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ADMINISTRATIVE
 
Refuse to Accept Checklist 
 
510(k) Submission Elements 

 Yes No N/A Comment 
Organizational Elements 
1) Submission contains a Table of 

Contents 
 

Yes    

2) Each section is labeled (e.g., 
headings or tabs designating 
Device Description section, 
Labeling section, etc.) 
 

Yes    

3) All pages of the submission are 
numbered. 
 

Yes    

4) Type of 510(k) is identified 
(i.e., traditional, abbreviated, or 
special) 
 

Yes   Traditional 

Part “A” Administrative 
1) All content in English. 

 
Yes    

2) a:  Device Trade Name or 
proprietary name included. 
 
b:  Device Common Name. 
 
c:  Device Class and Panel or 
Statement the device has not 
been classified with rationale. 

 

Yes 
 
 

Yes 
 

Yes 

  Section 11.2  
Device Name 
 
 
 
Section 11.4 
Classification Panel 

3) Completed Indications for Use 
Statement. 
 

Yes   Section 4 
Indications Statement 

4) 510(k) Summary or 510(k) 
Statement with Required 
Elements per 21 CFR807.92 or 
21 CFR807.93. 
 

Yes   Section 3 
510k Summary 

5) Truthful and Accuracy 
Statement per 21 
CFR807.87(k) included. 

Yes   Section 5 
Truthful and Accuracy 
Statement 
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510(k) Submission Elements 
 Yes No N/A Comment 

 
6) Class III Summary and 

Certificate Included. 
 

 No N/A 
 

Device is not a Class III 
device. 

7) Clinical Data included 
 
a:  if clinical data included, 
Financial Certificate (FDA 
Form 3454) or Disclosure 
9FDA Form 3455) for each 
covered clinical study included 
in the submission. 
 
b:  if clinical data included, 
Certification of Compliance 
with ClinicalTrials.gov Data 
Bank (FDA Form 3674) 
included in the submission. 
 

 No  
 

N/A 
 
 
 
 
 
 
 

N/A 

Section 20 
Clinical Data 
 
Device type does not 
require submission of 
clinical data in general and 
proposed indications do 
not require submission of 
clinical data 
 
Section 10 
FDA Form 3674 

8) Standards Data Report (FDA 
Form 3654) completed for each 
national or international 
standard used to demonstrate 
substantial equivalence. 
 

Yes   Section 8.2 
FDA Form 3654 

9) Prior submissions identified for 
the same device for which FDA 
provided feedback related to 
the data or information needed 
to support substantial 
equivalence. 
 
a : if prior submissions, it is 
identified in the current 
submission where any issues 
related to a determination of 
substantial equivalence 
outlined in prior 
communications are addressed. 
 

  N/A There have been no prior 
submissions for this device 
(i.e., Filtek™ Bulk Fill 
Posterior Restorative). 

Part “B” Device  Description 

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



 

Filtek™ Bulk Fill Posterior Restorative 510(k)  Page 7 of 260  

510(k) Submission Elements 
 Yes No N/A Comment 

10) a: If there are requirements 
regarding device description, 
such as special controls, in a 
device-specific regulation that 
are applicable to the device, the 
submission includes device 
description information to 
establish that the submitter has 
followed the device-specific 
requirement.  

  N/A  

b: If there is device-specific 
guidance, other than a special 
controls guidance document, 
applicable to the device, the 
submission includes device 
description information to 
establish that the submitter has 
addressed the recommendations 
or otherwise has met the 
applicable statutory or 
regulatory criteria through an 
alternative approach. 
 

Yes   Used the following FDA 
Guidance in preparation of 
this submission: 
“Guidance for Industry 
and FDA Staff Dental 
Composite Resin Devices 
- Premarket Notification 
[510(k)] Submissions,” 
issued October 26, 2005 
 
Section 11.2 
The Device Name  
 
Section 11.4 
Regulation & ProCode 
 
Section 11.1.2 
Mechanism of Action  
 
Section 11.6 
Commercial Presentation  
 
Section 12.2.1 
Indications for Use 
Comparison 
 
Section 12.2.2 
Formulation Comparison 
 
Section 12.2.3 
Physical Property 
Comparison 
  
Section 12.2.5 
Technology Comparison 
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510(k) Submission Elements 
 Yes No N/A Comment 

 
11) Descriptive information if 

present and consistent within 
the submission (e.g., the device 
description section is consistent 
with the device description in 
the labeling), including: 
 

Yes   Section 11.1.1 
General Description 
 
Section 13.2 
Instructions for Use 

a: A description of the principle 
of operation and mechanism of 
action for achieving the 
intended effect. 
 

Yes   Section 11.1.2 
Mechanism of Action 

b: A description of the 
proposed conditions of use, 
such as surgical technique for 
implants; anatomical location 
of use; user interface; how the 
device interacts with other 
devices; and/or how the device 
interacts with the patient. 
 

Yes   Section 13.2 
Instructions for Use 

c: A list and description of each 
device for which clearance is 
requested. (“device” may refer 
to models, part numbers or 
various sizes, etc.) 

Yes   Section 11.2  
Device Name  
 
Section 11.6 
Commercial Presentation 
 

12) Submission contains 
representative engineering 
drawings(s), schematics, 
illustrations and/or figures of 
the device that are clear, 
legible, labeled and include 
dimensions. 

   Prior to being light-cured 
by the dentist, Filtek™ 
Bulk Fill Posterior 
Restorative is a paste-like 
material.  Simple drawings 
of the dispensing devices 
that contain this restorative 
material are included in 
this submission. 
 
Section 11.5 
Photos and Drawings 
 

13) If device is intended to be 
marketed with multiple 
components, accessories, 
and/or as a part of a system. 
 

  N/A  
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510(k) Submission Elements 
 Yes No N/A Comment 

a: Submission includes a list of 
all components and accessories 
to be marketed with the subject 
device. 

  N/A Section 11.6 
Commercial Presentation 
 

b: Submission includes a 
description (as detailed in item 
11(a) and (b) and 12 above) of 
each component or accessory. 

  N/A Section 11.1.1 
See comments on 
Restorative Dispenser 

c: A 510(k) number is provided 
for each component or 
accessory that received a prior 
510(k) clearance. 
 

  N/A  

Part “C” Substantial Equivalence Discussion 
14) Submitter has identified a 

predicate(s) device. 
Yes    

a: Predicate’s 510(k) number, 
trade name and model number 
(if applicable) provided.  For 
predicates that are 
preamendment devices, 
information is provided to 
document preamendments 
status. 
 
b: The identified predicate(s) is 
consistent throughout the 
submission (i.e., the predicates 
identified in the Substantial 
Equivalence section is the same 
as that listed in the 510(k) 
Summary (if applicable) and 
that used in comparative 
performance testing. 

Yes 
 
 
 
 
 
 
 
 
 
Yes 

  Section 12.1 
Predicate Devices 
 
 
 
 
 
 
 
 
Section 7 
FDA Form 3514 - 
Predicates 
(See SECTION E of form) 
 
Section 3 
510(k) Summary - 
Predicates 
 
Section 12.2.4 
Bench Test Data 
 

15) Submission includes a 
comparison of the following for 
the predicate(s) and subject 
devices: 
 
a: Indications for use. 
 
b: Technology, including 

 
 
 
 
 
 
Yes 

   
 
 
 
 
 
Section 12.2.1 
Indications for Use 
Comparison 
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510(k) Submission Elements 
 Yes No N/A Comment 

features, materials and 
principles of operation. 

 
Section 12.2.2 
Formulation Comparison 
 
Section 12.2.3 
Physical Property 
Comparison 
  
Section 12.2.5 
Technology Comparison 
 

16) Submission includes an 
analysis of why any differences 
between the subject device and 
predicate(s) do not render the 
device NSE (e.g., does not 
constitute a new intended use; 
and any differences in 
technological characteristics 
are accompanied by 
information that demonstrates 
the device is as safe and 
effective as the predicate and 
do not raise different questions 
of safety and effectiveness than 
the predicate), affect safety or 
effectiveness, or raise different 
questions of safety and 
effectiveness.  
 

Yes   Section 12.2.1 
Differences Indications 
 
Section 12.2.2 
Differences Formulation 
 
Section 12.2.4 
Differences Bench Test 
Results 
 
Section 12.2.5 
Differences Technological 
Properties 
 
Section 12.2.6 
Differences IFU 

Part “D” Proposed Labeling 
17) Submission includes proposed 

package labels and labeling 
(e.g., instructions for use, 
package insert, operator’s 
manual) that included a 
description of the device, its 
intended use, and directions for 
use. 

Yes   Section 13.2 
Instructions for Use 
 
Section 13.3 
Technical Product Profile 
 
Section 13.4 
Labels 
 

18) If indicated for prescription 
use, labeling includes the 
prescription use statement or 
“Rx only” symbol. 

Yes   Section 13.2 
IFU - Prescription Use 
 
Section 13.4 
Labels - Prescription Use 
 

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



 

Filtek™ Bulk Fill Posterior Restorative 510(k)  Page 11 of 260  

510(k) Submission Elements 
 Yes No N/A Comment 

Section 13.4 
Labels - Rx Only 
 

19) General labeling provisions 
a: Labeling includes name and 
place of business of the 
manufacturer, packer, or 
distributor. 
 
b: Labeling includes device 
common or usual name. 
 

Yes 
 
 
 
 
 
Yes 

  Section 13.4 
Labels 
 

20) a: If there are requirements 
regarding labeling, such as 
special controls, in a device-
specific regulation applicable 
to the device, the submission 
includes labeling to establish 
that the submitter has followed 
the device-specific 
requirement. 
 
b: If there is a device-specific 
guidance, other than a special 
controls guidance document, 
applicable to the device, the 
submission includes labeling to 
establish that the submitter has 
addressed the recommendations 
or otherwise has met the 
applicable statutory or 
regulatory criteria through an 
alternative approach.   
 
c: if there is a special controls 
document applicable to the 
device, the submission includes 
labeling to establish that the 
submitter has complied with 
the particular mitigation 
measures set forth in the 
special controls document or 
uses alternative mitigation 
measures but provides a 

 
 
 
 
 
 
 
 
 
 
 
Yes 

 N/A 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
N/A 

 
 
 
 
 
 
 
 
 
 
 
Section 13.1 
FDA Guidance - 
Composites Labeling 
 
Section 21.1 
FDA Guidance - 
Mitigation Measures 
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510(k) Submission Elements 
 Yes No N/A Comment 

rationale to demonstrate that 
those alternative measures 
identified by the firm will 
provide at least an equivalent 
assurance of safety and 
effectiveness. 

