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Preparation Date: August 28, 2012

Company Information:
American Orthodontics
1714 Cambridge Avenue
Sheboygan, WI 53081
Phone: 920-457-5051
Fax: 920-457-5773

Contact Information:
Trang Adams / Regulatory Affairs Specialist
1536 N. 18 1hStreet

Sheboygan, WI 53081
Phone: 920-457-5051 Ext. 4251
Fax: 920-457-5773
E-Mail: tadams@americanortho.com

Device Information:
Trade Name: Empower Clear
Common Name: Ceramic Brackets
Classification Name: Bracket. Ceramic, Orthodontic
Classification Code: NJM
Regulation Number: 872.5470

Equivalent Legally Marketed Devices Information:

510(k ! Product Name Device Manufacturer
*K080749 Radiance American Orthodontics
K060837 In-Ovation C Densply

Description of the Device:
The Empower Clear line of products is single-use devices intended for use in conjunction with
comprehensive orthodontics to control the movement of individual teeth. The Ceramic Bracket combines
the aesthetics of a ceramic bracket with the versatility and ease of self ligation.

These brackets are comprised of several geometries that vary from bracket to bracket, corresponding to
the intended tooth. These geometries contribute to the fit of the bracket to the tooth and also impart the
axial control of the energy from the archwire.

Indications for Use:
Empower Clear brackets are intended for orthodontic movement of teeth as diagnosed by an orthodontist.
It is used temporarily and is removed upon completion of orthodontic treatment. Empower Clear brackets
are intended to be single use only.
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Technological Characteristics Information:
The material. Alumina Oxide [A1203J, is used in the manufacturing of the Radiance brackets and In-
Ovation C brackets - which is the same material used for Empower Clear.

The In-Ovation C clip material is the same as the Empower Clear clip material. The Radiance bracket
does not have a clip.

The function and performance of the Empower Clear brackets are substantially equivalent to the
predicate devices, as outlined in the following table.

Device Name / Manufacturer

Prodct adince Amricn I-OvaionI Epowe / mercan Substantial
Parameter Orthodontics Dentsply Orthodontics Equivalence

Analysis

Number K080749 K060837 Pending N/A

Material A120 3  A1203  A1203  Equivalent

Ceramic Brackets are
Orthodontic treatment is intended for orthodontic
used to correct dental Th.noainCi movement of teeth as

deficiencies and to Teinvtond cfIS diagnosed by an
improve the appearance of orthodontic orthodontist. It is used

Intended the patient. The brackets, mvenofatrl temprrl n sEuvln

rings form a force system tetecuigte of orthodontic treatment.
that is designed to mandibular bicuspid crmcBakt r

teeth, inendedc toabesl ue
gradually move teeth into aineddtbesglue

normal alignment, only,

Single Use YES YES YES Equivalent

Non-Sterile YSYSYSEuvln
Packaging YSYSY.E quvln

Biocompatibility Testing:
Biocompatibility testing conducted on Empower Clear brackets indicates that the bracket material is safe
for use. The bracket material, Aluminum Oxide [A1203], was found to be free of harmful extractables.
No oral mucosa irritation or skin sensitization was detected with the material.

Summary:
The function and performance of Empower Clear bracket is similar to the predicates. There are no
changes in the intended use and fundamental scientific technology. All of the materials used in the
device have been used in legally marketed American Orthodontics devices. Minor differences in
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technological characteristics do not raise new types of safety and effectiveness questions.
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*DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center - W066-G609
Silver Spring, MD 20993-0002

December 14, 2012

Mr. Trang Adams
Regulatory Affairs Specialist
American Orthodontics
l536 North I8th Street
SHEBOYGAN WI 53081

Re: K122753
Trade/Device Name: Empower Clear
Regulation Number: 21 CER 872.5470
Regulation Name: Orthodontic Plastic Bracket
Regulatory Class: 11
Product Code: NJM
Dated: October 23, 2012
Received: October 26, 2012

Dear Mr. Adams:

We have reviewed your Section 5 10(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 11 (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 Reeister.
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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 requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CER Padt 80 1), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDR-H/CDRHLOffices/ucml II5809.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" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
http)://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH' s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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
httn://www.fda.Qzov/MedicalDevices/ResourcesforYou/Indust[v/default.htm.

Sincerely yours,

Susan 2012.12.14
SsnRunner DDS, MA\.

j -1 0:46:01 -05'O001

Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Indications for Use Statement
510(k) Number (if known): K 122 -i53

Unknown

Device Name:
Empower Clear

Indications for Use:
Empower Clear brackets are intended for orthodontic movement of teeth as diagnosed by an
orthodontist. It is used temporarily and is removed upon completion of orthodontic treatment.
Empower Clear brackets are intended to be single use only.

Pmescription Use And/Or Over-The-Counter Use:
* Prescription use by orthodontist only
* Not available Over-The-Counter [OTC]

2012.12.1
Susan Runner DDS, MA 4 1 0:47:20

-05'00'
(Division Sign-Off
Division of Anesthesilogy, General Hospital
Infection Control, Dental Devices

510(k) Number; Wi z~zu1

1714 Cambridge Avenue IP.O. Box 1048 ISheboygan, WI 53082-1048 USA ITEL: 920-457-5051 IFAX 920-457-5773
info@americanortho.com

Records processed under FOIA Request 2013-92; Released 10/2/14

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



( C l ^ ^ 7 < ^ 
v/.f 

D E P A R T M E N T O F H E A L T H & H U M A N S E R V I C E S Public Health Sei%rice 

• 

Food and Drug Adminisu-ation 
10903 New Hampshire Avenue 
Document Control Center - WO66-G609 
Silver Spring, MD 20993-0002 

December 14, 2012 

Mr. Trang Adams 
Regulatory Affairs Specialist 
American Orthodontics 
1536 North 18* Street 
SHEBOYGAN Wl 53081 

Re: Kl22753 
Trade/Device Name: Empower Clear 
Regulation Number: 21 CFR 872.5470 
Regulation Name: Orthodontic Plastic Bracket 
Regulatory Class: II 
Product Code: NJM 
Dated: October 23, 2012 
Received: October 26, 2012 

Dear Mr. Adams: 

We have reviewed your Section 510(lc) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note: CDRH does not evaluate information related to contract liability 
warranties. We remind you, however, that device labeling must be truthful and not misleading. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), 
it may be subject to additional controls. Existing major regulations affecting your device can be 
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish fijrther announcements concerning your device in the Federal Register. 
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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 requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please 
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 115809.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" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 
CFR Part 803), please go to 
http://vvww.fda.gov/MedicalDevices/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 
http://www.fda.gov/MedicalDevices/ResourcesforYou/lndustrv/default.htm. 

Sincerely yours, 

12012.12.14 
Susan Runner ODS, MAv 

/ -T0:46:O1 -OS'OO' 
/ / 

Anthony D. Watson, B.S., M.S., M.B.A. 
Director 
Division of Anesthesiology, General Hospital, 

Respiratory, Infection Control and 
Dental Devices 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Enclosure 
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Concurrence & Template History Page 
[THIS PAGE IS INCLUDED IN IMAGE COPY ONLY] 

Full Submission Number: K122753 

For Office of Compliance Contact information: 

http://insideportlets.fda.pov:9010/portal/page? pageid=^ 197.415881 & dad=portal& schema=PORTAL&org=318 

For Office of Surveillance and Biometrics Contact Information: 

http://insideportlets.fda.gov:9010/portal/page? pageid=197.415881& dad=portal& schema=PORTAL&org=423 

Digital Signature ConcurrenceTable / ; £ . 
Reviewer Sign-Off 

Branch Chief Sign-Off 

Division Sign-Off 

(J2012.12.14 
Susan Runner DDS, M A \ 1 0 :46 :21 

^ -OS'OO' 

(^2012.12.14 
Susan Runner DDS, MA 1 2:1 3 :21 

./•'-OS'OO' 

Template Name: K1 (A)-SE after 1996 

Template History: 

Date of Update 
7/27/09 
8/7/09 
i/ll/lO 
10/4/11 
9/25/12 
12/12/12 

By 
Brandi Stuart 
Brandi Stuart 
Diane Garcia 
M. McCabe Janicki 
Edwena Jones 
M. McCabe Janicki 

Description of Update 
Added Updates to Boiler Table 
Updated HFZ Table 
Liability/Warranty sentence added at bottom of 1" page 
Removed IFU sheet and placed in Forms 
Added digital signature format 
Added an extra line between letter signature block and the word 
"Enclosure". Also, added a missing digit in 4-digit extension on 
letterhead zip code: "002" should be "0002". 

Records processed under FOIA Request 2013-92; Released 10/2/14

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

http://insideportlets.fda.pov:9010/portal/page
http://insideportlets.fda.gov:9010/portal/page
http://J2012.12.14


) ^ 1 ^ ^ ^ ^ 

A M E R I C A N P a e e 4 - 1 
O R T H O D O N T I C S r d g C *«-A 

Indications for Use Statement 

510(k) Number (if known): X l?2 "7 5 ^ 
Unknown 

Device Name: 
Empower Clear 

Indications for Use: . r. .u ^ -̂  i uw.,« 
Empower Clear brackets are intended for orthodontic movement of teeth as diagnosed by an 
orthodontist. It is used temporarily and is removed upon completion of orthodontic treatment. 
Empower Clear brackets are intended to be single use only. 

Prescription Use And/Or Over-The-Counter Use: 

Prescription use by orthodontist only 

Not available Over-The-Counter [OTC] 

2012.12.1 
Susan Runner DOS, MA 4 1 0 ! 4 7 l 2 0 

-OS'OO' 

(Division Sign'Off) 
Division of Anesthesiology, General Hospital 
Infection Control, Dental Devices 

510(k) Number; k ' l Z ^ 7 T 3 
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9 NSMITTED/STORED E MODE 
DEC, 14. 2012 2:34PM 
OPTION ADDRESS 

FAX HEADER 1: 
FAX HEADER 2: 

RESULT PAGE 

1887 MEMORY TX 919204575773 OK 3/3 

REASON FOR ERROR 
6-1) HANG UP OR 
E — 3) NO AN SWE R LINE FAIL 

CONN EC'T I ON 

DEPARXIVLENT O F H E A L T H St. H U M A N SERVICE.S Publ lo Hool^n SoTvto«s 

Pood lijid I>rus Adminis t ra t ion 
10903 NfTW Hompsbixd A v e n u e 
D o o u m e n t Concrol Center— W O 6 4 - G ^ 0 9 
Silver Sp r ing . ME> 3 0 9 9 3 - 0 0 0 3 

D e c e m b e r 14, 2 0 1 2 

Mr , T rang A d a m s 
Regu la to ry Affairs Specia l is t 
A m e r i c a n Or thodon t i c s 
1 5 3 6 N o r t t i i s " ' Street 
S f - m B O Y O A N V/I 53081 

R e : K 1 2 2 7 5 3 
Trade /Dev ice N a m e : Empo'wcr CICELT 
Regula t ion N u m b e r : 21 C F R 872 .5470 
Regula t ion N a m e : Or thodont ic Plas t ic Bracke t 
Regu la to ry Class : 11 
P roduc t C o d e ; N J M 
Da ted : Oc tober 2 3 . 2 0 1 2 
Rece ived : Oc tober 2 6 , 2 0 1 2 

D e a r !Mr. A d a m s : 

W e have r ev iewed your Sec t ion 510(k) prenxarkot notif ication o f intent to marke t the dev ice 
referenced a b o v e a n d have de te rmined the device is substant ia l ly equiva len t (for t h e indica t ions 
for use stated in the enclosure) to legal ly marke ted p red ica te dev ices marke ted in interstate 
c o m m e r c e pr ior to M a y 2 8 , 1976, t h e enac tmen t da te of the Medica l D e v i c e A m e n d m e n t s , or to 
devices that h a v e been reclassif ied in acco rdance v.'ith the prov is ions o f the Federal Food , D r u g , 
and Cosme t i c A c t (Act) that do no t requi re approva l of a p remarke t approval appl ica t ion ( P M A ) . 
Y o u may , therefore , ma rke t tho device , Subject to the general cont ro ls provis ions of the Ac t . T h e 
general cont ro ls p rov is ions of the Ac t inc lude requ i rements for annual regis t ra t ion, l isting o f 
dev ices , g o o d manufac tu r ing pract ice , label ing, and prohib i t ions against m i sb rand ing and 
adul tera t ion. P lease no te : C D R H does no t eva lua te informat ion re la ted to cont rac t l iabil i ty 
•svarranties. W e r emind you , however , that dev ice label ing m u s t b e truthful and no t n^s l ead ing . 

If y o u r dev ice is classified (see above ) into ei ther class 11 (Spec ia l Cont ro ls ) or c lass 111 ( P M A ) , 
it m a y b e subject t o addi t ional cont ro ls . Hxis t ing ma jo r regula t ions affecting y o u r dev ice can b e 
found in the C o d e of Federal Regu la t ions , Ti t le 2 1 . Par t s 800 to 898 . In addi t ion, F D A m a y 
pub l i sh further a n n o u n c e m e n t s conce rn ing y o u r device in the Federa l Reprister. 
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Food and DrugAdministrab'on 
Office of Device Evaluation & 
Office of In vara Diagnostics 

COVER SHEET MEMORANDUM 

From: 

Subject: 

To: 

Reviewer Name 

510(k) Number 

The Record 

f 
K.nnssi^'D 

SCJ Please list CTS decision code 
D Refused to accept (Note: this is considered the first review cycle, See Screening Checklist 

http://eroom.fda.Qov/eRoomReq/Files/CDRH3/CDRHPremarketNotification510kProgram/0 5631/ScreeninQ%20Checklist%207°/( 
202%2007.doc) 

D Hold (Additional Information or Telephone Hold). 
K/Final Decision (SE, SE with Limitations, NSE (select code below). Withdrawn, etc.). 

