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CONFIDENTIAL 
 
COVER LETTER 
 
April 15, 2013 
 
Document Mail Center W066-G609 
Center for Devices and Radiological Health Food and Drug 
Administration 
10903 New Hampshire Avenue 
Silver Spring, MD   20993-0002 – USA 
 
RE: 510(k) Traditional Pre Market Notification Request 
 
COMPANY NAME AND ADDRESS 
 
DENTAL MORELLI LTDA 
Alameda Jundiaí, 230 –  
Jardim Saira - Sorocaba  
CEP: 18085-090 
Brazil 
 
Telephone: 55 (15) 3238-8200 
 
CONSULTANT NAME AND ADDRESS 
 
TechLink International Consultants 
18851 NE 29th Avenue 
Suite 720 
Aventura, Florida 33180 
 
Telephone: (305) 377-0077 
 
Primary Contact: Tara Conrad 
Secondary Contact: Lilian Llull 
 
Attention:   Document Control Clerk 
 
Device Trade Name:  
 
Edgewise Ceramic Brackets 
Roth Ceramic Brackets 
 
According to Section 510 (k) of the Federal Food, Drug and Cosmetic Act, as 
amended (ACT), Dental Morelli Ltda proposes to introduce the Orthodontic Ceramic 
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Brackets into interstate commerce for commercial distribution and hereby requests 
510 (k) clearance by the Food and Drug Administration, as required by law. 
 
The following information on these products (according to 21 CFR 807.87) is 
submitted for your consideration. 
 
Common Name: Orthodontic Ceramic Brackets 
Trade Name:    Edgewise Ceramic Brackets; Roth Ceramic Brackets  
Classification: Class II 
Product Code: NJM 
Classification Panel: Dental 
Regulation Numbers: 21 CFR 872.5470  
Substantial Equivalence: K102803 Clarity Advanced Ceramic Brackets 
 
The eCopy is an exact duplicate of the paper copy. 
 

Question YES NO 

Is the device intended for prescription use (21 CFR 801 Subpart 
D)? 

    

Is the device intended for over-the-counter use (21 CFR 807 
Subpart C)? 

  
  

Does the device contain components derived from a tissue or 
other biologic source? 

  
  

Is the device provided sterile?   
  

Is the device intended for single use? 
  

  

Is the device a reprocessed single use device?   
  

If yes, does this device type require reprocessed validation data?  N/A N/A  

Does the device contain a drug?   
  

Does the device contain a biologic?   
  

Does the device use software?   
  

Does the submission include clinical information?   
  

Is the device implanted?   
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Indications for Use Statement 
 

 

Edgewise and Roth Ceramic Brackets are intended for use in orthodontic 

treatments.  The brackets are affixed to teeth so that pressure can be exerted 

on the teeth. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Perscription Use ____X___ (Part 21 CFR 801 Subpart D) AND/OR 
 
Over-The-Counter Use _______ (21 CFR 801 Subpart C) 
 
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEED 

 

 

 
 

 

 

 

 

 

 
__________________________________________________________________  
Concurrence of CDRH, Office of Device Evaluation 
(ODE) Page 1 of 1 
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SECTION 6 
 

510(k) SUMMARY 
 

Proprietary Name   Edgewise Ceramic Brackets; Roth Ceramic 
 Brackets 

 

Date Prepared   April 15, 2013 
 

Submitter    DENTAL MORELLI LTDA 
     Alameda Jundiaí, 230 –  
     Jardim Saira - Sorocaba  

     CEP: 18085-090 
     Brazil 

     Telephone: 55 (15) 3238-8200 
 
Official Contact   Tara Conrad 

     TechLink International Consulting 
     18851 NE 29th Avenue 

     Suite 720 
     Aventura, FL 33180 

     TEL– (305) 377-0077 
      
Common Name Orthodontic Ceramic Brackets 

Trade Name   Edgewise Ceramic Brackets; Roth Ceramic  
  Brackets  

Classification Class II 
Product Code NJM 
Classification Panel Dental 

Regulation Numbers 21 CFR 872.5470  
Substantial Equivalence K102803 Clarity Advanced Ceramic Brackets 

