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AtriCure

AtriCure® Synergy >c_m:0: m_..<m53
Instructions for Use

. DESCRIPTION

The ATRICURE Synergy Ablation System.is comprised of the. mwwas and Sensing Unit
(ASL), an ATRICURE Synergy Ablation Clamp, and a foots e ATRICURE Synergy
Ablation Clamp is a single patient use electrosurgical instr igned for use only with
" the ASU. The Synergy Abiation Clamp is Intended to ablate cardiac fissue for the treatment
of patients with persistent or:longstanding umqw_wﬁm:m,,mﬁm,_ﬁc_._zmzo: y,:mw/mﬁ undergoing
open concomitant coronary artery bypass grafting or 3 i

the insulated jaws-of the Synergy Ablation Cl
this RF energy by pressing the Footswitch.

. RS
The Synergy™ Ablation (See Figure 1} O_m_.:_um. faatire two pairs ofiopposing dual
electrades, an in-line handle with syringe-type actual /m%m:a butt 1 Jease mechanism
The Synergy Ablation Clamp qmmm_._ﬂmm the use of the At h'Box (ASU and ASB
. o,

~

information specific to the ASU a
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. INDICATION FOR USE L
The AtriCure Synergy Ablation System is intended to ablate cardiac tissue for the treatment
of persistent or longstanding persistent atrial fibrillation in patients who are undergoing open
concomitant coronary artery bypass grafting and/or valve replacement or repair.

'CONTRAINDICATIONS
The ATRICURE Synergy Ablation System is not indicated for contraceptive coagulation of
the fallopian tubes.

Potential Complications

S

potential adverse effects (e.g., complications) that are associate
procedure: T

. Death,

Excessive bleeding related to the procedure which
Cardiac tamponade (if either open or catheter drainz
Pulmonary vein stenosis, h
Restrictive (constrictive) pericarditis,
Infection which may include Sepsis or m:nonm&_ﬁ_m%////{
Myocardial infarction (M1) per ACC guidelines, R
Stroke or Transient Ischemic Attacki(TIA), .
Thromboembolism,
Diaphragmatic paralysis,
Esophageal-LA fistula or esophage:
Atrial perforation or rupture,
Ventricular perforation or rupture
Atelectasis,
Pneumonia,

: : 4 Ry
Y . .
A i ive hegrks ! on n_._ﬂc&m#%/ﬁm_ and/or ventricular),

/
m,/@,do unintended suftaynding zmM%%MW:meam. including tears and punctures,

e m/www , i bypass.

i

.
Do not touch th //w

¢ dés of the Synergy Ablation Clamp while activating the ASU.

Blation Clamp electrodes during ASU activation could result in

o the operator.

e Do not touch the electrodes of the Synergy Ablation Clamp to metal stapies or clips, or
to sutures while activating the ASU. This may damage the Synergy Ablation Clamp or
fissue, or resuit in an incomplete ablation.

This page left intentionally .c_m:.x..w h
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« Do not use the Synergy Ablation Clamp for coagulation or ablation of veins or arteries. HOW SUPPLIED

The Synergy Ablation Clamp-is supplied as STERILE instruments and is for single patient

o use only.
+  Inspect the area between the Jaws of the Synergy Ablation Clamp for foreign matter

before activating the ASU or ASB3." Foreign matter captured between the Jaws will o . L .
adversely affect thie ablation. Sterility. is guaranteed :a_mmm..ﬁ:m .u.mowmum is opened or damaged. Do not resterilize.
RETURN OF cmmU. PRODUCT
« Do not insert excessive tissue into the Jaw Heel as it 3m< result in poor ablation at the - If for any reason these preducts must be returned to ATRICURE, a retu ods
Jaw Heel. . ~ authorization (RGA) number is required from ATRICURE prior to m:.m. :

