device preloaded with a Gillinov-Cosgro,e 
LAA Clip. The Clip is pre· ioaded on a disposable Ci;p applier. The Gill;nov{osgrove Clip is a permanent 
implant; devi,e i,fet,rne is equal to p,l1ient lifetime. The Clip was determ,ned to be"MR Condit,onai"penhe 
requirementsofstandardASTMF2S03-20. 

The AtriClip LAA Exclusion System is used to deliver a preloaded clip to the target LAA site. The Clip is a sterile, 
permanent imp!ant composed of Grade lHtmiurn and Polyurethane beam:;, Nitinol springs, and covered in a 
kn:t-braidedPolyethyleneTerephthalatefabricthatcontainsasmailfractionoftitaniumdio,ide.TheAtriCi:p 
LAA Exclusion System with preloaded GiHinov-Cosgrove C!lp 1s not made with natura! rubber !atex and does 
not contain phihalates. Detai!ed material<; information forirnplanted Clip sizes 35 mmto 50 mm are below: 

TitarnumGrade2 

Polyurethane 

Nitino! 

PolyethvleneTerephtha!ate 

iitaniurnDioY.1de 

ENVIRONMENTAL SPECIFICATIONS 

Storage 

Temperatrne:-2rCJ-20°Fto60"C/140°F 

RelativeHumidity:15%to85% 

Mass(mgl 

0.51to0.72 

0.52to0.68 

0.27toOJ9 

OJSto0.39 

O.OO"lto0.002 

71M032-6 

9009-54-5 

Nickel,7440-02-0 
Titanium,7440-32-6 

25038-599 

13463-67-7 

Transit 

Temper,1ture:-29°Ci-20°Ft060°C/140°F 

R.el:1tiveHumidity:30%to85% 

.il.trnosphen(Pressurt:·N/.il. 

PACKAGE CONTENTS 

1. One (1) AtriClip LAA E1clu1,on Sys1em with Preloaded Gillinov-CoS<;rove Clip 
2. One(l)impiamCardand(l)lmplantCardLeaflet 

The AtriClip LAA Exclusion System is supplied STERILE and NON·PYROGENIC in an unopened, undamaged 
package.Forsing!eusecml)'. Do not re-sterilize. Do not re-use. 

SYSTEM ACCESSORIES 

Other de-.,,lces, not included with the System, may be used in conjunction w1th the Atr1Clip LAA Exclusion 
Sys1em.1he1emayin,iudebutareno1iirnitedto1hefollowinq: 

•SelectionGuide(CGG100)(Gu:de)-PackagedSeparately 

ATRICLIP LAA EXCLUSION SYSTEM 

NOMENCLATURE (SEE FIGURE 1) 

[1] Gili1nov-CosgroveClip [6] Artkulation Re!easeButton 

121 ClipPullBar 171 Activa,ionLever 

[3] DepioymentLoop [8] Lever Release Button 

[4] Articulat,onJoints [9] Handle 

ISi Shaft [10j DeploymentTab 

&WARNINGS& 

AtriC!!p p!acementthat allows blood flow into the LAA may not resu!t in complete exc!usion and/01 
electriCaliso!ation 

Evaluate if thrombus is present in LAA. Management of thrombus is dependent on surgeon's standard of 
ure. it •; not recommended to p!ace Ciip on LAA if there is evidence of thrombus in LAA. Doing so may 

resultinseriouspatientinjury. 

Thesafetyandeffect,venessofth:sdeviceinatr,alrhythmcontrolmanagement,e,theraloneorin 
combinationwithablativetreatment,hasnotbeenestabiished 

&WARNING& 

COMPLICATIONS 

Potential complications associated with the use of the AtriC!ip PRO'! LAA Exclusion System and procedure 
include,butareno1!irnitedto,1ho:;e!istedbelow: 

Q Airemboiism 

• Anaphylacticshoc, 
• Anesthes;a risks 
Q Aneury:;m 
• Angina 
• Arrhythmia needing medical treatment (new 

onset) 
,. Arterialorvenousd!ssectionand/orperforation 
~ Arterial rupture 
• Arter,alspasrn 
Q Arter!ovenousfistula 

Q Extensionofcardiopu!monary/extracorporeai 
bypass 

•Fever 
• Gastricmotilitydisorders 
~ Gastro-1ntestina! bleed 
• Hema1oma 
• Hematur,a 
• Hemothorax 
•Hypertension 
•Hypotens,on 
~ !atrogeniCatria!flutter 
Q!atrogeniclw1\Jinjury(e.\J.,chesttube 

placement) 
• !schem1a 

• Atelectas,s[majorlungcollapsew,thsign,ficant 
symptomssuchascyanosis,extremeshortness 
ofbreath,dyspnea,and/or:;tabbingpainon\he 
affected side) 

~ Atria! rupture 
Q Atrio-esopha9ealfotula 
• AVblockrequ:ringpermanentpacemaker 

(new onset} 
•Bieedinqrequiringin1ervent,on 
,. B!oodvesseldamage 
~ Cardiac perforation 

lschemicAttack(TIA)istroke(ischem,,or 
hemorrhag,c) 

• Chestpa;n/discomfort 

• Congestiveheartfa1!ure(newonsetor 
exacerbation) 

,.(ornnaryarteryinjury 
•Death 
Q DeviCebreaka\Jelinabi!itytorernove 
• Devke-reiateddeath 

Q Emergencyduringprocedurerequiringachange 
inp!annedaccess 

•Ernpyerna 
.. Endocarditis(bacterial) 

INSTRUCTIONS FOR USE 

• K:nk,ngofcoronaryartery 
• LAAdehiscence 
• LAAtears 
• Leftatrialemboi,sm 

•Pericardialeffusion 
• Periurditi:, 
• Permanentpacemaker 
~ Persistent chest pain (post discharge surgical 

incisionpain,notangina) 
QPhrenicnerveparalysis 
•Pleura!effus1on 
•Pneumonia 
,. Pneumothorax 
~ Postoperat1veembo!iCcomplications 
Q Pseudoaneurysm 
Q Pulmonaryedema 

Q Stenosisofleftcircumflekartery 

~ Systemicadversereactionduetodevice 
corro:,1on 

• Thrombusandiorthromboembolism(includ,ng 
deepve1nthrombos1s) 

Q VamJlaracce:,srnrnpliutions 

Surqeonjudgmem, with the a:,sis1am:e of the Guide, shou!d determine what size Clip 10 apply. 

Th,slfUisdesignedtoassistinusingthisprnduct.ltisnotareferencetosurg,caltechniques. 

CllPSElECTION 

&WARNING& 

Labolod Clip Size LAA Size Range 

35mm 29-35mm{l.14 l.38in) 

40mm :;1~ 1~0mm {1.34 1.57in) 

45mm 39 4)111rnrl.54 1.771n) 

50mm 44-50mm{l.73 l.97in) 
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Atri€ure 
&WARNINGS& 

Do not use on a LAA less than 29 mm [1.14 in) in width and 1 mm (0.04 in) wail thickness. Doing so may 
resu!t1n:tissuetrauma,dehiscence,tissuetearing,disp!acement,and/orlackofdeslredhemostasis. 

Do not use on a LAA greater than 50 mm ('L97 in) when tissue 1s uncompressed. Doing so may result in 
inrnrnpleteexc!usionofthe:;tructure 

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

&WARNING& 
If the sterile packa9e;,; dama9ed ,md/orthe sterile barrier is breached, discard device and DO Nm USE to 

avoidtheriskofpatientinfection. 

&CAUTION: Do not drop the device a•; this may induce dama9eto the device. if the device is dropped, do 
notuse.Replacew!thanewdevke. 

J. Using the Activation Leveronthehandle,gentlyopenandciosetheCliptoassureproperfonction. 

&WARNING& 

4. BypressingtheArticulat,onReleaseButtonandpuilingitbackwards(pro,imal)intotheuniocked 
position, the Deployment Loop of the Atn(lip LAA Exclus;on System may be manualiy articuiated up and 
down and :;ide-to-side from 0° (jnline- as :;upp!ied) 10 ~t30" re!a\iveto the shaitto aid in \he proper 

forward and then releasing. 

& CAUTION: Do not attempt to articuiate the Depioyment loop while in the locked position. Force appi;ed 
whi!e in 1he locked position nay cause dama~ieto1he device. 

CLIP POSITIONING 

&WARNING& 

&CAUTION: Do not kink or bend the Shaft as this may affect device performance. 

6. Maneuver the AtriClip LAA Exclusion System into the targeted dissect;on plane. 
7. Gemlyopen1heC!ipbysqueezingtheActiva1ionl.ever, 

NOTE: The Clip can be locked in the open pos,tion by means of a iock:ng feature in the Handle of the device. 
The!ockwillengagewhentheActiYationleverisact1vatedandcanbedisengagedbygentlypressingthe 
LeverReleaseBu1ton 

8. Orientthe(lipappiierwithpreioadedClipatthe1ipoftheli\A. fnsurethelonpsattheend•,of1heClip 
arepointedawayfromthelAA[SeeFigure4) 
9. GentlypositiontheC!ipatthebaseoftheLAA(SeeFigureS) 
10. PositiontheC!ipinamannerthatprovidesclearvisua!izationofalltissuesbeingaccessed 
11. WhiletheClipisst:llaffixedtotheDeploymentDevice,ensurethatnosurroundingstructuresinterfere 
withoraredamagedbytheCl;p,andthattheClipisplacedcorrectl~ 
12. lftheCiipisnotpi,,ced<0rree1ly,gen1lyopenthe(iipandrepo•,itionasneeded. 

DEPLOYMENT 

& WARNINGS& 

13. AftertheClipispositionedcorrectly,grasptheActivation leveranddepresstheleverReleaseButton. 
SlowlyreieasetheAc1ivation Lever.aliowi1H;theCliptociose. 
14. Deploy the Clip by slowly pulling the DepioymentTab at the proximai end of the Handie. 

NOTE; The Dep!oymentTah with steel cab!es may be completely removed from the end of the Hand!e (See 
fi9ure6) 

&CAUTION: Take care to minimize manipulation of the LAA and Clip after Clip depioyment. 

15. FoliowingCiipdeploymentcarefuilysqueezetheActivationlevertoretracttheClipPullBaragainstthe 
DeploymentLoopoftheClipappiiertopreventunintentionaltissuesnagswhenremovingtheDeployment 
Loop. 
16. Carefully remo,ethe Depioyment loop from the LAA ieaving the Clip and attachment suture behind 
{5eeFigure7}. 

NOTE: Ai1er pulling the Depioymen1 Tab, the AtriCiip LAA Ex< iusion Sys1em cannot be used 1o reposi,ion or 
remove the Clip. 

DISPOSAL INFORMATION 

Aheruse,thisdevice:;houldbetreatedasrnedicalwa:,teanddisposedoffollowingho:,pitalprntornl. 

SERIOUS INCIDENT 

A.nyseriousincidentthathasoccurred inrelationtothisdeviceshouldhereportedtoA.trlCure. 

RETURN Of USED PRODUCT 

biohazardou:,natureofthecontentsofshiprnent 

lnstructionsforclean:ngandmater,als,inciudingappropriateshippingcontainers,properlabeling,andan 
RGA number may be obtained from AtriCure, Inc. 

DISCLAIMER STATEMENTS 

UndernocircumstanceswiliAtriCure,lnc.beresponsibleforanyinc!dental,specia!orconsequential!oss, 
damage,orexpense,whichistheresultofthedeliberatem!suseorre-useofthisproduct,includinganyloss, 
damage,orexpensewhichbrela1edtopersonalinjuryordama9etoprnper1y. 

HANDLING INFORMATION: GllLINOHOSGROVE LAA CLIP 

MRI SAFETY INFORMATION 

~MR CONDITIONAL 

Non-clinical testin\J demomtrated that the Gil!inov-Cosgrove C!ip is MR Conditional. A pa1ient with this device 
can be scanned safely in an MR system immediateiy after placement under the foiiowing conditions 

~ Static magnetk field of 1.5-Tesla and 3-Tesla, on!y 

~ Maximum spatial gradient magnetic field of 4,000-gau:;s/cm (40-"f /rn)(extrapo!ated) or les:, 

• Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 4-W/kg for 15 
minutesofscann1ng(i.e.,perpu!sesequence)intheFirstlevelContro!!edOperatingModeofoperation 
for1heMR1y11em 

, ThescanconditionsdefinedfortheGillinov-CosgroveClipareexpectedtoproduceama,imum 
temperatureriseof2.9°C{5.22"F)after15-minutesofcont1nuousscanning(Le.,perpulsesequence) 

ARTIFACT INFORMATION 

MRsvstem. 

SYMBOLS GLOSSARY 

Refertotheouterpackagelabeltoseewhichsymbolsapplytothisproduct. 

Manufacture! 

Doesnotcontainphthalates 

Donotuseifpackageisdamaged 

lsYF.H.n.EI RI 

® 

[]] 

Rx ONLY 

·29" 

Stenlizedusing1rrad1ation 

Do not re-use 

NotMadew1thn.1wralRubbt:r 
Latex 

Lot Number 

Country of Manufacture 

f ";;F 

-20' 

TransitTemperaturelimit 

REFERENCES 

C) 
~ (,,ution 

Containsh;m1rdou~substmces 

Non-pyrogenic 

CEJ ConsuitinstrunionsForUse 

Do not re-sterilize 

Catalogue Number 

I urn I UniaueDeviceidentiflrr 

Use-by date 

MR Conditional 

~5% 

30%w 
Transit Humidity limit 

Atr!Cmelnc. 
7555!nnovationWay 
Mason.Ohio450~01JSA 
Customer Service: 
+18663492342 
~ ·1513 7554WO 
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AtrlClip® l!\A Exclusion System with Preloaded 

Gillinov-Cosgrove® Clip 

INSTRUCTIONS FOR USE 

[#J PR0235, PR0240, PR0245, PR0250 

R,ONLY [MQj 

FIGURE 1 

FIGURE2 FIGURE 3 

i 

FIGURE4 

FIGURE 6 FIGURE7 

AtriClip" L!\A Exclusion System wlth Preloaded Gillinov-Cosgrove® Clip 

INDIC/lTION FOR USE 

The AtriClip LAA E,clusion System is indicated for the exciusion of the heart's ieft atrial appendage. performed 
underdirectvisualizationandinconjunctionwithothercardiacsurgicalprocedures. 