 
Description of Proposed Device 
 

Edgewise and Roth Ceramic Brackets are intended to be bonded to teeth, upon 
which an orthodontic wire is used to move the teeth to new positions.  The 

Morelli bracket consists of a translucent alumina body.  The bracket is uncoated.  
The Morelli bracket is not self-bonding and requires a primer and adhesive to 
bond the bracket to the teeth.     
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Indications for Use 
 

Edgewise and Roth Ceramic Brackets are intended for use in orthodontic 

treatments.  The brackets are affixed to teeth so that pressure can be exerted 

on the teeth. 

 
Device Comparison Table 

 
 Edgewise Ceramic 

Brackets by Dental 

Morelli 

Roth Ceramic 
Brackets by Dental 

Morelli 

Clarity Advance 
Ceramic Brackets 

by 3M Unitek 
Corporation 
K102803 

Indications for use Edgewise and Roth 
Ceramic Brackets 
are intended for 

use in orthodontic 
treatments.  The 
brackets are 
affixed to teeth so 
that pressure can 
be exerted on the 

teeth. 

Edgewise and Roth 
Ceramic Brackets 
are intended for 

use in orthodontic 
treatments.  The 
brackets are 
affixed to teeth so 
that pressure can 
be exerted on the 

teeth. 

Clarity Advanced 
Ceramic Brackets 
are intended for 

use in orthodontic 
treatments.  The 
brackets are 
affixed to teeth so 
that pressure can 
be exerted on the 

teeth. 

Target Population Patients in need of 
teeth alignment 
correction 

Patients in need of 
teeth alignment 
correction 

Patients in need of 
teeth alignment 
correction 

Anatomical Site Teeth Teeth Teeth 

Location of use Use only by 
professional 
orthodontists 

Use only by 
professional 
orthodontists 

Use only by 
professional 
orthodontists 

Materials Aluminum oxide Aluminum oxide Aluminum oxide 

Biocompatibility Aluminum oxide is 
medical grade and 
is accepted for 
ceramic brackets 

Aluminum oxide is 
medical grade and 
is accepted for 
ceramic brackets 

Aluminum oxide is 
medical grade and 
is accepted for 
ceramic brackets 

Compatibility with 

the environment 
and other devices 

Aluminum oxide is 

medical grade and 
is accepted for 
ceramic brackets 

Aluminum oxide is 

medical grade and 
is accepted for 
ceramic brackets 

Aluminum oxide is 

medical grade and 
is accepted for 
ceramic brackets 

Sterility Non-sterile Non-sterile Non-sterile 

Maxillary In-out 

(mm) 
0.94 0.6-1.2 0.53-.089 

Maxillary Torque 0 -7 to +8 -7 to +17 

Maxillary 

Angulation 
0 0 to +12 0 to +8 

Mandibular In-out 
(mm) 0.94 0.6 – 1.2 0.51-1.14 

Mandibular Torque 0 -22 to 0 -17 to 0 

Slot 0.022” 0.022” 0.022” 
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Substantial Equivalence 
 
Both the non-clinical data and the biocompatibility evaluation indicate that 

Edgewise and Roth Ceramic Brackets are safe and effective for their intended 

use in orthodontic treatment and perform as well as the predicate.  

The subject and predicate devices have the same intended use, indications for 
use, compositions, device design and performance.   
 

Device Material and Design 
 

The body of the subject and predicate devices are composed of ceramic.  The 

Edgewise and Roth Ceramic Bracket is not coated and does not have a liner.  
The Morelli Brackets have rounded edges and corners.  The Edgewise and Roth 

Ceramic Bracket is not built to facilitate debonding.   
   

Conclusion  
 
This premarket notification is being submitted to request clearance for the 

Edgewise and Roth Ceramic Brackets. The analysis on the Edgewise Ceramic 
Brackets demonstrates substantial equivalence to the 3M Unitek Corporation 

predicate. 
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SECTION 8 
 
CLASS III SUMMARY AND CERTIFCATION 

 
Edgewise and Roth Ceramic Brackets are class II devices.   

