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I. General Information

Submitter:
Alma Lasers, Inc.
485 Half Day Road Suite 100

Buffalo Grove IL 60089
Contact Person:
Kathy Maynor - Regulatory

352-586-3113 (cell)

Summary Preparation Date: June 28, 2012

I Names

Device Name(s): Accent Pixel RF Tips

Primary Classification Name(s): Electrosurgical cutting and coagulation device and accessories

.

I11. Predicate Devices

e Alma Lasers Family of Accent RF Systems [Accent, Accent XL, Accent Elite] (K072699, K070004,
K101147) '

* Syneron Medical Matrix RF Applicator (K073572, K090025)

* EndyMed RF Applicator (K083461, K101510, K120513)

©
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IV.  Product Description

The Accent Pixel RF Tips include cleanable, sterilizable, multiple ufse radiofrequency (RF) energy
delivery devices (accessory) intended for use with the Alma Lasers Family of Accent™ RF Systems
[Accent, Accent XL, Accent Elite]. These Pixel RF Tips are also available as single use, disposable
products. i

The Accent Pixel RF Tips are comprised of the following main com_:ponents:
¢ Pixel"" Stationary Tip

s Pixel™" Roller Tip
V. Intended Use & Indications for Use

Intended Us;e

The Alma Lasers family of Accent RF Systems (Accent, Accent XL, Accent Elite) with Unipolar and
Bipolar Handpieces are intended for use in dermatologic and general surgical procedures.

Indications for Use

The Unipelar and Bipolar handpieces, when used as a combined trelé"ltment, are indicated for the non-
invasive treatment of wrinkles and rhytids.

The Pixel RF Tips (stationary and rolling), when used with the unipfolar handpiece, are indicated for

dermatological procedures requiring ablation and resurfacing of the skin.

VI. Rationale for Substantial Equivalence

The Accent Pixel RF Tips shares the same or similar indications for use, device operation, overall
technical and functional capabilities, and therefore is substantially equivalent to the predicate devices.
Additionally, animal and human clinical data were submitted to substantiate product performance.

Premarket Notification, Special 510{k} Submission for: Section 5: Page 2
Alma Lasers Accent Pixel™ Tips :



6)«2/« 3‘%@

K 1150

sdip |3%1d a0y siaset ew)y

€ 28e4 :g UOI1DBS 110} UOISSIIGNS (R)0T G [21v8dS 'UOIIEIIION 1a)leWwald
sampasoxd [enSins sainpaosoud [eorgans sampaooad [eo1dans
Jerauald pue nBojoleuLIOp [erauad pue aSojoreunap | [eiauad pue d1SojojRULIEp sainpaocoid jeo1dins [e1ausd esn)
ut 3SN I0J papuajuf U1 9sn J0} papuaiuy] U1 asn 10 papudiu] |  pue oi3ojojeuLiap Ul asn 10J papusIl| papuagu]
00Ft 018+'3L8 uone[ngoy
00F¥'8L8 MAD 12 -HNO 19D [ 848 WAD 17-HNO 19D o| ¥4D 17 VSI TADANN o 00¥Y" 8.8 WAD 1T —HNO TAD o
A193Ing onse|d 3 [ewuany | A1efing onseld i jerousny | A1oefing onseld » [BISUSD) A193Ing onse[q % |eIouaD) 1npoly
mn
SLI)IRIRYD)

[seoaidpuey Jeoqig %
IejoJiup) /m) [SH[F U200y _
“TX WDV W00Y] asardpury A[npop aPXld

SWASAS A WUV | gy sdp . joxig ] 1929V Jo Ajyune g
Jo Alure s1ase] euly

f

1oeordde Iy 1o ddy .y x1nep
- PaNApug . |BOIPSJA UCISUAY R *PYT ‘SIISE] BUIY

: o . . LPITOTM .
€ISOTTM ‘0ISTOIM ‘T9PE80M STO060M ‘TLSELOM ‘PO00LOM ‘6697L0M XXXX0)