Directvi:,uaiization,inthisrnmext,require:,thatthesurgeonisab!etoseetheheartdirect!y,withorwithout 
assistancefromacamera,endoscope,etc.,orotherappropriateviewingtechnoiogies. 

CONTRAINDICATIONS 

operatingfieid. 

SYSTEM DESCRIPTION 

inhumanclinicalstud!es. 

The Atr1Clip LAA Exclusion System 1s a delivery and deployment device preloaded with a Gillinov-Cosgrove 
l.AAClip.TheClipispreloadedonadisposab!e(lipapp!iet TheGi!!inov-CosqroveC!lpisapermanent 
implant; device i:fet,me is equal to patient lifetime. The Clip was determined to be''MR Conditional" perthe 
requirementsofstandardASTMf2503-20. 

The AtriClip LAA E1clusion Sys1em is used to deliver a preloaded clip to the target LAA site. 1 he Clip is u s1erile, 
permanent impiant composed of Grade 2Titan:um and Polyurethane beams, Nitinol springs. and covered :n a 
knit-braidedPolyethyleneTerephthalatefabricthatcontainsasmailfractionoftitaniumdioxide.TTheAtriClip 
LAA tXclu:;ion System with pre!oaded Gi!!lnov-Ca:;grove C!ip is not rnade with natura! rubber !ate• and does 
not contain phthalates. Detaiied materials information for implanted Clip sizes 35 mm to 50 mm are below: 

Material 

Polyureth,1ne 

Nitinoi 

PolyethyleneTerephtha!,,te 

Tit:miumDioxide 

ENVIRONMENTAL SPECIFICATIONS 

Storag• 

RelativeHumidity:15%to85% 

fltmosphericPressure:N//\ 

0.5lto0.72 

0.52to0.68 

0.27toOJ9 

0.35toOJ9 

O.OOlto0.002 

744012-6 

9009-54-5 

Nickel,144002-0 
fit.1niu111,744012-6 

25038-59-9 

13463-677 

Transit 

Rela1iveHurnid!ty:30%to85% 

AtmosphericPrrnure:NJA 

PACKAGE CONTENTS 

1. One (1) AtriClip LAA E1clusion Sys1em with Preloaded Gillinov-Co5';rove Clip 
2. One(l)impiamCardand(l)implantCardLeaflet 

The AtriClip LAA Exclusion System is supplied STERILE and NON-PYROGENIC in unopened, undamaged 
package.Forsing!eusecml)'. Do not re-sterilize. Do not re-use. 

SYSTEM ACCESSORIES 

Other de-.,,lces, not included with the System, may be used in conjunction w1th the Atr1Clip LAA Exclusion 
Sys1em.1hesemayin,iudebutareno,!imitedto1hefollowinq: 

,SelectionGuide(CGG100)(Gu:de)-PackagedSeparately 

~ Minimum'l2mmport 

ATRICLIP LAA EXCLUSION SYSTEM 

NOMENCLATURE (SEE FIGURE 1) 

11] (iiliinov-CosqroveClip 

[2] ClipOpeningJaws 

[3] End Effector 

141 Shaft 

[SI LeftiRightArticuiation 

16] Up/Down Articulation 

[7] Articulation Lock 

[8] Lever Release Trigger 

[91 Ac1ivation Lever 

[10] Handle 

["11] DeploymentTab 

& WARNINGS& 
Read all ;nstructions carefuily for the Atr;Clip LAA Exclusion System before use and use the device only 

asintended.llseofthei\tri(lipl.Mfxclu',ionSy11emshouldbe!imitedtoproper!ytrainedandquu!ified 
medical personnel. Improper use of this system may lead to device malfunction, failure to provide 

intendedtherapy,andiorseriousinjurytouserorpatient 

Donotuseontissuewhich,in1heopinionofthesurgeon,wou!dno1beabletoto!erateconventional 

AtriC!ip p!acernent that allows blood flow into the LAA rnay not resu!t in rnrnplete exc!usion andior 
electrkalisoiation. 

DO ~OT RESTERILIZE. The AtriClip LAA Exclusion System is provided STERILE and is intended for SINGLE use 
on!y.Re-sterilizationmaycausela:;soffunc1ionorinjury1opatient 

Evaluate if thrombus is present in LAA. Management of thrombus is dependent on surgeon's standard of 
care. it is not recommended to p!ace Ciip on LAA if there is evidence of thrombus in LAA. Doing so may 

resultinseriouspatientinjury. 

Do not use the Clip in temperatures beiow 20°C (68°F). Application of C!ip ,n temperatures below 20"( 
(68°F}mayaffectdev1ceperformanceandresu!tin1ncompleteexclusionofthestructure 

fhesafetyandeffectivenessofthisdeviceinatrialrhythrncontrolm,rnagernent,eitheraloneorin 
combinationwithablativetreatment,hasnotbeenestab!ished. 

COMPLICATIONS 

Potential complications associated with the use of the AtriC!!p PR02 LAA Ekclusion System and procedure 
include,butarenoti1mitedto,thosei1stedbelow· 

• Aif ernbo!i:;rn 

• Anaphylac,icshock 
Q Anesthesia risks 
• Aneurysm 
• An\;ina 
• Arrhythmia needing medicai treatment (new 

onset} 
Q Arterial or venous dissection md/orperfora\ion 
• Arterial rupture 

•Fever 
,Gastricmotilitydisorders 
~ Gastro-1ntestinai bleed 
• Hema1oma 
• Hematur,a 
• Hemothorax 
•Hypertension 
,Hypotension 
~ iatrogeniCatria!flutter 
Q!atrogeniclw1\;injury(e.\;.,chesttube 

placement) 

,. Arterial spasm 
~ Arteriovenous fistula 

• Atriairupture 
• Atrio-esophagealfistula 
• AVb!ockrequiringpermunentpacernaker 

(new onset) 
•Bleedingrequiringintervent;on 
• B!oodvesseldamage 
.. (ardiacperforation 

lschernicAttack(TIA)/stroke(ischem;cor 
hemorrhagic) 

• Chestpa:n/discomfort 

Q Congestive heartfaiiure (new onset or 
exacerbation·) 

• Coronaryaneryinjury 
•Death 
~ DeviCebreakage/inabiiltytoremove 
0 Devi,e-reia1eddea1h 

,. Ektensionofcardiopuimonary/extracorporea! 

•K:nkingofcoronaryartery 
• LAAdehiscence 
• LAAtears 
• Leftatrialemboi,sm 

•Pericardialeffusion 
• Periurditis 
• Permanentpacemaker 
~ Persistent chest pain (post discharge surgical 

incisionpain,notangina) 
Q Phrenic nerve paralysis 
•Pleuraieffus1on 
•Pneumonia 
,. Pneumothorax 
~ Postoperat1veembo!iCcomplications 
Q Pseudoaneurysm 
Q Pulmonaryedema 

Q Stenosisofleftcircumflekartery 

~ Systemicadversereactionduetodevice 
Q Emer\;encyduringprocedurerequiringachanqe corrosion 

inpiannedaccess Q Thmmbusand/orthromboembolism(including 
• Empyema deepve1nthrombos1s) 
•Endocarditis(bacterial) 

Q VamJlaraccessrnrnpliutions 

INSTRUCTIONS FOR USE 

Surgeonjudgment,withtheassistanceoftheGuide,shou!ddeterminewhatsizeCliptoapply. 

This!FUisdesignedtoass1stin usingth1sproduct.ltisnotareferencetosurgiCaltechniques. 

CLIP SELECTION 

&WARNING& 

1. UsingtheGuide.determinecorrectselectionoftheLAAClip(SeeFigure2).Clipsizesarelocatedonthe 
device package 

35mm 29-35mm{l.14 l.38in) 

40mm :;1~ --AO mm {1.34 1.57in) 

45mm 39--4)111rnrl.54 1.771n) 

50mm 44-50mm{l.73 l.97in) 
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&WARNINGS& 
Do not u';e c , a LAA less than 29 mm (1.14 in) in width and 1 mm (0.04 in) wail thickne';s. Doing ';o may 

resuit1n:tissuetrauma,dehiscence,tissuetearing,disp!acement,and/orlackofdesiredhemostasis 

Do not use on a LAA greater than 50 mm ('L97 in) when tissue 1s uncompressed. Doing so may result in 
inrnrnpleteexc!usionofthe:;tructure 

2. Using sterileteclrnique, remove the Atri(lip LAA Exclusion System from its packaging. 

&WARNINGS& 
If the sterile packa9e b dama9ed ,md/orthe sterile barrier is breached, discard device and DO Nm USE to 

avoidtheriskofpatientinfection. 

reaction. 

&CAUTION: Do not drop the device a'; th ; may induce dama9eto the device. If the device is dropped, do 
notuse.Replacew1thanewdevke. 

J. Using the Activation Leveronthehandle,gentlyopenandciosetheCliptoassureproperfonction. 

&WARNING& 

ARTICULATION Of END EffECTOR 

4. BypushingdownandpuiiingtheArticulationLockbackwards(proximal),theEndEffectorofthe 
AtriClip LAA Exclusion Sys1em may be manually articulated up and down and side-to-side by either the 
articulationleversorpress,ngontheEndEffector.TheClipandEndEffectorcanarticulate30"1eftorright 
and 30-- up or down to take ;nto account anatomical vanations in the pat;enfs anatomy (See figure 3). 
5. Tolo,,1hefnd-fffectnrinposition,pre',1theArtirnl,l1ionl.ockforward. 

& CAUTION: Do not attemptto articulate the End Effector while in the locked position. Force applied while 
inthelockedpositionmaycausedamagetothedevice. 

CLIP POSITIONING 

&WARNING& 

&CAUTION: Do not klnkor bend the Shaft as this may affect device performance. 

6. Maneuver the AtriClip LAA Exclusion System into the targeted d,ssection plane 
7. GentlyopentheCi1pbysqueezingtheActivation Le-.,,er. 

NOTE: The ( lip automatically Inc ks in the fully open position by me;ms ni a Loe kin(! Tri99er on 1he handle of 
thedevice.ThelockcanbedisengagedbypressingtheLe,erReleaseTrigger. 

8. OrienttheClipapplierwithpreloadedClipatthetipoftheLAA. EnsuretheloopsattheendsoftheClip 
arepointedawayfromtheLAA(Seef;gure4) 
9, Cientlyposition1heC!ipat theba:;eofthe LAA {See ~iqure 5). 
10. Posit1ontheCiipinamannerthatprovidesclearv1suaiizationofalltissuesbeingaccessed. 
11. WhiletheClipisst111affixedtotheDeploymentDevice,ensurethatnosurroundingstructuresinterfere 
withoraredamagedby1heClip,andthattheClipispl,J<edwrree1ly 
12.lftheC!ipisnotpiacedcorrectly,gentlyopentheCiipandrepos!tionasneeded. 
13. AftertheClipispositionedcorrectly,grasptheActivation Lever,depressthe LeverRe!easeTrigger,and 
slowlyrelea',e1heActivatinnleverto;lilow1heClip1o,lose 

DEPLOYMENT 

&WARNINGS& 

14. Deploythe(lipby,;lowlypullinl)theDeploymentlabattheproximalendoftheHandle. 

NOTE: The Deployment Tab with steel cables may be rnmpletely removed from the end of the Handle (See 
Figure6). 

&CAUTION: lake rare to minimize manipulation of,he LAA and Clip aiier Clip deployment 

15. UnlocktheEndEffectorartlculationandcarefuliyremoveitfromtheLAA,ieav1ngtheCl1pand 
attachment:;uturebehind(SeeF:gure7). 

NOTE: After pulling the DeploymentTab, the AtriClip LAA Exclusion System cannot be used to reposition or 
remove the Clip. 

DISPOSAL INFORMATION 

Afteruse,thisdeviceshouldbetreatedasmedicalwasteandd!sposedoffollowinghospitalprotocol. 

SERIOUS INCIDENT 

Anyseriousincidentthatha:,occ rred inrela\ion tothisdevice:,houldbereported10AtriCure 

RETURN Of usrn PRODUCT 

lftheproducthasbeenincontactw,thbloodorbodyfluids,,tmustbethoroughlycleanedanddisinfected 
beforepacking.itshouidbeshippedineithertheoriginalcartonoranequivalentcarton,toprevent 
darnageduringshipme:1t;anditshouldbeprnperlylabe!edwithanRG1\ 1umberandanindicatio:1of1he 
biohazardousnatureofthecontentsofshipment. 

lnstructionsforclean1ngandmater1als,inciudingappropriateshippingcontainers,properlabeling,andan 
RGA number may be obtained from AtriCure, Inc 

DISCLAIMER STATEMENTS 

damage,orekpensevvhichisrelatedtopersonalinjuryordamagetoprnperty. 

HANDLING INFORMATION: GllllN0\1-COSGROVE LAA CllP 

MRI SAFETY INFORMATION 

~MR CONDITIONAL 

Non-clinical testing demonstrated that the Giliinov-{osgrove Ci1p is MR Conditional. A patient with this device 
can be sunned safely in an MR sys1em immedi.11e!y after placement underthefo!!owing condition:; 

~ Staticmagnet1cfieldof1.5-Teslaand3-Tesla,on!y 

~ Maximum spatial gradient magnetkfield of 4,000··gauss/cm (40-T im}(extrapoiated} or less 

• Maximum MR system reported, whole body averaged spe<ific absorption rate (SAR) oi 4-Wikl) for 15 
minutesofscann!ng(i.e.,perpu!sesequence)intheFirstlevel(ontroiiedOperatingModeofoperation 
for the MR system 

~ The scan conditions defined fonhe (iillinov-Cosgrove Clip are expected to produce a rrm:imum 
temperatureriseofl.9°C(S.22°F)after1S-minutesofcont1nuousscanning(i.e.,perpulsesequence). 

ARTIFACT INFORMATION 

MRsvstem. 