 
This section does not apply. 
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SECTION 9 
 
FINANCIAL DISCLOSURE 

 
Edgewise and Roth Ceramic Brackets are class II devices.   

 
This submission is a traditional 510(k).  A Clinical Trial was not conducted. 
The requirement for financial certification or disclosure as described in 21 CFR 

807.87(i) does not apply to this submission. 
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Section 10 
 

Declaration of Conformity 
 
Edgewise Ceramic Brackets 

Roth Ceramic Brackets 
 

Compliance with Performance Standards:  
 
 ISO 10993-1:2009 - Biological evaluation of medical Part 1: Evaluation and testing 

 ISO 14971:2007 - Medical devices - Application of risk management to medical 
 ISO 15223-1:2012 - Medical devices - Symbols to be used with medical device 

labels, labelling and information to be supplied Part 1: General requirements 
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CONFIDENTIAL 
 

SECTION 11 
 

EXECUTIVE SUMMARY 
 
Edgewise Ceramic Brackets 

Roth Ceramic Brackets 
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Substantial Equivalence  
 

Both the non-clinical data and the biocompatibility evaluation indicate that Edgewise 
and Roth Ceramic Brackets are safe and effective for they intended use in orthodontic 

treatment and perform as well or better than the predicated.  The subject and 
predicate devices have the same intended use, indications for use, compositions, 
device design and performance.  Further details can be observed in the table below: 

 
 Edgewise Ceramic 

Brackets by Dental 

Morelli 

Roth Ceramic 

Brackets by Dental 

Morelli 

Clarity Advance 

Ceramic Brackets 

by 3M Unitek 
Corporation 
K102803 

Indications for use Edgewise and Roth 
Ceramic Brackets 

are intended for 
use in orthodontic 
treatments.  The 
brackets are 
affixed to teeth so 
that pressure can 

be exerted on the 
teeth. 

Edgewise and Roth 
Ceramic Brackets 

are intended for 
use in orthodontic 
treatments.  The 
brackets are 
affixed to teeth so 
that pressure can 

be exerted on the 
teeth. 

Clarity Advanced 
Ceramic Brackets 

are intended for 
use in orthodontic 
treatments.  The 
brackets are 
affixed to teeth so 
that pressure can 

be exerted on the 
teeth. 

Target Population Patients in need of 
teeth alignment 

correction 

Patients in need of 
teeth alignment 

correction 

Patients in need of 
teeth alignment 

correction 

Anatomical Site Teeth Teeth Teeth 

Location of use Use only by 
professional 
orthodontists 

Use only by 
professional 
orthodontists 

Use only by 
professional 
orthodontists 

Materials Aluminum oxide Aluminum oxide Aluminum oxide 

Biocompatibility Aluminum oxide is 
medical grade and 
is accepted for 
ceramic brackets 

Aluminum oxide is 
medical grade and 
is accepted for 
ceramic brackets 

Aluminum oxide is 
medical grade and 
is accepted for 
ceramic brackets 

Compatibility with 
the environment 
and other devices 

Aluminum oxide is 
medical grade and 
is accepted for 
ceramic brackets 

Aluminum oxide is 
medical grade and 
is accepted for 
ceramic brackets 

Aluminum oxide is 
medical grade and 
is accepted for 
ceramic brackets 

Sterility Non-sterile Non-sterile Non-sterile 

Maxillary In-out 

(mm) 
0.94 0.6-1.2 0.53-.089 

Maxillary Torque 0 -7 to +8 -7 to +17 

Maxillary 

Angulation 
0 0 to +12 0 to +8 

Mandibular In-out 
(mm) 0.94 0.6 – 1.2 0.51-1.14 

Mandibular Torque 0 -22 to 0 -17 to 0 

Slot 0.022” 0.022” 0.022” 
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Summary of Performance Testing 
 