Ki 21150

 afed :5 uonIag

sdij 4u13%1d 3UB2Y sI9se By
:10} uotssiwgns ()OS (e132ds ‘UoNEIYIION 133jIeWIBId

ﬂzﬁ ‘fﬂé@

"upys a3 Jo Juroelnsal pue
uone[qe utlinbas sampasoxd
" [edigojorewia(] 10} palesipul
s1101eotjdde ¥ oy

"SAPUAYT pUB SAPULIM
|BIOB] 9JBI3pOW O} p[iW 10)
paeotpur st Jogedrdde DI, oy

-'saInpasoud |e213Ing [e1ausn
pue orSo[ojeLL(] Ul 2SN 10}

‘SAYULIM [BI9B]
1O 1UDBULEDY) DY) JO) pUE
‘uns ayz Jo SuroeyInsal pue

uone[qe ulunbal
sainpadoud [en3ojoretiiap

... . .sepadpuey
Jejodigy pue sefodiupn

A JUILLIBAT) PAUIqWIOD B
uIsn spnAyd pue sapjuLIm
JO JUSUIBAI} QAISBAUL

-uou ayJ 1o paledrpu]

07 U01}23S — B1Bp
[B21UI[> UBWINY pUE — ] UODIIS —
Blep Adojosiy [eunue £q pajytoddng

‘unys aip Jo Juioepnsal pue uone[qe

Buinnbas sampasold [en3ojojeuiap
1o} pajesipul ale ‘@oatdpuey

Tefodiun oy yum pasn uaym (Burjjos

pue Areuonels) sdip . [9x1d YL |.

~SPIALI PUB S3]ULIM JO JUIUNE)
JAISEAUI-UOU 2Y) JOJ pajedipul e
“uallyeai) paulqLuod g Se pasn uaym
‘sooardpuey] Jejodig pue sejodiuny sy,

saInpasoad

jeoidins [eiousd pue o18oj01WLISD

_ U1 35N 10J papus)ul a1e sadaldpuery
tejodig pue rejodiun yim (an[g

P2pUSIUI 321AD SAISBAUIUOU 10} papuajur st JUB00Y “TX JUIIDY “JUDIY) SWLISAG as 10}
© S1 pagydpusy 4g mopn ayy | 101eanddy .y X1nep SYL A3 wedoy Jo AJTwe] s19se] By Y| SuouedIpuf
R
.  SHPIBIBY))
[seoordpue] rejodie %
rejodiun) /s) [ Jus00y
“IX Ew8< U300V} 9091dpuE ] P[NP , [PX1d
sopeordde oy Iojeonddy Y Xepw SWRASAS 1Y WSV | yyim sdif, [ox1g S JUa29V Jo Ajimef |
P oo Jo A[iume,] s1958 BUWITY .
poNApug.| [BOIPIA] UOIDUAG ‘PY] ‘sdaser] ewy

CISOTI “OISTOTY ‘T9vE80M

~ . STO060D “TLSELON

LEPITOTY
“$000LOY ‘669TLO

XXXX0M




F?/L s g &)

i

K1g1lso

g afed :q uDIRS

sdil, ,19Xid U920y SIBSET BLlY

110§ UDISSIWIQNS (3)0TS [B193dS 'UOREILIION IBNIBWSIG

e e A

T T IR TEe

Jeuonoely SuldBLINS) UIYS
UOWILLOD JO §193]J3 anssI]
ay) s1e[nwa yo1ym swrerdord
¢ — Aojouyoda) [euonoely
w19S[dI93[3S djqeuny] )

T (sa180jout]yar 19sE] |

(M 062-05T [eulION)
(uuym 171 M 0Ty ordn
SElodld % felodlg
(M OF1-0T1 reuoN)
(/M 1671) M0z 02 dny

agueiun) @ refodiuf) e

(W 80°7 01 §1°0 Jo 2Bue
—sdi], ,19%1d - M 08-G€ [BUIWON)
(i m 80°7) M 00T 01 A
WIPSAS JUIIY J0] WNWIXE -
A .,..Bmm-mm

sdr,
13|10y - ABuey papuawWmoIy -

M09Sy
widyfizg o3 dn :
. sdif Areuonw)g
- 3duey papudmwmoddy - | (A31oug o)
Ao Jad
spem ¢g 01 dn aejodig e | sopnor ¢z 03dn - tejodig e odiun e 1emod Iy
mn
SLI9JOBIRY D)