SYMBOLS GLOSSARY 

Refertotheouterpackagelabeltoseevvhichsymbolsapp!ytothisproduct 

® 

/v1,an:..:~cturer 

Dot:~ not contain p~1thalates 

Donotuseifpa(kagt:1sdarnaged 

Steril!zedusingirr,1diation 

NotM.1dewithnaturalRubber 
Late, 

Model Number 

Lot Number 

Caution:Federall;iw{US)restricts 

.Rx ONLY 

Country of Manufacture 

• J Krepdry 

REFERENCES 

rci~ 
.2s~s 
-20"F 

TransitTemperJture!imit 

CID 

I urn I 

C) 
iiaal 

IMDI 

Caution 

Contains hazardous ~ubstances 

Non-pyrogenic 

ConsultlnsHuct!omforUse 

Donotrnteri!ize 

CatalogueM,,n,be, 

Unique Device Identifier 

1Jse-byd:1te 

MRConditmn:1! 

Medical Device 

@5% 

0 

30% 
Tr:1:-:sitHumidity!imit 

1. !imwharaK,etai.1\nnveldeviceforleftatrialappendagee1clusion.JThnr,,c(ardiova1cSur1J2005 
KamoharaK,Fukamachietai.Evaluationofanoveldeviceforleftatrialappendageexclusion:the 

AtriCurelnc 
7555!nnovationWav 
Mason,Ohio45040USA 
Customer Service: 
1-18663492342 (tell free) 
~ l 5B7554100(phone) 
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Atri€ure 
AtriClip" f'R(J-V® LAA Exclusion System 

INSTRUCTIONS FOR USE 

[]J PROl/35, PROV40, PROl/45, PROVSO 

lho,u[MQ] 

FIGURE 1 

FIGURE 2 FIGURE3 

FIGURE4 FIGURES 

FIGIJRE6 FIGURE7 

Atrl(lip® PRO-V® LAA Exduslon System 

INDICATION fOR USE 

The Atr:Clip LAA Exclus,on System ,s :ndicated forthe e,ciusion of the heart's ieft atr,al appendage, performed 
underdirect-.,,lsualizationandinconJunctionwithothercardiacsurgicalprocedures 

Directvisua!ization,in1hi:,context,requiresthatthesur9eoni:,ab!eto:;eetheheartdirect!y,withorwithout 
assistancefromacamera,endoscope,etc.,orotherappropriatevievvingtechno!ogies. 

CONTRAINDICATIONS 

2. Do n,:it us,, thidevice if eiden,e ofsys1emic i11fe< tion, b;Hterial endoca1dilil,, or in the 1irese1,ce oi 
infectedoperatingfieid. 

SYSTEM DESCRIPTION 

human clinical studies. 

The Atn(lip Pro· V LAA Exclus;on System ;s a delivery and deployment drnce preloaded with a V Clip. The 
V Ciip is pre-loaded on ,l dispos,ibie Clip appiier. lheV Clip is a permanent impi,rn1; device life,ime is equ,il 
to patient lifetime. The Clip was determined to be"MR Conditional"perthe requirements of standard ASTM 
F2503-20. 

The A1riClip Pro-V LAA Exe lu•,ion System is used to deiiver a preio,ided Clip to the targe1 LAA si1e. 1 he Clip 
isasterile,permanentimpiantcomposedofGradeST:taniumandco,eredina,n:t-braidedPolyethyiene 
Terephthalatefabric that contains a small fraction of titanium dioxide. The Pro-V LAA Exclusion System with 
preloadedVC!ipisnutmadewithnaturalrubberlate•anddoe:;notcontainphthalates.Detailed material<; 
information for implanted V Clip sizes 35 mm to 50 111111 are below: 

T!tan!umGrade5 2Alto3.73 

PolyethyleneTerephth;i!ate 0.25to0Jl 

Tit.1niu111Dioxirl: 

ENVIRONMENTi\l SPECIFICATIONS 

Storag• 

Temp!!ra:.il.e:.-29°Cf-20°f1l160°C/140"F 

RelativeHumidity:15%to85% 

AtrnosphencPressurr:N/A 

PACKAGE CONTENTS 

1 One ('I) Atn(lip LAA Exclus;on System with Preloaded V Clip 
2. One(l)impi,rn,Cardand(liimplantC,irdLe,i1let 

Cli.S# 

Titanium,7440-32-6 
" ~ M-. ~~ ~ 

25038-59-9 

1346)-67-7 

Trnnsit 

Rela1iveHumiditv:30%to85% 

The AtriClip Pro-V LAA Exclusion System is supplied STERILE and NON-PYROGENiC in unopened, undamaged 
package.Forsing!eusecml)'. Do not re-sterilize. Do not re-use. 

SYSTEM ACCESSORIES 

Other de-.,,lces, not included with the System, may be used in conjunction with the AtriClip Pro-V LAA 
Exclusion5ystem,Thesemayinciudebu1arenotiimi1edtothefollowing 

,SelectionGuide(CGG100)(Gu:de)-PackagedSeparately 

~ Minimum'l2mmport 

ATRICLIP PRO-V LAA EXCLUSION SYSTEM 

NOMENCLATURE (SEE FIGURE 1) 

[11 VClip 

[2] ClipOpeningJaws 

131 [ndfffector 

[41 Shaft 

IS] LeftiRightArticuiation 

[6] Up/Down Articulation 

[7] Articulation Lock 

[81 Lever Release Trigger 

[9] Activation Lever 

[10] Handle 

1111 Deploy111en1Tilb 

& WARNINGS& 
Read all ;nstructions carefuily for the Atn(lip LAA Exclusion System before use and use the device only 

asintended.llseofthei\tri(lipLMfxclu•,ionSys1e111shouldbeii111itedtoproperiytrainedandquaiified 
medical personnel. Improper use of this system may lead to device malfunction, failure to provide 

intendedtherapy,andiorseriousinjurytouserorpatient 

Donotuseontissuewhich,in1heopinionofthesur9eon,wou!dno1beabletoto!erateconventional 

The :;afety and effectiveness of this device in atrial rhythm rnmrol management, either alone or in 
combinat,onwithablativetreatmem,hasnotbeenestabiished. 

A.trlC!!p p!acementthat allows blood flow into the LAA may not resu!t ln complete exclusion andior 
electricaliso!ation 

DO NOT RESTERILIZE. The AtriClip LAA E,clusion System is provided STERILE and is intended for SINGLE use 
on!y.Re-sterilizationmaycauselossoffunctionorinjurytopatient 

Evaluate if thrombus is present in LAA. Management of thrombus is dependent on surc1eon's standard of 
care. it is not recommended to p!ace Ciip on LAA if there is evidence of thrombus in LAA. Doing so may 

resultinseriouspatientinjury. 

&WARNING& 

COMPUCI\TIONS 

Potential complications a:;socia\ed with the use of the AtriC!ip Pro-V LAA b:c!usion System and procedure 
include,butarenot!imitedto,those!istedbelow: 

,. A1rembo!ism 

• Anaphylacticshock 
• Anesthesia risks 
• Aneurysrn 
,. Angina 

,. Ektensionofcardionuimonary/extracomorea! 
bypass 
Fever 

•Hernatorna 
• Hematuria 

~ Arrhythmia needing medlca! treatment {new ~ Hemothorax 
omet) • Hypertension 

Q Arti:r\alorvenousdissectionand/mpi:rfmation Q Hypotension 
• Arterial rupture • !atrogenkatria!flutter 
• Arterial spasm • iatrn9eniclunginjury(e,9.,,he•,ttube 
,. Arteriovenousfistula placement) 

~ !schemia 
°Kin<in9ofcoronaryar1ery 
• LAAdehiscence 
• LAAtears 

• Atriairupture 
• Atrio-esophagealfistula 
• AVbioc,requiringpermanentpacema,er 

(new onset) 
•Bieedingrequiringintervent;on 
• B!oodvesseldamage 
.. (ardiacperforation 

lschemic Attack (TIA)/stroke (ischem;c or 
hemorrhagic) 

• Chestpa:n/discomfort 

Q Congestive heartfa!iure (new onset or 
exacerbation·) 

• Coronaryaneryinjury 
•Death 
~ DeviCebreakage/inabii1tytoremove 
0 Devi,e-rei,11eddea1h 

Q Emer\;encyduringprocedurerequiringachanqe 
inpiannedaccess 

• Empyema 
•Endocarditis(bacterial) 
,Esophageaiin,ury 
~ Esophageal rupture 

INSTRUCTIONS FOR USE 

• Leftatrialemboiism 

•Pericardialeffusion 
• Periurditi:, 
• Permanentpacema,er 
~ Persistent chest pain (post discharge surgical 

incisionpain,notangina) 
QPhrenicnerveparalysis 
•Pleura!effusion 
•Pneumonia 
,. Pneumothorax 
~ Postoperativeembo!iCcomplications 
Q Pseudoaneurysm 
Q Pulmonaryedema 
• Pulmonaryembolism 
•Rena!insufficiencyorfailure 

Q Stenosisofleftcircumflekartery 
•Sterility-relatedinfection 
• Superficialwoundinfec\ion 
,Surgicalsiteinfection 
~ Systemicadversereactionduetodevice 

corro:,1on 
• Thrombusandiorthromboembol,sm(including 

deep vein thrombosis) 

Q Va:;rnlar arn::>'.i rnrnplk::f1ons 

Surgeonjudgment,withtheassistanceoftheGuide,shou!ddeterminewhatsizeCliptoapply. 

This!Fllisdesignedtoas: ;tin using this product ltisnotareferencetosurqicaltechniques. 

CLIP SELECTION 

& WARNING& 

1. UslngtheGuide,determinecorrectselectionoftheVClip(SeeFigure2).Clipsizesarelocatedonthe 
devicepa,ka9e 

Lah•i•dClipSiz• LAA Siz• Rang• 

35mm 29 35mm{l.14 1J8in) 

40mm 34 40rnm(U4 l.)7in) 

45mm 39-45mm{l54 l77in) 

50mm A-1 50mm{l.7J l.97in) 

& WARNINGS& 
Do not use on a LAA less than 29 mm !J'l4 'm) ·m 1i1/1dth and ·1 mm (0.04 ·m) wall thkkness. Do'mg so may 

re:;u!tin:fr;suetraurna,dehiscence,ii:;suetearinq,disp!acernent,and/orlackofdesiredhernostasis. 

Do not use on a LAA greater than 50 mm (1.971n) when tissue is uncompressed. Doing so may result in 
incompleteexciuslonofthestructure. 

2. Using sterile technique, remove the AtriClip PRO-·V LAA Exclusion System from its packaging 
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Atri€ure 
& WARNINGS& 

lfthesterilepackageisdamagedandiorthesterilebarrierisbreached,discarddeviceandDONOTUSEto 
avoidtherlskofpatientlnfection. 

&CAUTION: Do not drop the device as this may induce damage to the device. !fthe device is dropped, do 
notuse.Replacewithanewdevice. 

3. UsingtheActivat,on Leveronthehandle,gentlyopenandciosetheCliptoassureproperfunction. 

ART ICU LAT ION Of END EFFECTOR 

&CAUTION: Do not atternptto articu!ate the End Effector while in the locked position, Force app!ied while 
inthelockedpositionmaycausedamagetothedevke. 

4, Bypushingdownandpuiiing1heAr1iculationi.ockbackwards(proximai),the[ndfffectorofthe 
AtriCl:p LAA E,clusion System may be manuaiiy artiCLJiated up and down and s,de-to-side by either the 
articulation!eversorpressingontheendeffector.TheC!ipandEndEffectorcanartkulate30''1eftorright 
and6o'·upordown1otakeintoaccoumanatornicalvariationsinthepatient·sana1omy(SeeFigure3). 
5. To lock the End Effectorinposition,presstheArticulationLockforward. 

CLIP POSITIONING 

&WARNING& 

&CAUTION: Do not kink or bend the Shaft as th:s may affect device performance. 

6, With the Clip in the dosed po:,ition, maneuver the AtriClip LAA Exclusion System into the targeted 
dissectionpiane 
7. GentlyopentheCi1pbysqueezingtheActivation Lever(5eeFigure4). 

NOTE: The Clip automatically inc ks in the fuliy open position by means ni a Loe kin(! Tri99er on 1he handie of 
thedevice.ThelockcanbedisengagedbypressingtheLe,erReleaseTrigger 

8. GemlypositiontheCiipatthebaseoftheLAA(SeeFigureS). 
9. PositiontheC!ipinamannerthatprovidesclearvisuaiizationofalltissuesbeingaccessed. 
10. While1heClip ;,, still aflixedto1he Deploymen1 Device, emure1ha1 nosurroundiJHJ 11ruc1ures imerfere 
withoraredamagedbytheClip,andthattheClipisplacedcorrectly. 
11. Afterthe(lipispositionedcorrectly,grasptheActivation Le,eranddepresstheLe,erReleaseTrigger 
andslowlyrelease1heActivatinnleveraiiowing1heUip1o<io',e 

DEPLOYMENT 

& WARNINGS& 

Unle:;srnedica!!yneces:;ary,donota11:empttoreposi1ionorrernovetheC!ipafterdep!oymentTh ;may 
resu!tintissuedamageortearing. 

12.lftheCiipisnotpiacedcorrectly,gemlyopentheCiipandrepos,tionasneeded. 
13. Deploy the Clip by slowly pulling the DeploymentTab at the proximai end of the Handle 

NOTE: The Depioymentlab wi,h steel cabies may be completely removed from the end of the Handie (See 
F,gure6). 

&CAUTION: Take care to min;m;ze manipulation of the LAA and Clip after Clip deployment 

14. Unlock the End Effector and carefuiiy remove it from the LAA, leaving the Clip and attachment suture 
behind(SeeFigure7). 

NOTE: i\fterpuliin9 the DeploymentTab, the AtriClip LA,\ E1clusinn System .anno1 be used to repnsi1ion or 
removetheCi1p. 

DISPOSAL INFORMATION 

After1N:-,1hi:,deviceshouldbetreateda:,medicalwasteanddisposedoffo!lowinghospita!protoco! 