Not Substantially Equivalent (NSE) Codes 

NSE for lack of predicate 
NSE for new intended use 
NSE for new technology that raises new questions of safety and effectiveness 
NSE for new intended use AND new technology raising new questions of safety and 

effectiveness 
NSE for lack of performance data 
NSE no response 
NSE for lack of performance data AND no response 
NSE pre-amendment device cal! for PMAs (515i) 
NSE post-amendment device requires PIWAs 
NSE foir new molecular entity requires-PMA- — — — 
NSE for transitional device 

D 
D 
D 
D 

D 
D 
D 
D 
D 
D 
D 

NO 
NI 
NQ 
NU 

NP 
NS 
NL 
NM 
NC 
NH 
TR 

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.): 

Attar:h IFU 

Attach Summary 

Must be present for a Final Decision 

Must be present for a Final Decision 

Indications for Use Page 

510(k) Summary /510(k) Statement 

Truthful and Accurate Statement. 

Is the device Class III? 

If yes, does firm include Class III Summary? 

Does firm reference standards? 
(If yes, please attach form from http://www.fda.gov/opacom/morechoices/fdaforms/FDA-
3654.pdf) 

Is this a combination product? 
. (Pliease specify category ^ see 

tittp://eroom,fda.qov/eRoomReo/Files/CDRH3/CDRHPremarketNotification51 OkProgram/O 413b/C0 
MBINATION%20PRODUCT%20ALGORrrHIVI%20(REVlSED%203-12-03).DOC 

Is this a reprocessed single use device? 
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for 
Reprocessed Single-Use Medical Devices, jjtp;//www.fda.qov/cdrh/ode/quidance/1216.htrnj) 

Is this device intended for pediatric use only? 

Is this a prescription device? (if both prescription & OTC, check both boxes.) 

bid the application Include a completed FORM FbA^3674, Certification with Requirements of 
ClinicalTrials.gov Data Bank? 
Is clinical data necessary to support ttie review of this 51 d(k)? 

For United States-based clinical studies only: Did the application include a completed FORM 
FDA 3674, Ce'rtfficatfoff wiUi Requirements of ClinicalTrials.gov Data Bank? (If sfaidy was 

y 

o r j u / i - ) 
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conducted in ttie United States, and FORM FDA 3674 was not Included or incomplete, then 
applicant must be contacted to obtain completed forni.) 

Does this device include an Animal Tissue Source? 

Ail Pediatric Patients age<=21 

Neonate/Newborn (Birth to 28 days) 

Infant (29 days -< 2 years old) 

Child (2 years -< 12 years old) 

Adolescent (12 yeans -< 18 years old) 

Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this 
group, different from adults age ^ 21 (different device design or testing, different protocol 
procedures, etc.) 

Transitional Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years 
old) 

Nanotechnology 

Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC. 
Guidance, http://www.fda;qov/cdrh/comp/quidance/169.html) 

Regulation Number Class* 

S^zi^^i-'-jo CJ.1L 
Product Code 

7 ^ A/JM 
r unclassified, see 510(k) Staff) 

A d d i t i o n a l Product Coi 

Review: 

1 ^ 

y 
y 
V-

Final Review 
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510(k) "SUBSTANTIAL EQUIVALENCE' 
DECISION-MAKING PROCESS 

New Device is Compared to 
Marketed Device * 

O, i © 
0 

Descriptive Infonnation Does/New Device Have Same N O 
about New or Marketed Inpication Statement? ^ 
Device Requested as Needed 

Y E S I 
E>o the Differences Alter the Intended 
Therapcutic/Diagnostic/etc. Effect YES 

(in Deciding, May Consider Impact ni 
Safety and Effectiveness)?** 

Not Substantially 
Fquivalent Detennination 

New D e v t e Has Same Intended 
Use and Maj be "Substantially Equivalent" 

0 
Q i t : 

i 

Does Ncv Device Have Same 
• Technoloj ;jcal Characteristics. NO 

e.g. Desif ji. Materials, etc.? 
Y E S 

0 

N O 

N O m e the Descriptive 
Chaiicteristics Precise Enough 

to Ensure Equivalence? -<-

Are Performance Dats 

Could the New 
Characteristics 
Affect Safety or-
Effectiveness? 

NO 

Availableto Asses EqiiVi lence? 

Performance 
Data Required 

Perfomiance Data DerDOnstrae 
Equivalence? M l i 

NO 

New Device Has ^ 
New Intended Use 

© 
Do the New Characteristics 

•- Raise New Types of Safety YES ^ n 
or Effectiveness Questions? 

0 
NO 

Do Accepted Scicitific 
Methods Exist for 

Assessing EGfects of NO 
the New Characteristics? 

(D YES 

Are Performance Data Available 
To Assess Efiects of'New 

Characteristics? *** 

NO 

YES 

o' 
Performance Data Demonstrate 

Equivalence? -^ 
YES NO 

To © 

510(k:) Submissions compare new devices to madceted devices. FDA leqoests sdditioiia] jn&raiatign if die relalioiidiq> between 
maiiceted and "predicate" ^re-Amcncbnents or leclassified post-Amoidinents) devices is unclear. 

Tbis decision is nonnally basjed on descpirtive infonnctirai alone, bat limited testing infoipiation is sotnetinies leiiDiied. . 

Data magrbe in the SI 0 0 ^ . o1}ier'S]0(k}s, Ifae Center's clasafication files, or tte literature. 
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jiijvir,; 

DEPARTMENT OF HEALTH AND HUMAN SERVICES M E M O R A N D U M 

Date: 

To: 

From: 

Office/Division: 

510(k) Holder: 

Device Name: 

Contact: 

Phone: 

Fax: 

Email: 

Food and Drug Administration 
Office of Device Evaluation 
9200 Corporate Boulevard 

Rockville, MD 20850 

Premarket Notification [510(k)] Review 
Traditional/Abbreviated 

K122753 

November 30, 2012 

The Record 

Myra E. Browne, M.S., Biologist 

ODE/DAGRID 

American Orthodontics 

Empower Clear 

Ms. Trang Adams 

920-457-5051 

920-457-5773 

tadams@anicricanortlio.com 

Purpose and Submission Summary 

The 510(k) holder would like to introduce Empower Clear into interstate commerce. 

Empower Clear is a ceramic orthodontic bracket that is intended to reposition teeth during 
orthodontic treatment. 

Empower Clear is substanHally equivalent (SE) to legally marketed ceramic orthodontic 
brackets because the information submitted by American Orthodontics , demonstrates that 
the device has the same indication and technological characterisHcs as legally marketed 
ceramic orthodontic brackets. 

Administrative Requirements 

hidications for Use page (Indicate if: Prescription or OTC) 

Trutliful and Accuracy Statement 

510(k) Summary or 510(k) Statement 

Standards Form 

Yes 

X 

X 

X 

X 

No N/A 

Indications for Use 

Empower Clear ceramic orthodonhc brackets are intended for attachment to the patient's 
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teeth during ortliodontic treatment to reposition the teeth to achieve correct dental 
deficiencies. 

The indication of Empower Clear does not differ from that of legally marketed orthodontic 
ceramic brackets. 

Device Description/Formulation 

Is tlie device life-supporting or life sustaining? 

Is the device an implant (implanted longer than 30 days)? 

Does the device design use software? 

Is the device sterile? 

Is the device reusable (not reprocessed single use)? 

Are "cleaning" instructions included for the end user? 

Yes No 

X 

X 

X 

X 

X 

N/A 

The purpose of this 510(K) is to introduce a new product to market. No novel features have 
been introduced. 

Empower Clear is an ortliodontic bracket line of products that are used in conjunction with 
comprehensive orthodontics to control the movement of individual teeth. The ceramic bracket 
is a self ligating bracket system. The Empower Bracket line consists of Empower Self-ligating 
stainless steel brackets. Empower Reconvertible stainless steel buccal tubes and Empower Clear 
brackets. Empower Clear is available as interactive or passive self-ligating systems. The 
interactive self-ligating system offers less friction at the beginning of treatment and more 
control in the later stages. The passive self-ligating system offers less friction and lower force 
mechanics throughout treatment, no wires are actively engage by the clip. The Empower Clear 
brackets are made of aluminum oxide which gives the brackets a clear appearance which are 
desirable for esthetics. 

The Empower Clear bracket system consists of 20 brackets: a group of 4 ideritical brackets 
(upper bicuspids), a second group of 4 identical brackets (lower centrals and laterals) and 12 
unique brackets. Slot sizes are available in 0.018" and 0.022". The cuspid and bicuspid brackets 
are available with and without hooks that are used for auxiliary attachments. The three axis 
force system for each bracket is defined by the torque, rotation and angulation component 
values. 

Empower Clear orthodontic brackets use a colored dot identification system to facilitate 
placement of the brackets on the teetli via the location of one or two colored dots on the bracket 
tie wings. Each colored dot is approximately 0.015" in diameter. These dots are made of food 
coloring purchased by  

and are brushed away at the paHents' initial brushings after placement. In 
addition to these dots the brackets contain Visual Positioning Aids in arch wire slots to assist 
wit tlie bracket alignment during bonding. These Visual Positioning Aids are removed with a 
scaler prior to final placement of the brackets so that the wire can be placed. 

(b) (4)
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The chemical composition of Empower Clear is as follows: 

Chemical 
Aluminum oxide 
Impurities which may exist as: 

Si, Fe, Na, K, Ca and/or Mg 

% 
99.99 
0.01 

Contact History 

The reviewer contacted the submitter via telephone on October 19, 2012, and spoke to Ms. 
Trang Adams to request additional information regarding the chemical composition, 510(k) 
summary, physical properties, removal of the brackets, etc. The additional information was 
received on October 26, 2012. The company did not submit the revised 510(k) summary with 
the biocompatibility information included. The revised summary was received on December 
12, 2012. There are no outstanding issues. 

Deficiencies 

No deficiencies have been identified. 

Labeling 

The labeling for Empower Clear has been provided which includes instrucHons for use and an 
appropriate prescription statement as required by CFR 21.801.109. No unsubstantiated claims 
are purported. Labeling includes the proper bonding and debonding instructions. 

Sterilization/Shelf Life/Reuse: 

Empower Clear will be provided non-sterile and is not intended to be sterilized before use. 

Biocompatibility 

The formulation of Empower Clear includes no new components. This basic formulation is 
known to be biocompatible for this intended use. The company did submit cytotoxicity testing, 
oral mucosa testing and sensitization testing. The results of these tests demonstrate that 
Empower Clear is acceptable for its intended use as a ceramic orthodontic bracket. 

Software 

Empower Clear contains no software. 

(b) (4)
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Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety 

Empower Clear is not a mechanical or electrical device. Therefore, mechanical safety, electrical 
safety, EMC, and thermal safety are not applicable. 

Performance Testing - Bench 

Engineering performance test results are provided in Section, Device Comparison. 

Performance Testing - Animal 

Animal test results were not provided for Empower Clear. This type of information is not 
needed for the assessment of safety and effectiveness of this product. 

Performance Testing - Clinical 

Human test results were not provided for Empower Clear. This type of information is not 
needed for the assessment of safety and effectiveness of this product. 

Device Comparison 

Predicate Device: Radiance Ceramic Orthodontic Bracket (K080749) of American Orthodontics. 

Physical Property 

Tensile strength (MPa) 
Density (grams/cubic centimeter) 
Melting point 
Vickers Hardness 
Transparency 

Empower Clear orthodontic brackets are comparable to other legally marketed ortiiodontic 
ceramic brackets on tlie market, especially the Radiance Orthodontic Bracket (K080749) also 
manufactured by American Orthodontics. Both Radiance and Empower Clear brackets are 
made of 99.99% aluminum oxide, and both have  

The difference between the two products is that the 
Radiance material is monocrystalline, whereas Empower Clear is polycrystalline. In addition. 
Radiance brackets do not have a clip, and Empower Clear brackets have a clip. Both brackets 
have the visual placements aids for positioning and alignment, the Radiance aid is colored + 
and the Empower's aid is only in the slot with a -. 

The physical properties of Empower Clear appear to be adequate for its intended use. 

No new technological characteristics have been introduced in Empower Clear that could affect 
its safety or effectiveness. 

