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510(k) Notification (21 CFR 807.90(e)) 
Cover Letter 

 
 
 
Submitter:   Orthodontic Design & Production, Inc. 
    1370 Decision Street, Suite D 
    Vista, California 92081 
 
 
Official Contact Person:  Richard Merrell 
    Regulatory Affairs Manager 
    Telephone: (760) 734-3995 ext. 25 
    E-mail: rm@odpinc.com 
 
 
Type of 510(k) Submission:  Traditio  
 
 
Device Common Name:  Bracket, Ceramic, Orthodontic 
 
 
Preference for  
Continued Confidentiality: In accordance with Premarket Notification Procedures regarding 

Confidentiality of Information (21 CFR 807.95), ODP, Inc. wishes 
to certify to the Food and Drug Administration that it has complied 
with all applicable parts of that section, and considers the content 
of the submission and its intention to market these devices as 
confidential commercial information. 
 

 
Classification Regulation No.: 872.5470 
 
 
Device Classification:  Class II 
 
 
Panel:    Dental 
 
 
Product Code:   NJM 
 
 
FDA Document Numbers N/A 
Associated with Formal  
FDA Correspondence 
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Basis for Submission:  New Device 
 
 
Design and Use of the Device:  Refer to table below. 
 

Question YES NO 
Is the device intended for prescription use (21 CFR 801 Subpart D)? X  
Is the device intended for over-the-counter use (21 CFR 807 Subpart C)?  X 
Does the device contain components derived from a tissue or other biologic 
source? 

 X 

Is the device provided sterile?  X 
Is the device intended for single use? X  
Is the device a reprocessed single use device?  X 
Does the device contain a drug?  X 
Does the device contain a biologic?  X 
Does the device use software?  X 
Does the submission include clinical inf   X 
Is the device implanted?  X 
 
 
Convenience Kits: 
Upon customer request, the device(s) covered in this 510(k) submission are assembled into a 
convenience kit prior to being shipped to the customer. That is, each individual bracket design 
configuration (which are industry-standard design configurations depending upon which tooth the 
bracket is placed) is assembled into a convenience kit to provide the orthodontist all the brackets 
necessary for an orthodontic treatment.  This combination of brackets is commonly referred to in 
the orthodontic industry as a “bracket system.” A Kit Certification Statement is provided in Section 
22 of this 510(k) submission.  A listing of the device components included in the kit are provided 
on the following page, as well as on the Kit Certification Statement. 
 
 
Bundling Multiple Devices: 
This 510(k) submission involves bundling more than one device.  The rationale for bundling is 
that the devices included in this submission fall under the same generic device type, do not differ 
significantly in purpose, design, materials, ener  e, function, or any other feat  d to 
safety and effectiveness, and for which similar regulatory controls sufficient to provide reasonable 
assurance of safety and effectiveness (21 CFR 860.3(i)) are employed.  The only differences 
between the devices included in this submission are the industry standard, tooth-specific design 
configurations to which they are manufactured. A listing of the devices being bundled in this 
510(k) submission is provided on the following page. 
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Indications for Use 
 

 
 
 
 
510(k) Number:   ________________________________________ 
 
 
 
Device Name:   FastBraces® Ceramic Brackets 
 
 
 
Indications for Use:  FastBraces® Ceramic Brackets are indicated for orthodontic 

movem t f t l t th  
 

 
 
 
 
 
Prescription Use____X_____ AND/OR Over the Counter Use_________ 
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C) 
 
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
 
____________________________________________________________________________ 

 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
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510(k) Summary 
 

 
510(k) Submitter:  Orthodontic Design & Production, Inc. 
    1370 Decision Street, Suite D 
    Vista, California 92081 
 
 
Official Contact Person:  Richard Merrell 
    Regulatory Affairs Manager 
    Telephone: (760) 734-3995 ext. 25 
    Facsimile: (760) 734-1735 
    E-mail: rm@odpinc.com 
 
 
Date Summary was  February 8, 2013 
Prepared: 
 
 
Device Trade Name:  FastBr    
 
 
Common Name:  Orthodontic Ceramic Bracket 
 
 
Classification Name:  Orthodontic Ceramic Bracket, Class II 
    (21 CFR 872.5470, Product Code: NJM) 
 