SERIOUS INCIDENT 

Anyser1ousincidentthathasocrnrred1nre!ationtoth1sdeviCeshou!dbereportedtoAtriCure 

RETURN Of USED PRODUCT 

biohazardou:;na\ureofthecontentsofshiprnent 

!nstruct1onsforcleaningandmaterials,includingappropriateshippingcontainers,prnperlabei1ng,andan 
RGA number may be obtained from AtriCure, inc 

DISCLAIMER STATEMENTS 

Undernoc:rCLJmstancesw:IIAtr:Cure,lncberesponsibieforanyincidental,specialorconsequent,alloss, 
damage,orexpense,whichistheresuitofthedel1beratemisuseorre-useofthisproduct,inciudingany!oss, 
darnage,mexpensewhkhisre!atedtopersonalinjuryordamaqetoproperty. 

HANDLING INFORMATION: V CUP 

MRI SAFETY INFORMATION 

/;~, MR CON DfTIONAL 

Non-ci!nicaitestingdemonstratedthattheVClipisMRConditional.Apatientvviththisdevicecanbescanned 
safely in an MR system immediately after placement underthefollowing conditions· 

• Staticma9neticfieldofl.S-Te1iaand.He1ia,only 

.. Makimum spatial gradient magnetic field of 4,000-gauss/cm (40- T/m)lextrapolated) or less 

~ Maximum MR system reported, whoie body averaged specific absorption rate (SAR) of 4-W/kg for ·15 
rninute:;of:;canning{Le.,perpul:ie:;equence)intheFir:;tLevel(ontrnlledOpera1in\JModeofoperation 
fortheMRsystem 

• The scan conditions defined fortheV C!ip are expected to produce a maximum temperature rise of 
3.1°((5.58'l)after15minutesofcontinuousscanninq(i.e.,perpulsesequence). 

ARTIFACT INFORMATION 

in non-c!inica! testing, the image artifact caused bytheV Clip extends approximately 20 mm (0.79 in) from 
the V Clip when imaged using a gradient echo pulse sequence and a 3-Tesla MR system. 

SYMBOLS GLOSSARY 

Refertotheouterpackagelabeltoseevvhichsymbolsapp!ytothisproduct 

® 

/v1,anu~cturer 

Dot:~ not contain p~1thalates 

Donotuseifpa(kagt:1sdarnaged 

Sterfaedusing1rrad1ation 

NotM.1dewithnaturalRubber 
Late, 

Model Number 

Lot Number 

Rx ONLY 

REFERENCES 

Country of Manufacture 

Keepdrv 

roi~ 
.2s~s 
-20"F 

Trami1Ternperature!irnit 

CID 

I urn I 

C) 
iiaal 

Caution 

Contains hazardous ~ubstances 

Non-pyrogenic 

Con~ult Instructions For Use 

Donotrnteri!ize 

CatalogueM,,n,be, 

Unique Device Identifier 

1Jse-byd:1te 

~ MRC,,nditionai 

IMDI MedicalDevice 

(£
5% 

0 

30% 
Tr:1nsitHumidity!imit 

1. !imwharaK,etaL1\nnveldeviceforieftatrialappendagee1clusion.JThnr,,c(ardiova1cSurq2005 
KamoharaK,FukamachietaLEvaluationofanoveldeviceforleftatrialappendageexciusion:the 

AtriCurelnc.. 
7555!nnovationWay 
Mason,Ohio-450-40USA 
Customer Service: 
~ 1 866 349 2142 (toll free) 
1-15137554:00(phonei 
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Atri€ure 
AtriClip" Flex-II® LAA Exclusion System 

with Preloaded 11 Clip'" 

INSTRUCTIONS FOR USE 

[#JACHV35,ACHV40,ACHV45,ACHV50 

lhONLY~ 

FIGURE 1 

FIGURE3 

FIGURE4 

FIGURE 5 

FIGIJRE6 FIGURE7 

FIGURES 

l\triClip" Flex-II® LAA Exclusion System with !'reloaded II Clip'" 

INDICATION FOR USE 

D1rectv1suai1zation,inthiscontext,requiresthatthesurgeonisab!etoseetheheartdirect!y,withorvvithout 
asslstancefromacamera,endoscope,etc,orotherappropriateviewlngtechno!ogies 

CONTRAINDICATIONS 

operatingfieid. 

SYSTEM DESCRIPTION 

studies. 

The AtnClip Fiex· V LAA Exclus;on System ;s a delivery and depioyment drnce preloaded with a V Clip. The 
Y ( iip is preloaded on a disposable Clip appiiec ]he V Clip is a permanent impian1; device life,ime is equal 
to pat,ent lifetime. The Clip was determined to be''MR Conditional"perthe requirements of standard ASTM 
mono 
The AtriClip Fle,-V LAA Exclusion Sys1em is used to deliver a preioaded Clip1o1he tanJet lAA site The Ciip 
isaster:le,permanentimpiantcomposedofGradeSTitaniumandcoveredinaknit-braidedPolyethyiene 
Terephthalatefabric that contains a small fraction of titan;um diox;de. The Flex-V LAA Exclusion System with 
preloaded V C!ip is not made with na1ural rubber latex and does not rnntain phthala1es, Det1Hed ma\erials 
information for implanted V Clip sizes 35mm to SOmm are below 

Material 

2.4lto173 

PolyethvleneTerephtha!ate 0.25to0.ll 25038-599 

iitaniurnDioY.1de 13463-67-7 

ENVIRONMENTAL SPECIFICATIONS 

Si:orage 

Re!ativeHumiditv:15%to85% RelativeHum!dity:30%to85% 

Atmo~phericPrrnure:NJA AtmosphericPre~sure:NJA 

PACKAGE CONTENTS 

1. One (1) AtriClip Fle,-V LAA Exclusion System with Pre!oaded V Clip 
J.. One (1) !mp!ant Cnd and (1) !rnplam Card Leaflet 

The Atr:Clip Flex-V LAA Exclus,on System :s supplied STERILE and NON-PYROGENiC :nan unopened 
undamagedpackage.Forsingleuseon!y.Donotre-steriilze.Donotre-use 

SYSTEM ACCESSORIES 

Other devices, not included with the System, may be used in conjunction w:th the AtriClip Fiex-V LAA 
ExclusionSystem.Thesemayinciudebutarenot!imitedtothefoilowing: 

~ Selec1io11Guide(CGG100)(Guide)-PackagedSepara1ely 

ATRICLIP FLEX-V LAA EXCLUSION SYSTEM 

NOMENClATURE(m FIGURE 1) 

[I] VClip [SI Shaft Rotation Knob 

12] CiipOpeniniJhWS [61 DeploymentTri99er 

[3] End Effector [7] Activation Lever 

141 Shaft [8] Handle 

Theentire!enq1hoftheShai1:i:,ma!leableandimendedforadjustrnentsupto45degrees nanydirection. 

& WARNINGS& 
Read all 1nstructlons carefu!!yforthe Atr1Clip LAA Exclusion System before use and use the deviCe only 

as imended Use of1he AtriCiip Li\A Exclusion System ',hould be iimi1ed to properiy trained and quaiified 
medical personnel. improper use of this system may lead to device malfunct,on, failure to provide 

intendedtherapy,and/orser1ousinjurytouserorpat1ent. 

Thesafetyandeffectivenessofthisdeviceinatrialrhythrncontrolrnana\Jernent,eitheraloneorin 
combinat!onwithablativetreatment,hasnotbeenestab!ished. 

AtriGip p!acementthat allows blood flow into the LAA. may not resu!t in complete exciusion and/or 
electricaliso!ation. 

DO NOT RESTERILIZE. The Atr:Clip LAA Exclus,on System :s provided STERILE and is intended for SINGLE use 
on!~ Re-sterllizationmaycauselossoffunctlonorinJurytopatient. 

Evaluate ii thrombus is presen1 in I.AA. M,rna9ement of1hrombu', b dependent on surgeon's stmdard of 
care. it is not recommended to pi ace Ciip on LAA if there is evidence of thrombus in LAA. Doing so may 

resultlnserlouspat1entinJury 

&WARNING& 

(1D I 1_ hb device cor.,tains sma. Ii amounts ofr.ickel (CAs.·!r7. 440.·02-0.·) and Cobal1 ,c __ i_,s_;_' 7.440-48· 
'{::Y 4).Donotusethedeviceifthepatienthassensit1vitvtoNickeiorCobaltasth1smavresu!tin 

anadversepat1entreact1on. 

COMPLICATIONS 

Potential complications associated with the use of the AtriC!!p Flex-V LAA Exciusion System and procedure 
include,butarenoti1mitedto,thosei1stedbelow· 

• Aif ernbo!isrn 

• Aneurysm 
• An\;ina 

Q txtensionofcardiopu!mon ry/extracorporea!bypa:,•; 
~ Feve1 

• Hematoma 
Q Hematur1a 
• Hemothorax 

• Arrhy1hmia needin\J medica! trea\mem (new 
onset) 

QA.rterialorvenousd1ssectionand/orperforation 
• Arterial rupture 
• Arterial spasm 
• Arter1ovenousfistula 
• A1elec1,,,,islrnajorlun1Jcollapsewithsignificant 

symptomssuchascyanosis,extremeshortness 
ofbreath,dyspnea,andiorstabbingpainonthe 
affected side) 

•Atriairupture 
•Atrio-esophagealfistula 
• AV b!ock requirin\J permanem pacemaker 

(new onset) 
QB!eedlngrequiringlntervent1on 
Q B!oodve:;seldama\;e 
~ Cardiac perforation 
• Card1actamponade 
•Cardiacvalveinjury 
.. Cerebrovascu!araccident(CVA)/Transient 

lschemiCAttack(TIA)/strokenschemkor 
hemorrh,llJi() 

• Chest pain/discomfort 

.. (ongestiveheartfai!ure(nevvonsetor 
exacerbation) 

Q(omnaryarteryinjury 
•Death 
• Devicebreakage/inabi!;tytoremo,e 
•Device-re!ateddeath 

INSTRUCTIONS FOR USE 

•Hypertension 
•Hypotension 
Q !atrogeniCatria!flutter 
Q!atrogeniclw1\;injury(e.\;.,chesttube 

placement) 
• !schem1a 
•Kinkingofcomnaryartery 
• LAAdehiscence 
Q LAA.tears 
Q Lehatrialemboi1sm 

•Pericardialeffusion 
QPericard1tis 

•Pleura!effusion 
Q Pneumonia 
Q Pneumothorax 
~ Postoperativeembo!kcomplications 
• Pseudoaneurysm 
• Pulmonaryederna 
• Pulmonaryembolism 
QRena!insuffic1encyorfailure 
QRe:;piratoryifatres:,orfailure{brea\hinq 

problems) 
•Sepsis 
• Stenosisofleftcirrnmftexartery 

~ Systemicadversereactionduetodevice 

• Thrombusand/orthromboembolism(including 
deep vein thrombosis) 

QTissueinjury 
• lissueperfora1ion 
• Trachealesophagealtraurna 
• Vascularaccesscomplications 

Surqeonjudgmem, with the a:,sis1am:e of the Guide, shou!d determine what size Clip 10 apply. 

ThisifUisdesignedtoassistinusingthisprnduct.ltisnotareferencetosurgicaltechniques. 

CllPSElECTION 

&WARNING& 

labeled Clip Size lAASb:e.Range 

35mm 29 35mm{l.14 1.38in) 

40mm 34--40111rni·134 1.571n) 

45mm 39-45mm{l.54 l.77in) 

50mm 41~ 50mm {1.73 1.97in) 
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P001.l51.Bworkingfiie 

Atri€ure 
& WARNINGS& 

Do not use on a LAA less than 29 mm [1.14 in) in width and 1 mm (0.04 in) wail thickness. Doing so may 
resultln:tissuetrauma,dehiscence,tissuetearlng,displacement,andiorlackofdesiredhemostasis 

Do not IN:' c I a LAA ~jfeaterthan SO rnrn (1,97 in) when \i:;sue is uncornpres:,ed. Doing so may result in 
incompleteexciusionofthestrncture 

2. Using sterile technique, remove the AtriClip Flex-V LAA Exclusion System from its packaging. 

& WARNING& 
lfthesterilepackageisdamagedand/orthesterilebarrierisbreached,discarddeviceandDONOTUSEto 

avoidtheriskofpatientinfection 

& CAUTION: Do not drop the device as this may induce damage to the device. if the device is dropped, do 
notuse.Replacewithanewdevke 

J. Using the Activation LeverontheHandle,gentlyopen andclosetheC!iptoassurepmperfunction. 

SHAH BENDING 

& CAUTION: Do not gra•,p End fffector to apply bend 1o Shaft, a•, this may re1ui1 in damaqe to the device 
Applybendbygentlyconcentratingforceunderboththumbs.TheentireiengthofShaft,smalleableand 
intendedforadjustmentsupto4Sdegreesinanydlrection.ExcessiYebendlngorkinkingoftheShaftmay 
affect device performance. Do not aHemptto \wist the device End f.ffector, as this rnay cau:;e darnage\o the 
device. 

4. The AtriCiip Flex-V contains a malleable Shaft that may be reshaped to aid in accessing the LAA. Apply 
gentlepressuretoshapethedeviCeShaftasrequiredforanatomical-.,,ariations{5eeFigure3}. 

& CAUTION: Do not ,l1temp11o ro1,l1e the device fnd Efiec1or wi1hou1 pulling i1 ou1 of the locked position. 
Forceappiiedwhileinthelockedposit,onmaycausedamagetothedevice. 

5. Bypuiiinq1heShaftR01a1ionKnobforward(distal)andtwis1inqittothelei1orriqh1.thefndEffec1or 
of the Fle,-V LAA Exclusion System may be manually rotated side-to-s,de. The Cl:p and End Effecto, 
canrotate90°!eftorrlghtin45''incrementstoaccountforuserpreferenceorvariationsinthepatient's 
anatomy{See~iqure4). 
6. TolocktheEndEffectorinposition,reieaseforwardpressureontheShaftRotationKnobandensure 
thatltlsseatedintoposition. 

CLIP POSITIONING 

& WARNING& 

7. Wi1h 1he Clip in the ciosed position, maneuver1he A,riClip f·lex-V lM Exclusion System into 1he 
targeteddissectionpiane 
R GentlyopentheC!lpbysqueezingtheActiYatlon Lever(SeeFigureS) 

NOTE: Maintain pres•,ure on the Ac1ivation Lever in order to hold the Clip open. Th ; device does not contain 
anautomaticlockingfunct!on. 