(b) (4)

(b) (4)
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Substantial Equivalence Discussion 

1. Same Indication Statement? 

2. Do Differences Alter The Effect Or Raise New 
Issues of Safety Or Effectiveness? 

3. Same Technological Characteristics? 

4. Could The New Characteristics Affect Safety 
Or Effectiveness? 

5. Descriptive Characteristics Precise Enough? 

6. New Types Of Safety Or Effectiveness 
Questions? 

7. Accepted Scientific Methods Exist? 

8. Performance Data Available? 

9. Data Demonstrate Equivalence? 

Yes 

: X 

X 

X 

No 

If YES = Go To 3 

If YES = Stop NSE 

If YES = Go To 5 

If YES = Go To 6 

If NO = Go To 8 

If YES = Stop SE 

If YES = Stop NSE 

If NO = Stop NSE 

If NO = Request Data 

Final Decision: SE 

Recommendation 

Regulation Number: 21 CFR 872.5470 
Regulation Name: Orthodontic Ceramic Bracket 
Regulatory Class: Class II 
Product Code: NJM 

Myra E. 
Browne 

Digitally signed by Myra E. Browne 
DN: c=U5, o=U.5. Government, ou=HHS, 
ou=FDA, ou=People, cn=Myra E. Browne, 
0,9.2342.19200300.100,1,1 = 1300013790 
Date: 2012,12,14 10:30:45-OS'OO' 

Myra E. Browne, M. S., Biologist 
Reviewer 

Susan Runner DDS, MA 

M. Susan Runner, DDS 

2012.12.14 
10:46:55-OS'OO' 

Branch Chief 

Date 

Date 
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A M E R I C A N 
O R T H O D O N T I C S 

510(k) Summary Page 5-1 

Preparation Date: August 28, 2012 

Company Information: 
American Orthodontics 
1714 Cambridge Avenue 
Sheboygan, Wl 53081 
Phone: 920-457-5051 
Fax: 920-457-5773 

Contact information: 
Trang Adams / Regulatory Affairs Specialist 
1536 N, 18"" Street 
Sheboygan,Wl 53081 
Phone: 920-457-5051 Ext, 4251 
Fax: 920-457-5773 
E-Mail: tadams@americanortho,com 

Device information: 
Trade Name: Empower Clear 
Common Name: Ceramic Brackets 
Classification Name: Bracket, Ceramic, Orthodontic 
Classification Code: NJM 
Regulation Number: 872,5470 

Equivalent Legally Marl<eted Devices Information: 

510(k)# Product Name Device Manufacturer 
K080749 Radiance American Orthodontics 
K060837 In-Ovation C Densply 

Description of the Device: 
The Empower Clear line of products is single-use devices intended for use in conjunction with 
comprehensive orthodontics to control the movement of individual teeth. The Ceramic Bracket combines 
the aesthetics of a ceramic bracket with the versatility and ease of self ligation. 

These brackets are comprised of several geometries that vary from bracket to bracket, corresponding to 
the intended tooth. These geometries contribute to the fit of the bracket to the tooth and also impart the 
axial control of the energy from the archwire. 

Indications for Use: 
Empower Clear brackets are intended for orthodontic movement of teeth as diagnosed by an orthodontist. 
It is used temporarily and is removed upon completion of orthodontic treatment. Empower Clear brackets 
are intended to be single use only. 

1714 Cambridge Avenue | P.O. Box 1048 | Sheboygan, Wl 53082-1048 USA | TEL: 920-457-5051 | FAX: 920-457-5773 
info@americanortho.com 
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A M E R I C A N 
O R T H O D O N T I C S 

Page 5-2 
Technological Characteristics Information: 
The material, Alumina Oxide [AI2O3], is used in the manufacturing of the Radiance brackets and In-
Ovation C brackets - which is the same matehal used for Empower Clear, 

The In-Ovation C clip material is the same as the Empower Clear clip material. The Radiance bracket 
does not have a clip. 

The function and performance of the Empower Clear brackets are substantially equivalent to the 
predicate devices, as outlined in the following table. 

Product 
Parameter 

510(k) 
Number 

Material 

Intended 
Use 

Single Use 

Non-Sterile 
Packaging 

Device Name / Manufacturer 

Radiance / American 
Orthodontics 

K080749 

AI2O3 

Orthodontic treatment is 
used to correct dental 

deficiencies and to 
improve the appearance of 
the patient. The brackets, 

arch Wire and elastic 0-
rings form a force system 

that is designed to 
gradually move teeth into a 

normal alignment. 

YES 

YES 

In-Ovation / 
Dentsply 

K060837 

AI2O3 

The Innovation C is 
Intended for 
orthodontic 

movement of natural 
teeth, excluding the 
mandibular bicuspid 

teeth. 

YES 

YES 

Empower / American 
Orthodontics 

Pending 

AI2O3 

Ceramic Brackets are 
intended for orthodontic 
movement of teeth as 

diagnosed by an 
orthodontist. It is used 

temporarily and is 
removed upon completion 
of orthodontic treatment. 

Ceramic Brackets are 
intended to be single use 

only. 

YES 

YES 

Substantial 
Equivalence 

Analysis 

N/A 

Equivalent 

Equivalent 

Equivalent 

Equivalent 

Biocompatibility Testing: 
Biocompatibility testing conducted on Empower Clear brackets indicates that the bracket material is safe 
for use. The bracket material, Aluminum Oxide [AI203], was found to be free of harmful extractables. 
No oral mucosa irritation or skin sensitization was detected with the material. 

Summary: 
The function and performance of Empower Clear bracket is similar to the predicates. There are no 
changes in the intended use and fundamental scientific technology. All of the materials used in the 
device have been used in legally marketed American Orthodontics devices. Minor differences in 

1714 Cambridge Avenue j P.O. Box 1048 | Sheboygan, Wl 53082-1048 USA 
info@americanortho.com 

I TEL: 920-457-5051 | FAX: 920-457-5773 
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A M E R I C A N 
O R T H O D O N T I C S 

technojogical characteristics do not raise new types of safety and effectiveness questions. 

1714 Cambridge Avenue | P.O. Box 1048 | Sheboygan, Wl 53082-1048 USA | TEL: 920-457-5051 | FAX: 920-457-5773 
info@americanortho.com 

Records processed under FOIA Request 2013-92; Released 10/2/14

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

mailto:info@americanortho.com


DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

U.S. Food and Drug Administration 
\i, y^ Center for Devices and Radiological Health 

•"" *- Document Control Center WO66-G609 
10903 New Hampstiire Avenue 
Silver Spring, MD 20993-0002 

October 26, 2012 

AMERICAN ORTHODONTICS 510k Number: K122753 
I536N. 18THST. 
SHEBOYGAN, WISCONSIN 53081 „ . , c^.Dr^u/cD r-i CTAD 
ATTN: TRANG ADAMS P''"'^"'^'- EMPOWER CLEAR 

The additional information you have submitted has been received. 

We will notify you when the processing of this submission has been completed or if any additional information is 
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document 
Mail Center at the above letterhead address. Correspondence sent to.any address other than the one above will 
not be considered as part of your official premarket notification submission. Also, please note the new Blue 
Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry 
about Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail 
practices at 
http://wwvv.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On 
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated 
510(k)s. This guidance can be found at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please 
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 
5IO(k). 

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into 
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to 
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a 
submission or a requirement for additional information may occasionally cause the review to extend beyond 90 
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you 
may want to check with FDA to determine the status of your submission. 

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as 
per 21 CFR 807.93, it meets the content and format.regulatory requirements. 

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer 
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at 
(301)796-5640. 

Sincerely, 

5IO(k)Staff 
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Pugh, Dominique * 

rom: Microsoft Outlook 
ro: tadams@americanortho.com 
Sent: Friday, October 26, 2012 11:10 AM 
Subject: Relayed: K122753 AI Letter 

Delivery to these recipients or groups is complete, but no delivery notification was sent by the 
destination server: 

tadams@)americanortho.com (tadams@americanortho.com) 

Subject: K122753 AI Letter 
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October 23, 2012 

RE: Empower Clear 510(k) # K122753 

r 
^̂  ^ 7 rXP?> 'Sipl 

Vl}A CCPJi DMC 

0C[2S2012 

Please find enclosed two copies of the additional information requested sent on 10/22/12 via e-mail. 

Sincerely, 

Trang Adams / Regulatory Affairs Specialist 

American Orthodontics 
Phone: 920-457-5051 Ext. 4251 
E-Mail: tadams(5)americanortho.com 
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Empower Clear 510(k) # K122753 

EMPOWER CLEAR: 510(K) NUMBER K122753 

ADDENDUM TO THE SUBMITTAL OF SEPTEMBER 12. 2012 

CHEMICAL COMPOSITION: 

SYSTEM DESCRIPTION: 

The Empower Bracket line consists of Empower Self-Ligating Stainless Steel Brackets, Empower 
Reconvertible Stainless Steel Buccal Tubes and Empower Clear Brackets. 

The Empower Clear is different from the other two Empower bracket lines, as it is not made of Stainless 
Steel, but is made of aluminum oxide material. Empower Clear is available as interactive or passive self-
ligating systems. The interactive self-ligating system offers less friction at the beginning of treatment and 
more control in the later stages. The passive self-ligating system offers the benefits of less friction and 
lower force mechanics throughout treatment; no wires are actively engage by the clip. 

The Empower Clear bracket system consists of 20 brackets: a group of 4 identical brackets (upper 
bicuspids), a second group of 4 identical brackets (lower centrals and laterals) and 12 unique brackets. 
Slot sizes available are 0.018" and 0.022" slot. The cuspid and bicuspid brackets are available with and 
without hooks that are used for auxiliary attachments. The attached brochure lists three axis force 
system [torque, rotation, angulation]; as well as describing the identification scheme used for the system. 

BRACKET REMOVAL INSTRUCTIONS: 

Please refer to the proposed Empower Clear bonding and debonding (removal) instructions enclosed. 

Page 1 of 2 

(b) (4)
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Empower Clear 510(k) # Kl 22753 

BIOCOMPATIBILITY TESTING: 

COMPARISON OF RADIANCE & EMPOWER CLEAR BRACKETS: 

Similar
•

•

•

•

•

Differences: 

•

•

•

•

Page 2 of 2 

(b) (4)

(b) (4)

(b)(4)
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Empower 
Clear Braces; 

Empower Clear combines the aesthetics of a ceramic bracket 

with the versatility and ease of self ligation. Strong injection 

molded ceramic and aesthetically plated clips blend well with 

teeth, giving your patients the beautiful smile they deserve. 

Cuspid 

c L a u g h l i n , B e n n e t t , T r e v i s i S y s t e m 

Maxillary 

Central 

Lateral 

Torq 

+17 

+10 

Ang 

+4 

+8 

R/L 

R 
L 

R 
L 

No Hook 

1475-18-1117 
1475-18-2117 

1475-18-1210 
1475-18-2210 

.018 
Single Hook Double Hook No Hook 

1485-22-1117 
1485-22-2117 

1485-22-1210 
1485-22-2210 

.022 
Single Hook Double Hook 

0 +8 1475-18-130HD 
1475-18-230HD 

1475-18-130HU 
1475-18-230HU 

1485-22-130HD 
1485-22-230HD 

1485-22-130HU 
1485-22-230HU 

-7 +8 1475-18-1307HD 
1475-18-2307HD 

1475-18-1307HU 
1475-18-2307HU 

1485-22-1307HD 
1485-22-2307HD 

1485-22-1307HU 
1485-22-2307HU 

1st and 2nd Bicuspid -7 0 1475-18-1407 
1475-18-2407 

1475-18-1407HD 
1475-18-2407HD 

1475-18-1407HU 
1475-18-2407HU 

1485-22-1407 
1485-22-2407 

1485-22-1407HD 
1485-22-2407HD 

1485-22-1407HU 
1485-22-2407HU 

A Roth S y s t e m 

Maxillary 

Central 

Lateral 

Cuspid 

1st and 2nd Bicuspid 

Torq 

+12 

+8 

-2 

-7 

Ang 

+5 

+9 

+9 

0 

R/L 

R 
L 

R 
L 

R 
L 

R 
L 

No Hook 

1475-18-1112 
1475-18-2112 

1475-18-128 
1475-18-228 

1475-18-1407 
1475-18-2407 

.018 
Single Hook 

1475-18-1302HD 
1475-18-2302HD 

1475-18-1407HD 
1475-18-2407HD 

Double Hook 

1475-18-1302HU 
1475-18-2302HU 

1475-18-1407HU 
1475-18-2407HU 

No Hook 

1485-22-1112 
1485-22-2112 

1485-22-128 
1485-22-228 

1485-22-1407 
1485-22-2407 

.022 
Single Hook 

1485-22-1302HD 
1485-22-2302HD 

1485-22-1407HD 
1485-22-2407HD 

Double Hook 

1485-22-1302HU 
1485-22-2302HU 

1485-22-1407HU 
1485-22-2407HU 

:'rn^kef dftn.t'f!c:aMon 
Individual color coding ensures easy tooth identificotion and bonding accuracy 

Upper Left 

Cuspid 1st Bicuspid 2nd Bicuspid 

Color coded elostomeric Visuol Positioning Aids in arch wire slots assist v îth bracl̂ et 

olignment during bonding. VPA's contoin no lotex ond ore eosily removed with a scoler. 

Single Hook Double Hook 

'The American Orthodontics version o( the ^AcLaughlin. Bennett, 
Trevisi System is not cloimed to be o duplication oi any other, nor 
does American Orthodontics impfy ihai it Is endorsed in any woy b/ 
Drs. McLaughlin, Bennett, or Trevisi. 

'The American Orthodoniics version ol ihe Rorh Sysiem is not cloimed 
lo be a dupiicolion of any oiher, nor does American Orlhodontics 
imply ihol it is endorsed m ony woy by Dr. Roth. 
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Ennpo\A/er 
Clear Braces 

Empower Cleor's patented Quad Matte™ bonding base 

provides a strong mectianicol bond in the center of ifie 

base for reliable bond strength) wfiile delivering o weaker 

bond around tlie perimeter of ifie base for predictable 

debonding. 

i 
^ . y 

Empower Clear Bonding 
Due to tfie meclianical bond, no ceramic-specific bonding technique or adtiesive is 

needed or recommended. Follow ifie adfiesive manufacturer's recommendolions for 

bonding of mecfionicol lock bases sucti as metal brackets. 

Direct Bonding 
> Bond Empower Clear brackets with the clip open. 