Predicate Device:  K922499, Reflections Ceramic Dental Bracket 
 
 
Description of Device: 
Ceramic orthodontic brackets are small devices that are intended to be bonded to teeth, upon 
which an orthodontic wire is placed to move the teeth to desired positions.  They are indicated for 
orthodontic treatment in patients of all ages when prescribed by an orthodontist.  Ceramic 
orthodontic brackets are primarily offered as an aesthetic alternative to metal orthodontic 
brackets. They are close to natural tooth coloring, and blend in well enough that they are not as 
visible as metal brackets. This aesthetic look is popular with many patients, and especially older 
patients.  Ceramic orthodontic brackets have been in use thr  the orthodontic industry for 
approximately thirty years  
 
Like its predicate, FastBraces® ceramic brackets are manufactured from polycrystalline alumina 
(ceramic) material, and have bases  e designed to provide maximum adhesion to the tooth 
while still allowing for easy and complete removal when necessary. The brackets incorporate a 
water soluble color placement dot as an indicator for correct selection of brackets for each tooth. 
 

Like its predicate, FastBraces® ceramic brackets do not incorporate medicinal substances, 
tissues, or blood products. They do not include software or accessories, and are delivered non-
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sterile to the end user. Ceramic brackets are intended to be used only once by a single patient.  
Product labels contain appropriate “do not reuse” symbols.  Orthodontic ceramic brackets are 
used for the duration of orthodontic treatment, which can last more than 30 months.  During this 
time, the devices remain in direct contact with the patient’s oral cavity. Because the intended 
purpose of the device is clearly understood by licensed orthodontists, instructions for use are not 
provided. 

With the exception of the materials from which they are constructed, the form, fit, and function of 
orthodontic ceramic brackets are identical to those of traditional metal orthodontic brackets. 
Orthodontic ceramic brackets, like metal brackets achieve their intended purpose (to move teeth 
into a desired position) through industry standard “prescriptions” that are pre-programmed into 
the design of the brackets.  Specific torques, angulations, and distal offset dimensions are 
designed into each bracket, along with archwire slots that are designed to accommodate the 
correct size archwire (typically .018” or .022” thick).  

Ceramic brackets are designed with tie wing undercut spaces for orthodontic ligatures. They have 
a molded ceramic bracket body with rounded corners and edges, and rounded hooks on the 
distal-gingival tie wings to accommodate ligation during orthodontic treatment.  These design 
characteristics allow a tensioned ligating wire to move the brackets  which are securely bonded to 
the teeth, along a pre-determined path u        Elastic ligatures 
may be used on the tie wings and hooks       o secure the 
orthodontic wire into the bracket’s archw   

Intended Use: 
FastBraces® Ceramic Brackets are intended for orthodontic movement of natural teeth. 

Technological Characteristics: 
The design, material, and intended use of FastBraces® Ceramic Brackets are similar to the 
predicate device.  

Regarding design, FastBraces® ceramic brackets and their predicate both incorporate 
specific torques, angulations, and distal offset dimensions, along with archwire slots that 
are designed to accommodate the correct size archwire (typically .018” or .022” thick).  
They both feature tie wing undercut spaces for orthodontic ligatures, have a molded 
ceramic bracket bodies with rounded corners and edges for patient comfort, and rounded 
hooks on the distal-gingival tie wings to accommodate ligation during orthodontic 
treatment. 

Regarding materials, FastBraces® cer i  ckets and its predicate are m f red 
from polycrystalline alumina (ceramic) material, which is of known biocompatibility in the 
oral environment. 

Regarding intende   he design characteristics of FastBraces® ceramic brackets and 
its predicate allow a tensioned ligating wire to move the brackets  which are securely 
bonded to the teeth, along a pre-determined path until the desire  h position is 
reached. Elastic ligatures m   used on the tie wings and hooks to further facilitate 
tooth movement, and to secure the orthodontic wire into the bracket’s archwire slot. 
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Substantial Equivalence:  
FastBraces® Ceramic Brackets are safe and effective for their intended use in orthodontic 
treatment, and perform at least as well as the predicate device listed above. FastBraces® 
ceramic brackets are engineered to be substantially equivalent to the predicate with respect to 
intended use, technological characteristics, device design, materials, performance, safety, 
effectiveness, and biocompatibility. Minor design changes are the only variations as compared to 
the predicate. There are no changes in the intended use or the fundamental scientific technology. 