9. (ientlyposi1ion1he(iipattheba•,eoithe lAA (See fiqure6). 
10. PositiontheCiipinamannerthatpmvidesclearv!suaiizationofalltissuesbeingaccessed. 
11. WhiletheClipisstillaffixedtotheDeploymentDevice,ensurethatnosurroundingstructuresinterfere 
with or ,,re damaged by,heClip,andthattheClip;,, pl,J<ed wrrectly 
12. AftertheClipispositionedcorrectly,slowlyreieasetheAct,vationLevertoallowtheCiiptoclose. 
13.lftheGipisnotplacedconectly,gentlyopentheClipandrepositionasneeded. 

DEPLOYMENT 

&WARNING& 

14. DeploytheClipbypuli1ngtheDeploymentTriggeratthenoseoftheHand!e(SeeFigure7} 

NOTE: Only pull the 1Jepioymen1 Trigger when the Ciip is properly positioned over the LAA. Pulling 1he 
DeploymentTriggerpermanentiyreleasestheClipfromtheapplier. 

NOTE; An audihle"c!iCk''wili he heard when the Deployment Trigger has been activated. 

& CAUTION: Take care to minimize manipuia1ion of the LA,\ and Clip after ( lip deployment. 

15. Carefully remove the End Effector from the LAA !eaving the Clip and attachment suture behind (See 

NOTE: After pulling the DeploymentTrigger, the AtriClip LAA E,clusion System cannot be used to reposition 
orremovetheCl;p 

DISPOSAL INFORMATION 

Afteruse,th!sdeviceshouldbetreatedasmedicalwasteanddisposedoffollowinghospitalprotocol. 

SERIOUS INCIDENT 

Anyseriousincidentthathasow.medinrelationto1hi:;deviceshouldbereportedtoAtriCure. 

RETURN Of USED PRODUCT 

lftheproducthasbeenincontactwithbloodorbodyfluids,itmustbethoroughlycieanedanddisinfected 
beforepacking.!tshou!dbeshippedlneithertheorlginalcartonoranequiYalentcarton,topreYent 
dama9e durinq shipment; and i1 •,hould be properly labeied wi,h an RGA number ;;nd an indicrl1ion of the 
biohazardousnatureofthecontentsofshipment 

lnstructionsforcleaningandmaterials,inc!udingappropriateshlppingcontainers,properlabeling,andan 
RGAnumbermaybeobt;;inedfromA1riCure,lnc. 

DISCLAIMER STATEMENTS 

damage,orexpensewhichisrelatedtopersonal!njuryordamagetoprnperty. 

HANDLING INFORMATION: l/ CLIP 

MRI mm INFORMATION 

~MR CONDITIONAL 

Non--clinical testing demonstrated thattheV C!;p is MR Conditional. A patient w;th this device can be scanned 
•;afely in an MR sys1em immedi.11e!y after placement underthefo!!owing condition:; 

,Staticmagnet,cfieldofl.S-TeslaandHesla,only. 

~ Maximum spatial gradient magnetic field of 4,000 gauss/cm (40-Tim) (extrapolated) or less. 

~ Maximum MR system reported, whole body avera9ed specific absorption rate (SAR) of 4-W/kg for 15 
minutesofscanning(Le.,perpuisesequence)intheFirstlevel(ontro!!edOperat!ngModeofoperation 
fortheMRsyste:n 

ARTIFACT INFORMATION 

In non-clinkal testing, the image artifact caused bytheV Ci1p extends approximately 20 mm (0.79 in) from 
the V C!ip when ima\;ed using a wadient echo pulse sequence and a 3 Te:;!a MR System 

SYMBOLS GLOSSARY 

Refertotheouterpackagelabeltoseewhichsymbolsapp!ytothisproduct 

~ Manufacturer 

Doesnotwntainphthalates 

Donotuseifpa(kagt:1sdarnaged 

ISTF.RU.F.I ff. I Sterfaedusing1rrad1ation 

® 
NotMadewithnaturalRubber 

Late, 

ModelNumbe1 

Caution:Federallaw{US)restricts 

Rx ONLY 
ordcrofaphv,ician 

Country of Manufacture 

Keepdry 

JT.~;~ 
-2W 
-20~ 

Tr,,nsitTernperature!imit 

REFERENCES 

C)IS:ngieslen::ebarnersysternwithp,,,1ec1:,e 

Caution 

Containshaza1dou)substanr.es 

Non-pyrogenic 

CID Con~ult Instructions For Use 

Donotrnteri!ize 

CatalogueM,,n,be, 

luml UniqueDev!celdentif1er 

~ MRCondi1;onoi 

IMDI Med;calDcV1Ce 

ro$5% 

30%~ 
TransitHurnid!ty!imit 

1. KamoharaK,etal.Anoveldeviceforieftatr:alappendageexclus,on.JThoracCardiovascSurgl005 
2. KamoharaK,fu,amachietai.Evaluationofanoveldev;ceforleftatrialappendageexciusion:the 

AtriCu1elnc 
7555111novationWay 
Mason,Ohio~5040USA 
CiJstomerService· 
i-l8663492342(tollfree) 

+15137551100(phone) 
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Description 

Implant Card 
Implant Card Leaflet 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

Section Number 

Section 1-1 
Section 1-2 
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Section 1-1 - Implant Card 

The AtriClip LAA Exclusion System devices (LAA0, 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. 

t? 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

Figure 1 - Front of Implant Card 

Figure 2 - Back of Implant Card 

ACH\135 AtriCii~ ACH\135 J5rrm 

1234 5£ 1890 

ittriC wm, lr'!fC 
!nnnv·atim1 ay 
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Section 1-2 - Implant Card Leaflet 

The AtriClip LAA Exclusion System devices (LAA0, 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. 

AtriClip LAA Exclusion System 
Special 510(k) Submission 
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:FU-0454.A-WorkingFHe 
2023-09 Atri€ure 

IMPLANT CARD LEAFLET 

Rx ONLY 
&, CAUTION: Federal law (US) restricts this device to sale by or on the order of a 

physician. 

t? 
@. 

FIGURE 1 

------------------
------------------

F!GURE2 

'1'555 !@;__:r~(a!ior, '-IVa1/ 

Mes@, Qt,io 4~:-010 USA 
+~ 51J ·h:..i 4H10 

P'lm1,«., 

INSTRUCTIONS FOR COMPLETION: 

The foilowing information should be completed by the healthcare institution/provider on the front of the implant 
card. (See FIGURE 1). 

Patient Identification 

Procedure Date 

Name and Address of the implanting Healthcare Institution/Provider 

Once the implant card is populated with information above, give both implant card leaflet and imp!ant card to 
patient 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

PATIENT INFORMATION: 

The implant card serves as a record of the LAA Exclusion System implant you have received. The information on 
the implant card help:, communicate informa\ion about this irnp!.mL !1 can be pre:;ented 10 physicians or airport 
security. The implant card should be presented '°)~ime you are subject to a Magnetic Resonance Imaging (MRI) 
screening, as the information he!ps ensure the Y:RI does not interfere with the implanted device. 

In the event you need to get a rep!acement card for your implaff!, you will need to have the UDI and !ot informa\ion 
for your device off the rear of the card (See f IGURE 2). Contact the manufacturer to request a replacement card. 

In the un!!kely event of any issues with the implant, the information on the implant card wili ensure that your 
physician can inform you if you are impacted. 

Device lifetime 1s equa! to patient !ifetime. 

A MR CONDITIONAL 

Non-clinical testin9 demon:,trated that the LAA txclu:;ion System C!ip 1s MR Conditional, A paiient with this device 
can be scanned safely in an MR system immediately after piacement under the following conditions: 

• Stalk magnetic field of ts-Tesla and 3-Tesla, only. 

~ Maximum spatia! qradient magne1icfield of4,000-gau:,s/cm (40-1/m)(extrapolated) or !es:, 

~ Maximum MR system reported, vvho!e body averaged specific absorption rate (SAR) of 4-W/kg for 15 
minutes of scanning (i.e., per pulse sequence} in the First Leve! Controlled Operating Mode of operation for 
1 he MR sys1em. 

• The scan conditions defined for the LAA Exclusion System Clip are expected to produce a maximum 
temperature rise of 2.9''( (i22"F} for Gil!inov-{osgrove Cl1p (LAA, ACH1, ACH2, PR01, PR02 deviCes) and 
11'{ (.5,58'T) forV Clip (Fl.EX·V, PRO-V devices) aiter 15-mimHes of cominuous :,canning (Le., per pul:;e 
sequence). 

Titanium Grade 2 

Polyurethane 

Nitinol 

Polyethylene 
lerephthalate 

Titanium 
Dioxide 

Titanium 
Grades 

Polye,hylene 
Terephtha late 

Titanium 
Dioxide 

Medical Device 

Batch Code 

Manufacture! 

l§. Procedure Date 

RxOl"-.'LY 

AlriCure Confidential 

.... 

NA 

MR Conditional 

Healthcare center or 
doctor 

rji ? Patient Identification 

Patient Information Website 

Caution: Federal (US) law re:.trict:. 
this device to sale by or on the 
order of a physician or other 

licensed practitioner, 
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Attachment K1 - Sterilization 

Description 

Sterilization Assessments for Changes Documented Internally 

Pyrogenicity Testing 

AtriClip LAA Exclusion System 
Special 510(k) Submission 

AtriCure Confidential 

Section Number 

Section 1-1 

Section 1-2 
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Section 1-1 - Sterilization Assessments for Changes Documented Internally 
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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 IF Us and labels for the AtriClip LAA Exclusion 

System. The updates made are to align and comply with ISO 14971 :2019 for risk management, 

ISO 15223-1 :2021 for symbology, and ISTA 3A for transit. These updates will align the AtriClip 

IFUsglobally 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 ref er to Attachment H1, Section 1-5 for additional details regarding the Letters 

to File. 

The following is an overview of the changes made to the IF Us. Please refer to Attachment H1, 

Section 1-2, Tables 1 - 12 for additional details and rationale for the proposed changes. The 

proposed IFUs are included in Attachment J2. 

AtriClip LAA Exclusion System 
Special 510(k) Submission 
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I (b)(4) I 
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The Intended Use for the AtriClip LAA Exclusion System devices is not 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 LM 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. 

The Intended Use for the device, design, materials, operating principles, and function of the 

subject device remain the same as the predicate 51 0(k), K210293. Based on the technological 

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 substantially 

equivalent to the previously cleared predicate, K210293. 

AtriClip LAA Exclusion System 
Special 510(k) Submission 
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9/15/23, 3:03 PM Site: MDUFMA Cover Sheet 

Form Approved: Oil,:ffi No. 0910-0511 Expiration Date: October 31, 2024. See Instructions for 0MB Statement. 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

i (b)(4) i PAYMENT IDENTIFICATION NUMBER: ,___________ -·-·-·-·-·-· 

MEDICAL DEVICE USER FEE COVER SHEET 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/Medical Devices/DeviceRegu lationa ndGuidance/HowtoMarketYou rDevice/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 
7555 Innovation Way 
Mason 
OH 45040 
us 

2.2 TELEPHONE NUMBER (include Area code) 

612-804-7968 

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 

*****0305 

2.3 FACSIMILE (FAX) NUMBER (Include Area code) 
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 /Medica IDevices/DeviceRegulationa ndGuida nce/GuidanceDocu ments/ucm345263. htm 
Select an a1wlication t'Re: 3.1 Select a center 
[X] Premarket notification(510(k)); except for third party [X] CDRH 
[ ] 513(g) Request for Information [ ] CBER 

[ ] Biologics License Application (BLA) 3.2 Select one of the t'Res below 
[ ] Premarket Approval Application (PMA) [X] Original Application 
[ ] Modular PMA SURRlement T'y'Res: 
[ ] Product Development Protocol (PDP) [ ] Efficacy (BLA) 

[ ] Premarket Report (PMR) [ ] Panel Track (PMA, PMR, PDP) 
[ ] 30-Day Notice [ ] Real-Time (PMA, PMR, PDP) 
[ ] De Novo Request [ ] 180-day (PMA, PMR, PDP) 

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status) 
[ ] YES, 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.) 
[ ] 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 /Medica IDevices/DeviceRegulationa ndGuida nce/HowtoMa rketYou rDevice/Registrationand Listi ng/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 

business, including any affiliates 
[ ] This biologics application is submitted under section 351 of the 

Public Health Service Act for a product licensed for further 
manufacturing use only 

[ ] The sole purpose of the application is to support 
conditions of use for a pediatric population 
[ ] The application is submitted by a state or federal 

government entity for a device that is not to be distributed 
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 orig inal premarket approval application (PMA). 
[] YES [X] NO 

PAPERWORK REDUCTION ACT STATEMENT 
Public reporting burden for this collection of information is estimated to average 18 minutes per response, including the t ime 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. 

hllps://userfees.fda.gov/OA_HTML/mdufmaCScdCfgltemsPopup.jsp?ordnumi __ (b )( 4) __ i 1/2 
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9/15/23, 3:03 PM 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda. h hs.gov 

Site: MDUFMA Cover Sheet 

[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 

l_ _____ ( b )( 4) _______ : 
Form FDA 3601 (07/22) 

"Close Window" Print Cover sheet 

hllps://userfees.fda.gov/OA_HTML/mdufmaCScdCfgltemsPopup.jsp?ordnum9... __ !~H~L.! 

15-Sep-2023 
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51 O{k) Summary 

I. Applicant Information 

Manufacturer: 

Contact Person: 

Alternate Contact: 

Date Prepared: 

II. Device Information 

Proprietary Name: 

Common Name: 

Classification: 

Predicate Device: 

Ill. Device Description 

AtriCure, Inc. 
7555 Innovation Way 
Mason, Ohio 45040 

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

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

09/29/2023 

AtriClip® LAA Exclusion System with Preloaded Gillinov­
Cosgrove® Clip 
(LAA0, ACH1, ACH2, PRO1, and PRO2) 
AtriClip® PRO-V® LAA Exclusion System (PROV) 
AtriClip® Flex-V® LAA Exclusion System with Preloaded V Clip TM 

(ACHV) 

Implantable Clip and Clip Applier 

Implantable Clip and Clip Applier 
Regulatory Class: Class II; per 21 CFR 878.4300 
Product Code: PZX 
Classification Panel: Cardiovascular 

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

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). The Clip is then deployed and is left as a permanent 
implant and excludes the LAA resulting in electrical isolation of the 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 
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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 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. 