The Edgewise and Roth Ceramic Brackets materials were evaluated according to ISO 

10993-1.  The results of this test confirmed that the Morelli Ceramic Brackets met the 
biomaterial compatibility requirements.  A detailed test report can be seen in Section 

20 of this submission. 
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SECTION 12 
 

Device Description 
 
Edgewise Ceramic Bracket 

Roth Ceramic Bracket 
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Packaging 
 
 

The requirements of brackets and tubes are differentiated by a colored stripe on the 
packaging: 
 

 

Technique Color stripe 

Roth  

Edgewise  

 
A more detailed explanation can be found in section 15-Proposed Labeling. 
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MSDS 
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Safety Data Sheet 1 / 2 Rev. / Date  
 /  

 

Document According Directive 2001/58 EEC / ISO 1104:2009 

 

Identification of the Product 
 

1. Identification of the substance/preparation and of the company/undertaking; 
1.1- Identification of the substance/preparation; 

Aluminium Oxide Ceramic Products. 
 

1.2- Identification of the of the company / undertaking; 
Dental Morelli Ltda.  
Alameda Jundiaí, 230 / 250  
Jardim Saira  
ZIP 18085-090 – Sorocaba – São Paulo – Brazil.  
Technical responsible: Eng. Roger. Roger Morelli  
Emergency telephone number of the company and / or official advisory body in accordance with Article 12 of Directive 88/379/EEC.  
In Brazil:  
+55 (15) 0800-141255  
+55 (15) 3238-8200  
In Europe:  
EUROPEAN REPRESENTATIVE  
Nuno Flores  
Al. Bonifácio Lázaro Lozano, 3 - Piso 0 - C  
2780-125 Oeiras - Portugal  
info.morelli@euroconexao.com 
Tel. +351 214439292 / Fax +351 214439294  
In USA:  
Mr. Yesid Arias Urrea  
ariasint@bellsouth.net 
Phone: 1-954 2362788 
 

2. Composition/information on ingredients; 
Aluminum oxide  - Al2O3. 
CAS no. 1344-28-1. 

3. Hazards identification; 
The information of this document if they refer to the product in your supply condition. This product is not considered dangerous, however it is possible the accidental inhalation or ingestion of 
parts or fragments during the use. 
Eventual grinding or cut operations can generate dangerous powders. 
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Safety Data Sheet 2 / 2 Rev. / Date  
 /  

 

Document According Directive 2001/58 EEC / ISO 1104:2009 

 

4. First-aid measures; 
In case of inhalation seek a doctor. 
In the case of powder inhalation, to move the patient for place with fresh air and to seek a doctor. 

5. Fire-fighting measures; 
Not inflammable material. 

6. Accidental release measures; 
To clean the place.  
To observe the directives and effective laws. 

7. Handling and storage; 
7.1 Handling; 

Handling foreseen by capable and qualified professionals. 
7.2 Storage; 

To maintain in the original packing until the moment of use. 
8. Exposure controls/personal protection; 

Use good work practices; gloves and masks. 
9. Physical and chemical properties; 

Solid material. 
Translucent color. 
Insoluble in water. 
Odorless. 

10. Stability and reactivity; 
Stable material in conditions of supply. 

11. Toxicological information; 
Not hazardous material. 

12. Ecological information; 
Any ecological effect is not known.   
To observe the directives and effective laws. 

13. Disposal considerations; 
Use good biosafety practices.   
To observe the directives and effective laws. 

14. Transport information; 
Transports in a safety way for do not damage the package. 

15. Regulatory information; 
Attempt to good work practices.  
Material intended for use by qualified professionals. 

16. Other information. 
The document’s information is based on the knowledge obtained until the present date and it is intended to a description of the product regarding its safety measures.  
This description does not ensure the product’s properties or characteristics.  
The Dental Morelli Ltd., has rights reserved on doing technical alterations in technical specifications, with no prior advertising. 
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Engineering Drawings 
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CONFIDENTIAL 
 