Device Material: 
The FastBraces® Ceramic Bracket and its predicate are both made of ceramic tri polycrystalline 
alumina, which has a well-documented history of biocompatibility within the oral environment. 
ODP has prepared a biocompatibility summary report in accordance with ISO 10993-1:2009, 
which is located in Section 15 of this submission. Because the materials from which the devices 
are constructed are well established in the orthodontic industry, product testing in regards to 
biocompatibility was not performed. Instead, a literature review has been conducted in 
accordance with ISO 10993-1:2009, Annex C. 

Device Design: 
FastBraces® Ceramic Brackets and its       ces for 
orthodontic ligatures. They each have tr        satile use with 
auxiliaries. FastBraces® Ceramic Brack        ges for bracket 
placement and adhesive flash cleanup.      p dicate contain 
a molded ceramic bracket body with rounded corners and edges, and a round hook on the distal-
gingival tiewings. Like its predicate, certain FastBraces® Ceramic brackets contain vertical slot 
and stress concentrators to facilitate debonding of the bracket from the tooth. 

Nonclinical Performance Testing: 
The nonclinical performance testing analysis shows that FastBraces® Ceramic Brackets perform 
comparably to the predicate device as follows: 
 

1. Shear Test measures shear strength required to remove a bonded bracket from a 
substrate when a force is applied in the occlusal direction. The test results showed that 
the bond strength of FastBraces® Ceramic Brackets are comparable to the predicate, 
and exceed the minimum bond strength required to affix the bracket to the tooth. 

 
2. Wire Torque Test measures the torsional force required to break a bonded bracket when 

a rectangular wire is twisted in the wire l  T  test results showed compa l  cket 
strengths, with the Fast Braces® wire torque test averaging 3,473 gm Force, and the 
predicate device averaging 3,333 gm Force before breakage occurred. 

 
3. Wire Drag Test m  the force required to drag a ligated stainless steel wire through 

the slot of a bonded bracket. The test results showed lower forc  e required to drag 
the Fast Braces® ceramic b  along a ligated stainless steel wire than the predicate, 
indicating better sliding mechanics during treatment. 

 
4. Bracket Removal Test evaluates the visual condition of a bonded bracket after twisting it 

off the substrate with pliers. The Fast Braces® bracket removal test resulted in less 
bracket fracturing as compared to the predicate device when removing the bracket from a 
substrate using pliers. 



 

1370 Decision Street, Suite D Vista, CA 92081  Page 4 of 4 
Phone (760) 734-3995 Fax (760) 734-1735 
USA Toll Free 1-800-383-5301  www.odpinc.com 

 

 
Clinical Performance Testing: 
No clinical performance testing was conducted on FastBraces® Ceramic Brackets. 

Conclusion: 
ODP’s FastBraces® Ceramic Brackets are standard orthodontic appliances that are similar to 
those that have been legally marketed and used safely and effectively for many years in the 
clinical environment. FastBraces® ceramic brackets are engineered to be substantially equivalent 
to the predicate with respect to intended use, technological characteristics, device design, 
materials, performance, safety, effectiveness, and biocompatibility. 

There are no major differences between the FastBraces® Ceramic Brackets and the predicate 
device cited. Therefore, FastBraces® Ceramic Brackets raise no new issues of safety or 
effectiveness. 

FastBraces® Ceramic Brackets are designed and manufactured to industry-standard 
specifications using materials that have a well established and documented history of 
biocompatibility within the oral environment. As designed, FastBraces® Ceramic Brackets are as 
safe and effective as the predicate device  and are determined to be substantially equivalent to 
the referenced predicate device current         account, it can 
be safely concluded that ODP’s FastBra         he end user, 
are clinically safe, and perform at least         herein.
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Executive Summary 
 

 
Description of the Device:  
Ceramic orthodontic brackets are small devices that are intended to be bonded to teeth, upon 
which an orthodontic wire is placed to move the teeth to desired positions.  They are indicated for 
orthodontic treatment in patients of all ages when prescribed by an orthodontist.  Ceramic 
orthodontic brackets are primarily offered as an aesthetic alternative to metal orthodontic 
brackets. They are close to natural tooth coloring, and blend in well enough that they are not as 
visible as metal brackets. This aesthetic look is popular with many patients, and especially older 
patients.  Ceramic orthodontic brackets have been in use throughout the orthodontic industry for 
approximately thirty years. 