The indications for use are identical to the predicate device. 

IV. Comparison of Technological Characteristics with the Predicate Device {AtriClip 
LAA Exclusion System - K210293) 

# 
Feature 

Predicate (K210293) AtriClip™ LAA Modified AtriClip™ LAA Exclusion Equivalence 
Exclusion System System Comparison 

AOD1: AtriClip LAA Exclusion System with AOD1: AtriClip LAA Exclusion System with 
Preloaded Gillinov-Cosgrove Clip Preloaded Gillinov-Cosgrove Clip 

1 Proprietary Name Same 
AOD2: AtriClip LAA Exclusion System with AOD2: AtriClip LAA Exclusion System with 
Preloaded V Clip Preloaded V Clip 

LAA035, LAA040, LAA045, LAA050 LAA035, LAA040, LAA045, LAA050 
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 
Same 2 PRO235, PRO240, PRO245, PRO250 PRO235, PRO240, PRO245, PRO250 Product Code(s) 

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, 

Same Classification product code: PZX product code: PZX 

5 Regulatory Class Class II Class II Same 

6 FDA Division Cardiovascular Cardiovascular Same 

Performance 
No performance standards applicable to No performance standards applicable to 

7 Standards 
this product have been promulgated by this product have been promulgated by Same 
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 

8 Intended Use 
direct visualization and in conjunction with direct visualization and in conjunction with Same 
other cardiac surgical procedures. other cardiac surgical procedures. 

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

AtriClip LAA Exclusion System AtriCure Page 2 of 4 
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# Feature Predicate (K210293) AtriClip™ LAA Modified AtriClip™ LAA Exclusion Equivalence 
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. 

LAAO, ACH1, ACH2, PRO1, PRO2: LAAO, ACH1, ACH2, PRO1, PRO2: 
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 Nilinol (nickel has a known allergy lo Nitinol (nickel 
titanium alloy). titanium alloy). Similar-

3. Do not use this device if evidence of Contraindication 
PROV, ACHV: systemic infection, bacterial added lo 

9 Contraindications 
1 - Do not use this device as a endocarditis, orin presence of infected emphasize 

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 
o eratin 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 Irradiation Gamma Irradiation Same 

14 
Sterility 10-5 SAL 10-5 SAL Same Assurance level 

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 al 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 Irradiation Gamma Irradiation 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. 
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Performance Data 

A review 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 equivalent in 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. 
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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 is the Assistant Director of Cardiac Occluders and Hemostasis Devices. 
<Ip> 

<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 questions about the review process for your submission, you 
should contact <a 
href="mailto:OPEQSubmissionSupport@fda.hhs.gov">OPEQSubmissionSupport@fda.hhs.gov</a>. 
<Ip> 

<br><br><br><p>*** This is a system-generated email notification ***</p> 
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AtriCure, Inc. 
Stephanie Hadnot 
Senior Regulatory Affairs Specialist 
7555 Innovation Way 
Mason, Ohio 45040 

Re: K.233407 

Build Correspondence Convert to PDF 

Trade/Device Name: AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip (LAA0); 
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 (PROI); 
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 II 
Product Code: PZX 
Dated: September 29, 2023 
Received: October 5, 2023 

Dear Stephanie Hadnot: 

We have reviewed your section 51 0(k) premarket notification of intent to market the device referenced above 
and have determined the device is substantially equivalent (for the indications for use stated in the enclosure) 
to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the enactment 
date of the Medical Device Amendments, or to devices that have been reclassified in accordance with the 
provisions of the Federal Food, Drug, and Cosmetic Act (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 51 0(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 III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
www.fda.gov 
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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 FD A's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR Part 803) for 
devices or postmarketing safety reporting (21 CFR Part 4, Subpart B) for combination products (see 
https ://www .f da. 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-leam). 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 SHOlJLD BE DATED BEFORE SIGNING, 
AND MLiST BE SIGNED OlJT OF CTS ON THE 
DATE INDICATED ON THE LETTER. 

Rachel Neubrander 
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K233407 - Stephanie Hadnot 

Enclosure 

Assistant Director 
DHT2B: Division of Circulatory Support, 

Structural and Vascular Devices 
OHT2: Office of Cardiovascular Devices 
Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 

Page 3 
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Hi Stephanie, 

Thanks for introducing yourself. We havf-._j_ns.t ___ ahmi_t ___ w.r.p.pped up our review of K233407, 
but we have some comments regarding the! (b)(4) L Please see the attached pdf for 
highlighted points of edit, also summarized below: 

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 I CDRH 

Tel: 240-402-2693 

victor.mondine@fda.hhs.gov<mailto:victor.mondine@fda.hhs.gov> 

[cid:image00l.png@01DA0D89.E27797A0]<http://www.fda.gov/> 

[cid:image002.jpg@01DA0D89.E27797A0]<https://www.facebook.com/FDA> 
[cid:image003.jpg@01DA0D89.E27797A0] <https://twitter.com/US FDA> 
[cid:image004.jpg@01DA0D89.E27797A0] <http://www.youtube.com/user/USFoodandDrugAdmin> 
[cid:image005.jpg@01DA0D89.E27797A0] <http://www.flickr.com/photos/fdaphotos/> 
[cid:image006.jpg@01DA0D89.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=l421&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 
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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 

0. 513-644-4239 

M. 513-341-0345 

AtriCure 

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> 

October 19, 2023 

Review Assignment Notification 

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<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 
contact OPEQSubmissionSupport@fda.hhs.gov<mailto:OPEQSubmissionSupport@fda.hhs.gov>. 
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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> 
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November 2, 2023 

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 

(LAA0, ACHl, ACH2, PROl, and PRO2) 
AtriClip® PRO-V® LAA Exclusion System (PROV) 
AtriClip® Flex-V® LAA Exclusion System with Preloaded V Clip™ (ACHY) 

Regulation Number: 21 CFR 878.4300 
Regulation Name: Implantable Clip 
Regulatory Class: Class II 
Product Code: PZX 
Dated: September 29, 2023 
Received: October 5, 2023 

Dear Stephanie Hadnot: 

We have reviewed your section 51 0(k) premarket notification of intent to market the device referenced above 
and have determined the device is substantially equivalent (for the indications for use stated in the enclosure) 
to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the enactment 
date of the Medical Device Amendments, or to devices that have been reclassified in accordance with the 
provisions of the Federal Food, Drug, and Cosmetic Act (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.cfin 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 III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 

U.S. Food & DrU£1 Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 

wwwJda.gpv 
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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 51 0(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://vvvvw.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 FD A's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
801 ); medical device reporting ( reporting of medical device-related adverse events) (21 CFR Part 803) for 
devices or postmarketing safety reporting (21 CFR Part 4, Subpart B) for combination products (see 
https :/ /www.fda.gov/ com bin a ti on-products/ guidance-regulatory-informati on/postmarketi ng-safety-reporti ng­
combi nation-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:/ /vvvvw.fda.gov/medical-devices/medical-device-safety/medical-device-reporting::-_ 
mdr-how-repmt-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://wvvw.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the 
Division oflndustry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 
the DICE website (https://v.1,vw.fda.gov/medical-devices/device-advice-comprehensive-regulat01y­
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 
by email (DICE(ii),fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

Sincerely, 

Katherine N. Trivedi 
-5 

for Rachel Neubrander 
Assistant Director 
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Enclosure 

DHT2B: Division of Circulatory Support, 
Structural and Vascular Devices 

OHT2: Office of Cardiovascular Devices 
Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 0(k) Number (if known) 
K233407 

Device Name 

indications for Use 

Form Approved: 0MB No. 0910-0120 

Expiration Date: 06/30/2023 

See PRA Statement below. 

AtriClip1K LAA Exclusion System with Preloaded Gillinov-Cosgrove® Clip (LAA0, ACHl, ACH2, PROl, and PRO2) 
AtriClip® PRO-V® LAA Exclusion System (PROV) 
AtriClip(~, Flex-Vri_i) LAA Exclusion System with Preloaded V ClipTM (ACHY) 

Indications for Use (Describe) 
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, etc., or other appropriate viewing technologies. 

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

CXJ Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

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

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.* 

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

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov 

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid 0MB number." 

FORM FDA 3881 (6/20) Page 1 of 1 PSC Publi~hing Sr:rvicr:s (301) 443-t-740 EF 
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51 O{k) Summary 

I. Applicant Information 

Manufacturer: 

Contact Person: 

Alternate Contact: 

Date Prepared: 

II. Device Information 

Proprietary Name: 

Common Name: 

Classification: 

Predicate Device: 

Ill. Device Description 

AtriCure, Inc. 
7555 Innovation Way 
Mason, Ohio 45040 

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

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

09/29/2023 

AtriClip® LAA Exclusion System with Preloaded Gillinov­
Cosgrove® Clip 
(LAA0, ACH1, ACH2, PRO1, and PRO2) 
AtriClip® PRO-V® LAA Exclusion System (PROV) 
AtriClip® Flex-V® LAA Exclusion System with Preloaded V Clip TM 

(ACHV) 

Implantable Clip and Clip Applier 

Implantable Clip and Clip Applier 
Regulatory Class: Class II; per 21 CFR 878.4300 
Product Code: PZX 
Classification Panel: Cardiovascular 

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

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). The Clip is then deployed and is left as a permanent 
implant and excludes the LAA resulting in electrical isolation of the 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 

AtriClip LAA Exclusion System AlriCure 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 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. 

The indications for use are identical to the predicate device. 

IV. Comparison of Technological Characteristics with the Predicate Device {AtriClip 
LAA Exclusion System - K210293) 

# 
Feature 

Predicate (K210293) AtriClip™ LAA Modified AtriClip™ LAA Exclusion Equivalence 
Exclusion System System Comparison 

AOD1: AtriClip LAA Exclusion System with AOD1: AtriClip LAA Exclusion System with 
Preloaded Gillinov-Cosgrove Clip Preloaded Gillinov-Cosgrove Clip 

1 Proprietary Name Same 
AOD2: AtriClip LAA Exclusion System with AOD2: AtriClip LAA Exclusion System with 
Preloaded V Clip Preloaded V Clip 

LAA035, LAA040, LAA045, LAA050 LAA035, LAA040, LAA045, LAA050 
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 
Same 2 PRO235, PRO240, PRO245, PRO250 PRO235, PRO240, PRO245, PRO250 Product Code(s) 

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, 

Same Classification product code: PZX product code: PZX 

5 Regulatory Class Class II Class II Same 

6 FDA Division Cardiovascular Cardiovascular Same 

Performance 
No performance standards applicable to No performance standards applicable to 

7 Standards 
this product have been promulgated by this product have been promulgated by Same 
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 

8 Intended Use 
direct visualization and in conjunction with direct visualization and in conjunction with Same 
other cardiac surgical procedures. other cardiac surgical procedures. 

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

AtriClip LAA Exclusion System AtriCure Page 2 of 4 
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# Feature Predicate (K210293) AtriClip™ LAA Modified AtriClip™ LAA Exclusion Equivalence 
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. 

LAAO, ACH1, ACH2, PRO1, PRO2: LAAO, ACH1, ACH2, PRO1, PRO2: 
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 Nilinol (nickel has a known allergy lo Nitinol (nickel 
titanium alloy). titanium alloy). Similar-

3. Do not use this device if evidence of Contraindication 
PROV, ACHV: systemic infection, bacterial added lo 

9 Contraindications 
1 - Do not use this device as a endocarditis, orin presence of infected emphasize 

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 
o eratin 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 Irradiation Gamma Irradiation Same 

14 
Sterility 10-5 SAL 10-5 SAL Same Assurance level 

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 al 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 Irradiation Gamma Irradiation 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. 
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Performance Data 

A review 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 equivalent in 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 Exclusion System AlriCure Page 4 of 4 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

Indications for Use 

Form Approved: 0MB No. 0910-0120 

Expiration Date: 06/30/2023 

See PRA Statement below. 
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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 thei {b ){ 4) i Please see 

the _attach_ed_ pdf for _h_igh lighted _points_ of edit,_ also su m_marized _ below:·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· '-·-·-·-·-·-·-·-·-·-·-·-·-' -·-·-·-·-·-·-·-·-

{b){4) 
Pease 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 

Victor A. Morn:Jirae 

DHT2B: Dhd~;kH1 tit Cln:::wlawty Suppmi:, Strntt:..H'aL & VaHt:Ui8H" Dev!~e~; 
OHT:2: ornce of C~:H'{':iovascular Devices 
omc~ of Ptndu~t Evaiumkm and Quanty ! CDRH 

Excellent customer service is important to us. Please take a moment to provide feedback hit'.: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 

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 
Sen,or Regulatory Affairs S;:,ecielist I AtriCure 

0. 513-6-H-4239 
M. 513-341-0345 
E. SHadnot@AtiCure.co,-,·, 
Tvvitlef fYAtt""iC:..ire 

From: Victor Mondine [VICTOR.MONDINE] <victor.mondine@fda.hhs.gov> 
Sent: Thursday, October 19, 2023 9:24 AM 
To: Stephanie Hadnot <S l-l adnot (iilat ricure.com> 
Cc: Victor Mondine [VICTOR.MON DINE] <victor.mondine@fda.hhs.gov> 
Subject: [External Sender]: K233407 Review Assigned 

tober 19, 2023 

Review Assignment Notification 

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 infom1ation 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. 
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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 fonnd in the CDRH Manai,:ement Directory. 

If you have general questions about the review process for your submission, you should contact OPEQSubmissionSupport(a;,fda.hhs.gov. 