> Align the mesial and distal edges of the bracket base parallel to the 

long axis of the tooth. 

> Use the elostomeric Visual Positioning Aid (VPA) in the slot lo align 

the bracket parallel to the desired occlusal plane. 

> If using light curable adhesive, cure Empower Clear through the face of the bracket 

for the amount of time recommended by the curing light manufacturer. 

> Remove the VPA using a scaler or other suitoble instrument. 

Indirect Bonding 
> Remove the VPA from the slot and position bracket on the model with the clip closed. 

> Align the mesial and distal edges of the bracket bose parallel to the long axis 

of the tooth. 

> Use the closed clip as a visual reference lo olign itie bracket parallel lo ttie 

desired occlusal plane. 

> To prevent impression material from entering the clip, fill the faciei hole with 

lip balm or petroleum jelly. 

Empower Clear Rebonding 
Always use o new bracket if repositioning or if replacing o premature debond. 

Empower Clear Debonding 
> Leave orch wires in place during debonding. 

> Remove adhesive flash from the mesial and distal 

edges of the bonding base. 

> Place blades of recommended debonding 

instrument along the enamel/adhesive interface, 

occlusal/gingival tor upper centrals, mesial/distal 

for all other brackets. 

> Squeeze handles slowly unlil bracket releases 

from tooth. ,̂  t r r . ^ - r : } ^ 

001-301E 
Ceromic Broclcel 
Debonding Instrument 

AO 
A M E R I C A N 

O R T H O D O N T I C S 

352^ Woshingiorr Avenue Sheboygon, Wl USA 53081 920-457-5051 USA ond Canodo: 1-800-558-7687 

info@omericonorttio.corn www.americonortho.com © 201 2 Amertcon OMhodonlics Corporotion 

Proudly made in the USA 
llTSL-3'! 
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EmpoNA/er 
Self L i ga t i ng j 

Easy open and close. 

Double-ended opening instrument provides Iwo opening methods 

and works with the entire Empower family - Clear, metal, and molars. 

Gingival Opening Method 

Single prong tip engages clip tail 

Facial Opening Method 

Double prong tip engoges facial hole 

Empower Tubes 

Double prong lip engages faciol hole* 

Closing Clip 
Clips close easily with just finger pressure 

* Use care wtien using ttie fociol hole becouse over-opening 
can deform the clip. Use a finger to support the tooth end to 
prevent the clip from over-opening occlusolfy. 
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Jones, Ashlee 

rom: Microsoft Outlook 
'tadams@americanortho.com' 

ent: Monday, October 22, 2012 9:57 AM 
Subject: Relayed: K122753 Hold Letter 

Delivery to these recipients or groups is complete, but no delivery notification was sent 
by the destination server: 

'tadams®americanortho.com' (tadamsOamericanortho.com) <mailto:tadams@americanortho.com> 

Subject: K122753 Hold Letter 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center WO66-G609 
10903 New Hampshire Aventie 
Silver Spring, IVID 20993-0002 

October 22, 2012 

AMERICAN ORTHODONTICS 
!536N. 18THST. 
SHEBOYGAN, WISCONSIN 5308! 
ATTN: TRANG ADAMS 

51 Ok Number; K122753 

Product: EMPOWER CLEAR 

OnHold As of 10/19/2012 

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the 
additional information that was requested by the Office of Device Evaluation. Please remember that all 
correspondence concerning your submission MUST cite your 5IO(k) number and be sent in duplicate to the 
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one 
above will not be considered as part of your official premarket notification submission. Also, please note the new 
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with 
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and 
e-mail practices at 
http://www.fda.aov/MedicalDevices/DeviceReaulationandGuidance/GuidanceDocuiTients/ucm089402.htm. 

The deficiencies identified represent the issues that we believe need to be resolved before our review of your 
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the 
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining 
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to 
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these 
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision 
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A 
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at: 
http://wvvw.fda.aov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceProvisionsofFDAModer 
nizationAcL ûcm 136685.htm. 

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will 
discontinue review of your submission and proceed to delete your file from our review system (21 CFR 
80.7.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff FDA and Industry 
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance 
Assessment". If the submitter does submit a written request for an extension, FDA will permit the 5IO(k) to 
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is 
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be 
taken on 5IO(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and 
Modernization Act. You may review this document at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089735.htm. Pursuant 
to 21 CFR 20.29, a copy of your 5IO(k) submission will remain in the Office of Device Evaluation. If you then 
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a 
new premarket notification submission. 
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Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into 
commercial distribution until you receive a decision letter from FDA allowing you to do so. 

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer 
Assistance (DSMICA) at (301 )796-7100 or at their toll-free number (800)638-2041, or contact the 51 Ok staff at 
(301)796-5640. 

Sincerely yours. 

Marjorie Shulman 
Director, 5IO(k) Program 
Premarket Notification Section 
Office of Device Evaluation 
Center for Devices and Radiological Health 
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'•4 C O V E R S H E E T M E M O R A N D U M 

Food and Drug Administration 
Office of Device Evaluation & 
Office of In Vitro Diagnostics 

'J^M'm 
From: Reviewer Name 

Subject: 510(k) Number 

To: The Record 

Please list CTS decision code. 
D Refused to accept (Note: this is considered the first review cycle, See Screening Checklist 

•Q H 

httP://eroom.fda.qov/eRoomReq/Files/CDRH3/CDRHPremarketNotification510kProqram/0 5631/ScreeninQ%20Checklist%207% 
:02%2007.doc) 

Hold (Additional Information o _ 
select code below), Withdrawn, etc.). D Final Decision (SE, SE with Limi!atloris7 

Not Substantially Equivalent (NSE) Codes 

D 
D 
P 

n 
n 
D 
D 
D 
D 
D 

NO 
NI 
NQ 
NU 

NP 
NS 
NL 
NM 
NC 
NH 

D TR 

NSE for lack of predicate 
NSE for new intended use 
NSE for new technology that raises new questions of safety and effectiveness 
NSE for new intended use AND new technology raising new questions of safety and 

effectiveness 
NSE for lack of performance data 
NSE no response 
NSE for lack of perfonnance data AND no response 
NSE pre-amendment device call for PMAs (515i) 
NSE post-amendment device requires PMAs 
NSE for new molecular entityrequires PMA — - — 
NSE for transitional device 

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.): 

Attach IFU 

Attach Summary 

Must be present for a Final Decision 

Indications for Use Page 

510(k) Summary /510(k) Statement 

Truthful and Accurate Statement. 

Is the device Class III? 

If yes, does firm include Class ill Summary? 

Does firm reference standards? 
(If yes, please attach form from http://www.fda.qov/opacom/morechoices/fdaforms/FDA-
3654. Ddf) 

Is this a combination product? 
. (Please specify category , see 

Must be present for a Final Decision 

http.7/eroom.fcla.oov/eRoomReq/Files/CDRH3/CDRHPremarketNotificatlon510kProqram/0 413b/CO 
MBINATION%20PRODUCT%20ALGORiTHM%20(REVISED%203-12-03).DOC 

Is this a reprocessed single use device? 
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for 
Reprocessed Single-Use Medical Devices, http://www.fda.qov/cdrh/ode/quidance/1216.html) 

Is this device intended for pediatric use only? 

Is this a prescription device? (If both prescription & OTC, check both boxes.) 

Did the application include a completed FORM FDA 3674, Certification with Requirements of 
Clinica|Tr[als.gov Data^Bank? 
Is clinical data necessary to support the review of this 510(k)? 

For United States-based clinical studies only: Did the application include a completed FORM 
FDA 3674, CertiTication with Requirements of ClinicalTrials.gov Data Bank? (If study was 

Rev. 2/29/12 
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conducted in the United States, and FORM FDA 3674 was not included or incomplete, then 
applicant must be contacted to obtain completed form.) 

Does this device include an Animal Tissue Source? 

All Pediatric Patients age<=21 

Neonate/Newborn (Birth to 28 days) 

Infant (29 days -< 2 years old) 

Child (2 years -< 12 years old) 

Adolescent (12 years -< 18 years old) 

Transitional Adolescent A (18 - <21.years old) Special considerations are being given to this 
group, different from adults age 5 21 (different device design or testing, different protocol 
procedures, etc.) 

Transitional Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years 
old) 

Nanotechnology 

Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC. 
Guidance, http://www.fda.qov/cdrh/comp/quidance/169.html) 

Regulation Number Class* Product Code 

Additional Product Codes 

Review: 

(*lf unclassified, see 510(k) Staff) 

^ :AVOQ. 

Final Review: 

(Branch Chieff inch Code) (Branch Code) 
IdJ^M. 
(Date) 

iDivision Director) # ^ 

Records processed under FOIA Request 2013-92; Released 10/2/14

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

http://www.fda.qov/cdrh/comp/quidance/169.html


510(k) "SUBSTANTIAL EQUIVALENCE" 
DECISION-MAKING PROCESS 

New Device is Compared to 
Marketed Device * 

O i © 
Descriptive Information Does New Device Have Same NO Do the Differences Alter the intended Not .Subsrantiallv 

about New or IWarketed 
Device Requested as Needed 

Indication Statement?" 

YES 

© 
Does New Device Have Same 
Technological Characteristics, 
e.g. Design, Materials, etc.? 

YES 

NO 

© Y t ; 

I 
NO Are the Descriptive 

Characteristics Precise Enough 
to Ensure Equivalence? -^— 

NO o 
— Are Performance Data 

Availableto Asses Eqiivalence? 

YES 

Performance 
Data Required 

YES 

Performance Data Demonstrate 
Equivalence? • O -

"*" Therapcutic/Diagnostic/etc. Effect YES Equivalent Deieniiinacion 
(in Deciding, May Consider Impact on 

Safety and Effectiveness)?** 

New Device Has Same Intended 
Use and May be "Substantially Equivalent" ^ 

YES 

To 

NO 

© 

0 
Could the New 

" ^ Characteristics 
Affect Safety or-
Effectiveness? 

NO 

-Q 

"Substantially Equivalenf 
Determination 

NO 

New Device Has 
New Intended Use 

o 

© 
Do the New Characteristics 

• Raise New Types of Safety YES ^ Q 
or Effectiveness Questions? 

© 
NO 

Do Accepted Scientific 
Methods Exist for 

Assessing Effects of NO 
the New Characteristics? 

CD ^' 
Are Performance Data Available NO 

To Assess Effects of New 
Characteristics? **• 

YES 

C D ' 
YES 

Performance Data Demonstrate 
_ Equivalence? -< 

NO 

To © 

510(k) Submissions compare new devices to maiketed devices. FDA requests additional jnfonnatipn if the relationship between 
marketed and "predicate" (pre-Amendments or reclassified post-Amendments) devices is unclear. 

This decision is normally based on descriptive information alone, but limited testing information is sometimes required. . 

Data maybe in the 5]0(]c), other 510(k)s, the Center's classification files, or the literature. 
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% 

3 a 

To: The Record 

From: Biologist, DEDB, DAGID, ODE, CDRH 

Subject: K l 22753 

Date: October 19, 2012 

Bacl(ground 

American Ortliodontics submitted a 510(i<) for Empower Clear 
ceramic orthodontic brackets. I spoke with Ms. Trang Adams of A O 
today to request the following additional information: 

1. the complete chemical composition of Empower Clear brackets; 

2. describe the differences between the different Empower Clear 
brackets in the Empower line; 

3. explain the recommended removal procedures for the brackets; 

4. discuss the biocompatibility testing conducted for these brackets and 
include a summary of the tesdng in the 510(k) summary; and 

5. discuss the differences between Empower Clear and the appropriate 
predicate device, and include a table with the physical properties of 
each device. 

I explained to Ms. Adams that I will place her device on telephone hold 
until she submits this requested information to the Document Mail 
Center. 
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Recommendation 

Place document on telephone hold. 

Myra E. Browne 

. tTVC 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

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

September 14, 2012 

AMERICAN ORTHODONTICS 510k Number: K122753 
1536 N. 18THST. „ . _, „„.,,.,„,., 
SHEBOYGAN, WISCONSIN 53081 Received: 9/12/2012 
A T T N : T R A N G A D A M S „ • . c x . i n ^ M / c D r^i c A o 

Product: EMPOWER CLEAR 

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received 
the Premarket Notification, (510(k)), you submitted in accordance with Section 510(k) of the Federal Food, 
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter. 
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned 
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in 
all future correspondence that relates to this submission. We will notify you when the processing of your 
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS 
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA 
ALLOWING YOU TO DO SO. 

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail 
Center (DMC) at the above letterhead address. Correspondence sent to any address other than the one above 
will not be considered as part of your ofTicia! 510(k) submission. 

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008 
- 2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food 
and Drug Amendments Act of 2007. Please visit our website at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandMod 
ernizationActMDUFMA/default.htm 
for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm 
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form 
(Form 3654) and submit it with their 510(k). The form may be found at 
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htiTi. 

We remind you that Title VllI of the Food and Drug Administration Amendments Act of 2007 (FDAAA) 
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database 
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical 
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification 
form http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm accompany 510(k)/HDE/PMA 
submissions. The agency has issued a draft guidance titled: "Certifications To Accompany Drug, Biological 
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Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act, 
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007" 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissio 
ns/PremarketNotification51 Ok/ucm 134034.htm. According to the draft guidance, 510(k) submissions that do not 

|Contain clinical data do not need the certification form. 