Like its predicate, FastBraces® ceramic brackets are manufactured from polycrystalline alumina 
(ceramic) material, and have bases that are designed to provide maximum adhesion to the tooth 
while still allowing for easy and complete removal when necessary. The brackets incorporate a 
water soluble color placement dot as an       or each tooth. 

Like its predicate, FastBraces® ceramic      stances, 
tissues, or blood products. They do not       elivered non-
sterile to the end user. Ceramic brackets are intended to be used only once by a single patient.  
Product labels contain appropriate “do not reuse” symbols.  Orthodontic ceramic brackets are 
used for the duration of orthodontic treatment, which can last more than 30 months.  During this 
time, the devices remain in direct contact with the patient’s oral cavity. Because the intended 
purpose of the device is clearly understood by licensed orthodontists, instructions for use are not 
provided. 

With the exception of the materials from which they are constructed, the form, fit, and function of 
orthodontic ceramic brackets are identical to those of traditional metal orthodontic brackets. 
Orthodontic ceramic brackets, like metal brackets achieve their intended purpose (to move teeth 
into a desired position) through industry standard “prescriptions” that are pre-programmed into 
the design of the brackets.  Specific torques, angulations, and distal offset dimensions are 
designed into each bracket, along with archwire slots that are designed to accommodate the 
correct size archwire (typically .018” or .022” thick).  

Ceramic brackets are designed with tie wing undercut spaces for orthodontic ligatures. They have 
a molded ceramic bracket body with rounded c  d edges, and rounded hook    
distal-gingival tie wings to accommodate ligation during orthodontic treatment.  These design 
characteristics allow a tensioned ligating wire to move the brackets  which are securely bonded to 
the teeth, along a pre-determined path until the desired tooth position is reached. Elastic ligatures 
may be used on the tie wings and hooks to further facilitate tooth movement, and to secure the 
orthodontic wire into the bracket’s archwire slot. 
 
 
Indications for Use: 
FastBraces® Ceramic Brackets are indicated for orthodontic movement of natural teeth. 
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Substantial Equivalence: 
The device comparison table shown above confirms substantial equivalence in regards to device 
performance. 
 

1. The Fast Braces® shear strength is equivalent to the Predicate device because the Fast 
braces bracket exceeded the minimum test requirement.  In the test, the average value 
was greater the predicate device. 

2. The Fast Braces® wire torque test is equivalent to the Predicate device because the 
average breaking value of the Fast Braces® test samples exceeded the minimum test 
requirement of 2400 gm Force. 

3. The Fast Braces® wire drag test is equal or better than the Predicate device because the 
average drag force of a ligated wire on the Fast Braces® test samples was less than the 
Predicate device.  

4. The Fast Braces® bracket removal test is equivalent or better than the Predicate device 
because the Fast Braces® bracket samples showed less fragmentation than the 
Predicate device upon removal       hesive. 
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Device Description 
 

 
 
Description of the Device: 

Ceramic orthodontic brackets are small devices that are intended to be bonded to teeth, upon 
which an orthodontic wire is placed to move the teeth to desired positions.  They are indicated for 
orthodontic treatment in patients of all ages when prescribed by an orthodontist.  Ceramic 
orthodontic brackets are primarily offered as an aesthetic alternative to metal orthodontic 
brackets. They are close to natural tooth coloring, and blend in well enough that they are not as 
visible as metal brackets. This aesthetic look is popular with many patients, and especially older 
patients.  Ceramic orthodontic brackets have been in use throughout the orthodontic industry for 
approximately thirty years. 

Like its predicate, FastBraces® ceramic brackets are manufactured from polycrystalline alumina 
(ceramic) material, and have bases that  d i d t  id  i  dh ion to the tooth 
while still allowing for easy and complet       ncorporate a 
water soluble color placement dot as an       or each tooth. 