*** This is a 
< 

email notification * * * 
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Hi Victor, 

Thank you for your feedback and review of K233407. I have i ( b }{ 4} iper your requests below. Please let me know if any further updates are 
required! '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

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

Thanks, 

Stephanie Hadnot 
Sen,or Regulatory Affairs S;:,ecielist, AtriCure 

0 . 513-6,14-4239 
M. 513-341-0345 
E. SHadnot:g.\1\tr,Cure.co~, 
Tvvitlef fYAtt""iC:..ire 

From: Mondine, Victor <Victor.Mondine@fda.hhs.gov> 
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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 th~ (b )(4) i Please see 

the attached pdffor high lighted 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 

Vidor A Momline 

DHT1B: D!\ds!0n of Ch·cul,~t0ry Supp0rt, Structwr23l, & Veistw:m· D~vk:~s 
OHT:i.: Ottic.0 ot Cardlovasct:L-H' D0vic0~ 
Office of Product Eva:uat!cn arid Quality i CGRH 

Excellent customer service is important to us. Please take a moment to provide feedback he:·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(a:l f da.hhs.gov> 
Subject: [EXTERNAL] RE: [External Sender]: K233407 Review Assigned 

CAUTION. This email «lglnated from cuulde of the Ofganllatton. Oo not cllck links« open attacllments unless you rn<:<>gnlre the sender and know too ;;ontent ts sale. 

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 Hw:lraot 
Senior Regulatory Affairs Specialist: AtriCure 

0. ii I :3-644-423(} 
M. 51 '.l--'.141 -0'.Wi 
[. Sffadnol:;ii)At,·,C Jre.co,,, 
T\Ji.r'itl:et ~~t-~l:riC~ire 

From: Victor Mondine [VICTOR.MONDINE] <victor.mondine@fda.hhs.gov> 
Sent: Thursday, October 19, 2023 9:24 AM 
To: Stephanie Hadnot <SHadnot @at ricure.com> 
Cc: Victor Mondine [VICTOR.MON DINE] <victor.rnondine@fda .hhs.gov> 
Subject: [External Sender]: K233407 Review Assigned 

tober 19, 2023 

Review Assignment Notification 

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



I am the lead reviewer assigned to your submission K.233407. 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 ,viii 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 infmmation. 

You can provide valuable support for CDRH to continue to in1prove our programs by raising to the attention of management relevant issues that arise during the 
course of this review. If you foe! 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 info1mation 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(a),fda.hhs.gov. 

*** Th.is is a 
< 

email notification * * * 
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tri ure 
September 29, 2023 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center (DCC) - WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

K233407 

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

RE: Special 51 0(k) for AtriClip LAA Exclusion System 

AtriCure, Inc. is submitting a Special 51 0(k) for the AtriClip LAA Exclusion System. This Special 
51 0(k) is based on the predicate AtriClip® LAA Exclusion System most recently cleared via 
K210293. 

AtriCure is requesting clearance, via a Special 51 0(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 eSTAR 
Template Version 4. 

This submission contains trade secret and commercial or financial information that is exempt 
from disclosure under exemption 4 of the Freedom of Information Act (21 CFR 20.61 ), section 
301 U) 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 
(shadnot(~yatricure.com) for any questions or points of clarification throughout the review of this 
Special 51 0(k) submission. If I am unavailable, please contact Jim Taufen, Director, Regulatory 
Affairs, at 952-314-1507 or itaufsn(dlatricurtLcom. 

Thank you, and we look forward to your feedback . 
. -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 
i ! 

I {b){6) I 
'·-·-· Step h an"i e -Had no 1-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Senior Regulatory Affairs Specialist 
AtriCure, Inc. 
P: 513-341-0345 

E: ====~=~ 

AtriClip LAA Exclusion System 
Special 51 O(k) Submission 

AtriCure Confidential 

7555 !nnovatinn V\/Jy 
f\r1ason, Ohio 45040 
S})'-.})W.of.6cur-eJ:orn 
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lUi fOOD & D~UG 
isDMiHISTRi"1TiOH 

Food and Drug Administration 
CDRH/OPEQ/OHTII/DHTIIB 

WO66 RM2554 
10903 New Hampshire Ave 

Silver Spring, MD 20993-0002 
240-402-2693 

Premarket Notification 51 O(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 Cocle(s): PZX Class: II Reg#: 878.4300 

Predicate Devices: 
Submission# Pro Code Device Trade Name 

Device Trade Name: AtriClip LAA Exclusion 
System with preloaded Gillinov-Cosgrove Clip 
(LAA0); AtriClip LAA Exclusion System with 
preloaded Gillinov-Cosgrove Clip (ACHl); AtriClip 
LAA Exclusion System with preloaded Gillinov­
Cosgrove Clip (ACH2); AtriClip LAA Exclusion 
System with preloaded Gillinov-Cosgrove Clip 
(PROl); 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 
(ACHY) 

Contact Title: Senior Regulatory Affairs Specialist 

Phone: (5 13) 341-0345 Email: 
shadnot@atricure.com 

Due Date: November 4, 2023 

Reg Name: Implantable Clip 

K210293 PZX AtriClip LAA Exclusion System 
Applicant 
AtriCure, Inc. 

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

Review Team 
Lead Reviewer 

K233407 Lead Memo 

Victor Mondine (CDRH/OPEQ/OHTII/DHTIIB) 

AtriCure, Inc. AtriClip LAA Exclusi ... Page 1 of 17 
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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 ofmy 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 

V. t M d. S 2023.11.01 23:07:36 
1c or on 1ne - _

04
,
00

, 
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Food and Drng Administration 
CDRH/OPEQ/OHTII/DHTIIB 

WO66 RM2554 
10903 New Hampshire Ave 

Silver Spring, MD 20993-0002 
240-402-2693 

Premarket Notification 51 O{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 Cocle(s): PZX Class: II Reg#: 878.4300 

Predicate Devices: 
Submission # Pro Code Device Trade Name 

Device Trade Name: AtriClip LAA Exclusion 
System with preloaded Gillinov-Cosgrove Clip 
(LAA0); AtriClip LAA Exclusion System with 
preloaded Gillinov-Cosgrove Clip (ACHl); AtriClip 
LAA Exclusion System with preloaded Gillinov­
Cosgrove Clip (ACH2); AtriClip LAA Exclusion 
System with preloaded Gillinov-Cosgrove Clip 
(PROl); 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 

K210293 PZX AtriClip LAA Exclusion System 
Applicant 
AtriCure, Inc. 

Review Team 
Lead Reviewer 

K233407 Lead Memo 

Victor Mondine (CDRH/OPEQ/OHTII/DHTIIB) 
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From: 
Sent: 
To: 
CC: 
Subject: 
Attachments: 

DCCLetters@fda.hhs.gov [DCCLetters@fda.hhs.gov] 
10/5/2023 6:37:10 PM 
shadnot@atricure.com; jtaufen@atricure.com 
DCCLetters@fda.hhs.gov 
K233407 Acknowledgement Letter 
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(l1<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*** 

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



ADMINISTRAT!ON 

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 QP_E_QSubmissionSupport(a)fda.hhs.gov. 

Submission Number: K233407 
Received: l 0/05/2023 
Applicant: AtriCure, Inc. 
Device: AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip (LAA0); 
AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip (ACHl); AtriClip 
LAA Exclusion System with preloaded Gillinov-Cosgrove Clip (ACH2); AtriClip LAA 
Exclusion System with preloaded Gillinov-Cosgrove Clip (PROl); 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.f da. gov /MedicalDevices/DeviceRegulationandGuidance/ default.htm. 

U.S.Food & Drug Administration 
10903 New Hampshire Ave. 
Silver Spring, MD 20993 

Sincerely yours, 

Center for Devices and Radiological Health 
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electronic Submission Template And Resource (eSTAR) 
For non-!n Vitro Diagnostic Medical Devices Version O (2023-06-t 2) 

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 

I A Red Bar indicates the associated required question, or a required question in that section, wasn't answered. 

J J A Gn:nm Bar indicates the associated required question, or all required questions in that section, was answered. j 

A (1rcy BtH' indicates the associated question is optional. Green and Grey Bars act as left borders when present. 

TGxt a.uttorn 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. 

I Hover Text I 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 I send questions, feedback, and/or bug reports? 
A: For technical issues or bug reports please email eSubPllot@fda.hh::Lgov. 

For regulatory process or content questions please email: 
USFOA: DICE@tdaJihs.gov 
Health Canada: rneddevices-lnstrurnentsmed@hc-sc.gc.ca 

Q: When I 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: Unacceptable attachment types and names are automatically prevented. If an attachment is great than 1 GB, 

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 -~). 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): Software section updated according to FDA Software Guidance document. Fixed bug in EMC 
- - - -

Form FDA 4062 Built by Patrick Axtell, FDA/CDRH/OPEQ/ORP 
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Application Jurisdiction 
r 

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 "O" 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 (i Premarket Notification 51 O(k) 
CDe Novo 

Application Type 
(Choose Abbrevir1ted if you are submitting a Safety & 
Perforrnance based submission) 

Since you indicated this is a Special 51 O(k), only those 
sections that were affected by the modifications in comparison 
to your predicate device need to be submitted. Ensure the 
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 
other sections not listed here, will always be present. If the 
changes are not appropriate for a Special 510(k), or you 
uncheck a section that was affected by a modification, the 
review time-line of your submission Will be negatively 
impacted. 

I Application Sub-Type I (Modify the Original eSTAR when 
ill f nformstion requests. See He! p Text) 

Additional 

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip 

C 

C Traditional 

r Abbreviated 

(iSpecial 

D Reprocessing 

f2:]Sterility 

□ Shelf-life 

f2:l Biocompatibility 

□Software 

D Cybersecurity 

□EMC 

□Wireless Technology 

(e: New Application/Submission 

C Additional Information 
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Title IMrs. 

Attachment B 1 - Cover Letter.pdf 

Attach any Letters of Reference 

First Name ~I S_t_e_p_h_a_n_ie _______ ~ 
Email .-I s_h_a_d_n_o-t@-a-tr-ic-u-re-_-co_m _____________ __, Phone Number~l __ 5_1_3_-3_4_1_-0_3_4_5_~ 

Occupation Title I Senior Regulatory Affairs Specialist 

Company Name ~I A_t_r_iC_u_r_e_, _ln_c_. --------------------------~ 

Address - Line 117555 Innovation Way 

Address - Line 2 

City I Mason 

Company Name 

Address - Line 1 7555 Innovation Way 

Address - Line 2 

State I OH I Zip 
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Company Name 

Address - Line 1 7555 Innovation Way 

Address - Line 2 

State I OH I Zip 

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. 

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 

Medical devices - Symbols 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 !General Use 
declaring conformity to it? 

~-------------~ 
Standards Details/ Supplemental Documentation per ISO/IEC 17050-2 

~----~I I 10993-1 Fifth edition 2018-08 
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Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk management process 

declaring conformity to it? 
Are you using this standard for general use, or are you !General Use 

~-------------~ 
Standards Details/ Supplemental Documentation per ISO/IEC 17050-2 

Biological Evaluation of medical devices - Part 2: Animal welfare requirements 

declaring conformity to it? 
Are you using this standard for general use, or are you !General Use 

~-------------~ 
Standards Details/ Supplemental Documentation per ISO/IEC 17050-2 

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 

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 

Biological evaluation of medical devices -- Part 6: Tests for local effects after implantation 

declaring conformity to it? 
Are you using this standard for general use, or are you !General Use 

~-------------~ 
Standards Details/ Supplemental Documentation per ISO/IEC 17050-2 

Biological evaluation of medical devices - Part 10: Tests for irritation and skin sensitization 
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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 

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 

Biological evaluation of medical devices - Part 12: Sample preparation and reference materials 

declaring conformity to it? 
Are you using this standard for general use, or are you !General Use 

~-------------~ 
Standards Details/ Supplemental Documentation per ISO/IEC 17050-2 

Biological evaluation of medical devices - Part 23: Tests for irritation 

declaring conformity to it? 
Are you using this standard for general use, or are you !General Use 

~-------------~ 
Standards Details/ Supplemental Documentation per ISO/IEC 17050-2 

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 I Supplemental Documentation per ISO/IEC 17050-2 

Biological evaluation of medical devices - Part 18: Chemical characterization of medical device materials within a 

Are you using this standard for general use, or are you 
declaring conformity to it? 

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip 

General Use 
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Standards Details/ Supplemental Documentation per ISO/IEC 17050-2 

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 

Sterilization of health care products - Radiation - Part 2: Establishing the sterilization dose 

declaring conformity to it? 
Are you using this standard for general use, or are you !General Use 

~-------------~ 
Standards Details/ Supplemental Documentation per ISO/IEC 17050-2 

Sterilization of health care products - Microbiological methods - Part 1: Determination of a population of microor 

declaring conformity to it? 
Are you using this standard for general use, or are you !General Use 

~-------------~ 
Standards Details / Supplemental Documentation per ISO/IEC 17050-2 

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 

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 
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ISTA 3A 2018 5-126 

Packaged-Products for Parcel Delivery System Shipment 70 kg (150 lb) 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 
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Provide the Product Trade Name and (optionally) Model Number/Name 

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip ~I L_A_A_o ______ ~ 

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip ~' A_C_H_1 ______ ~ 

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip ~' A_C_H_2 ______ ~ 

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip ~I P_R_o_1 ______ ~ 

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip ~' P_R_o_2 ______ ~ 

I AtriClip PRO-V LAA Exclusion System ~' P_R_o_v ______ ~ 

AtriClip Flex-V LAA Exclusion System with preloaded V Clip 

Does the device use software/firmware? 

Is the device or a component packaged as sterile? 

The device/system uses or is ... (choose all that 
apply) 

[gJ a single use device(s), non-sterile or packaged as sterile 

D a single use device(s), terminal/end user sterilized 

D a reusable single patient use device(s) 

D a reusable multi-patient use device(s) 

The environment of use of the device/system includes ... 
(choose all that apply) 

Is the device a combination product or does a Request 
For Designation (RFD)/ pre-RFD exist for the product? 

Is the device electrical (battery or wall powered)? 

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 

[gJ Professional Healthcare Facility 

D Home Environment 

D Magnetic Resonance (MR) Environment 

D Transport (Ambulatory) Environment 

D Medical Counter Measures Device 

D Nanotechnology 

D Reprocessed Single Use Device 

D Animal-Derived Material(s) 

D Predetermined Change Control Plan 
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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. 

If you choose to use the 51 0(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, Illustrations, 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 

Attachment D3 - Device Packaging.pdf 

Is the device intended to be marketed with multiple system/kit components or accessories? 

Under section 513(f)(6), are you requesting risk-based classification of an accessory that is 
not explicitly identified in a classification regulation, or has not been included in a cleared 
510(k), approved PMA, or granted De Novo request? 