SoRn . 5
% MF e thoroughly
_5 m originat carton

T /Mf#/

ém uqo_umq_z

» Do not ablate in pool of blood or other fluids as this may extend the:ablation time. ' Ifthe products have been in contact with blood or body fluids, ¢
Users mzoc_a suction excess fluids away from the Jaws prior to ab . ~ cleaned and disinfected before packing. They should be m:_vu
: or an equivalent carton, to prevent damage during mz_u:u/o ;

labeled with an RGA number and an- _:a_nﬁ_o: of ﬁrm bio
¢« Do nat mzm_.:g to use an M<=m6< >c_m=o= O_m_:n that :mm i shipment. :

Instructions for cleaning and materials, .w:n_:n_:mww _u
labeling, and an RGA number may be obtained from

av_moma
% ) CAUTION: [t is the responsibility of th
. Do not use the Synergy Ablation Clamp if signs o ’ identify the products for shipment.
upon inspection of the area around the Jaw Heel as itma mae_mam affect ablation N o
performance.

DISCLAIMER STATEMENTS

ST

. <§m: the ASU ﬁm_u mm:mﬂmﬁoa m:a Synerg: >Emzo=.o_mau are Usg

/w/,/.tmq/w}hoﬁm before they

equential da; /wpm personal

iy

sibe ancmzz

e

the other leads.

amage during shipment; ahd they should
h.an RGA caamﬂ and an indication of the bichazardous nature of

be properly labeled:y
the contents of ms__u:._

When the >mc
,m_m:.__u. the cond
,n_om_ mnc_v_jmﬂ R

ivated in ooa on with the Synergy Ablation
,/,./mn:_om, fields may interfere with other electrical
,o the >W_w,£)..,c for more information regarding woﬁm:ﬁ._m_

i , a <_om regarding avoidance of such

SETUP

S

1. Examine the Umnrmui

breached. Remove the ste
technique.

ed instrument from its package per standard sterile

. 11
6 _ PO00730.E
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- Tablel. Average Time vs. Energy Delivery

._.%rmxm%%mm Time to Transmurality per unit volume (sec/mm’) | Energy Delivered per Unit Volume (Jimm®) *
AVG _STDDEV AVG STDDEV
2 mm 0.048" ) - 0.007 . . 0.76 - . 0.17
5 mm 0.033 - 0.006 - - 0.57 - 0.10
10 mm ©0.032 | A B X ) 0.16

*Energy Delivery per unit volume of tissue ablated is below the threshold of 0.94 Jimm3 for:
2mm: :mmcm H:_ox:mmm Evo:ma 4.2 other similar commercially available ablation devices.

7. To open ﬁ_._m __msa press Em mm_mmwm Mechanism and slowly release the Closure
Lever. Do not allow the Jaws to spring back. Be aware of any surroun jg tissues
that could be damaged as the Jaws open.

8. Inspectthe m:ﬂ_om_ area to ensure adequate ablation.

9. Between ablations, wipe the Jaws clean with-a sai
For optimal performance, keep the Synergy Ablal

coagulum. To ensure the electrodes are clear el
Sl

Use a saline soaked gauze to clean the electrodes M/@mq each abiation. If nom@:_ca .
present, it is much easier to rermove within the first'sevéral seconds after ablation. In

brief peried of time, the oomoc_ca oo:_o_ n_Q ocn mak ng M/Hogm_ mor

th

the electrode is

If the Synergy Ablation Clamp is idle

clamp the jaws onto saline
soaked gauze to prevent any coagu

 peror
. 4:9&« ive of the ABLATE study, to support the

ﬁ,ﬂsm* the AtriGure Synergy Ablation System for the
m _umnm_mnm:» (i.e. non- vmqoxu‘mamc m:_m_ ,ﬂ_a:__mw_o_.._ cp_J

__._

antiarrhythmic dri o_ :EmE
system is not mmmow_man_ ,
A continued registry sh
both studies are presente

4.m AF)} was mmﬁmc__m:mn *o__os.___._m ABLATE. Results of

Safety Results

Primary Safety is a composite rate of acute major adverse events within 30 days post
procedure or hospital discharge. This composite safety endpoint includes death, stroke
(resulting in significant permanent disability), TIA, myocardial infarction, and excessive
bleeding (requiring >2 units of blood replacement and surgical intervention) events within 30
m .

days post-proceduré or hospital a_mn:mﬁm ?§.n...m<m_. is _ozmmc and deaths after 30 days if
the death is procedure related.