Please note the following documents as they relate to 510(k) review: I) Guidance for Industry and FDA Staff 
entitled, "Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements, 
Original BLAs and BLA Supplements". This guidance can be found at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. Please 
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA 
Staff entitled, "Format for Traditional and Abbreviated 510(k)s". This guidance can be found at 
httD://vyww.fcia.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ 
ucm084365.htm. Please refer to this guidance for assistance on how to format an original submission for a 
Traditional or Abbreviated 510(k). 

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing 
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under 
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA, 
HDE) with an electronic copy. For more information about the program, including the formatting requirements, 
please visit our web site at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/How4oMarketYourDevice/PremarketSubmissio 
ns/ucm 134508.html. In addition, the 510(k) Program Video is now available for viewing on line at 
http://www.fda.gov/MedicalDevices/DeviceRei 
ns/PremarketNotification510kyucm070201 .htm 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissio 

/Pi '' ^ ^ ^ ' 

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as per 
21 CFR 807.93, it meets the content and format regulatory requirements. 

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice 
httD://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the status 
of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at their 

j internet address http://wvyw.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have 
'procedural questions, please contact the 510(k) Staff at (301)796-5640. 

Sincerely, 

510(k)Staff 
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Will iams, Michael 

From: Microsoft Outlook 
jo: tadams@americanortho.com 
sent: Friday, September 14, 2012 8:40 AM 
Subject: Relayed: Ack Letter for Kl22753 

Delivery to these recipients or groups is complete, but no delivery notification was sent by the 
destination server: 

tadams@americanortho.com ftadams(aiamericanortho.com) 

Subject: Ack Letter for K122753 
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4 
September 10,2012 

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

USER FEE HOLD LETTER - HAVE NOT RECEIVED PAVM 

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

AMERICAN ORTHODONTICS 
1536 N. I8THST. 
SHEBOYGAN, WISCONSIN 53081 
ATTN: TRANG ADAMS 

51 Ok Number: K122753 

Received: 9/7/2012 

User Fee ID Number: 6063568 

Product: EMPOWER CLEAR 

The Food and Drug Administration (FDA) Center for Devices and Radiological Health (CDRH), has received the 
Premarket Notification you submitted in accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic 
Act (Act) for the above referenced product. We have assigned your submission a unique 5I0(k) number that is cited 
above. Please refer prominently to this 510(k) number in all future correspondence that relates to this submission. 
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A 
LETTER FROM FDA ALLOWING YOU TO DO SO. 

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by the Medical Device User Fee and 
Modernization Act of 2002 (MDUFMA) and the FDA Amendments Act of 2007 (FDAAA) (Public Law 110-85), 
authorizes FDA to collect user fees for certain types of 510(k) submissions. The submission cannot be accepted for 
review until the fee is paid in full; therefore, the file has been placed on hold. When your user fee payment has been 
received , review of the 5I0(k) will resume as of that date. Alternatively, you may request withdrawal of your 
submission. You now have the option to pay online by credit card. We recommend this form of payment. Credit card 
payments are directly linked to your user fee cover sheet and are processed the next business day. You may also pay by 

|Check. If you choose to mail a check, please send a check to one of the addresses listed below: 

Bv Regular Mail 
Food and Drug Administration 
P.O. Box 956733 
St. Louis, MO 63195-6733. 

By Private Courier(e.R.,Fed Ex. UPS, etc.) 
U.S. Bank 
956733 
1005 Convention Plaza 
SL Louis, MO 63101 

The check should be made out to the Food and Drug Administration referencing the payment identification number, 
and a copy of the User Fee Cover sheet should be included with the check. A copy of the Medical Device User Fee 
Cover Sheet should be faxed to CDRH at (301)847-8120 referencing the 510(k) number if you have not already sent 
it in with your 5I0(k) submission. After the FDA has been notified of the receipt of your user fee payment, your 
510(k) will be filed and the review will begin. If payment has not been received within 30 days, your 510(k) will be 
deleted from the system. Additional information on user fees and how to submit your user fee payment may be found 
at www.fda.gov/cdrh/mdufma/fv09userfee.html. In addition, the 510k Program Video is now available for viewing on line 
at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions/Premarke 
tNotification510k/ucm070201.htm. 
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In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing 
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under 
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA, 
or HDE) with an electronic copy. For more information about the program, including the formatting requirements, 
please visit our web site at 

}nttp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions/u 
cml34508.htm. 

Please note that since your 510(k) has not been reviewed, additional infonnation may be required during the review 
process and the file may be placed on hold once again. If you are unsure as to whether or not you need to file a 
510k Submission with FDA or what type of submission to submit, you should first telephone the Division of Small 
Manufacturers, International and Consumer Assistance (DSMICA), for guidance at (301)796-7100 or its toll-fee 
number (800)638-2041, or contact them at their Internet address 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm, or you may submit a 513(g) request 
for information regarding classification to the Document Mail Center at the address above. If you have any 

Questions concerning receipt of your payment, please contact Edwena Jones at Edwena.Jones@fda.hhs.gov or 
irectly at (301)796-7200. If you have questions regarding the status of your 510(k) Submission, please contact 

DSMICA at the numbers or address above. 

Sincerely yours. 

Edwena Jones 
Consumer Safety Technician 
Premarket Notification Section 
Office of Device Evaluation 
Center for Devices and Radiological Health 
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tadams@americanortho.com ftadams(Q)americanortho.com) 

Subject: K122753 ACK Letter 
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Site: null Page 1 of 1 

f ^ 1-1 
Forai Approved; OMB No. 0910-511. Sec Instnictiom for OMB Suicmail. 

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

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

A completed cover sheet must accompany each original application or supplement subject to fees. If payment Is sent by U.S. mail or 
courier, please include a copy of this completed forni with payment. Payment and mailing instructions can be found at: 
http://www.fda.gov/oc/mdufma/coversheet.html 

1. COMPANY NAME AND ADDRESS (include name, street 
address, city state, country, and post office code) 

AMERICAN ORTHODONTICS 
1714 CAMBRIDGE AVE 
SHEBOYGAN Wl 53082 
US 

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) . 
"***3323 

2. CONTACT NAME 

Trang Adams 

2.1 E-MAIL ADDRESS 

tadams@americanortho.com 

2.2 TELEPHONE NUMBER (Include Area code) 

920-457-5051 4251 

2.3 FACSIMILE (FAX) NUMBER (Include Area code) 

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/oc/mdufma 
Select an application type: 
[X] Premarket nofification(510(k)); except for third party 
[ ] 513(g) Request for Infonnation 
[ ] Biologies License Application (BLA) 
[ ] Premarket Approval Application (PMA) 
[ ] Modular PMA 
[ ] Product Development Protocol (PDP) 
[ ] Premarket Report (PMR) 
[ ] Annual Fee for Periodic Reporting (APR) 
[ ] 30-Day Notice 

3.1 Select a center 
\X] CDRH 
[]CBER 

3.2 Select one of the types below 
[X] Original Application 
Supplement Types: 
[ ] Efficacy (BLA) 
[ ] Panel Track (PMA, PMR, PDP) 
[ ] Real-Time (PMA, PMR, PDP) 
[]180-day(PMA, PMR, PDP) 

4. ARE YOU A SMALL BUSINESS? (See the instructions for more infomnation on determining this status) 
[ ] YES, I meet the small business criteria and have submitted the required p<] 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 our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within 

30 days of FDA's approval/clearance of this device.) 
[ ] NO (If "NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see 
http:/Avww.fda.gov/cdrh/mdufma for additional infomnation) 

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, [ ] The sole purpose of the application is to support 
including any affiliates conditions of use for a pediatric population 

[ ] This biologies application is submitted under section 351 of the Public " I * :^ 'PP! '^n l^ '^ ' "S^Jf . ! . ^^ 
Health ServiSe Act for a product licensed for further manufacturing use only ^ ^ ^ ^ y ^ ° ' ' " ^ ^ " " ^ ' ' ' " " " ° ' *° " ^ distributed 

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A 
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is 
subject to the fee that applies for an original premarket approval application (PMA). 
[ ] 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 time for reviewing 
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of 
information. Send comments regarding this burden estimate or any other aspect of this collection of infomnation, including suggestions for 
reducing this burden, to the address below. 

Department of Health and Human Services, Food and Drug Administration, Office of Chief Information Officer, 1350 Piccard Drive, 4th 
Floor Rockville, MD 20850 
[Please do NOT return this fomn to the above address, except as it pertains to comments on the burden estimate.] 

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION 
27-Aug-2012 

Form FDA 3601 (01/2007) 

"Close Window" Print Cover sheet 

https://userfees.fda.gov/OA_HTML/mdufinaCScdCfgItemsPopup.jsp?vcname=Trang%20... 8/27/2012 

(b)(4)

(b)(4)
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Site: Order Confirmation P^.. ^ - ^ -Y 
Page 1 of 1 

i S Oepst.Tvr.t c' HuUh Q Human Scrvkcs 

U.S. Food and Drug Administration 

•2) ^ ^ S) 'fis) ^ 
FAQ Ugef Faes Draft Cover Sheet Previous Covef Sheets Profile Logout 

'Medical Device User Fee') 

^ L Confirmation 
YOUR PAYMENT IDENTIFICATION NUMBER IS: MD 6063568-956733 
Your Cover Sheet has been subrrvtted electronically. You must print and Blgn the hard copies. Induda one in each 
copy of your application and Include B copy wtth your payment. 

Thank you for visiting the FDA User Fee Wel»lte. As part of our efforts to Improve 
customer service, we would like to hear from you. 
Please 'click here' to submit a survey. This will only take atMut 2 minutes to complete. 

Coversheet 
Madieal Devitx User Fee and Modemrzallon Ad 
^Print/View Final Coversheet J 

Creation Date Last Update Date 

1 27.AUG.2012 27-AUG.2012 Not: $4,049.00 

Customer Inlormation 
Cuslomen AMERICAN ORTHODONTICS 

Trang Adams 
920.457-5051 4251 
tadams@americanortho.com 

Applicant Contact Infonnation 
Bill To: Trang Adams 

AMERICAN ORTHODONTICS 
1714 CAMBRIDGE AVE 
SHEBOYGAN.Wl 53082 
UNITED STATES 

Total: $4,049.00 

^Pay Now) '""Create Another Cover Sheet^ 

Medical Device User Fee 
User Fees I Draft Cover Sheet I Previous Cover Sheets I Profile | Logout I 

FDA Home PaQB I Search FDA Site I FDA A-Z Index I Contact FDA I Privacy j Accessibility 

FDA Website Management Staff 

t ^ ^ 

V.u - ) ^ - -

https://userfees.fda.gov/OA_HTML/ibeCCkpOrdReview.jsp 8/27/2012 
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P(VY- ^ "̂  
DEPARTMENT OF HEALTH AND HUIMAN SERVICES 

FOOD AND DRUG ADMINISTRATION 

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 
Date of Submission 

09/04/2012 

User Fee Payment ID Number 

Form Approval 
OMB No. 0910-0120 
Expiration Date: December 31, 2013 
See OMB Statement on page 5. 

FDA Submission Document Number (if known) 

unknown 

SECTION A 

PMA 

I I Original Submission 

Q Premarket Report 

I I Modular Submission 

I I Amendment 

n Report 
I I Report Amendment 

I I Licensing Agreement 

PMA & HOE Supplement 

• Regular (180 day) 

I I Special 

[ ] Panel Track (PMA Only) 

I I 30-day Supplement 

Q 30-day Notice 

I 1135-day Supplement 

I I Real-time Review 

•
Amendment to PMA & 
HDE Supplement 

P Other 

TYPE OF SUBMISSION 
PDP 

Q Original PDP 

I I Notice of Completion 

I I Amendment to PDP 

510(k) 

^ Original Submission: 

^ Traditional 

I I Special 

•
Abbreviated (Complete 
section I, Page 5) 

I I Additional Information 

Q Third Party 

Meeting 

Q Pre-510(K) Meeting 

Q Pre-IDE Meeting 

Q Pre-PMA Meeting 

Q] Pre-PDP Meeting 

I I Day 100 Meeting 

I I Agreement Meeting 

I I Determination Meeting 

I I Other (specify): 

IDE 

I I Original Submission 

I I Amendment 

I I Supplement 

Humanitarian Device 
Exemption (HDE) 

Q Original Submission 
I I Amendment 
I I Supplement 
• Report 
I I Report Amendment 

Class M Exemption Petition 

I I Original Submission 
I I Additional Information 

Evaluation of Automatic 
Class III Designation 

(De Novo) 
I I Original Submission 

I I Additional Information 

Other Submission 

• 513(g) 
• Other 

(describe sut)mission): 

Have you used or cited Standards in your submission? Q Yes ^ No (If Yes, please complete Section I, Page 5) 

SECTION B SUBMITTER, APPLICANT OR SPONSOR 
Company / Institution Name 

American Orthodoniics 

Division Name (if applicable) 

Street Address 

I536N. ISlh Street 

City 

Sheboygan 

Contact Name 

Tiang Adams 

Contact Title 

Regulatory AlTairs Specialist 

Establishment Registration Number (if known) 

2126683 

Phone Number (including area code) 

920-437-5051 

FAX Number (including area code) 

920-457-5773 

State / Province 

Wisconsin 

ZIP/Postal Code 

53081 

Contact E-mail Address 

ladains@americanonho.com 

Country 

U.S.A 

SECTION C APPUCATION CORRESPONDENT (e.g., consultant, if different from above) 
Company / Institution Name 

Division Name (if applicable) 

Street Address 

City 

Phone Number (including area code) 

FAX Number (including area code) 