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 10 of 50 
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If the device is intended to be marketed as a kit, for the purposes 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 51 O(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 51 O(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, Illustrations, 
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 "NIA" 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 

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 

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 11 of 50 
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j 
] DEPARTMENT OF HEAL TH AND HUMAN SERVICES Form Approved: 0MB No. 0910-0120 
t I Food and Drug Administration Expiration Date: 06/30/2023 
t I Indications for Use See PRA Statement below, ____ ! ______________________________________________________________________________________ ---------------------------------------------
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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 1878.4300 - Implantable clip 

Product Code IPZX (Class 2) - Left Atrial Appendage Clip, Implantable 

Associated Product Code{s)IFZX 
' 

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip Page 13 of 50 

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



Primary Predicate 

Is this a Preamendments or Exempt device without a submission number? 

Predicate Submission Number (e.g., K210001) 

Predicate Device Trade Name I AtriClip LAA Exclusion System 

Predicate Device Primary Product Code 

Medical Specialty !General & Plastic Surgery 

Regulation 1878.4300 - Implantable clip 

Product Code IPZX (Class 2) - Left Atrial Appendage Clip, Implantable 

No 

I K210293 

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 51 0(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. 

If the device has the same technological characteristics (i.e., design, material, chemical composition, 
principle of operation, energy source, etc.) 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 51 0(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 51 0(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 CAN BE INCLUDED IN THE ATTACHMENT(S). 
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There are no design changes between the proposed AtriClip LAA Exclusion System 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 1-3 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 
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Please attach a concise summary of the design control activities. This summary should include the 
following: 
• Identification of the risk analysis method(s) used to assess the impact of the change on the device and 

the results of the analysis; 
• Identification of the device change(s); 
• Identification 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 51 0(k) Program Guidance Document. 

Please attach a concise summary of the design control activities. 

Attachment 11 - 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 12 - 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. 

Attachment 13 - Compliance letter - Signed.pdf 

Based on the risk analysis, please include an identification of the verification and/or validation activities 
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 51 0(k) Program Guidance Document. 

Please attach your Verification and Validation. 
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Attachment 14 - Verification and Validation Summary Table.pdf 
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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). 

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 IMR Conditional 
the submission? _ 

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. 

ackaging used in the transportation of the device. This includes, b 
o, the device packaging and sterile packaging. 

Attachment Jl - 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. 

Attachment J3 - Other Labeling.pdf 

Please specifically cite the attachment and page number where 
the prescription statement or "Rx only" exists in the labeling. 

Please specifically cite the attachment and page number where 
the Indications for Use exists in the labeling. 

AtriClip LAA Exclusion System with preloaded Gillinov-Cosgrove Clip 
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Attachment J1 - Pages 3, 5, 7, 9, 

Attachment J2 - Pages 2, 4, 6, 8, 10, 
12 
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Please specifically cite the attachment and page number where 
the name and place of business of the manufacturer, packer, or 
distributor is located. 

Attachment J2 - Pages 3, 5, 7, 9, 
11, 13 
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? 

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 be affected. 

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. 
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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. 

What is the Sterility Assurance Level (SAL)? 

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? 

(b)(4) ! 
-·-·-·-·-·-·-·-·-·i 

For devices Iabe.led "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. 
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Identify the device(s) / accessory(ies) / component(s) that is sterilized. 

AtriClip LAA Exclusion System (PR01, PR02, PROV, ACHV) 

What is the Sterilization Method? !Radiation (Est A) 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·----------------

~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·,-·-·-
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What is the Sterility Assurance Level (SAL)? 

If a device within the submission should be "Non- / 
Pyrogenic," or if you are asserting a device is "Non-i(b)(4) j 
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. 

i 
i 
i 
i 
i 
i 
i 
i 
i 
i 
i 
i 
i 
i 
i 
i 
i 
i 
i 
i 
i 

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

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 

If 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. 
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NIA 

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 
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Based on the answer provided in the Device Description section, biocompatibility information is needed. 
r-·-·-·· ~~::·:·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·.·;•,·?«?«?«?' ·-·-} 
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Acute Systemic Toxicity Testing 
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'·-·-·-·w·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-1 Genotoxicity Testing 
I I Was Genotoxicity Toxicity testing conducted? Ives I 
•~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ 

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 

Please 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 
L 1 (Biocompatibility), Section 1-4. 

Implantation Testing 

Was Implantation Toxicity testing conducted? ..... IY_e_s ____ .....J 

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 

Please 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 
L 1 (Biocompatibility), Section 1-4. 
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Results 
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{b){4) 
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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 L 1 (Biocompatibility), Section 1-5. 
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Results 
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(b)(4) 
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Acute Systemic Toxicity Testing 

Was Acute Systemic Toxicity testing conducted? ~IY_e_s~~~~~~~~~~~ 
Material Mediated Pyrogenicity Testing 

Was Material Mediated Pyrogenicity testing conducted? Ives 

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 L 1 (Biocompatibility), Section 1-5. 

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 L 1 - Biocompatibility.pdf 
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Based on the answers provided in the Device Description section, no software, cybersecurity, or 
interoperability information is needed. 
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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). 

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. 
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Is literature referenced in the submission? 
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General Summary of Submission/Executive Summary 

Attachment S 1 - 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 51 O(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 51 O(k), or, 
if you are not a responsible party of the 51 O(k) owner, attach a Truthful and Accurate statement below. 

Weblink: Truthful and Accurate Statement 

Are you a responsible party of the owner for this 51 O(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. 

Would you like to attach a 51 O(k) Statement or Summary? If you do not attach a 51 O(k) ~IY_e_s __ ~ 
Statement or Summary, and you provided all of the data necessary to produce a 510(k) 
Summary, then a 51 O(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 51 O(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. 

51 O(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. 

Attachment S3 - FDA User Fee Form.pdf 
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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: 1~2_02_3_-_10_-_05 _______ ~ 
510(k)#: [=~~~=]=~)~=(~=L~~=~J~i ---~I For a new submission, leave the 51 0(k) number blank. 

Must be signed by a responsible person of the firm required to submit the premarket notification [e.g., not a consultant 
for the 51 0(k) submitter]. 
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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/lnteroperability 

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

For CSER-regulated medical devices or for combination products where CSER is the lead, please refer to 
Regulatory Submissions in Electronic and Paper Format for CSER-Regulated Products for information on 
how to submit to CSER through the Electronic Submission Gateway. 
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November 2, 2023 

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 

(LAA0, ACHl, ACH2, PROl, and PRO2) 
AtriClip® PRO-V® LAA Exclusion System (PROV) 
AtriClip® Flex-V® LAA Exclusion System with Preloaded V Clip™ (ACHY) 

Regulation Number: 21 CFR 878.4300 
Regulation Name: Implantable Clip 
Regulatory Class: Class II 
Product Code: PZX 
Dated: September 29, 2023 
Received: October 5, 2023 

Dear Stephanie Hadnot: 

We have reviewed your section 51 0(k) premarket notification of intent to market the device referenced above 
and have determined the device is substantially equivalent (for the indications for use stated in the enclosure) 
to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the enactment 
date of the Medical Device Amendments, or to devices that have been reclassified in accordance with the 
provisions of the Federal Food, Drug, and Cosmetic Act (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.cfin 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 III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 

U.S. Food & DrU£1 Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 

wwwJda.gpv 
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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 51 0(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://vvvvw.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 FD A's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
801 ); medical device reporting ( reporting of medical device-related adverse events) (21 CFR Part 803) for 
devices or postmarketing safety reporting (21 CFR Part 4, Subpart B) for combination products (see 
https :/ /www.fda.gov/ com bin a ti on-products/ guidance-regulatory-informati on/postmarketi ng-safety-reporti ng­
combi nation-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:/ /vvvvw.fda.gov/medical-devices/medical-device-safety/medical-device-reporting::-_ 
mdr-how-repmt-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://wvvw.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the 
Division oflndustry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 
the DICE website (https://v.1,vw.fda.gov/medical-devices/device-advice-comprehensive-regulat01y­
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 
by email (DICE(ii),fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

Sincerely, 

Katherine N. Trivedi 
-5 

for Rachel Neubrander 
Assistant Director 
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K233407 - Stephanie Hadnot 

Enclosure 

DHT2B: Division of Circulatory Support, 
Structural and Vascular Devices 

OHT2: Office of Cardiovascular Devices 
Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 0(k) Number (if known) 
K233407 

Device Name 

indications for Use 

Form Approved: 0MB No. 0910-0120 

Expiration Date: 06/30/2023 

See PRA Statement below. 

AtriClip1K LAA Exclusion System with Preloaded Gillinov-Cosgrove® Clip (LAA0, ACHl, ACH2, PROl, and PRO2) 
AtriClip® PRO-V® LAA Exclusion System (PROV) 
AtriClip(~, Flex-Vri_i) LAA Exclusion System with Preloaded V ClipTM (ACHY) 

Indications for Use (Describe) 
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, etc., or other appropriate viewing technologies. 

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

CXJ Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

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

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.* 

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

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov 

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid 0MB number." 

FORM FDA 3881 (6/20) Page 1 of 1 PSC Publi~hing Sr:rvicr:s (301) 443-t-740 EF 
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51 O{k) Summary 

I. Applicant Information 

Manufacturer: 

Contact Person: 

Alternate Contact: 

Date Prepared: 

II. Device Information 

Proprietary Name: 

Common Name: 

Classification: 

Predicate Device: 

Ill. Device Description 

AtriCure, Inc. 
7555 Innovation Way 
Mason, Ohio 45040 

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

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

09/29/2023 

AtriClip® LAA Exclusion System with Preloaded Gillinov­
Cosgrove® Clip 
(LAA0, ACH1, ACH2, PRO1, and PRO2) 
AtriClip® PRO-V® LAA Exclusion System (PROV) 
AtriClip® Flex-V® LAA Exclusion System with Preloaded V Clip TM 

(ACHV) 

Implantable Clip and Clip Applier 

Implantable Clip and Clip Applier 
Regulatory Class: Class II; per 21 CFR 878.4300 
Product Code: PZX 
Classification Panel: Cardiovascular 

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

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). The Clip is then deployed and is left as a permanent 
implant and excludes the LAA resulting in electrical isolation of the 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 
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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 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. 

The indications for use are identical to the predicate device. 

IV. Comparison of Technological Characteristics with the Predicate Device {AtriClip 
LAA Exclusion System - K210293) 

# 
Feature 

Predicate (K210293) AtriClip™ LAA Modified AtriClip™ LAA Exclusion Equivalence 
Exclusion System System Comparison 

AOD1: AtriClip LAA Exclusion System with AOD1: AtriClip LAA Exclusion System with 
Preloaded Gillinov-Cosgrove Clip Preloaded Gillinov-Cosgrove Clip 

1 Proprietary Name Same 
AOD2: AtriClip LAA Exclusion System with AOD2: AtriClip LAA Exclusion System with 
Preloaded V Clip Preloaded V Clip 

LAA035, LAA040, LAA045, LAA050 LAA035, LAA040, LAA045, LAA050 
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 
Same 2 PRO235, PRO240, PRO245, PRO250 PRO235, PRO240, PRO245, PRO250 Product Code(s) 

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, 

Same Classification product code: PZX product code: PZX 

5 Regulatory Class Class II Class II Same 

6 FDA Division Cardiovascular Cardiovascular Same 

Performance 
No performance standards applicable to No performance standards applicable to 

7 Standards 
this product have been promulgated by this product have been promulgated by Same 
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 

8 Intended Use 
direct visualization and in conjunction with direct visualization and in conjunction with Same 
other cardiac surgical procedures. other cardiac surgical procedures. 

Direct visualization, in this context, Direct visualization, in this context, 
requires that the suraeon is able to see requires that the suraeon is able to see 
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# Feature Predicate (K210293) AtriClip™ LAA Modified AtriClip™ LAA Exclusion Equivalence 
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. 

LAAO, ACH1, ACH2, PRO1, PRO2: LAAO, ACH1, ACH2, PRO1, PRO2: 
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 Nilinol (nickel has a known allergy lo Nitinol (nickel 
titanium alloy). titanium alloy). Similar-

3. Do not use this device if evidence of Contraindication 
PROV, ACHV: systemic infection, bacterial added lo 

9 Contraindications 
1 - Do not use this device as a endocarditis, orin presence of infected emphasize 

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 
o eratin 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 Irradiation Gamma Irradiation Same 

14 
Sterility 10-5 SAL 10-5 SAL Same Assurance level 

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 al 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 Irradiation Gamma Irradiation 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. 
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Performance Data 

A review 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 equivalent in 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. 
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Hi Victor, 

; 

Thank you for your feedback and review of K233407. I have updated the! (b)(4) 
your requests below . Please let me know if any further updates are required ! 

Thanks, 

Stephanie Hadnot 

Senior Regulatory Affairs Specialist 

0. 513-644-4239 

M. 513-341-0345 

AtriCure 

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 i (b)(4) jEdits - Response Requested ASAP 
'----'---'--'---'------' 

Importance: High 

You don ' t often get email from 

:per 
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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 the! (b._)J~) L Please see the attached pdf for 
highlighted points of edit, also summarized below: 

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 I CDRH 

Tel: 240-402-2693 

victor.mondine@fda.hhs.gov<mailto:victor.mondine@fda.hhs.gov> 

[cid:image001.png@01DA0D94.703FA0FO]<http://www.fda.gov/> 

[cid:image002.jpg@01DA0D94.703FA0F0]<https://www.facebook.com/FDA> 
[cid:image003.jpg@01DA0D94.703FA0F0] <https://twitter.com/US_FDA> 
[cid:image004.jpg@01DA0D94.703FA0F0] <http://www.youtube.com/user/USFoodandDrugAdmin> 
[cid:image005.jpg@01DA0D94.703FA0F0] <http://www.flickr.com/photos/fdaphotos/> 
[cid:image006.jpg@01DA0D94.703FA0F0] 
<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=l421&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>> 
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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 

0. 513-644-4239 

M. 513-341-0345 

AtriCure 

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> 

October 19, 2023 

Review Assignment Notification 

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<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 
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contact OPEQSubmissionSupport@fda.hhs.gov<mailto:OPEQSubmissionSupport@fda.hhs.gov>. 

*** This is a system-generated email notification*** 
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, -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j i . 
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