The Primary Safety Endpoint for ABLATE and ABLATE AF has been evaluated in the 64
non-paroxysmal AF subjects that were enrolled and treated with the AtriCure Synergy
Ablation System. Subjects were considered to be safety failures if any Major Adverse
Events (MAE) were observed within the initial 30 days following operation. MAE consist of:
Death within 30 days or beyond 30 days if considered device related, Excessive Bleeding
(defined as > 2 units of RBCs with reoperation), Stroke, TIA or MI). A clinic visit was
performed at 30 days to fully assess the patient for potential adverse events.  An evaluation
of all subjects was available to assess this primary safety endpoint. ._._._mamﬂ%ma five safety
B__E,mm in the no:o: including two deaths, two mxommm_<m bleeds and o Mwﬁa_a as outlined

through mo nmzm is moomuﬂmu_m

Tahle 2: Primary Safety Endpoint

Primary ABLATE | ABLATE | ABLATE

Safety % {n/N) AF +

Endpoint % (n/N) .| ABLATE

AF

i % {n/IN}

Major 9.8% 0.0% 7.8%

Adverse (5751} (0413}

Event

through

30 days

95% 1-sided Bayesian

Credible Interval[1]:

POSTERIOR PROBABILITY

<18.95%. :

[1] Beta (0.005, 0
with the stat| [

¢ :Emoﬁ that achieved successful
mmzmzsﬁm ic medication (Class 1 or [l
nitor assessment (or
.Qa@mm wz_&mnﬁ that have a pacemaker
: efficacy qmm:_ﬁﬁ.m presented in Table:d. The results demonstrate the

%,m; BLAT mm for a non- uww,wémam_ AF patient population with

9
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Table 3: Primary Efficacy Endpoint
Primary. . | ABLATE |- ABLATE | ABLATE
Efficacy - | % (n/N} AF | o+
Endpoint % (n/N} | ABLATE
AF

% (n/N)
AF Free 73.9% 81.8% 75.4%
and Off | (34/46) {911} (43/57)
AADs at
6 months .
95% 1-sided Bayesian Credible {0.628,
Interval[1]: 1:00)
POSTERIOR PROBABILITY > 0.992
60.0%.
[1] Beta (0.005, 0.005) prior in accordance
with the statistical plan.

Conclusions:
a) The overall rate of Primary Endpoint Events proposed for labeling is 7:8%.

b) The resulting rate for labeling for any device/procedure related SAE is ‘_m..m.xv..

¢) The overall rate of Primary Efficacy Endpoint Success (AF Free and off AADs) proposed |

for labeling is 75.4%.

d) Pulmonary Vein isolation was identified in 100% of those subjects m_....m_._m_u_m to the

procedure for confirming block.

10

2. With the Connector Alignment Arrow symbol in the 12 o’clock position, push the :
Connector into the appropriate Synergy Ablation O_m:._u receptacie on the front of the
ASU or ASB3. Each Synergy Ablation Clamp has a unigue receptacle on the ASB3,

To ensure device performance, verify proper connections to the ASB3 | by consulting
the ASB3 package insert. Verify that the connections between the Synergy Ablation
Clamp and the ASU or ASB3 are secure. If the connections are loose, do not-use the
Synergy Ablation Clamp. Inspect the cable and do not use the Synergy Ablation Clamp
if the cable is frayed or the insulation is damaged.