21) If the device in an in-vitro 
diagnostic device, provided 
labeling includes all applicable 
information requirement per 21 
CFR 809.10. 
 

  N/A The device is not an in-
vitro diagnostic device. 

Part “E” Sterilization 
Submission states that the device 
and/or accessories are: 

• provided sterile. 
• provided non-sterile but 

sterilized by the end-user. 
• non-sterile when used. 

Yes   The device is non-sterile 
when used. 
 
Section 14.1 
Sterilization 

22) Assessment of the need for 
sterilization information: 
 
a: Identification of the device, 
and/or accessories, and/or 
components that are provided 
sterile. 
 
b: Identification of the device, 
and/or accessories, and/or 
components that are end-user 
sterilized. 
c: Identification of the device, 
and/or accessories, and/or 
components that are reusable 
and cleaning/disinfection 
instructions are provided. 

 

Yes   The device is non-sterile 
when used. 
 
Filtek™ Bulk Fill 
Posterior Restorative 
capsule labeling indicates 
that the capsule is not 
reusable. 
Section 13.4 
Capsule Bottle Label 
 
Like predicate device 
Filtek™ Supreme Ultra 
Universal Restorative 
(K083610), Filtek™ Bulk 
Fill Posterior Restorative 
is also packaged in a 
traditional syringe for 
dispensing restorative on a 
pad outside the mouth.   
 

23) If the device and/or accessory, 
and or a component is provided 
sterile:  

  N/A The device is non-sterile 
when used. 

a: Sterilization method is stated 
for each component (including 

  N/A The device is non-sterile 
when used. 
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510(k) Submission Elements 
 Yes No N/A Comment 

parameters such as dry time  
for steam sterilization, radiation 
dose, etc.). 
b: A description of method to 
validate the sterilization 
parameters (e.g. half-cycle 
method and full citation of 
FDA-recognized standard 
including date) is provided for 
each proposed sterilization 
method.  

  N/A The device is non-sterile 
when used. 

c: For devices sterilized using 
chemical sterilants such as 
ethylene oxide (EO) and 
hydrogen peroxide, submission 
states maximum levels of 
sterilant residuals remaining on 
the device, and sterilant 
residual limits.  

  N/A The device is non-sterile 
when used. 

d: Submission includes 
description of packaging and 
packaging contents (e.g., if 
multiple devices are included 
within the same package, 
Tyvek packaging, etc.).  

  N/A The device is non-sterile 
when used. 

e: Sterility Assurance Level 
(SAL) stated  

  N/A The device is non-sterile 
when used. 

24) If the device, and/or accessory, 
and/or component is end-user 
sterilized: 

  N/A The device is non-sterile 
when used. 

a: Sterilization method is stated 
for each component (including 
parameters such as dry time  
for steam sterilization, radiation 
dose, etc.). 

  N/A The device is non-sterile 
when used. 

b: A description of method to 
validate the sterilization 
parameters (e.g. half-cycle 
method and full citation of 
FDA-recognized standard 
including date) is provided for 
each proposed sterilization 
method. 

  N/A The device is non-sterile 
when used. 

c: Submission includes   N/A The device is non-sterile 
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510(k) Submission Elements 
 Yes No N/A Comment 

description of packaging and 
packaging contents (e.g., if 
multiple devices are included 
within the same package, 
Tyvek packaging, etc.). 

when used. 

d: Submission includes 
sterilization instructions for the 
end-user. 
 
 
  

  N/A The device is non-sterile 
when used. 

25) a: If there are requirements 
regarding sterility, such as 
special controls, in a device-
specific regulation that are 
applicable to the device, the 
submission includes sterility 
information to establish that the 
submitter has followed the 
device-specific requirement.  

  N/A The device is non-sterile 
when used. 

b: If there is a device-specific 
guidance, other than a special-
controls guidance document, 
applicable to the device, the 
submission includes sterility 
information to establish that the 
submitter has addressed the 
recommendations or otherwise 
has met the applicable statutory 
or regulatory criteria through 
an alternative approach.  

  N/A The device is non-sterile 
when used. 

c: If there is a special controls 
document applicable to the 
device, the submission includes 
sterility information to 
establish that the submitter has 
completed with particular 
mitigation measures set forth in 
the special controls document 
or uses alternative mitigation 
measures but provides a 
rationale to demonstrate that 
those alternative measures 
identified by the firm will 

  N/A The device is non-sterile 
when used. 
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510(k) Submission Elements 
 Yes No N/A Comment 

provide at least an equivalent 
assurance of safety and 
effectiveness. 
 

Part “F” Shelf-Life     
26) Proposed shelf-life/expiration 

date stated. 
Yes   Section 13.2 

IFU - Shelf Life - Exp 
 
Section 14.2.1 
Shelf Life Report  
  

27) For sterile device, submission 
includes summary of methods 
used to establish that device 
sterility will remain 
substantially equivalent of the 
predicate through the proposed 
shelf-life, or a rationale for why 
testing to predict shelf-life is 
not applicable. 

 
 
 

  N/A The device is non-sterile 
when used. 

28) Submission includes a 
summary of methods used to 
establish that device 
performance is not adversely 
affected by aging and therefore 
device performance will remain 
substantially equivalent to that 
of the predicate, or includes a 
rationale for why the storage 
conditions are not expected to 
affect device safety or 
effectiveness. 

Yes   ISO test methods used.  
See Section 14.2.1 
Shelf Life Report  
 

Part “G” Biocompatibility     
Submission states that there: 

  are or 
 □ are not 
 Direct or indirect (e.g., through 

fluid infusion) patient-
contacting components. 

Yes   Filtek™ Bulk Fill 
Posterior Restorative 
directly contacts the 
patient. 

29) Submission includes a list of 
patient-contacting device 

Yes   Section 11.13 
Filtek™ Bulk Fill 
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510(k) Submission Elements 
 Yes No N/A Comment 

components and associated 
materials of construction, 
including identification of color 
additives, if present. 
 

Posterior Restorative 
Formulation 

30) Submission identifies contact 
classification (e.g., surface 
contacting, less than 24 hour 
duration). 

Yes   Section15.1 
Biocompatibility 
Assessment 
 
Filtek™ Bulk Fill 
Posterior Restorative is 
and external 
communicating device that 
is intended to be in contact 
with the body for greater 
than 30 days (ISO 10993 
and ISO 7405, G95) 
 

31) Biocompatibility assessment of 
patient-contacting components: 
 
Submission includes:  
• Test protocol (including 

identification and 
description of test article, 
methods, pass/fail criteria, 
and results provided for each 
test,  

 
OR  

• A statement that 
biocompatibility testing is 
not needed with a rationale 
(e.g., materials and 
manufacturing/processing 
are identical to the 
predicate). 

 

Yes   Section15.1 
Biocompatibility 
Assessment  

Part “H” Software     
Submission states that the device: 
□ does 
 does not  
 
Contain software/firmware 

Yes   Section 16 
Software  
 
The device does not 
contain software/firmware. 

32) Submission includes a   N/A The device does not 
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510(k) Submission Elements 
 Yes No N/A Comment 

statement of Software Level of 
Concern and rationale for the 
Software Level of Concern. 

contain software/firmware. 

33) All applicable software 
document provided based on 
Level of Concern identified by 
the submitted, as described in 
FDA’s Guidance for the 
Content of Premarket 
Submissions for Software 
Contained in Medical Devices,  
or the submission includes 
information to establish that the 
submitter has otherwise met the 
applicable statutory or 
regulatory criteria through an 
alternative approach (i.e., 
alternate approach with 
rationale). 

  N/A The device does not 
contain software/firmware. 

Part “I” EMC and Electrical 
Safety 

    

 
Submission states that the device: 
□ does 
 does not  
 
Require EMC and Electrical Safety 
Evaluation. 
 
 
 
 

Yes   Section 17 
EMC & Electrical Safety 
 
The device is not an 
electrical device.  

34) Submission includes evaluation 
of electrical safety (e.g., per 
IEC60601-1, or equivalent 
FDA-recognized standard, and 
if applicable, the device-
specific standard), 
 

OR 
 

submission includes electrical 
safety evaluation using 
methods or standards that are 

  N/A The device is not an 
electrical device.   
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510(k) Submission Elements 
 Yes No N/A Comment 

not FDA-recognized and 
submission includes 
information to establish that the 
submitter has otherwise met the 
applicable statutory or 
regulatory criteria through this 
alternative approach (i.e., the 
submitter has identified 
alternate methods or standards 
with a rationale). 

35) Submission includes evaluation 
of electromagnetic 
compatibility (e.g., per 
IEC60601-1-2 or equivalent 
FDA-recognized standard and 
if applicable, device-specific 
standard) 

 
OR 
 

submission includes 
electromagnetic compatibility 
evaluation using methods or 
standards that are not FDA-
recognized and submission 
includes information to 
establish that the submitter has 
otherwise met the applicable 
statutory or regulatory criteria 
through this alternative 
approach (i.e., the submitter 
has identified alternate methods 
or standards with a rationale). 

 
 
 
 
 

  N/A The device is not an 
electrical device.   

Part “J” Performance Data- 
General 
 

    

36) A full test report is provided for 
each completed test.  A full test 
report includes: objective of the 

Yes   Section 12.2.4 
Bench Test Data Report 
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510(k) Submission Elements 
 Yes No N/A Comment 

test, description of the test 
methods and procedures, study 
endpoint(s), pre-defined 
pass/fail criteria, results 
summary, conclusions, and an 
explanation of the data 
generated from the test 
supports a finding of 
substantial equivalence. 