SECTION 13 
 
SUBSTANTIAL EQUIVALENCE DISCUSSION 
 
Edgewise Ceramic Brackets 
Roth Ceramic Brackets 
 
CLAIMING SUBSTANTIAL EQUIVALENCE WITH: 
 
Device Name: Clarity Advance Ceramic Brackets 
Manufacturer: 3M Unitek Corporation 
K Number: K102803 
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 Edgewise 

Ceramic 
Brackets by 

Dental Morelli 

Roth Ceramic 
Brackets by 

Dental Morelli 

Clarity Advance 
Ceramic 

Brackets by 3M 
Unitek 

Corporation 
K102803 

Differences 

Indications for 
use 

Edgewise and 
Roth Ceramic 
Brackets are 
intended for use 
in orthodontic 
treatments.  The 
brackets are 
affixed to teeth 
so that pressure 
can be exerted 
on the teeth. 

Edgewise and 
Roth Ceramic 
Brackets are 
intended for use 
in orthodontic 
treatments.  The 
brackets are 
affixed to teeth 
so that pressure 
can be exerted 
on the teeth. 

Clarity Advanced 
Ceramic 
Brackets are 
intended for use 
in orthodontic 
treatments.  The 
brackets are 
affixed to teeth 
so that pressure 
can be exerted 
on the teeth. 

 

Target Population Patients in need 
of teeth 
alignment 
correction 

Patients in need 
of teeth 
alignment 
correction 

Patients in need 
of teeth 
alignment 
correction 

 

Anatomical Site Teeth Teeth Teeth  
Location of use Use only by 

professional 
orthodontists 

Use only by 
professional 
orthodontists 

Use only by 
professional 
orthodontists 

 

Materials Aluminum oxide Aluminum oxide Aluminum oxide  
Biocompatibility Aluminum oxide 

is medical grade 
and is accepted 
for ceramic 
brackets 

Aluminum oxide 
is medical grade 
and is accepted 
for ceramic 
brackets 

Aluminum oxide 
is medical grade 
and is accepted 
for ceramic 
brackets 

 

Compatibility with 
the environment 
and other devices 

Aluminum oxide 
is medical grade 
and is accepted 
for ceramic 
brackets 

Aluminum oxide 
is medical grade 
and is accepted 
for ceramic 
brackets 

Aluminum oxide 
is medical grade 
and is accepted 
for ceramic 
brackets 

 

Sterility Non-sterile Non-sterile Non-sterile  
Maxillary In-out 
(mm) 0.94 0.6-1.2 0.53-.089 

Maxillary Torque 0 -7 to +8 -7 to +17 
Maxillary 
Angulation 0 0 to +12 0 to +8 

Mandibular In-out 
(mm) 0.94 0.6 – 1.2 0.51-1.14 

Mandibular 
Torque 

0 -22 to 0 -17 to 0 

The differences 
do not propose 
and safety or 
effectiveness 
concerns.  
Differences are 
expected as 
each 
manufacturer 
designs their 
devices to meet 
as many 
patients needs 
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as possible.  
The differences 
are between the 
accepted values 
allowed for 
these types of 
devices.   

Slot 0.022” 0.022” 0.022”  
 

 
The difference between the prescriptions is summarized in angulations, 
torque, in-out of the brackets that per action promoted by orthodontic arches 
results in correction of malocclusion. The orthodontist chooses the 
prescription that gives best results. 
 
Dental Morelli chose manufactured ceramic brackets in the prescriptions 
already developed: Straight-Wire Prescription (Edgewise) and Roth 
Prescription. 
 
Ceramic Brackets follow constructive characteristics of torque, angle, in-out 
described in BS EN ISO 27020:2010 Dentistry – Brackets and tubes for use 
in orthodontics. 
 
Therefore, the differences between the prescriptions subject and predicate devices 
are torque, angle, in-out and length. 
 
The application of the Brackets prescriptions is the same, the orthodontist 
decide what will be the best prescription to be applied to the treatment of 
each patient. 
 