[seoardpuey rejodig %
Tejodun /m) [a1g Jua00y
X WWADY JU0IY]

1oyeoidde Iy 10teonjddy Iy X1gR SWRISAS 1Y WDV |y sdif. [oXid 4 JUIIV JO AIuie
o , SR : Jo Ajure] s1ese] vy - A _
,. PaNApug [ESIPAJA] UOIAUAS . . Py ‘sI9SET BUI[Y
. o LEITONM
CISOTIM ‘OISTOIDI ‘19¥€80M STO060M ‘TLSELOM ‘b000LOM ‘6697L0M XXXX0M

a091dpuey PIMPOI ,19X1d |




5%@

@

g afegd 15 UOITIAS

sdig Lul3¥1d 3UR0Y si9se] eLuly
Jojuossiwgns (ot s 1e12ads ‘uoedynoN 1ayewdly

wur ¢ X L9] - Te[odlg @

K1l 291 S0

o

Jomeonidde 1y

muﬁ%ﬁcm

_E1SOTIM “OISTOTN ‘19vE80M

Joreoijddy Ty XLoep

[BOIPaIN UCIUAS

ST0060M “TLSELOM

SWASAS ¥ Wasoy
JO Ajiwe,] siase’] eW[y

LPTTOT
‘b000L0M ‘669TL0M

axudpueH PMPON |, 19Xid

s m.n_ L [2X1J 3 18209V Jo Ajime
Py ‘saaser] ey

XXXX0M

(wo SUOISUMI(]
UMOUNU 9] X 1) SaYoul £'9 X g'g| WW SO X 691 - IBJodJiu) ww GG X §g] - asardpuel Jd9XIg| adardpuey
BIp WW €] 01 GG JO][O], 20UIDJWINDILD W /7T X O]
Iejodlg % Sie[odid (rejodiun) sdiy, | 1oxid 19)j0Y o
(1ejodiun} azis jods,
dny sjqesodsip —ww 7] X 71 "BIp W [ 0 €] "BIp W 7|
By
CWWGIX Ol = ‘a8reTiun 3 rejoJiun e (depodiun) sdiy, lXId ATRUONEIS 01 JusIRAI],
) (;unuysjaxid ¢°1)
wo Jad syutod [9X1] ZE[~ »
Auwysiod 4o \ sdrp, , 1oxId J9110)]
(7000LOM 7 6692L0Y)
(;uwysiods xugew ¢1) |asind tod — syutod XLBN $9 ‘ (;wuysioxid (1) sutod [axid 11 ~»
syods XUJBW Zj | a|qeadde Jon sdiy, ..E_un_m Amguone)g| xuney dig
) k an
. SLI2)IBAEY )
[saoardpuey rejoqig %
Tejoquupy /m) [a311F 200y
X U820y “JU00Vy]