Section 14.2.1 
Shelf Life Report  
 

37) a: If there are requirements 
regarding performance data, 
such as special controls, in a 
device-specific regulation that 
are applicable to the device, the 
submission includes 
performance data to establish 
the submitter has followed the 
device- specific requirement.  

 
b: If there is a device-specific 
guidance, other than a special 
controls guidance document, 
applicable to the device, the 
submission includes 
performance data to establish 
the submitter has addressed the 
recommendations or otherwise 
met the applicable statutory or 
regulatory criteria through an 
alternative approach.  
 
c: If there is a special controls 
document applicable to the 
device, the submission includes 
performance data to establish 
that the submitter has complied 
with the particular mitigation 
measures set forth in the 
special controls document or 
uses alternative mitigation 
measures but provides a 
rationale to demonstrate those 
alternative measures identified 
by the firm will provide at least 

 
 
 
 
 
 
 
 
 
 
 
Yes 

 N/A 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
N/A 

 
 
 
 
 
 
 
 
 
 
 
Section 12.2.4 
FDA Guidance - Physical 
Properties  
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510(k) Submission Elements 
 Yes No N/A Comment 

an equivalent assurance of 
safety and effectiveness. 
 

 
38) If literature is referenced in the 

submission, submission 
includes: 

    

a: Legible reprints or a 
summary of each article  

Yes   Section 23 
Literature  

b: Discussion of how each 
article is applicable to support 
the substantial equivalence of 
the subject device to the 
predicate. 

Yes   Section 12.2.4 
Depth of Cure Discussion 
 
Section 12.2.4 
Cusp Deflection 

39) For each non-clinical study 
(i.e., animal) study conducted,  

  N/A Section 19 
Animal Performance 
Testing 
 
No non-clinical (i.e., 
animal) studies conducted 

a: Submission includes a study 
protocol which includes all 
elements as outline in 
21 CFR 58.120  

  N/A No non-clinical (i.e., 
animal) studies conducted 

b: Submission includes a final 
study report which includes all 
elements outlined in 
21 CFR 58.185  

  N/A No non-clinical (i.e., 
animal) studies conducted 

c: Submission contains 
statement that study was 
conducted in conformance with 
applicable requirements of 
GLP regulation (21 CFr Part 
58), or, if the study was not 
conducted in compliance with 
the GLP regulation, the 
submission explains why the 
non-compliance would not 
impact the validity of the study 
data to support a SE 
determination.  

 

  N/A No non-clinical (i.e., 
animal) studies conducted 

Part “K” Performance Characteristics- In Vitro Diagnostic Devices  
(21 CFR 809.10(b)(12) 
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510(k) Submission Elements 
 Yes No N/A Comment 

Submission indicates that the 
device: 
 
□ is 
 is not 
 
an in-vitro diagnostic device (IVD) 

Yes   The device is not an in-
vitro diagnostic device 
(IVD). 

40) Submission includes the 
following studies, as 
appropriate for the device type, 
including associated protocol 
descriptions, study results and 
line data: 

  N/A The device is not an in-
vitro diagnostic device 
(IVD). 

a: Precision/reproducibility   N/A The device is not an in-
vitro diagnostic device 
(IVD). 

b: Accuracy (includes as 
appropriate, linearity; calibrator 
or assay traceability; calibrator 
and/or assay stability protocol 
and acceptance criteria; assay 
cut-off; method comparison or 
comparison to clinical 
outcome; matrix comparison; 
and clinical reference range or 
cutoff. 

  N/A The device is not an in-
vitro diagnostic device 
(IVD). 

c: Sensitivity (detection limits, 
LoB, LoD, LoQ where relevant 
for the device type). 

  N/A The device is not an in-
vitro diagnostic device 
(IVD). 

d: Analytical specificity.    N/A The device is not an in-
vitro diagnostic device 
(IVD). 

41) a: If there are requirements 
regarding performance data, 
such as special controls, in a 
device-specific regulation that 
are applicable to the device, the 
submission includes 
performance data to establish 
that the submitter has followed 
the device-specific 
requirement.  

  N/A The device is not an in-
vitro diagnostic device 
(IVD). 

b: If there is a device-specific 
guidance, other than a special 

  N/A The device is not an in-
vitro diagnostic device 
(IVD). 
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510(k) Submission Elements 
 Yes No N/A Comment 

controls guidance document, 
applicable to the device, the 
submission includes 
performance data to established 
that the submitter has addressed 
the recommendations or 
otherwise has met the 
applicable statutory or 
regulatory criteria through an 
alternative approach. 
 
c: If there is a special controls 
document applicable to the 
device, the submission includes 
performance data to establish 
that the submitter has complied 
with the particular mitigation 
measures set forth in the 
special controls document or 
uses alternative mitigation 
measures but provides a 
rationale to demonstrate that 
those alternative measures 
identified by the firm will 
provide at least an equivalent 
assurance of safety and 
effectiveness. 

  N/A The device is not an in-
vitro diagnostic device 
(IVD). 
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1. Letter of Authorization for 3rd Party Review 
 
 

3M ESPE 2510 Conway Avenue 
Dental Products St. Paul, MN  55144-1000  

 

      
 

 
Regulatory Technology Services, LLC 
1394 25th Street NW 
Buffalo, MN 55313 

 
Subject:  Authorization for Accredited Person Review of 510(k) for  

Filtek™ Bulk Fill Posterior Restorative 
 
To Whom it May Concern: 
 
Enclosed is the Premarket Notification 510(k) for Filtek™ Bulk Fill 
Posterior Restorative, manufactured by 3M ESPE Dental Products. 
 
We at 3M ESPE Dental Products hereby authorize Regulatory Technology 
Services, LLC, to submit the enclosed 510(k) to the Food and Drug 
Administration (FDA) on our behalf, discuss its contents with the FDA, 
and function as the Accredited Person to perform the third party review. 
 
We certify that we have not contacted another Accredited Person to 
perform the review of this 510(k) submission. 
 
We accept the quote for 510(k) review services including the Regulatory 
Technology Services LLC Terms and Conditions. 
 

Sincerely, 
 

 

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



 

Filtek™ Bulk Fill Posterior Restorative 510(k)  Page 24 of 260  

1.1 Medical Device User Fee 510(k) Cover Sheet 
 

A Medical Device User Fee Cover Sheet is not required because this Premarket 
Notification for Filtek™ Bulk Fill Posterior Restorative is being submitted to an 
accredited person for third party review. 
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2. 510(k) Cover Letter 
 

3M ESPE 2510 Conway Avenue 
Dental Products St. Paul, MN  55144-1000  

 

   
 

 
Regulatory Technology Services, LLC 
1394 25th Street NW 
Buffalo, MN 55313 
 
Subject:  Traditional 510(k) Premarket Notification for  

Filtek™ Bulk Fill Posterior Restorative 
 
Dear Mr. Job: 
 
In compliance with the Federal Food, Drug, and Cosmetic Act (as 
amended) and as required in 21 CFR 807, Subpart E, 3M ESPE Dental 
Products submits this 510(k) Premarket Notification for Filtek™ Bulk Fill 
Posterior Restorative to Regulatory Technology Services, LLC, for 3rd 
party review.   
 
Consistent with 21 CFR 807.90, FDA eCopy Guidance and the 
instructions provided by Regulatory Technology Services, LLC, in quote 
20140221MJ01, please find enclosed three (3) complete copies (1 paper 
and 2 eCopy) of the 510(k) submission for Filtek™ Bulk Fill Posterior 
Restorative.  Please note that each eCopy is an exact duplicate of the 
original paper submission.  Also enclosed are two (2) additional copies of 
this cover letter.   
 
This is the first submission for this medical device (e.g., no pre-IDE was 
filed for this device).  This 510(k) submission includes a signed 
Authorization Letter and a completed RTA checklist, as recommended in 
FDA Guidance Document, Refuse to Accept Policy for 510(k)s.  This 
submission does not contain any master files. 
 
3M ESPE Dental Products requests that all trade secret and confidential 
commercial information contained in this submission to be maintained as 
confidential by the Agency and not disclosed publicly, consistent with 21 
CFR 20.61. 
 
If there are any questions concerning this submission, please contact me as 
soon as possible.  My contact information is provided below. 
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3. 510(k) Summary 
 

3M ESPE 2510 Conway Avenue 
Dental Products St. Paul, MN  55144-1000  

 
 

     
 

510(k) Summary 
 

This summary of 510(k) safety and effectiveness information is being submitted in 
accordance with the requirements of 21 CFR 807.92. 

 
510(k) Submitter…………….…… 3M ESPE Dental Products 

2510 Conway Avenue 
St. Paul, MN 55144-1000 USA 

 
Contact person………………...…. Scott Erickson, RAC 
 Senior Regulatory Affairs Specialist 
 Phone: (651) 736-9883 
 Fax:  (651) 736-1599 
 sterickson@mmm.com 

 
Date Summary was Prepared…… 15Apr2014 
 
 
Trade Name……………………... Filtek™ Bulk Fill Posterior  
  Restorative 
 
Common Name(s)…………….…. Tooth shade resin material  
    Restorative 
 
Recommended Classification…… 21 CFR 872.3690  
    Tooth shade resin material 
    Product Code: EBF 

 
Predicate Devices: 
Filtek™ Supreme Ultra Universal Restorative (K083610) 
Metamorphosis (K091023) 
 Trade name:  SonicFill, Sonic-Activated Bulk Fill Composite 
Tetric EvoCeram Bulk Fill (K111958) 
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Description of Device: 
3M™ ESPE™ Filtek™ Bulk Fill Posterior Restorative material is a visible-light 
activated, restorative composite optimized to create posterior restorations simpler and 
faster. This bulk fill material provides excellent strength and low wear for durability. 
The shades are semi-translucent and low stress curing, enabling up to a 5 mm depth-of-
cure.  With excellent polish retention, Filtek™ Bulk Fill Posterior Restorative is also 
useful for anterior restorations that call for a semi-translucent shade. All shades are 
radiopaque. Filtek™ Bulk Fill Posterior Restorative is offered in A1, A2, A3, B1, and 
C2 shades. Filtek™ Bulk Fill Posterior Restorative is applied to the tooth following use 
of a methacrylate-based dental adhesive, such as manufactured by 3M™ ESPE™, 
which permanently bonds the restoration to the tooth structure.  
 
Filtek™ Bulk Fill Posterior Restorative is packaged in traditional syringes, for 
dispensing restorative on a pad outside the mouth, and single-dose capsules for 
dispensing restorative intraorally.  The capsules are dispensed using the 3M ESPE 
Restorative Dispenser. 
 