Like its predicate, FastBraces® ceramic      stances, 
tissues, or blood products. They do not include software or accessories, and are delivered non-
sterile to the end user. Ceramic brackets are intended to be used only once by a single patient.  
Product labels contain appropriate “do not reuse” symbols.  Orthodontic ceramic brackets are 
used for the duration of orthodontic treatment, which can last more than 30 months.  During this 
time, the devices remain in direct contact with the patient’s oral cavity. Because the intended 
purpose of the device is clearly understood by licensed orthodontists, instructions for use are not 
provided. 

With the exception of the materials from which they are constructed, the form, fit, and function of 
orthodontic ceramic brackets are identical to those of traditional metal orthodontic brackets. 
Orthodontic ceramic brackets, like metal brackets achieve their intended purpose (to move teeth 
into a desired position) through industry standard “prescriptions” that are pre-programmed into 
the design of the brackets.  Specific torques, angulations, and distal offset dimensions are 
designed into each bracket, along with archwire slots that are designed to accommodate the 
correct size archwire (typically .018” or .022” thick).  

Ceramic brackets are designed with tie wing undercut spaces for orthodontic ligatures. They have 
a molded ceramic bracket body with rounded corners and edges, and rounded hooks on the 
distal-gingival tie wings to accommodate ligation during ortho  eatment.  These design 
characteristics allow a ten  gating wire to move the brackets, which are securely bonded to 
the teeth, along a pre-determined path until the desired tooth position is reached. Elastic ligatures 
may be used on the tie wings and hooks to further facilitate tooth movement, and to secure the 
orthodontic wire into the bracket’s archwire slot. 
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Performance Specifications: 

The goal for the minimum performance requirement for the Fast Braces® bracket line is to be 
used with comprehensive orthodontics to control the movement of individual teeth.  During normal 
treatment, the bracket performance shall be sufficient to move individual teeth without failure to 
the bracket at normal tooth movement forces. 

1. The Fast Braces® shear strength performance goal is to have a minimum shear strength 
of 5 Mpa.  This force is sufficient for the bracket to stay on the individual teeth and 
facilitate tooth movement using flexible archwire.  

2. The Fast Braces® wire torque test performance goal was to achieve 2400 gm Force 
calculated at .025” from the base of the wire slot.  This equates to a minimum of four 
times the tooth movement force of 600 gm Force without breakage. 

3. The Fast Braces® wire drag performance requirement goal was to attain a constant wire 
movement without binding.  The average drag force of the Predicate device was used as 
a reference. 

4. The Fast Braces® bracket rem        ove the bracket 
with minimal bracket fracturing       esive.  A visual 
comparison to the Predicate de       

Device Design Requirements:  

Fast Braces® Ceramic Brackets are single-use devices intended to be used with 
comprehensive orthodontics to control the movement of Individual teeth. The general design 
features/requirements in these brackets are: 

a. Bracket comprised of 99.9% Polycrystalline aluminum oxide. 

b. Tie-wings on gingival and occlusal ends of the bracket used as a anchor point for 
the ligature rings that hold the archwires in the archwire slots. 

c. Archwire slot that extends mesially and distally through the bracket and engages 
the archwire. 

d. Base pad region with irregular surface to facilitate bracket bonding with 
orthodontic adhesives. 

Product Drawings: 

Product Drawings for the FastBraces® Ceramic Bracket are included on the pages that follow. 
The product drawings include dimensions, tolerances, and other criteria necessary to ensure 
conformity to product requirements. 

Materials: 

All components of the FastBraces® Ceramic Brackets come into direct contact with the patients’ 
oral cavity. In accordance with ISO 10993-1:2009, Annex A, Table A.1, ceramic orthodontic 
brackets are “Surface Devices,” having direct, permanent (>30 days) contact with the mucosal 
membrane during the course of orthodontic treatment. The material from which these devices are 
constructed is identified on the MSDS provided on pages 32-40 of the Performance Evaluation 
located in Section 18 of this 510(k) submission.
 