State / Province ZIP Code Country 

Contact Name 

Contact Title Contact E-mail Address 

FORM FDA 3514 (12/10) Page 1 of 5 Pages 
I'.Si; l^ijlilishini) .St-lMOCaf.1(11 J 14.1.(1740 E l * 

(b)(4)
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p, a ^ 5-^ 
SECTION D1 R E A S O N FOR A P P L I C A T I O N - PMA, PDP, OR HDE 

I I New Device 

Q Withdrawal 

I I Additional or Expanded Indications 

• Request for Extension 

I I Post-approval Study Protocol 

I I Request for Applicant Hold 

I I Request for Removal of Applicant Hold 

I I Request to Remove or Add Manufacturing Site 

I I Process change: 

I I Manufacturing Q Packaging 

I I Sterilization 

I I Other (specify below) 

I I f^esponse to FDA correspondence: 

I I Change in design, component, or 
specification: 

I I Software/Hardware 

Q ] Color Additive 

I I Material 

I I Specifications 

I I Other (specify below) 

I I Labeling change: 

I I Indications 

I I Instructions 

I I Performance Characteristics 

Q Shelf Life 

I I Trade Name 

I I Other (specify below) 

I I Location change: 

I I Manufacturer 

Q Sterilizer 

I I Packager 

I I Report Submission: 

[ J Annual or Periodic 

I I Post-approval Study 

I I Adverse Reaction 

I I Device Defect 

I I Amendment 

I I Change in Ownership 

I I Change in Correspondent 

I I Change of Applicant Address 

I I Other Reason (specify): 

SECTION D2 

I I New Device 

I I New Indication 

I I Addition of Institution 

I I Expansion / Extension of Study 

• IRB Certification 

I I Termination of Study 

I I Withdrawal of Application 

I I Unanticipated Adverse Effect 

I I Notification of Emergency Use 

I I Compassionate Use Request 

• Treatment IDE 

I I Continued Access 

R E A S O N FOR A P P L I C A T I O N - IDE 

I I Change in: 

I I Conespondent/Applicant 

I I Design/Device 

I I Informed Consent 

I I Manufacturer 

I I Manufacturing Process 

I I Protocol - Feasibility 

Q Protocol - Other 

I I Sponsor 

I I Report submission: 

I I Current Investigator 

I I Annual Progress Report 

Q Site Waiver Report 

• Final 

I I Response to FDA Letter Conceming: 

I I Conditional Approval 

I I Deemed Approved 

I I Deficient Final Report 

I I Deficient Progress Report 

I I Deficient Investigator Report 

I I Disapproval 

I I Request Extension of 
Time to Respond to FDA 

I I Request Meeting 

I I Request Hearing 

I I Other Reason (specify): 

SECTION D3 

1 New Device 

R E A S O N FOR SUBMISS ION - 510(k) 

I I Additional or Expanded Indications I I Change in Technology 

I I Other Reason (specify): 

F O R M FDA 3514 (12/10) Page 2 of 5 Pages 
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS 
Product codes of devices to which substantial equivalence is claimed 

1 

5 

NJM 2 

6 

3 

7 

4 

8 

Summary of, or statement conceming, 
safety and effectiveness information 

^ 510 (k) summary attached 

Q 510 (k) statement 

Information on devices to which substantial equivalence is claimed (if known) 

1 

2 

3 

4 

5 

6 

510(k) Number 

K080749 

K060837 

1 

2 

3 

4 

5 

6 

Trade or Proprietary or Model Name 

Radiance 

In-Ovalion C 

1 

2 

3 

4 

5 

6 

Manufacturer 

American Orthodontics 

Dcmsply 

SECTION F PRODUCT INFORMATION -APPLICATION TO ALL APPLICATIONS 
1 Common or usual name or classification name 

Ceramic Brackel 

1 

2 

3 

4 

5 

Trade or Proprietary or Model Name for This Device 

limpower Clear 1 

2 

3 

4 

5 

Model Number 

FDA document numbers of all prior related submissions (regardless of outcome) 

11 

7 

Da a Included in Submission 

2 

8 

1 1 Laboratory Te 

3 

9 

sting Q A 

4 

10 

nimal Trials 

5 

11 

1 1 Human Trials 

6 

12 

SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS 
Product Code 

NJIV1 

C.F.R. Section (if applicable) 

872.5470 

Classification Panel 

Indications (from labeling) 

Indications for Use: 
Fmpower Clear brackets are iniended tor orthodontic movement of teeth as diagnosed by an 
orthodontic treatment. IZmpower Clear brackets are intended to be single use only. 

Device Class 

• Class 1 g Class II 

• Class III • Unclassified 

orthodontist. It is used temporarily and is removed upon completion of 

FORM FDA 3514 (12/10) Page 3 of 5 Pages 
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Wofe; Submission of the information entered in Section H does not affect the 
need to submit device establishment registration. 

FDA Document Number (if known) 

unknown 

SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION 

Q Original 

• Add • Delete 

Facility Establishment Identifier (FEI) Number 

Company / Institution Name 

American Orthodoniics 

Division Name (if applicable) 

Street Address 

1536 N. 18th Street 

City 

Sheboygan 

Contact Name 

Trang Adams 

1 1 Original 

• Add • Delete 

^ Manufacturer Q Contract Sterilizer 

Q Contract Manufacturer Q Repackager / Relabeler 

Establishment Registration Number 

2126683 

Phone Number (including area code) 

920-457-5051 

FAX Number (including area code) 

920-457-5773 

State / Prtjvince 

Wisconsin 

Contact Title 

Regulatory AtTairs Specialist 

Facility Establishment Identifier (FEI) Number 

Company / Institution Name 

Division Name (if applicaOle) 

Street Address 

City 

Contact Name 

1 1 Original 

• Add • Delete 

ZIP Code 

53081 

Country 

U.S.A. 

Contact E-mail Address 

tadams(§americanortho.com 

1 1 Manufacturer Q Contract Sterilizer 

Q) Contract Manufacturer Q Repackager / Relabeler 

Establishment Registration Number 

Phone Number (including area code) 

FAX Number (including area code) 

State / Province 

Contact Title 

Facility Establishment Identifier (FEI) Number 

Company / Institution Name 

Division Name (if applicable) 

Street Address 

City 

Contact Name 

FORM FDA 3514 (12/' 10) 

ZIP Code Country 

Contact E-mail Address 

1 1 Manufacturer Q Contract Sterilizer 

1 1 Contract Manufacturer | ^ Repackager/ Relabeler 

Establishment Registration Number 

Phone Number (including area code) 

FAX Number (including area code) 

State / Province 

Contact Title 

ZIP Code Country 

Contact E-mail Address 

1 A d d C o n t i n u a t i o n Page Pa ge 4 of 5 Pages 

Records processed under FOIA Request 2013-92; Released 10/2/14

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



Pc c u ^ a-s 
SECTION I UTILIZATION OF STANDARDS 

Note: Complete this section if your application 
Sfandard" statement. 

1 

2 

3 

4 

5 

6 

7 

Standards No. 

Standards No. 

Standards No. 

Standards No. 

Standards No. 

Standards No. 

Standards No. 

Standards 
Organization 

Standards 
Organization 

Standards 
Organization 

Standards 
Organization 

Standards 
Organization 

Standards 
Organization 

Standards 
Organization 

or submission cites standards or includes a "Declaration of Conformity to a Recognizeij 

Standards Title 

Standards Title 

Standards Title 

Standards Title 

Standards Title 

Standards Title 

Standards Title 

Version 

Version 

Version 

Version 

Version 

Version 

Version 

Date 

Date 

Date 

Date 

Date 

Date 

Date 

Please include any additional standards to be cited on a separate page. 

Public reporting burden for this collection of iiirormiition is estimated to average 0.5 hour per response, including the time ("or reviewing instructions, searching 
existing data sources, gathering and maintaining the dala needed, and completing reviewing the collection of informalion. Send comments regarding this burden 
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to 

Department of Health and Human Services 
Food and Drug Administration 
Onice of Chief Information Officer 
1350 Piccard Drive, Room 400 
Rockville, MD 20850 

An agency may nol coridtrcl or sptinsor. and u person is nol required lo respond lo. a collection of informalion unless i l displays a cwrenlly valid OMB conlrol number. 
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A M E R I C A N 
O R T H O D O M T I C S Page 3-1 

510(k) Cover Letter 

Submission Date: September 4, 2012 

To Whom It May Concern, 

This 510(k) Submission Cover Letter is submitted for the following company: 
Company: 

American Orthodontics 
Establishment Registration Number: 

2126683 

This 510(k) Submission is Submitted By: 
Trang Adams / Regulatory Affairs Specialist 
1536 N. 18'̂  Street 
Sheboygan, Wl 53081 
Phone: 920-457-5051 Ext. 4251 
Fax: 920-457-5773 

FDA CDRH DMC 

SEP - 7 2012 

r ^ ,i..:iOi 

The Common Name of the Device is: 
Ceramic Bracket 

The Trade Name of the Device is: 
Empower Clear 

The Classification Name of the Device is: 
Bracket, Ceramic, Orthodontic [NJM] 

The 510(k) Submission Reason is: 
New Device 

The following are Legally Marketed Devices [Predicate] that is considered Substantially Equivalent 
[SE]: 

510(k) # Product Name 
K080749 Radiance 
K060837 In-Ovation C 

The Compliance with Any Special Controls are as follows: 
No applicable mandatory performance standards or special controls exist for this device. 

Sincerely, 

' o -O 

Trang Adams / Regulatory Affairs Specialist 

1714 Cambridge Avenue | P.O. Box 1048 | Sheboygan, Wl 53082-1048 USA | TEL: 920-457-5051 | FAX: 920-457-5773 
info@americanortho.com 
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A M E R I C A N 
O R T H O D O N T I C S PagC 4 - 1 

Indications for Use Statement 

510(k) Number (if known): 
Unknown 

Device Name: 
Empower Clear 

Indications for Use: 
Empower Clear brackets are intended for orthodontic movement of teeth as diagnosed by an 
orthodontist. It is used temporarily and is removed upon completion of orthodontic treatment. 
Empower Clear brackets are intended to be single use only. 

Prescription Use And/Or Over-The-Counter Use: 
• Prescription use by orthodontist only 

• Not available Over-The-Counter [OTC] 
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510(k) Summary Page 5-1 

Preparation Date: August 28, 2012 

Company Information: 
American Orthodontics 
1714 Cambridge Avenue 
Sheboygan, Wl 53081 
Phone: 920-457-5051 
Fax: 920-457-5773 

Contact Information: 
Trang Adams / Regulatory Affairs Specialist 
1536 N. 18'̂  Street 
Sheboygan,Wl 53081 
Phone: 920-457-5051 Ext. 4251 
Fax: 920-457-5773 
E-Mail: tadams@americanortho.com 

Device Information: 
Trade Name: Empower Clear 
Common Name: Ceramic Brackets 
Classification Name: Bracket, Ceramic, Orthodontic 
Classification Code: NJM 
Regulation Number: 872.5470 

Equivalent Legally Marketed Devices Information: 

510(k) # Product Name Device Manufacturer 
K080749 Radiance American Orthodontics 
K060837 In-Ovation C Densply 

Description of the Device: 
The Empower Clear line of products is single-use devices intended for use in conjunction with 
comprehensive orthodontics to control the movement of individual teeth. The Ceramic Bracket combines 
the aesthetics of a ceramic bracket with the versatility and ease of self ligation. 

These brackets are comprised of several geometries that vary from bracket to bracket, corresponding to 
the intended tooth. These geometries contribute to the fit of the bracket to the tooth and also impart the 
axial control of the energy from the archwire. 

Indications for Use: 
Empower Clear brackets are intended for orthodontic movement of teeth as diagnosed by an orthodontist. 
It is used temporarily and is removed upon completion of orthodontic treatment. Empower Clear brackets 
are intended to be single use only. 
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Technological Characteristics Information: 
The material. Alumina Oxide [AI2O3], is used in the manufacturing of the Radiance brackets and In-
Ovation C brackets - which is the same material used for Empower Clear. 

The In-Ovation C clip material is the same as the Empower Clear clip material. The Radiance bracket 
does not have a clip. 

The function and performance of the Empower Clear brackets are substantially equivalent to the 
predicate devices, as outlined in the following table. 

Product 
Parameter 

510(k) 
Number 

IVIaterlal 

Intended 
Use 

Single Use 

Non-Sterile 
Packaging 

Device Name / Manufacturer 

Radiance / American 
Orthodontics 

K080749 

AizOa 

Orthodontic treatment is 
used to correct dental 

deficiencies and to 
improve the appearance of 
the patient. The brackets, 

arch wire and elastic o-
rings form a force system 

that is designed to 
gradually move teeth into a 

normal alignment. 

YES 

YES 

In-Ovation / 
Dentsply 

K060837 

AI2O3 

The Innovation C is 
intended for 
orthodontic 

movement of natural 
teeth, excluding the 
mandibular bicuspid 

teeth. 

YES 

YES 

Empower / American 
Orthodontics 

Pending 

AI2O3 

Ceramic Brackets are 
intended for orthodontic 
movement of teeth as 

diagnosed by an 
orthodontist. It is used 

temporarily and is 
removed upon completion 
of orthodontic treatment. 

Ceramic Brackets are 
intended to be single use 

only. 

YES 

YES 

Substantial 
Equivalence 

Analysis 

M/A 

Equivalent 

Equivalent 

Equivalent 

Equivalent 

Summary: 
The function and performance of Empower Clear bracket is similar to the predicates. There are no 
changes in the intended use and fundamental scientific technology. All of the materials used in the 
device have been used in legally marketed American Orthodontics devices. Minor differences in 
technological characteristics do not raise new types of safety and effectiveness questions. 