Indications for Use: 
• Direct anterior and posterior restorations (including occlusal surfaces) 
• Base/liner under direct restorations 
• Core build-ups 
• Splinting 
• Indirect restorations including inlays, onlays and veneers 
• Restorations of deciduous teeth 
• Extended fissure sealing in molars and premolars 
• Repair of defects in porcelain restorations, enamel, and temporaries 
 
Technological Characteristics: 
Filtek™ Bulk Fill Posterior Restorative is a modification of predicate device, Filtek™ 
Supreme Ultra Universal Restorative.  The formulation was modified to create semi-
translucent shades with low polymerization shrinkage stress to enable bulk placement 
and cure for ease of use. 
 
The fillers used in Filtek™ Bulk Fill Posterior Restorative are a combination of a non-
agglomerated/non-aggregated 20 nm silica filler, a non-agglomerated/non-aggregated 4 
to 11 nm zirconia filler, an aggregated zirconia/silica cluster filler (comprised of 20 nm 
silica and 4 to 11 nm zirconia particles), and a ytterbium trifluoride filler consisting of 
agglomerated 100 nm particles. The inorganic filler loading is about 76.5% by weight 
(58.4% by volume). The principal resins used in Filtek™ Bulk Fill Posterior 
Restorative are ERGP-DMA, diurethane-DMA and 1, 12-dodecane-DMA. 
 
When irradiated by light, the methacrylate functionalities of the resins and fillers 
undergo, in conjunction with the photoinitiator system, a light-induced polymerization 
to form a hard composite that is bonded to the tooth structure with a permanent dental 
adhesive. 
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Substantial Equivalence: 
 

Technological property 
Filtek™ Bulk Fill 

Posterior 
Restorative 

Filtek™ Supreme 
Ultra Universal 

Restorative 
K083610 

SonicFill, 
Sonic-

Activated 
Bulk Fill 

Composite 
K091023 

Tetric 
EvoCeram 
Bulk Fill 
K111958 

 

Photoinitiator system  X X NA1 X2 
Methacrylate-based resin matrix X X X X 
Compatible with methacrylate-based 
dental adhesives X X NA1 X 

Inorganic fillers X X X X 
Oxide fillers are silane treated so that 
they bond to the resin matrix when the 
restorative is cured 

X X X3 NA1 

Bulk fill (up to 4 mm depth of cure) X - X X 
Bulk fill (5 mm depth of cure, Class II) X4 - X4  
When irradiated by light, the 
methacrylate functionalities of the 
resins and fillers undergo, in 
conjunction with the photoinitiator 
system, a light-induced polymerization 
to form a hard composite that is bonded 
to the tooth structure with a permanent 
dental adhesive. 

X X X X 

Dispensing system:  
single-use capsule (intraoral)5  

 
X 

 
X 

 
X 

 
X 

reusable syringe (extraoral)6 X X - X 
Recommended for load-bearing 
occlusal surfaces X X X X 

FDA-Recognized Standards followed 

Risk 
Management: 
ISO 14971 
 
Biocomp stds7: 
ISO 10993-1  
ISO 10993-3 
ISO 10993-5 
ISO 10993-10 
ISO 10993-11 
ISO 7405 
 
Product stds8: 
ISO 4049 
ISO 6874 

Risk 
Management: 
ISO 14971 
 
Biocomp stds7: 
ISO 10993-1 
ISO 10993-3 
ISO 10993-5 
ISO 10993-10 
ISO 10993-11 
ISO 7405 
 
Product stds8: 
ISO 4049 

NA1 NA1 

1. Not available, details not disclosed by manufacturer. 

2. Product also contains a second photoinitiator. 
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3. Based on disclosure that product contains 3-trimethoxysilylpropyl methacrylate. 

4. Similarity:  In order to obtain 5 mm depth of cure for Class II restorations, 
product is light-cured from the occlusal surface and, after the matrix band is 
removed, light-cured from the buccal and lingual surfaces.   

Difference:  The predicate device techniques states up to a 5mm depth of cure 
for Class I restorations, as well, also using the multi-site light-curing process 
described above.  For Filtek™ Bulk Fill Posterior Restorative, 4mm Depth of 
Cure is stated for Class I restorations, light-curing from the occlusal aspect only, 
as supported by ISO 4049 Depth of Cure test results.  This difference does not 
affect the safety or efficacy of the device.    

5. Restorative material is dispensed from a single-use capsule in the mouth. 

Difference:  The predicate device SonicFill, Sonic-Activated Bulk Fill 
Composite (K091023) is dispensed from the capsule using the air-driven 
SonicFill Handpiece, which, per the Instructions for Use “offers sonically 
activated delivery.”   

Similarity:  Filtek™ Bulk Fill Posterior Restorative and predicates Filtek™ 
Supreme Ultra Universal Restorative (K083610) and Tetric EvoCeram Bulk Fill 
(K111958) all use a traditional manual restorative dispenser (not air-driven) for 
dispensing capsules.  In light of this similarity, the difference mentioned above 
does not affect the safety or efficacy of the device.  

6. Restorative material is dispensed from a reusable syringe outside the mouth 
(e.g., onto a pad). 

7. Newer versions of several biocompatibility standards were applied to Filtek™ 
Bulk Fill Posterior Restorative, due to time elapsed since the predicate device 
was evaluated.  This difference is not significant because for both  Filtek™ 
Bulk Fill Posterior Restorative and the predicate device, Filtek™ Supreme Ultra 
Universal Restorative (K083610):  

a. A Diplomate of the American Board of Toxicology assessed the safety 
of the product.   

b. Standard risk assessment techniques and consideration of internationally 
recognized guidelines were used in the evaluation.   

c. The conclusion of the assessment is that the device is safe for its 
intended use. 

8. ISO 4049 data in this submission for both Filtek™ Bulk Fill Posterior 
Restorative and the predicate device, Filtek™ Supreme Ultra Universal 
Restorative (K083610), was generated using the current version of the standard, 
ISO 4049:2009. 

Difference:  ISO 6874:2005 was not used to evaluate the predicate device, 
Filtek™ Supreme Ultra Universal Restorative for the 510(k) submission 
K083610, because it does not have a sealant indication.  The only test in ISO 
6874 that is applicable for a light-cure material, like Filtek™ Bulk Fill Posterior 
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Restorative, is Depth of Cure.  This submission includes data showing both 
Filtek™ Bulk Fill Posterior Restorative and predicate device, Filtek™ Supreme 
Ultra Universal Restorative (K083610) readily pass the ISO 6874 Depth of Cure 
requirement.  Therefore, this difference is not significant and does not affect the 
safety or efficacy of the device.  

 
Test results for the following physical properties were included in this submission: 
Compressive Strength, Diametral Tensile Strength, Flexural Strength, Flexural 
Modulus, Surface Hardness, Radiopacity, Water Sorption, Water Solubility, Volumetric 
Shrinkage, Wear, Depth of Cure, Cusp Deflection and Polish Retention.   
 
Conclusion: 
Filtek™ Bulk Fill Posterior Restorative is substantially equivalent to the predicate 
devices, Filtek™ Supreme Ultra Universal Restorative, SonicFill, Sonic-Activated Bulk 
Fill Composite and Tetric EvoCeram Bulk Fill in terms of intended use, indications for 
use, physical properties, and technological characteristics.  Filtek™ Bulk Fill Posterior 
Restorative is substantially equivalent to the predicate device, Filtek™ Supreme Ultra 
Universal Restorative in terms of formulation.
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4. Indications for Use Statement 
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5. Truthful and Accuracy Statement 
 

3M ESPE 2510 Conway Avenue 
Dental Products St. Paul, MN  55144-1000  

 
 

     
 

PREMARKET NOTIFICATION  

TRUTHFUL AND ACCURATE STATEMENT    

[As Required by 21 CFR 807.87(k)] 
 

I certify that, in my capacity as Senior Regulatory Affairs Specialist of 3M 
ESPE Dental Products, 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. 
 

 
 
 
_____________________________  
*(Premarket Notification [510(k)] Number) 
 
*For a new submission, leave the 510(k) number blank. 
Must be signed by a responsible person of the firm required to  
submit the premarket notification [e.g., not a consultant for the  
510(k) submitter]. 

 

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



 

Filtek™ Bulk Fill Posterior Restorative 510(k)  Page 34 of 260  

6. Class III Summary and Certification 
 
Not applicable. Subject medical device is not a Class III device. 
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7. Form FDA 3514 - CDRH Premarket Review Submission Cover Sheet 
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Additional Standards cited in this submission: 
 

8 

Standards No.  Standards 
Organization  

Standards Title  Version  Date  

ISO 10993-12 ISO Biological Evaluation of Medical Devices - Part 12: 
Sample Preparation and Reference Materials 

2012 07/01/2012 

9 

Standards No.  Standards 
Organization  

Standards Title  Version  Date  

ISO 7405  ISO  Dentistry - Evaluation of Biocompatibility of Medical 
Devices Used in Dentistry  

2008  12/15/2008  

10 

Standards No.  Standards 
Organization  

Standards Title  Version  Date  

ISO 4049  ISO  Dentistry - Polymer-based restorative materials 2009 10/01/2009 

11 

Standards No.  Standards 
Organization  

Standards Title  Version  Date  

ISO 6874  ISO  Dentistry - Polymer-Based Pit and Fissure Sealants  2005  08/15/2005  
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8. Declaration of Conformity and FDA Form 3654 
 
8.1 Declaration of Conformity 

Not applicable.  This is not an Abbreviated 510(k) submission. 
 