< Insert with Connector Alignment
Arrow at the 12 o'clock position

ABLATION

NOTE: A minimum tissue incision of 12 mm
Synergy Ablation Clamp.

Proposed Package Insert - 6
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5. >nﬁ_<m:m the ASU by am_uqmmm_zm Sm//;%s._no_._ afe
Ws 9d the

mm,no The m«.%

_-delivery- _.mnc_ﬂmn/ﬁoéﬂmmﬁm//.,m/ smural {full thick ess) lesion based on tissue

impedance m:n,%wmw/mmﬂm o:__w.. mmy/ mount of energy to the tissue. Energy delivery
changes throughotitth ,mc_m:o: ycle as tissue _Eumqm:nm n:m_._mmw The lesion i is
ible as a white coldr _m_:

ot m_uzwma Um<o:u

Sary to create a transmural lesion depends on tissue thickness,
fwxm:m length of tissue captured between the electrodes. The
o_mmo:cmm the average expected fime (seconds) and energy
delivery (joules) for respective tissue thicknesses. Values are expressed per
urnit volume of tissue captured between the electrodes. These data were
abtained during ablations on ex vivo (excised boving) tissues and wil cmzmﬁ_z
* be lower on in vivo (live human) tissues.

following table:

SRS

7
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Zo:-_uSom.m_.__o

. Sterilized by Ethylene
Oxide

@ Single Use Only

H Expiration Date

— Lot Number
LOT

Caution: Federal Law

Rx ONLY (USA) restricts this device
to sale by or on the order
of a physician

X . Attention. See Instructions
) *9 Use

Manufactured by:
AtriCure® Incorporated
6217 Centre Park Drive
West Chester, Ohio 45069-3866

1-866-349-2342 (toll free)
513-7554100

12

. Do not use abrasive cleaners or eiectrosurgical {ip cleaners to clean debris from the
- Jaws. Use of abrasive cleaners or electrosurgical tip cleaners can damage the
. electrodes and result in n_msom *m__cqm Cwm saline-soaked gauze to clean debris off the
- electrodes.

« Do notimmerse m3< um: of the w<:ma< Ablation Clamp in liquids as this may damage
Em amsnw

. >_Em<w wear the muu&nammm.mca_dm_ gloves when using the ATRICURE Synergy
Ablation System to aveid shock/burn hazards.

. Inspect the product packaging prior to cpening to ensure th
breached. If the sterility barrier is breached, do not use t
avoid the risk .o.ﬁ .n.m:mzﬁ infection. ) E

ferility barrier is not
‘Synergy:Ablation Clamp to

pacemakers. Interference produced with Sm/w
devices such as a pacemaker to enter an mwﬂm

pacemaker entirely. 00=m_._= n_._m pacemaker m:;

Proposed Package Insert - 7

m“moﬁomca_omamsﬂum om/_ﬂ use
fonous mode or can block the:
mo»_.:mq or :omunm_ Oma_o_ou

R

¢ Read all instructions carefully *ovﬁsw@‘_ﬁ CURE Synergy >u_m¢a

ke RS
:m_:a Emam,.._om _um__:a 8 nqoumﬁ_io__oé 5& Qozm 3m< _mmqa _mQ:om_ oq Emzsm_

3m< damage the device. If the

anmo_ do :o&:mm mnﬂmom with a new Synergy

» Do not use of the mww:m.ﬁ< Ablation Clamp with another manufacturer's generator to
avoid damage to the device, which may result in patient injury. The Synergy Ablation
Clamp is only compatible with the ATRICURE ASU and ASB3.

¢ Do not ablate tissue greater-than 10 mm thick with the Synergy Ablation Clamp
Tissues greater than 10 rnm thick may not be fully ablated.

5
PO00730.E




14

AtriCure’

ATRICURE Synergy Ablation Clamp
ILLUSTRATION AND NOMENCLATURE

A_umm:_,m. 1)
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Release Mechanism
Closure Lever
Connector

Connector Alignment Amrow
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