(b)(4)Trade Secret Process - Design Drawings



(b)(4)Trade Secret Process - Design Drawings



(b)(4)Trade Secret Process - Design Drawings



(b)(4)Trade Secret Process - Design Drawings



(b)(4)Trade Secret Process - Design Drawings



(b)(4)Trade Secret Process - Design Drawings



 

1370 Decision Street, Suite D Vista, CA 92081  Page 1 of 1 
Phone (760) 734-3995 Fax (760) 734-1735 
USA Toll Free 1-800-383-5301  www.odpinc.com 

 

Substantial Equivalence Discussion 
 

 
 
Predicate:  

1. Reflections Ceramic Dental Bracket 
CDB Corporation 
K922499 
 

 
 
Below is a detailed comparison between FastBraces® Ceramic Brackets and the predicate listed 
above. Substantial equivalence with the predicate is discussed in terms of Indications for Use, 
Technology, and Performance. 
 
 
Indications for Use: 
FastBraces™ Orthodontic Ceramic Bra        intended for 
orthodontic movement of natural teeth. 
 
 
Technology: 
Fast Braces® ceramic brackets are single-use devices intended for use in conjunction with 
comprehensive orthodontics to control the movement of individual teeth.  This bracket line is 
designed to have the same intended use and similar technological characteristics as the 
predicate device.  Minor design differences between the bracket do not raise new types of safety 
or effectiveness issues.  The fundamental features in the brackets are: 

• Wire slots that run mesial and distally through the bracket to hold the archwire 

• Tiewings on the gingival and occlusal end of the brackets that facilitate the anchoring of 
elastic ligatures to hold the wire in place. 

• A base pad surface that incorporate a rough surface to facilitate bracket bonding to the 
tooth. 

• A bracket that is comprised of 99.9% p  p y rystalline aluminum oxide. 

Minor differences in the brackets is that the bracket is intended to be used with a .020” square 
super-elastic nickel-titanium wire exclusively throughout the nt.  The bracket is designed 
with a standard wire slot o    The bracket tie-wings are designed to better contain the elastic 
ligature with less pressure against the wire.  This combination of the  resilient wire in a 
standard wire slot with lower ligating  is intended to produce lower wire drag forces and less 
strain on the bracket. 
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Performance Testing 
 

1. The Fast Braces® shear strength is equivalent to the Predicate device because the Fast 
braces bracket exceeded the minimum test performance requirement.  In the test the 
average value was greater the predicate device. 

2. The Fast Braces® wire torque test is equivalent to the Predicate device because the 
average breaking value of the Fast Braces® test samples exceeded the minimum test 
performance requirement of 2400 gm Force. 

3. The Fast Braces® wire drag performance test is equal or better than the Predicate device 
because the average drag force of a ligated wire on the Fast Braces® test samples was 
less than the Predicate device.  

4. The Fast Braces® bracket removal performance test is equivalent or better than the 
Predicate device because the Fast Braces® bracket samples showed less fragmentation 
than the Predicate device upon removal from the substrates using the specified adhesive. 
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Sterilization and Shelf Life 
 

 
 
 
Sterilization: 
FastBraces® Ceramic Brackets are sold non-sterile to the end user. 
 
 
Shelf Life: 
FastBraces® Ceramic Brackets have no defined shelf life, as the materials from which they are 
constructed do not deteriorate or expire. 
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Software 
 

 
 
Predicate:  

1. Reflections Ceramic Dental Bracket 
CDB Corporation 
K922499 

 
 
 
Neither FastBraces® Ceramic Brackets nor its predicate are dependent upon the use of 
computer software for their intended use. 
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Electromagnetic Compatibility and Electrical Safety 
 

 
 
Predicate:  

1. Reflections Ceramic Dental Bracket 
CDB Corporation 
K922499 

 
 
 
Neither FastBraces® Ceramic Brackets nor its predicate include an electronic component. 
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Performance Testing – Animal 
 

 
 
 
Animal testing to support the substantial equivalence of FastBraces® Ceramic Brackets with its 
predicates was not performed.  
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Performance Testing – Clinical 
 

 
 
 
Clinical studies to support the substantial equivalence of FastBraces® Ceramic Brackets with its 
predicates was not performed.  
 
 

 



Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................
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Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the 

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..........................................................................................................................

Does this standard include acceptance criteria? ................................................................................... 

Does this standard include more than one option or selection of tests? ................................................ 

Were there any deviations or adaptations made in the use of the standard?......................................... 