8.2 FDA Form 3654 Standards Data Report 
Please see Forms 3654 beginning on next page. 
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8.2.1 Form FDA 3654 for ISO 14971 

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



 

Filtek™ Bulk Fill Posterior Restorative 510(k)  Page 43 of 260  

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



 

Filtek™ Bulk Fill Posterior Restorative 510(k)  Page 44 of 260  

 
8.2.2 Form FDA 3654 for ISO 10993-1 
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8.2.3 Form FDA 3654 for ISO 10993-3 
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8.2.4 Form FDA 3654 for ISO 10993-5 
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8.2.5 Form FDA 3654 for ISO 10993-6 
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8.2.6 Form FDA 3654 for ISO 10993-10 
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8.2.7 Form FDA 3654 for ISO 10993-11 
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8.2.8 Form FDA 3654 for ISO 10993-12 
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8.2.9 Form FDA 3654 for ISO 7405 
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8.2.10 Form FDA 3654 for ISO 4049 
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8.2.11 Form FDA 3654 for ISO 6874 
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9. Financial Certification or Disclosure Statement 
 
Not applicable.  This submission does not contain information from clinical 
studies. 
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10. Form FDA 3674 - Certification of Compliance\ClinicalTrials.gov  
FDA Form 3674 - Certification of Compliance with Requirements of 
ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j)) 
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TECHNICAL 
 
11. Device Description 
 
11.1 Executive Summary 
 

11.1.1 General Description 
 

3M™ ESPE™ Filtek™ Bulk Fill Posterior Restorative material is a 

visible-light activated, restorative composite optimized to create posterior 

restorations simpler and faster.  This bulk fill material provides excellent 

strength and low wear for durability.  The shades are semi-translucent and 

low stress curing, enabling up to a 5 mm depth-of-cure.  With excellent 

polish retention, Filtek™ Bulk Fill Posterior Restorative is also useful for 

anterior restorations that call for a semi-translucent shade.  All shades are 

radiopaque.  Filtek™ Bulk Fill Posterior Restorative is offered in A1, A2, 

A3, B1, and C2 shades.   

The fillers are a combination of a non-agglomerated/non-aggregated 20 

nm silica filler, a non-agglomerated/non-aggregated 4 to 11 nm zirconia 

filler, an aggregated zirconia/silica cluster filler (comprised of 20 nm silica 

and 4 to 11 nm zirconia particles), and a ytterbium trifluoride filler 

consisting of agglomerated 100 nm particles.  The inorganic filler loading 

is about 76.5% by weight (58.4% by volume).  The principal resins used in 

Filtek™ Bulk Fill Posterior Restorative are ERGP-DMA, diurethane-

DMA and 1, 12-dodecane-DMA.  Filtek™ Bulk Fill Posterior Restorative 

is applied to the tooth following use of a methacrylate-based dental 

adhesive, such as manufactured by 3M™ ESPE™, which permanently 

bonds the restoration to the tooth structure.  

Filtek™ Bulk Fill Posterior Restorative is a modification of predicate 

device, Filtek™ Supreme Ultra Universal Restorative (K083610), also 

manufactured by 3M ESPE Dental Products.  The formulation was 

modified to create semi-translucent shades with low polymerization 

shrinkage stress to enable bulk placement and cure for ease of use. 

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



(b)(4)

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



(b)(4)

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



(b)(4)

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



 
3M CONFIDENTIAL 

Filtek™ Bulk Fill Posterior Restorative 510(k) Page 154 of 260   
 

 

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



 
3M CONFIDENTIAL 

Filtek™ Bulk Fill Posterior Restorative 510(k) Page 155 of 260   
 

 

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



 
3M CONFIDENTIAL 

Filtek™ Bulk Fill Posterior Restorative 510(k) Page 156 of 260   
 

 

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



 
3M CONFIDENTIAL 

Filtek™ Bulk Fill Posterior Restorative 510(k) Page 157 of 260   
 

 

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



 
3M CONFIDENTIAL 

Filtek™ Bulk Fill Posterior Restorative 510(k) Page 158 of 260   
 

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



 
 

Filtek™ Bulk Fill Posterior Restorative 510(k) Page 159 of 260   
 

16. Software 
 
Software is not applicable.  Filtek™ Bulk Fill Posterior Restorative does not 
contain software/firmware. 
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17. Electromagnetic Compatibility and Electrical Safety 
 
Filtek™ Bulk Fill Posterior Restorative is not an electrical device.  It does not 
require EMC or Electrical Safety Evaluation
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18. Test Method Summaries 
(b) (4)
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19. Performance Testing – Animal 
 
Not applicable.  This submission does not contain animal performance testing.
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20. Performance Testing – Clinical 
 
Not applicable.  This submission does not contain clinical performance testing.
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21. Risk Management 
 

21.1 FDA Guidance 
FDA has identified the risks/mitigation measures below generally associated with 
the use of dental composite resin devices.  The bold text in the table below is from 
Section 6, Table 4 of FDA’s 2005 “Guidance for Industry and FDA Staff Dental 
Composite Resin Devices - Premarket Notification [510(k)] Submissions.”  The 
section numbers listed in the table below are the corresponding sections of this 
510(k) submission: 
 

Identified Risks Recommended Mitigation Measures 

Mechanical 
Failure 

Composition and Physical Property Specifications 
Please see: 
Section 11.13 Formulation 
Section 12.2.2 Formulation Comparison with S/E Devices 
Section 11.7 Device Design Requirements 
Section 11.8 Performance Specifications 
Section 12.2.4 Bench Test Data Comparison with S/E Devices 
  

Toxicity and 
Adverse Tissue 

Reaction 

Biocompatibility 
Please see Section 15. Biocompatibility 

Improper Use 
Labeling 
Please see Section 13. Proposed Labeling 

 
 
21.2 Risk Management Report 

Please see next page for 3M ESPE Risk Management Report. 
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22. Predicate Labeling 
 
22.1 Filtek™ Supreme Ultra Universal Restorative, K083610 
 

Note:   Lot number and expiration date are added to the labels in this section 
when the product is packaged. 

 
22.1.1 Filtek™ Supreme Ultra Universal Restorative Labels 

 
Filtek™ Supreme Ultra Universal Restorative Capsule Pouch Label  

(A2B Shade example): 
 

Front 
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Back 
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Filtek™ Supreme Ultra Universal Restorative Syringe Pouch Label  

(A2B Shade example): 
 

Front 
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Back 
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Filtek™ Supreme Ultra Universal Restorative Capsule Bottle Label  

(A2B Shade example): 
 

 
 

Filtek™ Supreme Ultra Universal Restorative Syringe Label 
(A2B Shade example): 
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Filtek™ Supreme Ultra Universal Restorative  
Capsule Bottle, Capsules and Syringe 
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22.1.2 Filtek™ Supreme Ultra Universal Restorative IFU 
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22.1.3 Restorative Dispenser (5707SD) IFU 
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End of Instructions for Use (other languages omitted for brevity)……… 
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22.2 SonicFill, Sonic-Activated Bulk Fill Composite, K091023 

[Name used for 510(k):  Metamorphosis] 
 
22.2.1 SonicFill, Sonic-Activated Bulk Fill Composite Labels 
 

SonicFill, Sonic-Activated Bulk Fill Composite Capsule Refill Box (A2 Shade 
example): 
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SonicFill, Sonic-Activated Bulk Fill Composite Capsule Container  
(A2 Shade example): 
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22.2.2 SonicFill, Sonic-Activated Bulk Fill Composite IFU  
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End of Instructions for Use (other languages omitted for brevity)……… 
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22.3 Tetric EvoCeram Bulk Fill, K111958 
 

22.3.1 Tetric EvoCeram Bulk Fill Labels 
 

Tetric EvoCeram Bulk Fill Capsule Pouch Label 
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Tetric EvoCeram Bulk Fill Syinge Pouch Label 
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Tetric EvoCeram Bulk Fill Syinge Label 
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22.3.2 Tetric EvoCeram Bulk Fill IFU 
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23. Literature 

 
23.1 Halvorson R, Erickson R, Davidson C. An energy conversion relationship 

predictive of conversion profiles and depth of cure of resin-based composite. Oper 
Dent  2003; 28:307-314. 
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23.2 Ferracane J., Correlation between hardness and degree of conversion during the 
setting reaction of unfilled dental restorative resins, Dent Materials 1985; 1:11-14. 
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23.3 Bouschlicher M, Rueggeberg F, Wilson B, Correlation of bottom-to-top surface 
microhardness and conversion ratios for a variety of resin composite compositions. 
Oper Dent 2004; 29:698-704. 
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23.4 Ernst CP, Meyer GR, Müller J, Stender E, Ahlers MO, Willershausern B., 
Depth of cure of LED vs QTH light-curing devices at a distance of 7 mm. J Adhes 
Dent. 2004; 6(2):141-50. 
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23.5 Vandevalle K, Ferracane J, Hilton T, Erickson R, Sakaguchi R, Effect of energy 
density on properties and marginal integrity of positerior resin composite restorations. 
Dent Materials 2004; 20:96-106. 
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23.6 Campodonico C, Tantbirojn D, Olin P, Versluis A, Cuspal deflection and depth 
of cure in resin-based composite restorations filled by using bulk, incremental and 
transtooth-illumination techniques.  J Am Dent Assoc 2011; 142:1176-1182. 
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23.7 SonicFill, Sonic-Activated Bulk Fill Composite. Instructions for use: 80853, 
Revision 1.  Kerr Corporation, Orange Calif.  

 
 Please see Section 22.2.2 SonicFill IFU  
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23.8 Halvorson R, Erickson R, Davidson C. Energy dependant polymerization of 
resin-based composite. 2002 Dent Mater; 18:463-469. 
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23.9 Park J, Chang J, Ferracane J, Lee IB. How should composite be layered to 
reduce shrinkage stress: Incremental or bulk filling? Dent Mater 2008;24:1501-1505 
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filler (comprised of 20 nm silica and 4 to 11 nm zirconia particles), and a ytterbium trifluoride 
filler consisting of agglomerated 100 nm particles.  The inorganic filler loading is about 76.5% 
by weight (58.4% by volume).  The principal resins used in Filtek™ Bulk Fill Posterior 
Restorative are ERGP-DMA, diurethane-DMA and 1, 12-dodecane-DMA. Filtek™ Bulk Fill 
Posterior Restorative is applied to the tooth following use of a methacrylate-based dental 
adhesive, such as manufactured by 3M™ ESPE™, which permanently bonds the restoration 
to the tooth structure.  
 
Filtek™ Bulk Fill Posterior Restorative is a modification of predicate device, Filtek™ Supreme 
Ultra Universal Restorative (K083610), also manufactured by 3M ESPE Dental Products.  The 
formulation was modified to create semi-translucent shades with low polymerization shrinkage 
stress to enable bulk placement and cure for ease of use.  
 
Both Filtek™ Supreme Ultra Universal Restorative and Filtek™ Bulk Fill Posterior Restorative 
are packaged in traditional syringes for dispensing restorative on a pad outside the mouth, and 
single-dose capsules for dispensing restorative intraorally.  The 3M ESPE 5707SD Restorative 
Dispenser (Class 1, per 21 CFR 872.4565, Product Code 76EID) is used for dispensing the 
predicate device, Filtek™ Supreme Ultra Universal Restorative (K083610) and other 3M ESPE 
restoratives from capsules.  The same 5707SD Restorative Dispenser will also be used to 
dispense Filtek™ Bulk Fill Posterior Restorative capsules.  
 