The maxillary in-out, maxillary torque, maxillary angulation, mandibular in-
out and mandibular torque all have slight variances from the predicate.  The 
small variances do not affect the safety or effectiveness of the subject 
devices.  The subject devices are well within the standard of acceptance for 
the roth and edgewise ceramic brackets.   
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Predicate Device Information 
K102803 Clarity Advanced Ceramic Brackets 
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CONFIDENTIAL 

SECTION 14 

PROPOSED LABELING 

  

Edgewise Ceramic Brackets 

Roth Ceramic Brackets 
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Section 18 
 

Electromagnetic Safety 
 
Edgewise Ceramic Brackets 

Roth Ceramic Brackets 
 

This section does not apply. 
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SECTION 19 
 
BENCH TESTING 
 
Edgewise Ceramic Brackets 
Roth Ceramic Brackets 
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SECTION 20 
 

ANIAML TESTING 
 
Edgewise Ceramic Brackets 

Roth Ceramic Brackets 
 

The Edgewise and Roth Ceramic Brackets did not involve animal testing.  This section 
does not apply.   
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CONFIDENTIAL 
 

SECTION 21 
 

CLINICAL TRIALS 
 
Edgewise Ceramic Brackets 

Roth Ceramic Brackets 
 

This is a traditional 510(k) premarket clearance. Certification of Compliance 
under 42 U.S.C. does not apply. 
 
The Edgewise and Roth Ceramic Brackets did not involve clinical trials.  This section 

does not apply.   
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CONFIDENTIAL 
 
COVER LETTER 

 
April 15, 2013 

 
Food and Drug Administration 
Center for Devices and Radiological Health  

Document Mail Center W066-G609 
10903 New Hampshire Avenue 

Silver Spring, MD   20993-0002 – USA 
 
RE: 510(k) Traditional Pre Market Notification Request 

 
COMPANY NAME AND ADDRESS 

 
DENTAL MORELLI LTDA 
Alameda Jundiaí, 230 –  

Jardim Saira - Sorocaba  
CEP: 18085-090 

Brazil 
 

Telephone: 55 (15) 3238-8200 
 
CONSULTANT NAME AND ADDRESS 

 
TechLink International Consulting 

18851 NE 29th Avenue 
Suite 720 
Aventura, Florida 33180 

 
Telephone: (305) 377-0077 

 
Primary Contact: Tara Conrad 
Secondary Contact: Lilian Llull 

 
Attention:   Document Control Clerk 

 
Device Trade Name:  
 

Edgewise Ceramic Brackets 
Roth Ceramic Brackets 

 
According to Section 510 (k) of the Federal Food, Drug and Cosmetic Act, as 
amended (ACT), Dental Morelli Ltda proposes to introduce the Orthodontic Ceramic 
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Brackets into interstate commerce for commercial distribution and hereby requests 
510 (k) clearance by the Food and Drug Administration, as required by law. 
 

The following information on these products (according to 21 CFR 807.87) is 
submitted for your consideration. 

 
Common Name: Orthodontic Ceramic Brackets 
Trade Name:    Edgewise Ceramic Brackets; Roth Ceramic Brackets  

Classification: Class II 
Product Code: NJM 

Classification Panel: Dental 
Regulation Numbers: 21 CFR 872.5470  
Substantial Equivalence: K102803 Clarity Advanced Ceramic Brackets 

 
The eCopy is an exact duplicate of the paper copy. 

 

Question YES NO 

Is the device intended for prescription use (21 CFR 801 Subpart 
D)? 

    

Is the device intended for over-the-counter use (21 CFR 807 
Subpart C)? 

  
  

Does the device contain components derived from a tissue or 
other biologic source? 

  
  

Is the device provided sterile?   
  

Is the device intended for single use? 
  

  

Is the device a reprocessed single use device?   
  

If yes, does this device type require reprocessed validation data?  N/A N/A  

Does the device contain a drug?   
  

Does the device contain a biologic?   
  

Does the device use software?   
  

Does the submission include clinical information?   
  

Is the device implanted?   
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