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] 
[title of standard] [date of publication]

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/

search.cfm
4 The summary report should include: any adaptations used to adapt to 

the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are descr bed; 
deviations from the standard; requirements not applicable to the 
device; and the name and address of the test laboratory or

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer- 
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

certification body involved in conformance assessment to this 
standard. The summary report includes information on all standards 
utilized during the development of the device.

5 The supplemental information sheet (SIS) is additional information 
which is necessary before FDA recognizes the standard.  Found at 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/
search.cfm

6 The online search for CDRH Guidance Documents can be found at 
www.fda.gov/cdrh/guidance.html

#
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If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

If no, include the results of testing in the 510(k).

If yes, report options selected in the summary report table.

If yes, report these exclusions in the summary report table.

ISO 10993-1:2009 Biological evaluation of medical devices - Part 1: Evaluation and testing...

2-156

Guidance for Industry Pyrogen and Endotoxins Testing: Questions and Answers



EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER
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DESCRIPTION

JUSTIFICATION

CONFORMANCE?
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SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖
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JUSTIFICATION

SECTION TITLE

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
report.  More than one page may be necessary.

❖ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour 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 information, including suggestions for reducing this burden to:

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

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

ISO 10993-1:2009 Biological evaluation of medical devices - Part 1: Evaluation and testing...

4.1, Annex C Suggested procedure for literature review

The option selected for the biocompatibility statement was "Literature Review" 

The option selected for the biocompatibility statement was "Literature Review"

Results are available from relevant, previously published studies.





 

           

  
  

     
     

     

  
       
      

        

  
  

 

  
   

  
  

  
    

    
  

 
    

    
    
  

       

  
   

  

              
            

             
               

              
              
               

            
         

           
             

                
              

                
         



   
    

       

 

     

   

  

       

              

     

           

                

     

          

          

     

         

    

                    
    

       

            

           

                 
                  

            

       

      

     

      

       

       

                 
            

                 



            

    

 

  

  

   
     

  
     

 
     



   

  

   

   

   

       
       

    

      
            

    

      
      

             

               

       
    

          

        

      

        

     

              

    

      

         

   

             

   
      

    
    

 

  

      

           

      

       

            

            

  
          

            

           



              

       

       

   

    

      

      

     

             

             
 

              

            

  

    

    

  

    

 
  



           
            

  

  
   

        
           

        

    

     

                         
            

 
             

                      
          

                        
               

            
                 

     

                     
                   

                
             

           

                 
             

                 

                    
     

                     
              

           

                 

          

                        
                

            

     



               

                  

               

              
           

          
  

                      
                         

                      
                         

                           

    



 
             

 

      

                

        

          

     



      
     

       

                    

          
             

                    
              

     

 
               

   

             
     

       

    

     
   

           

              
  

         

              

         

              

           

     

               
            

             

             
            

          
              

    

             
           

         
           
           

       

  

   



      
     

       

                    

           
             

                    
              

     

              
          

            
 

             
          

            
         

            
           

              
 

             
             

       

             

       
           

                

              
 

                
   

               
  

   
       

            

           
        

 

           
                
         

             

   

        

   



      
     

       

                    
          
             

                    
              

     

             
                
         

                 
             

              

        
            

            
              

  

               
       

      

             
      

            
        

              
              

   

             
    

          

             
            

        

             
           

           
       

              
           

           
           
             

               
     

   



      
     

       

                    

          
             

                    
               

     

 
                

  
      

              
                 

  

             
               
      

 
             

          

          

          

          

              
   

           
       

            
       

           

     

 

           
       

             
     

 
           

  

    

    



      
     

       

                    

          
             

                    
              

     

         

              
   

    
           

      

        

             

              
   

   
               

          

                
           

             
      

             
          

          

             
            

          
       

              
           

           
          

             
 

          

        

      
    

            

   



      
     

       

                   
          

             
                    

              
     

     

       

   



     

   

              

   

    
   

  
 

 
 

          
     

    



  
      

 

              

           

         
   

     
             

    
     

        
         

    

    

   

  

     

       
   

  

 
    

  
    

    

     
 

  

               

         

              

              



   
 

  

   

           
          

         

    

      
     

  
    

    

      
     

      
        

   
          

  

   
  
      

  
    

   

   
      

      
  

       
   

   

    

               
         

               

              