The following is a listing of the packaging configurations and catalog numbers covered in this 
submission.  
 

Item  Catalogue/Order Number  
Syringe Refills (each includes Instructions for Use) 
Filtek Bulk Fill Posterior Restorative  
• 1- 4g A1 Shade Syringe  

4863A1  

Filtek Bulk Fill Posterior Restorative  
• 1- 4g A2 Shade Syringe  

4863A2  

Filtek Bulk Fill Posterior Restorative  
• 1- 4g A3 Shade Syringe  

4863A3  

Filtek Bulk Fill Posterior Restorative  
• 1- 4g B1 Shade Syringe  

4863B1  

Filtek Bulk Fill Posterior Restorative  
• 1- 4g C2 Shade Syringe  

4863C2  

Capsule Refills (each includes Instructions for Use)
Filtek Bulk Fill Posterior Restorative  
• 20 - 0.2g A1 Shade Capsules  

4864A1  

Filtek Bulk Fill Posterior Restorative  
• 20 - 0.2g A2 Shade Capsules  

4864A2  

Filtek Bulk Fill Posterior Restorative  
• 20 - 0.2g A3 Shade Capsules  

4864A3  

Filtek Bulk Fill Posterior Restorative  
• 20 - 0.2g B1 Shade Capsules  

4864B1  

Filtek Bulk Fill Posterior Restorative  
• 20 - 0.2g C2 Shade Capsules  

4864C2  

Accessories  
Restorative Dispenser*  5707SD  
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* The currently marketed 3M ESPE 5707SD Restorative Dispenser (Class 1, per 21 CFR 
872.4565, Product Code 76EID) is used for dispensing the predicate device, Filtek™ Supreme 
Ultra Universal Restorative (K083610), from capsules.  The same 5707SD Restorative 
Dispenser will also be used to dispense Filtek™ Bulk Fill Posterior Restorative capsules.  
 
Mechanism of Action 
 

When irradiated by light, the methacrylate functionalities of the resins and fillers undergo, in 
conjunction with the photoinitiator system, a light-induced polymerization to form a hard 
composite that is bonded to the tooth structure with a permanent dental adhesive.  
 
A product photo is provided on page 74 and the device drawings are provided on page 75 of 
the original submission.  Below is the photo of the Filtek Bulk Fill Posterior Restorative 
Syringe and Capsule copied from page 74 of the submission.  
 

Filtek Bulk Fill Posterior Restorative Syringe and Capsule 
 

 
 
Material Description 
 

The material functions, ingredients, CAS Numbers, and weight percentage ratios are shown in 
the following table.   
 
* Descriptions of each ingredient (e.g., Chemical Name, Function, Chemical Structure, 
Molecular Weight and Molecular Formula) are provided in Tables A through V on pages 81 
through 93 of the original submission.  
 
** (b) (4)

(b) (4)
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Composition for Filtek™ Bulk Fill Posterior Restorative 
 

Function Ingredient CAS Number  Table* Quantity 
(w/w%)** 

 
Manufacturing Facility  
 

3M ESPE Dental Products 

Device Performance Specifications 
 

The following table outlines the design requirements/specifications for the Filtek Bulk Fill 
Posterior Restorative.  These design requirements were set to ensure that Filtek Bulk Fill 
Posterior Restorative has sufficient physical properties to perform as intended.  

(b) (4)

(b) (4)

(b) (4)
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Physical Property  Unit  Test Method  Minimum Design 

Requirements* 

 

*Based on currently marketed 3M ESPE composite restorative materials used to restore teeth. 
 
The performance specifications below for Filtek™ Bulk Fill Posterior Restorative consist of 
device design requirements (above) plus specifications selected from voluntary standards.  
 

Physical Property  Unit  Test Method  Specification  

 
Voluntary standards utilized include ISO 4049:2009 Dentistry - Polymer-based Restorative 
Materials and ISO 6874:2005 Dentistry - Polymer-Based Pit and Fissure Sealants.  3M ESPE 
Dental Products has tested Filtek™ Bulk Fill Posterior Restorative and found that it meets the 
relevant requirements of these two standards.   
 
Note that Flexural Modulus is not a requirement of ISO 4049, however, Flexural Modulus can 
be derived from the ISO 4049 method for Flexural Strength.  Summaries of 3M ESPE internal 
test methods (i.e., those other than ISO 4049 and ISO 6874) are located in Section 18.2 of the 
original submission.  These test methods are very similar to those used for the clearance of 
the Filtek™ Supreme Ultra Universal Restorative (K083610).  Refer to Section XI 
Performance Testing - Bench of this Reviewer Memorandum for description of test method 
differences.  
 
The device description is very similar to the predicate devices and does not raise any new 
questions related to safety and effectiveness.  
 

IV. Indications for Use 
 

The proposed indications for use for the Filtek Bulk Fill Posterior Restorative are as follows: 
 

• Direct anterior and posterior restorations (including occlusal surfaces) 
• Base/liner under direct restorations 
• Core build-ups 

(b) (4)

(b) (4)
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• Splinting 
• Indirect restorations including inlays, onlays and veneers 
• Restorations of deciduous teeth 
• Extended fissure sealing in molars and premolars 
• Repair of defects in porcelain restorations, enamel, and temporaries 

 
There are no contraindications for the Filtek Bulk Fill Posterior Restorative.  The Filtek Bulk Fill 
Posterior Restorative is a single use, non-sterile, prescription use device.  The proposed 
indications for use for the Filtek Bulk Fill Posterior Restorative device are the same as stated 
in the Indications for Use form, the 510(k) Summary, and the Instructions for Use.  
 

V. Predicate Device Comparison 
 

The Substantial Equivalence comparison tables start on page 95 of the original submission.  
The following are the three predicate devices utilized in this submission:  Filtek™ Supreme 
Ultra Universal Restorative K083610, 3M ESPE Dental Products; Metamorphosis K091023, 
(Trade Name: SonicFill, Sonic-Activated Bulk Fill Composite) Kerr Corporation; and Tetric 
EvoCeram Bulk Fill K111958, Ivoclar Vivadent.  
 
The Filtek Bulk Fill Posterior Restorative is compared to the predicates in the following 
categories:  Intended Use/Indications for Use/Contraindications (Section 12.2.1 of 
submission), Formulation (Section 12.2.2 of submission), Physical Properties (Section 12.2.3 
of submission), and Bench Test Data/Performance (Section 12.2.4 of submission).  
 
Intended Use/Indications for Use/Contraindications Comparison  
 

The following table compares the Intended Use/Indications for Use/Contraindications. 
 

Filtek™ Bulk Fill 
Posterior Restorative  

Filtek™ Supreme Ultra 
Universal Restorative 
K083610  

SonicFill, Sonic-
Activated Bulk Fill 
Composite K091023  

Tetric EvoCeram Bulk Fill 
K111958  

Intended Use  
Dental Restorative  Dental Restorative  Dental Restorative  Dental Restorative  
Indications for Use  
Direct anterior and 
posterior restorations 
(including occlusal 
surfaces)  

Direct anterior and 
posterior restorations 
(including occlusal 
surfaces)1,2  

…designed for direct 
placement. It is 
indicated for all cavity 
classes in posterior 
teeth.1  
Direct placement in all 
cavity classes in 
anterior and posterior 
teeth 2  

Restorations in the posterior 
region (Classes I and II, 
including the replacement of 
individual cusps)1  
Restorations in the posterior 
region (Classes I and II)2  
Class V restorations (cervical 
caries, root erosion, wedge-
shaped defects)1,2 

Base/liner under direct 
restorations 

 Base/liner material2  

Core build-ups  Core build-ups1,2  Core buildups2  Reconstructive build-up1  
Splinting Splinting1,2   
Indirect restorations 
including inlays, onlays 
and veneers 

Indirect restorations 
including inlays, onlays 
and veneers1,2 

  

Restorations of 
deciduous teeth 

  Restorations of deciduous 
teeth1  
Restoration of deciduous 
teeth2 

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Accredited Person    
SE Documentation  Regulatory Technology Services LLC 
  

Regulatory Technology Services LLC  RPP-F-0014 
1394 25th Street NW  Revision 3, Effective August 1, 2011 
Buffalo, MN 53313  Page 8 of 35 

Filtek™ Bulk Fill 
Posterior Restorative  

Filtek™ Supreme Ultra 
Universal Restorative 
K083610  

SonicFill, Sonic-
Activated Bulk Fill 
Composite K091023  

Tetric EvoCeram Bulk Fill 
K111958  

Extended fissure 
sealing in molars and 
premolars 

 Pit and fissure sealant2 Extended fissure sealing in 
molars and premolars1,2 

Repair of defects in 
porcelain restorations, 
enamel, and 
temporaries 

 Repair of enamel 
defects, repair of 
temporaries, repair of 
porcelain restorations2 

 

Contraindications  
None None None Placement of Tetric 

EvoCeram Bulk Fill 
restorations is contra-
indicated:  
– if a dry working field cannot 
be established, or if the 
stipulated technique cannot 
be applied;  
– if a patient is known to be 
allergic to any of the 
ingredients in Tetric 
EvoCeram Bulk Fill.1  
None2 

 
1. Indications/Contraindications from product labeling  
2. Indications/Contraindications from FDA 510(k) clearance letter enclosure 
 
The sponsor supported the difference in indications for use as follows:  
 

Difference: The “Contraindication” in the Tetric EvoCeram Bulk Fill Instructions for Use 
(IFU) is not stated in the FDA 510(k) clearance letter K111958 enclosure.  The need for 
proper isolation is addressed in the Filtek™ Bulk Fill Posterior Restorative IFU under:  
“3. Isolation: A rubber dam is the preferred method of isolation.  Cotton rolls and an 
evacuator can also be used.” and 
“7. Adhesive System: To bond Filtek™ Bulk Fill Posterior Restorative to tooth structure, 
use of a 3M™ ESPE™ dental adhesive system (for example 3M™ ESPE™ 
Scotchbond™ Universal) is recommended.  Refer to adhesive system product 
instructions for full instructions and precautions for the products.  After curing the 
adhesive, continue to maintain isolation from blood, saliva and other fluids and proceed 
immediately to placement of Filtek™ Bulk Fill Posterior Restorative.” 
 