1714 Cambridge Avenue j P.O. Box 1048 | Sheboygan, Wl 53082-1048 USA 
info@americanortho.com 

TEL: 920-457-5051 j FAX: 920-457-5773 

Records processed under FOIA Request 2013-92; Released 10/2/14

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

mailto:info@americanortho.com


American Orthodontics 510[k} Submission 2012 

SECTION 6: 

TRUTHFUL & ACCURACY STATEMENT 

Records processed under FOIA Request 2013-92; Released 10/2/14

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



A M E R I C A N 
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Truthful & Accuracy Statement Page 6-1 

510(k) Number: Unknown 

Premarket Notification Truthful & Accurate Statement [As required by 21 CFR 807.87(k)] 

I certify that, in my capacity as Regulatory Affairs Specialist of American Orthodontics, 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. 

Trang Adams / Regulatory Affairs Specialist 
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'This section is not applicable. 
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Page 8-1 

• k * This section is not applicable. 
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'This section is not applicable. 
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Page 10-1 
Executive Summary 

Device Information: 
Trade Name: Empower Clear 
Common Name: Ceramic Brackets 
Classification Name: Bracket, Ceramic, Orthodontic 
Classification Code: NJM 
Regulation Number: 872.5470 

Description of the Device: 
The Empower Clear line of products is single-use devices intended for use in conjunction with 
comprehensive orthodontics to control the movement of individual teeth. The Empower Clear combines 
the aesthetics of a ceramic bracket with the versatility and ease of self ligation. 

These brackets are comprised of several geometries that vary from bracket to bracket, corresponding to 
the intended tooth. These geometries contribute to the fit of the bracket to the tooth and also impart the 
axial control of the energy from the archwire. 

Indications for Use: 
Empower Clear brackets are intended for orthodontic movement of teeth as diagnosed by an orthodontist. 
It is used temporarily and is removed upon completion of orthodontic treatment. Empower Clear brackets 
are intended to be single use only. 

Summary: 
The function and performance of Empower Clear bracket is similar to the predicates, as outlined below in 
"Technological Characteristics Information". There are no changes in the intended use and 
fundamental scientific technology. All of the materials used in the device have been used in legally 
marketed American Orthodontics devices. Minor differences in technological characteristics do not raise 
new types of safety and effectiveness questions. 
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Technological Characteristics Information: 
The material. Alumina Oxide [AI2O3], is used in the manufacturing of the Radiance brackets and In-
Ovation C brackets - which is the same material used for Empower Clear. 

The In-Ovation C clip material is the same as the Empower Clear clip material. The Radiance bracket 
does not have a clip. 

The function and performance of the Empower Clear brackets are substantially equivalent to the 
predicate devices, as outlined in the following table. 

Product 
Parameter 

510(k) 
Number 

Material 

Intended 
Use 

Single Use 

Non-Sterile 
Packaging 

Device Name / Manufacturer 

Radiance / American 
Orthodontics 

K080749 

Ai203 

Orthodontic treatment is 
used to correct dental 

deficiencies and to 
improve the appearance of 
the patient. The brackets, 

arch wire and elastic 0-
rings form a force system 

that is designed to 
gradually move teeth into a 

normal alignment. 

YES 

YES 

In-Ovation / 
Dentsply 

K060837 

AI2O3 

The Innovation C is 
intended for 
orthodontic 

movement of natural 
teeth, excluding the 
mandibular bicuspid 

teeth. 

YES 

YES 

Empower / American 
Orthodontics 

Pending 

AI2O3 

Ceramic Brackets are 
intended for orthodontic 
movement of teeth as 

diagnosed by an 
orthodontist. It is used 

temporarily and is 
removed upon completion 
of orthodontic treatment. 

Ceramic Brackets are 
intended to be single use 

only. 

YES 

YES 

Substantial 
Equivalence 

Analysis 

N/A 

Equivalent 

Equivalent 

Equivalent 

Equivalent 
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A M E R I C A N 
O R T H O D O N T I C S 

Device Description Page 11-1 

Device Information: 
Trade Name: Empower Clear 
Common Name: Ceramic Brackets 
Classification Name: Bracket, Ceramic, Orthodontic 
Classification Code: NJM 
Regulation Number: 872.5470 

Description of the Device: 
The Empower Clear bracket line of products is single-use devices intended for use in conjunction with 
comprehensive orthodontics to control the movement of individual teeth. The Ceramic Bracket combines 
the aesthetics of a ceramic bracket with the versatility and ease of self ligation. 

These brackets are comprised of several geometries that vary from bracket to bracket, corresponding to 
the intended tooth. These geometries contribute to the fit of the bracket to the tooth and also impart the 
axial control of the energy from the archwire. 

(b) (4)
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Device Information: 
Trade Name: Empower Clear 
Common Name: Ceramic Brackets 
Classification Name: Bracket, Ceramic, Orthodontic 
Classification Code: NJM 
Regulation Number: 872.5470 

Indications for Use: 
Empower Clear brackets are intended for orthodontic movement of teeth as diagnosed by an orthodontist. 
It is used temporarily and is removed upon completion of orthodontic treatment. Empower Clear brackets 
are intended to be single use only. 

Equivalent Legally Marketed Devices Information: 

510(k) # Product Name Device Manufacturer 
K080749 Radiance American Orthodontics 
K060837 In-Ovation C Densply 

Technological Characteristics Information: 
The material. Alumina Oxide [AI2O3], is used in the manufacturing of the Radiance brackets and In-
Ovation C brackets - which is the same material used for Empower Clear. 

The In-Ovation C clip material is the same as the Empower Clear clip material. The Radiance bracket 
does not have a clip. 

The function and performance of the Empower Clear brackets are substantially equivalent to the 
predicate devices, as outlined in the following table. 

Summary: 
The function and performance of Empower Clear bracket is similar to the predicates. There are no 
changes in the intended use and fundamental scientific technology. All of the materials used in the 
device have been used in legally marketed American Orthodontics devices. Minor differences in 
technological characteristics do not raise new types of safety and effectiveness questions. 
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Technological characterist ic compar isons are out l ined below: 

Page 12-2 

Product 
Parameter 

510(k) 
Number 

Material 

Intended 
Use 

Single Use 

Non-Sterile 
Paclcaging 

Device Name / Manufacturer 

Radiance / American 
Orthodontics 

K080749 

AI2O3 

Orthodontic treatment is 
used to correct dental 

deficiencies and to 
improve the appearance of 
the patient. The brackets, 

arch wire and elastic o-
rings form a force system 

that is designed to 
gradually move teeth into a 

normal alignment. 

YES 

YES 

In-Ovation / 
Dentsply 

K060837 

AI2O3 

The Innovation C is 
intended for 
orthodontic 

movement of natural 
teeth, excluding the 
mandibular bicuspid 

teeth. 

YES 

YES 

Empower / American 
Orthodontics 

Pending 

AI2O3 

Ceramic Brackets are 
intended for orthodontic 
movement of teeth as 

diagnosed by an 
orthodontist. It is used 

temporarily and is 
removed upon completion 
of orthodontic treatment. 

Ceramic Brackets are 
intended to be single use 

only. 

YES 

YES 

Substantial 
Equivalence 

Analysis 

N/A 

Equivalent 

Equivalent 

Equivalent 

Equivalent 

1714 Cambridge Avenue | P.O. Box 1048 Sheboygan, Wl 53082-1048 USA 
info@americanortho.com 

TEL: 920-457-5051 j FAX: 920-457-5773 

Records processed under FOIA Request 2013-92; Released 10/2/14

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

mailto:info@americanortho.com


American Orthodontics 510[k) Submission 2012 

SECTION 13: 

PROPOSED LABELING 

V* 

13 

Records processed under FOIA Request 2013-92; Released 10/2/14

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



A M E R I C A N 

Empower®Self Ligating System 

C€ 0408 /C r \ c<«no 
'.NIAt 

Patents »5.630.715 
•5,722.826 
IM.e59.309 

L£t|J5P] EC C«nirtcalton Service GmbH • Sandgasse39a. A-9300 Sl. Vei t /dan. Austria 

Mado bl USA 

D-OIS 0-022 
n Interactive 
n Passive 

American Orthodont ics • 1714 Cambridge Avenue • Sheboygan, Wl 53081 • 1-800-558-7687 

Records processed under FOIA Request 2013-92; Released 10/2/14

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

http://IM.e59.309


CNJ 
I 

CO 

0) 

ro 
Q_ 

i l A m e r i c a n O r t h o d o n t i c s • 1714 C a m b r i d g e Avenue • S h e b o y g a n , Wl USA 53081 • 1 -800-558-7687 \ 

A O Empovver \ , ; / ' 

Clear Bracesy / 

A M E R I C A N 
O R T H O D O N T I C S Rx/Patient 

\ 

.018 
^00 

.022 ^ 
Interactive 
Passive 

o 

\ l ^ r i ^ EC Certification Sen/ice GmbH • Sandgasse39a. A-9300 • St. Veit/Glan. Austria Made in USA r yC j A \ ^>Z«„ ^'""" ^yifiral ^°°!l^^'^ 
y ^ ^ ^ ULSc^^ #4.659.309 REVO / 

Records processed under FOIA Request 2013-92; Released 10/2/14

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



Page 13-3 

Empower ^̂̂  
Clear Braces 

Empower Clear combines fhe aesthetics of a ceramic bracket 

with the versotiiity and ease of self ligation. Strong iniection 

molded ceramic ond oestheticolly plated clips blend well with 

teeth, giving your patients the beautiful smile they deserve. 

A M c L a u g h l i n , B e n n e t t , T r e v i s i S y s t e m 

Maxillary Torq Ang R/L No Hook 
.018 

Single Hook Double Hook No Hook 
.022 

Single Hook Double Hook 

Central +17 +4 1475-18-1117 
1475-18-2117 

1485-22-1117 
1485-22-2117 

Lateral +10 +8 R 1475-18-1210 
L 1475-18-2210 

1485-22-1210 
1485-22-2210 

Cuspid +8 1475-18-130HO 
1475-18-230HD 

1475-18-130HU 
1475-18-230HU 

1485-22-130HD 
1485-22-230HD 

1485-22-130HU 
1485-22-230HU 

-7 +8 1475-18-1307HD 
1475-18-2307HD 

1475-
1475-

8-1307HU 
8-2307HU 

1485-22-1307HD 
1485-22-23G7HD 

1485-22-1307HU 
1485-22-2307HU 

1st and 2nd Bicuspid -7 0 R 1475-18-1407 1475-18-1407HD 1475-18-1407HU 1485-22-1407 1485-22-1407HO 1485-22-1407HU 
L 1475-18-2407 1475-18-2407HD 1475-18-2407HU 1485-22-2407 1485-22-2407HD 1485-22-2407HU 

. iJ. 

A Roth S y s t e m 

Maxillary 

Central 

Lateral 

Cuspid 

1st and 2nd Bicuspid 

Torq 

+12 

+8 

-2 

-7 

Ang 

+5 

+9 

+9 

0 

R/L 

R 
L 

R 
L 

R 
L 

R 
L 

No Hook 

1475-18-1112 
1475-18-2112 

1475-18-128 
1475-18-228 

1475-18-1407 
1475-18-2407 

. 0 1 8 
Single Hook 

1475-18-1302HO 
1475-18-2302HD 

1475-18-1407HO 
1475-18-2407HD 

Double Hook 

1475-18-1302HU 
1475-18-2302HU 

1475-18-1407HU 
1475-18-2407HU 

No Hook 

1485-22-1112 
1485-22-2112 

1485-22-128 
1485-22-228 

1485-22-1407 
1485-22-2407 

. 0 2 2 
Single Hook 

1485-22-1302HD 
1485-22-2302HD 

1485-22-1407HO 
1485-22-2407HD 

Double Hook 

1485-22-1302HU 
1485-22-2302HU 

1485-22-1407HU 
1485-22-2407HU 

Brocke t I c e n t i f i c o f i o r 

Individual color coding ensures eosy tooth identification and bonding accuracy 

upper Left 

Central Lateral Cuspid 1st Bicuspid 2nd Bicuspid 

Color coded eiastomeric Visual Positioning Aids in arch wire slots assist with bracket 

olignment during bonding. VPA's contain no latex and are easily removed with o scaler. 

Single Hook Double Hook 

*The American Onhodoniics version of iKe McLaughlin, Benneit, 
Trevisi System is not claimed to be a dupllcotion of any oiher, nor 
does A-metican Orthodontics imply ihat it is endorsed in any woy by 
Drs. McLaughlin, Benneit, or Trevisi. 

'The American Onhodoniics version of the Roih System is noi cloimed 
to be a duplication of any oiher, nor does American Orfhodoniics 
imply thai il is endorsed in any woy by Dr. Roth. 
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It's all about choice. 
Empower is ihe industry's mosi complete self ligating brocket system, bringing you choice like you've 

never hod before. Empower's unique design options not only odopl to your treatment philosophies, 

they allow treatment to be tailored to your patients' needs. This unprecedented arroy of possibilities 

inspires you to Ireot patients your way. Empower puts control bock in your hands. 