e



K& so

{ 98e4q :5 uoIIAS

sdi] 19¥1d Uy si9se] BLINY
10 uoissiugns (H)oTs [eads ‘UoREIRON Jaxieurald

ndam
qr§°TL B g (3% £)sq1 ¥'§1 sq] §§ ‘(1x)o11 waIsAg
UV BEX LT X [T ()
‘ul (waisAs dojajqe]) AIneag Juao2y 9 X §] X 97 ‘JUIIDY | SUCISUWI(]
LXTIXGH WGl XOEXG]] TP 1L X SEST X L30T TXIUAOY 9] X L1 X 97! QEX LI X [T VIXIUINOY 9] X £ X 97 WsAg
zH VS'L sboy
. 09:06.°V.€-1 -OVA 0£7-001.|.... ZH.0920S OVA 05T - 06... VS.ZH.09-05 ‘A.0T1=011 V6. ZH 0905 A 021011 ]... [831199[]
s1qeeae os[e sdn a[qesodsip pue
sdi] 2[qeZI[119]S “[qRUBI[D ‘D[qEBSNIY e
sas|nd sasind sdiy 4ylPXid 19110y ® papiaoxd
00¢ 01 dn —dn ajqesodsyq | sz 01 dn — dy sjqesedsig ajqeoidde 10N | Areuone)s ajqesnay pue dqesodsiq MOoH
y | | - | onseld uujsg . anyddeg
, pue WnURUN[E PIZIPouY e ‘wnungy — sdij,  [oX1d J9[]0Y e S|BLIIBIN
PBUOD
UMOD{U[ umouyup) :s9001dpuey | wnunwaly —sdi], o [ax1d Aguoneis waneq
, , : o
SLId)IRIRY )
[saoardpuely rejodig % |
Tejogiun /m) [a1[F Jus00y
x . e TIX 1200y 200V 9001dpuEH] PNPOIN PX1d
aooridde Ty | Joiednddy Wy Xep SWANSAS Y WINV| yypu sdig, poxid o U909V Jo Ameg |
A , : Jo Auwe,] slose] ruljy
PINApuy [EDIPAJA] UOIUAS Py ‘S19SB] BUI[Y
: LYTTOTH
€ISOTTM ‘0ISTOT ‘T9¥€80M ‘P000L0M “669TLOD XXXX0M

ST0060M ‘TLSELOM




Kl;zué’c)i .@-7&‘5%@

VII. Safety and Effectiveness Information

The review of the indications for use and technical characteristics prowded demonstrates that the Accent
Pixel RF Tips are substantially equivalent to the predicate devices. Addmona!ly, animal and human
clinical data were submitted to substantiate performance.

VIII. Conclusion
The Accent Pixel RF Tips were found to be substantially equivalenf to the predicate devices.

The Accent Pixel RF Tips share the identical indications for use, similar design features, and functional
features with, and thus are substantially equivalent to, the predicate devices.

v
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(C DEPARTMENT OF HEALTH & HUMAN. SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —W066-G60%
Silver Spring, MD 20993-0002

Alma Lasers Incorporated ,
% Ms. Kathy Maynor . : : SEP
Regulatory Consultant

. _ 7
485 Half Day Road, Suite W No. 100 Ly

‘Buffalo Grove, Illinois 60089

Re: K121150
Trade/Device Name: Pixel RF Tips
Regulation Number: 21 CFR 878.4400
Regulation Name: Electrosurgical cutting and coagulation device and accesories
Regulatory Class: Class 11
Product Code: GEI
Dated: August 31, 2012
Received: September 11,2012

Dear Ms. Maynor:

.We have reviewed your Section 510(k) premarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class I (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.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirernents as set



Page 2 - Ms. Kathy Maynor

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the elecironic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), picase
go to http://www.fda.gov/AboutFDA/CentersOffices/ CORH/CDRHOffices/ucm1 15809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part

~ 807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

htip*//www.fda.gov/Medical Devices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
htip://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours, - ﬂ f

Mark N. Melkerson
Director
Division of Surgical, Orthopedic
and Restorative Devices
Office of Device Evaluation
~ Center for Devices and
Radiological Health

{(01\ i Ol[’)(wv

Enclosure



" Indications for Use Statement

510(k) Number (if known): Ki9 |< \ CQ IIS-O

Device Name: Pixel RF Tips

Indications for Use:
Intended Use

The Alma Lasers Family of Accent RF Systems [Acéent, Acccnt‘XL, Accent Elite] is intended
for use in dermatologic and general surgical procedures,

Indications for Use

The Unipolar and Bipolar handpieces, when used as a combined treatment, are indicated for the
non-invasive treatment of wrinkles and rhytids.

The Pixet RF Tips (stationary and rolling), when used with the unipolar handpiece, are indicated
for dermatological procedures requiring ablation and resurfacing of the skin.
| | ) Qx mKmn
(Division Sign-Off)
Division of Surgical, Orthopedic,
'~ and Restorative Dev%ces

Kl2.]t1s©o

© 510(k) Number.

Prescription Use.v’ ' ‘ Over-The-Counter Use
AND/OR
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED) :

Premarket Notification, Special 510(k} Submissicn for:
Alma Lasers Accent Pixel™ Tips
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Concurrence of CDRH, Office of Device Evaluation (ODE)
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