Information related to patient allergy is addressed in the Filtek™ Bulk Fill Posterior 
Restorative IFU under: 
“Precautionary Information for Patients: This product contains substances that may 
cause an allergic reaction by skin contact in certain individuals.  Avoid use of this product 
in patients with known acrylate allergies.  If prolonged contact with oral soft tissue 
occurs, flush with large amounts of water.  If allergic reaction occurs, seek medical 
attention as needed, remove the product if necessary and discontinue future use of the 
product.” 
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This difference does not affect the safety or efficacy of the device.  The proposed 
indications for Filtek™ Bulk Fill Posterior Restorative are substantially equivalent to 
those of the predicate devices. 

 
The reviewer agrees with this explanation of the indications for use difference and that the 
indications of the new device are equivalent to the predicate devices combined.  
 
Formulation Comparison 
 

The following table compares the Formulation for the new device to the predicate Filtek™ 
Supreme Ultra Universal Restorative K083610.   
 

 

(b) (4)
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Physical Properties Comparison  
 

The following table compares the Physical Properties for the new device to the predicate devices.  Properties marked with an 
asterisk (*) are provided per the FDA’s “Guidance for Industry and FDA Staff Dental Composite Resin Devices - Premarket 
Notification [510(k)] Submissions,” issued October 26, 2005. 
 

PROPERTIES Filtek™ Bulk Fill 
Posterior 

Filtek™ Supreme Ultra 
Universal Restorative 
K083610 

SonicFill, Sonic-Activated 
Bulk Fill Composite 
K091023 

Tetric EvoCeram Bulk Fill 
K111958 

Filler particle size 
distribution* 

The fillers are a 
combination of a non-
agglomerated/non-
aggregated 20 nm silica 
filler, a non-
agglomerated/non-
aggregated 4 to 11 nm 
zirconia filler, an 
aggregated zirconia/silica 
cluster filler (comprised of 
20 nm silica and 4 to 11 
nm zirconia particles), and 
a ytterbium trifluoride filler 
consisting of agglomerated 
100 nm particles. The 
inorganic filler loading is 
about 76.5% by weight 
(58.4% by volume). 

The fillers are a combination of 
a non-agglomerated/ 
nonaggregated 20nm silica 
filler, a non-agglomerated/non-
aggregated 4 to11 nm zirconia 
filler and an aggregated 
zirconia/silica cluster filler 
(comprised of 20 nm silica and 
4 to 11 nm zirconia particles). 
The Dentin, Enamel and Body 
shades have an average 
cluster particle size of 0.6 to 10 
microns. The Translucent 
shades have an average 
cluster particle size of 0.6 to 20 
microns. The inorganic filler 
loading is about and 72.5% by 
wt (55.6% by volume) for the 
translucent shades and 78.5% 
by wt (63.3% by volume) for all 
other shades. 

Glass, oxide, chemicals  
(CAS# 65997-17-3) 
 
Silicon dioxide  
(CAS# 7631-86-9) 
 
Particle size distribution not 
disclosed. 

The fillers contain barium 
glass, ytterbium trifluoride, 
mixed oxide and prepolymer 
(79–81% weight). Additional 
contents: additives, 
catalysts, stabilizers and 
pigments (<1.0% weight). 
The total content of 
inorganic fillers is 76–77% 
weight or 53–54% volume. 
The particle size of the 
inorganic fillers is between 
40 nm and 3,000 nm with a 
mean particle size of 550 
nm. 
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PROPERTIES Filtek™ Bulk Fill 
Posterior 

Filtek™ Supreme Ultra 
Universal Restorative 
K083610 

SonicFill, Sonic-Activated 
Bulk Fill Composite 
K091023 

Tetric EvoCeram Bulk Fill 
K111958 

Methacrylate-
based Resin matrix 

(See 12.2.2  Formulation 
Comparison with S/E 
Devices table) 

(See 12.2.2  Formulation 
Comparison with S/E Devices 
table) 

Ethoxylated bisphenol-A-
dimethacrylate 
(CAS# 56744-60-6) 
 

Bisphenol-A-bis-(2-
hydroxy-3-
mehacryloxypropyl) ether 
(CAS# 1565-94-2) 
 

Triethyleneglycoldimethacr
ylate (CAS# 109-16-0) 

Bis-GMA  
(CAS# 1565-94-2) 
 
UDMA  
(CAS# 72869-86-4) 

Wavelength (nm) 
for curing* 

400nm to 500nm 400nm to 500nm Wavelength not disclosed 400nm to 500nm 

Intensity (mW/cm2) 
for curing* 

Instructions provided for  
550 to 1000 mW/cm2 lights 
and for 1000 to 2000 
mW/cm2 lights 

Instructions provided for  
≥ 400 mW/cm2 lights 

Intensity not disclosed 
Instructions provided for  
≥ 500 mW/cm2 lights and for 
≥ 1000 mW/cm2 lights 

Curing time 
recommendations 
(sec)* 

Classes I, III, IV and V 
550 to 1000 mW/cm2:  
40 sec 

Body, Enamel and Translucent:  
20 sec 
Dentin, A6B and B5B:  40 sec 

Demi/Demi Plus, 20 
seconds 
L.E.Demetron II, 20 
seconds 
Optilux 501: Boost mode, 
20 seconds / Ramp Mode, 
40 seconds / Regular 
Mode, 40 seconds 
 
In the posterior, light cure 
the recommended time 
from the occlusal, remove 
the matrix and cure again 
from the buccal and lingual. 
 

≥ 500 mW/cm2: 
20 sec Classes I, III, IV and V 

1000 to 2000 mW/cm2:  
20 sec 
Class II 
550 to 1000 mW/cm2:  
20 sec occlusal,  
20 sec buccal,  
20 sec lingual 
For class II restorations, 
remove the matrix band 
prior to the buccal and 
lingual curing steps. 

≥ 1000 mW/cm2: 
10 sec 
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PROPERTIES Filtek™ Bulk Fill 
Posterior 

Filtek™ Supreme Ultra 
Universal Restorative 
K083610 

SonicFill, Sonic-Activated 
Bulk Fill Composite 
K091023 

Tetric EvoCeram Bulk Fill 
K111958 

Class II 
1000 to 2000 mW/cm2:  
10 sec occlusal,  
10 sec buccal,  
10 sec lingual 
For class II restorations, 
remove the matrix band 
prior to the buccal and 
lingual curing steps. 

In a Class I, additional cure 
is still recommended from 
the facial and lingual. 

Depth of cure  
recommendation 
(mm)* 

Classes I, III, IV and V 
4 mm 

2 mm for all shades except 
Dentin, A6B and B5B 

Up to 5 mm 4 mm 
Class II 
5 mm 

1.5 mm for Dentin, A6B and 
B5B shades 

 
Bench Test Data/Performance Testing Comparison 
 

The following table compares the Bench Test Data/Performance Testing for the new device to the predicate devices.  
Voluntary standards utilized include ISO 4049:2009 Dentistry - Polymer-based Restorative Materials and ISO 6874:2005 
Dentistry - Polymer-Based Pit and Fissure Sealants.  3M ESPE Dental Products has tested Filtek™ Bulk Fill Posterior 
Restorative and found that it meets the relevant requirements of these two standards.  A subset of this data, useful for 
comparison with predicate devices, has been included in the table below.  
 
Note that Flexural Modulus is not a requirement of ISO 4049, however, Flexural Modulus can be derived from the ISO 4049 
method for Flexural Strength.  Summaries of 3M ESPE internal test methods (i.e., those other than ISO 4049 and ISO 6874 
listed below) are located in Section 18.2 of the original submission. 
 
The specifications in the table below include the Performance Specifications from the Device Performance Specifications on 
pages 5-6 of this Reviewer Memorandum as well as targets established by 3M ESPE for other tests that are useful for 
comparison.  Note that specifications below for ISO tests are the same as, or more stringent than, the specifications in the 
ISO standard.  
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PHYSICAL 
PROPERTIES Unit Test 

Method Specification Filtek™ Bulk Fill Posterior Restorative 
Filtek™ Supreme 
Ultra Universal 

Restorative 
K083610 

SonicFill, 
Sonic-

Activated Bulk 
Fill Composite 

K091023 

Tetric 
EvoCeram 
Bulk Fill 
K111958 

Compressive 
strength* 

MPa

Diametral 
Tensile 
Strength 

MPa

Flexural 
strength* 

MPa

Flexural 
Modulus* 

 MPa 

Surface 
hardness 
(Barcol)* 

N/A

Radiopacity* mm of Al 

Water Sorption* µg/mm3

Water 
Solubility* 

µg/mm3

Release profile* 
N/A

(b) (4)
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PHYSICAL 
PROPERTIES Unit Test 

Method Specification Filtek™ Bulk Fill Posterior Restorative 
Filtek™ Supreme 
Ultra Universal 

Restorative 
K083610 

SonicFill, 
Sonic-

Activated Bulk 
Fill Composite 

K091023 

Tetric 
EvoCeram 
Bulk Fill 
K111958 

Working & 
Setting Times* 

N/A

Watts 
Shrinkage 

%vol 
Shrink-

age 

Wear N/A

Depth of Cure* mm 

Depth of Cure* mm 

Cusp Deflection 
4X4 mm μm 

Polish 
Retention 

Gloss 
units 

 
* FDA’s “Guidance for Industry and FDA Staff Dental Composite Resin Devices - Premarket Notification [510(k)] Submissions,” issued 
October 26, 2005, asks that these properties be addressed in the 510(k). 
 

** “leading bulk fill composites” in the table above means light-cure bulk fill composites that are placed and cured in increments that are 
≥4mm in depth.  SonicFill, Sonic-Activated Bulk Fill Composite and Tetric EvoCeram Bulk Fill are examples of bulk fill composites.  
 

*** Predicate device Filtek™ Supreme Ultra Universal Restorative was placed  

(b) (4)

(b) (4)

(b) (4)
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Extracts from the sponsor’s additional discussion of Depth of Cure and Cusp Deflection testing 
on pages 105-110 of the original submission are provided below.  
 