_-,, Clear brocket combines performance with patient-pleasing aesthetics 

v S Metal brackets offer fully interactive, fully possive, or combinotion Dual Activation'" options 

Reconvertible molor tubes provide versatility without compromise 

•r 
CP 

I 
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Empow/e rVv / 
C l e a r B r a c e s ; 

low pr;fi le, oo•len^fiBnd^)^ hoou IOD: Dtal! > • 

C o n ^ u n d i.on'oj 'ed OuadAflare buie > • 
>Xjtn sro^ oaa '" i f K r a m ^•n.a'v bc<d^»»rigta ''•r 

EUtr a d (jcd-Molr orDmd'ig 

Cham'ereH j b l enl-orcei > - -" 

Durosic, acuFic'icalt/ ob icd d i s > 

l i idv id jo l cuts' coding a r d Viiual Poiiliuning Aid* > 

TS 

' * x ' 

< aploJ 
^j^p^vtt 0 tcc^ifl g'^-<^ HJC^-^ FCffod 

- < Smoo'h rounopd cnn 'ou i 

Ada k x d BC-̂  ' ^ n 

^ < IntoraUvo CIID aesign 

: Ceromic IfiiecT^on Molded bracer body 

Quality Features 
Empower's complete line of brockets -

clear, melol, and molar lubes - gives you 

the tools you need lo give your 

patients the smile they deserve. 

ErT»po\A/er\^ 
Self LigatinaJ ^ 

l ow c'oFila, poi«'^^E^«nd^ l oo lu {apt cm l ] > 

Corrpoond coiioured Voninum Celenlion pods > 

bounded Uoi eriirariccs > 

F»'ended rie w n g j > 

< Center I r a 

< Precijion h« j i treo'ed cniorrJjm cabolr clip 
^OvOM ,-tpf«fatb 3tftjir>0«« *«i^'Oi," iOt*™f.' 

C Individuul colui CixJirig 

E m p o w e r V ^ 
Reconveri lble SL Molars J 

Miil'iple design c^sicei > 

Funrelcd l;bc enrrorices > —1 
Lui-cci Wl, p'ar.^ 

Easy occcia ioza l hole > 

r lew Qfofile, paharMricndly hoots 

< FLII iloSviaiF, d ip 

< Recf)r>vcrtirJe pasi'vo clio design 
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Treatment Versotiiity 
Empower is the first in the industry to offer you the versatility ol both 

fnleroctive ond passive bracket designs in one unified sysiem wiih 

coordinoted in/outs. 

interactive Bracket 
> ICTAe' Irii^iicrfi il>dir-g nrecliarici eaity I'l -̂e£J'TT1enl excep'iO'ial Icique 

und lulol io i c&nlJol duiirg woiking und liMiihing DIIUIC^ 

> Avo'tanis in mctol upper and Icwcr 5 - 5 cind in cern-ir. upncf 5 • 5 

Empowers Interoclive and Passive bracket 

designs allow unprecedented treatment opiions. 

Initial Leveling and Alignment 
• Soicclrvc rfwngtjmonr d p d w » nyi octiwty erKjuga inall- i ' 

toufid aryj nxlarigi,br w:res 

• Al lcwi £'T<aOe' wirai lo unravel d^^ti- cn for u moia coT.I&'luUe 

capcriericc ond wi+i Icis d p ffJciO'. oLtmg enity I'cnTncfi' 

W c o i nor odrvc-t/ engaged b / d ip : 

OlS ikTt : 0 1 8 n n d . 0 1 6 « .016 a r d s-nnfer 

022siDi O l B n n n 0 1 6 . i . 0 2 2 n n d i ™ f c r 

Working Stage and Finishing 
• ScletNvo Cngogcmcnl clip odivcly cnyaye* lorgci wi rc i (cr 

pioasi? loo'ti contiol du iny mluHjeurtrunl u^'d (ni'Stung p^usbi 

WIftfa oCT«Jy eiigaged by d ip 

.018 dol: 0 1 6 X .022 o r d larger 

0 2 2 Joi : 0 1 7 . 025n r -db -gc r 

Fmpoivei'i i.iiefocliva ulE kgahig syiiam ofleiL thn benefih • ! l e u Fnaicn nr 

iKe beginning o! ircotmcni arid moto cani td in ;Ko Into soges la aiJlsi wilK 

f i ra l n rq iK i iand (otations. 

Etnpcwer'i pa&jn>a lelMigai'ng sysieni oilers itie benaFir^ oi l e u mclion of id 

loviar fijrco mtKtiunici ihroughoijt rreolmeni N o wi ie i u'a uclfv«h^ 

cnQngeiJ b / ihe d ip . 

> Anterior teeth - interactive brockets 
[ i jM Irkiiun, L.'kv loice dutifiij iriiN'al luwlirxj and ulignmeni iicigt^s, 

i r c i e a u J kiiqiM ond (okjt>uri conlrol duiixy l i ru^i i ig 

. ^ ^ Passive Bracket 
v ^ ' ^ ^ ^ f f ^ ^ ^ > l o n e ' Iric'ion sliding fnedn ' ics iKioughoLl neonr 

> Posterior teeth - possive brockets 
l ov« i liicl'on mechon'cs ihioughom Irenlmeni 

M o t h l n g '<r\/o*iU bc>A«cn i i t ooa .vo and pnur r« dca^n i 

m e u u no \ i ' . Didei wi fb b e n j i r ^ ct^rnpenjollotu 

ftvoljWij 11-1 metal uppe' ond loiNei 5 - S 

O ^ 
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Bond wi th conf idence. 
Empower's pods ond boses give you the bonding 

strength you demand ond help reduce ihe risk of 

emergency oppointments due to debonding. 

EmpoNA/er \ -

Q u a d - M c t t e ' * ' B a s e 
\'r\e ooCnicd med io i cal lock bmc ol L-naowa 

Cb^r '"JjaitjOfa-ti o lumio purr^dtu ui.t/ an ll'e 

cenler of Inc bnsc Ih i i o lb t^ i for n urong oond 

in Hie ce"'e' o' * « p t " " " 0 v^eoLer bond o " i w 

(xigci f o ensy f i f ^ predidniJc rfcbondinf) 

EmpoNA/erW 
Seir LlQCiTlnpJ/ 

M a x i n n u m R e t e n t i o n " ' 
The /Ajxirrum Relurl'on pod on Fmpoww r-elol biocVtilj 

a r d u b " fca^le^ pFofcrcthed pockcii de-coih BC goLgc-

mejii IO incMise uad Swifocu urt» ond en^uie lale, scx.um 

bof-as |*cc cufowo/vcw) . 

I' 

' u .al Opci iT'Cj Vet- T.d 
for Brackets 

Etrpoivci i"etQl hrrjclnii oiler 

inuliiple bicuiuid pud upfiucj 

'O rnecl cvrn^ n*»d. 

Sinndaa, nonoffii 

Slg'+ilo'jrr l o j i.jr 1 

•l.tJP.JCP 

Lx-cndcd o^tjci pod 

Easy open. Easy close. 
Significantly foster wire chonges than 

traditionally ligoted brockets.' The entire 

Empower fomily utilizes one double-ended 

opening instrument providing two 

opening methods. 

'3 / / ' .«el- /7a«1j 

f-QCcil Openuiq Mel' ' jd 
for Brockets 

for Tubes 

C l o u d ips casV '^• '1^ i impic lingor p'cuuro 
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ihe power to choose. 
Empower's breadth of line is unequaled. You get the most feotures, prescription 

choices, and tieolmeni possibilllies uH in one quality, unified system. 

B 

l - tciaclr^ o u yn 

Pou.wn deiign 

/Awimum fie'en-ion bonding pods 
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s. 

CLFAR, BEAUTIFUL BRACES. CLEAR, E C A ^ L F U L SAA.LE. 

Presenting Empower Clear Braces - a technologically odvonced, ceramic bracket system 

ihot will bring you the confidence of a beoutiful smile bolfi during and after treatment. 

Empower Clear Braces combine Iwo of ifie ortliodontic industry's leading Irends - clear 

cosmetic appliances and self ligation. Tfiey are on integral port of Empower, tfie most 

complete self ligating bracket sysiem in the world. 

Tfie self ligoling technology of ihe Empower sysiem uses inlegroted clips to hold your arch 

wire in place, instead of Iradilionol rubber bonds (ligaluresl ihal lend to slain and wear 

down over lime. These clips allow your orlhodonlisi lo make quicker wire adjustments and 

deliver the rewarding experience you deserve on Ihe path lo your ideal smile. r"̂  

^X> 
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CLEAR. 

COM~OR^A3:E. 

i^ERFORMANCE. 
There's no compromise when it comes to how Empower Clear 

Braces ore built. Each brocket is monufociured with leading 

edge Ceramic Injection Molding technology and aesthetically 

treated, high performance clips. Empower Clear combines 

beauty and finesse with performance and precision. 

O Blends beout-ifuliy with teeth 

Empower Clear Braces are made of srroog ceramic 

molcriol ihcl b o b gicol on your leclK. You'll be rkoliced, 

•yooi biocei won'l. 

0 QuicliC" easier wire odjustTien^s 

Sta'c ol itiG art self ligoiing d ip i climinoc rubber cordi 

(igoiurei) to hold your arch wire m ploce, oNcTtvirK) yo:̂ ^ 

cyi'ioJoritisi to rnoW quicker wire odjustments. TTiis could 

mean ^horler appointments, ard moy even reduce Ine TOtol 

number ol visits required during youi treatment. 

O Comfortable inside your mouth 

Empcrwer Cbar's conlourcxi edges ond sculpted, lew 

P'olile design meon o smoother iutfoce againsi youi 

cheeu and lies. 

3 No staining 

Sell ligoling clips elimirxile DICIS'IC ligatures, which 

oie prone to disCobratiOT und faiigue over tir-e. Ttiis, 

combined wiih the extrcTiel/ stable ceiornic b'ockei body 

moterial, reduces any risk ol staining. Your Empower Clear 

Braces will sto-/ bcaulifui ihroughoui licotmcnl 

CJ 
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THE P R 0 M : 5 E O F A BEITER SAAILE 

Your orlhodonlisi is committed to providing you with the brilliant, healthy smile 

you desire. Empower Clear Braces provide ihe right tools to make it happen. 

Leading edge design, aeslhelics, and functionality, combined wiih your 

orthodontist's clinicol expertise help you achieve a smile thol will lasl a lifetime. 

Empo\A/er\\^/ 
Clear Brouos, 

1 

X 
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For mors infornatio.n scan this code 

wiih your nobile phone's QR reoder. 

A O 
A M E R I C A N 

O B T H O D O N T I C S 

empowerbraces.com/clear 
Sheboygon, Wl USA 53081 

920-457-505 1 USA end Conodo: 1-80O-558-7687 

info@americonorlho.com www.omericonortiio.com 

© 201 2 American Onhodoniics Corporotion 

Proudly made in the USA 
t ^ > 
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A M E R I C A N 
O R T H O D O N T I C S 

Sterilization / Shelf Life 
Page 14-1 

• * This section is not applicable. 
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SECTION 15: 

BIOCOMPATIBILITY 
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A M E R I C A N 
O R T H O D O N T I C S 

Biocompatibility Page 15°1 

Device Information: 
Trade Name: Empower Clear 
Common Name: Ceramic Brackets 
Classification Name: Bracket, Ceramic, Orthodontic 
Classification Code: NJM 
Regulation Number: 872.5470 

Equivalent Legally Marketed Devices Information: 
Trade Name: Radiance 
Common Name: Ceramic Brackets 
Classification Name: Bracket, Ceramic, Orthodontic 
Classification Code: NJM 
Regulation Number: 872.5470 
510(k) Number: K080749 

Trade Name: In-Ovation C 
Common Name: Ceramic Brackets 
Classification Name: Bracket, Ceramic, Orthodontic 
Classification Code; NJM 
Regulation Number: 872.5470 
510(k) Number: K060837 

Summary: 
The material, Alumina Oxide [AI2O3], Is used in the manufacturing of the Radiance brackets and In-
Ovation C brackets - which is the same material used for Empower Clear. The material was chosen due 
to the historical use and shown biocompatibility and resistance to corrosion in the oral/human body 
environment. 

Since the Alumina Oxide [AI2O3] material is chemically inert, is not a metal and is non-conductive, there is 
no corrosion concerns associated with the bracket relative to the clip or archwire material. Based on 
these facts, there are no undue risks to patients, users or other persons arising from incompatibilities 
among the materials used in the manufacture of Empower Clear brackets or among the materials into 
which the Empower Clear brackets would come into contact with during normal use. 
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American Orthodontics SlOfk] Submission 2012 

SECTION 16: 

SOFTWARE 
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AO 
A M E R I C A N 

O R T H O D O N T I C S 

Software 
Page 16-1 

* • This section is not applicable. 
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American Orthodontics 510[k] Submission 2012 

SECTION 17: 

ELECTROMAGNETICCOMPATIBIUTY/ 

ELECTRICAL SAFETY 
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A M E R I C A N 
O R T H O D O N T I C S 

Sterilization / Shelf Life 
Page 17-1 
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American Orthodontics 510[k] Submission 2012 

SECTION 18: 

PERFORMANCE TESTING - BENCH 
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A M E R I C A N 
O R T H O D O N T I C S 

Performance Testing - Bench 
Page 18-1 

'This section is not applicable. 
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American Orthodontics 510[k] Submission 2012 

SECTION 19: 

PERFORMANCE TESTING - ANIMAL 
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A M E R I C A N 
O R T H O D O N T I C S 

Performance Testing - Animal 
Page 19-1 

• * This section is not applicable. 
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American Orthodontics 510[k} Submission 2012 

SECTION 20: 

PERFORMANCE TESTING - CLINICAL 
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A M E R I C A N 
O R T H O D O N T I C S 

Performance Testing - Clinical 
Page 20-1 
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