Depth of Cure 
Due to use as both a sealant and a restorative, the depth of cure of Filtek™ Bulk Fill 
Posterior Restorative was evaluated using two ISO standards (see 2.4 Bench Test Data 
Comparison with S/E Devices table, Depth of Cure). 
 
Sealant: 
ISO 6874:2005 Dentistry – Polymer-based pit and fissure sealants requires that the 
depth of cure shall not be less than 1.5mm.  The results are treated such that the length 
of the cured material in this test is equal to the depth of cure.  Filtek™ Bulk Fill Posterior 
Restorative easily passes this requirement.  
 
Restorative – 4mm Depth of Cure (single-surface light-cure): 
ISO 4049 Dentistry – Polymer-based restorative materials Depth of Cure method is used 
by 3M ESPE to evaluate curing of resin-based restoratives that are light-cured from one 
surface.  ISO 4049-2009 allows the depth of cure result to be no more than 0.5mm 
below the value stated by manufacturer (i.e., the length of cured material in this test is 
divided by 2 and the resulting value can be no more than 0.5mm below the depth stated 
by the manufacturer).  The value stated by 3M ESPE Dental Products for Filtek™ Bulk 
Fill Posterior Restorative is 4mm for all cavity classes, except Class II.  Therefore, where 
a 4mm depth is stated, the limit in this test is > 3.5mm (i.e., 4.0 – 0.5 = 3.5).  ISO 4049 
also has a second requirement that depth of cure for a shade that is not opaque must be 
no less than 1.5 mm.  For Filtek™ Bulk Fill Posterior Restorative, both requirements are 
satisfied.  See additional discussion related to the ISO 4049 Depth of Cure method 
below. 
 
Restorative – 5mm Depth of Cure (multi-surface light-cure): 

 
The sponsor provided a detailed discussion of test methods for Depth of Cure on pages 106-
109 and Cusp Deflection on page 110 of the original submission.  This discussion was 
reviewed and found acceptable.  
 
Bench Testing Data/Performance Testing Conclusion: 
Filtek Bulk Fill Posterior Restorative performed 

  Overall, the Compressive Strength, Diametral 
Tensile Strength, Flexural Strength, Flexural Modulus, Surface Hardness, Radiopacity, Water 
Sorption, Water Solubility, Volumetric Shrinkage, Wear, Depth of Cure, Cusp Deflection and 

(b) (4)

(b) (4)
(b) (4)
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Polish Retention results generated from the bench tests support the conclusion that the new 
device has similar performance characteristics as the predicate devices.  
 
Technology Comparison with S/E Devices 
 

The following table compares the Technologies for the new device to the predicate devices.   
 

Technological property 
Filtek™ Bulk 
Fill Posterior 
Restorative 

Filtek™ 
Supreme Ultra 

Universal 
Restorative 

K083610 

SonicFill, 
Sonic-

Activated 
Bulk Fill 

Composite
K091023 

Tetric 
Evo 

Ceram 
Bulk Fill 
K111958 

 photoinitiator 
system  

X X NA1 X2 

Methacrylate-based resin matrix X X X X 
Compatible with methacrylate-based dental 
adhesives 

X X NA1 X 

Inorganic fillers X X X X 
Oxide fillers are silane treated so that they 
bond to the resin matrix when the 
restorative is cured 

X X X3 NA1 

Bulk fill (up to 4 mm depth of cure) X - X X 
Bulk fill (5 mm depth of cure, Class II) X4 - X4  
When irradiated by light, the methacrylate 
functionalities of the resins and fillers 
undergo, in conjunction with the 
photoinitiator system, a light-induced 
polymerization to form a hard composite 
that is bonded to the tooth structure with a 
permanent dental adhesive. 

X X X X 

Dispensing system:  
single-use capsule (intraoral)5 

 
X 

 
X 

 
X 

 
X 

reusable syringe (extraoral)6 X X - X 
Recommended for load-bearing occlusal 
surfaces 

X X X X 

FDA-Recognized Standards followed 

Risk Mgmt: 
ISO 14971 
 

Biocomp stds7: 
ISO 10993-1  
ISO 10993-3 
ISO 10993-5 
ISO 10993-10  
ISO 10993-11 
ISO 7405 
 

Product stds8: 
ISO 4049 
ISO 6874 

Risk Mgmt: 
ISO 14971 
 

Biocomp stds7: 
ISO 10993-1 
ISO 10993-3 
ISO 10993-5 
ISO 10993-10 
ISO 10993-11 
ISO 7405 
 

Product stds8: 
ISO 4049 

NA1 NA1 

 
1. Not available, details not disclosed by manufacturer. 
2. Product also contains a second photoinitiator. 

(b) (4)
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3. Based on disclosure that product contains 3-trimethoxysilylpropyl methacrylate. 
4. Similarity: In order to obtain 5 mm depth of cure for Class II restorations, product is light-cured from 

the occlusal surface and, after the matrix band is removed, light-cured from the buccal and lingual 
surfaces.  See Depth of Cure discussion in section 12.2.4 Bench Test Data Comparison with S/E 
Devices. 
Difference: The predicate device techniques states up to a 5mm depth of cure for Class I 
restorations, as well, also using the multi-site light-curing process described above. For Filtek™ 
Bulk Fill Posterior Restorative, 4mm Depth of Cure is stated for Class I restorations, light-curing 
from the occlusal aspect only, as supported by ISO 4049 Depth of Cure test results. This difference 
does not affect the safety or efficacy of the device. 

5. Restorative material is dispensed from a single-use capsule in the mouth. 
Difference: The predicate device SonicFill, Sonic-Activated Bulk Fill Composite (K091023) is 
dispensed from the capsule using the air-driven SonicFill Handpiece, which, per the Instructions for 
Use “offers sonically activated delivery.” 
Similarity: Filtek™ Bulk Fill Posterior Restorative and predicates Filtek™ Supreme Ultra Universal 
Restorative (K083610) and Tetric EvoCeram Bulk Fill (K111958) all use a traditional manual 
restorative dispenser (not air-driven) for dispensing capsules. In light of this similarity, the difference 
mentioned above does not affect the safety or efficacy of the device. 

6. Restorative material is dispensed from a reusable syringe outside the mouth (e.g., onto a pad). 
7. Newer versions of several biocompatibility standards were applied to Filtek™ Bulk Fill Posterior 

Restorative, due to time elapsed since the predicate device was evaluated. This difference is not 
significant because for both Filtek™ Bulk Fill Posterior Restorative and the predicate device, 
Filtek™ Supreme Ultra Universal Restorative (K083610): 

a. A Diplomate of the American Board of Toxicology assessed the safety of the product. 
b. Standard risk assessment techniques and consideration of internationally recognized 

guidelines were used in the evaluation. 
c. The conclusion of the assessment is that the device is safe for its intended use. 

8. ISO 4049 data in this submission for both Filtek™ Bulk Fill Posterior Restorative and the predicate 
device, Filtek™ Supreme Ultra Universal Restorative (K083610), was generated using the current 
version of the standard, ISO 4049:2009. 
Difference: ISO 6874:2005 was not used to evaluate the predicate device, Filtek™ Supreme Ultra 
Universal Restorative for the 510(k) submission, K083610, because it does not have a sealant 
indication. The only test in ISO 6874 that is applicable for a light-cure material, like Filtek™ Bulk Fill 
Posterior Restorative, is Depth of Cure. The Depth of Cure test method in ISO 4049:2009 is the 
same as in ISO 6874, except the measured value is divided by 2 in ISO 4049 and not divided by 2 
in ISO 6874. As a result, a material that passes the ISO 4049 Depth of Cure requirement easily 
passes the ISO 6874 Depth of Cure requirement. This submission includes data showing both 
Filtek™ Bulk Fill Posterior Restorative and predicate device, Filtek™ Supreme Ultra Universal 
Restorative (K083610) readily pass the ISO 6874 Depth of Cure requirement. Therefore, this 
difference is not significant and does not affect the safety or efficacy of the device. See ISO 4049 
and ISO 6874 Depth of Cure specifications and test results in section 12.2.4 Bench Test Data 
Comparison with S/E Devices. Therefore, this difference is not significant and does not affect the 
safety or efficacy of the device. 

 

Records Processed under FOIA Request 2016-1654. Released by CDRH on 3-3-2017 

 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Accredited Person    
SE Documentation  Regulatory Technology Services LLC   

Regulatory Technology Services LLC  RPP-F-0014 
1394 25th Street NW  Revision 3, Effective August 1, 2011 
Buffalo, MN 53313  Page 19 of 35 

 
Instructions for Use (IFU) Comparison with S/E Devices 
 

The following table compares the Instructions for Use for the new device to the predicate devices.   
 

Filtek™ Bulk Fill Posterior 
Restorative 

Filtek™ Supreme Ultra Universal 
Restorative 

K083610 

SonicFill, Sonic-Activated 
Bulk Fill Composite 

K091023 

Tetric EvoCeram Bulk Fill 
K111958 

 
Cautions/Precautions in the respective IFU  
Caution: U.S. Federal Law restricts 
the device to sale or use on the 
order of a dental professional. 

Caution: U.S. Federal Law restricts 
this device to sale or use on the 
order of a dental professional. 

(No corresponding Caution 
in IFU) 

“Rx ONLY” 
 

“Keep material out of children’s 
reach. For use in dentistry only.” 

“Precautionary Information for 
Patients 
This product contains substances 
that may cause an allergic reaction 
by skin contact in certain 
individuals. Avoid use of this 
product in patients with known 
acrylate allergies. If prolonged 
contact with oral soft tissue occurs, 
flush with large amounts of water. If 
allergic reaction occurs, seek 
medical attention as needed, 
remove the product if necessary 
and discontinue future use of the 
product. 
 
Precautionary Information for 
Dental Personnel 
This product contains substances 
that may cause an allergic reaction 
by skin contact in certain 
individuals. To reduce the risk of 
allergic response, minimize 
exposure to these materials. In 
particular, avoid exposure to 
uncured product. If skin contact 

“Precautionary Information for 
Patients 
This product contains substances 
that may cause an allergic reaction 
by skin contact in certain 
individuals. Avoid use of this 
product in patients with known 
acrylate allergies. If prolonged 
contact with oral soft tissue occurs, 
flush with large amounts of water. If 
allergic reaction occurs, seek 
medical attention as needed, 
remove the product if necessary 
and discontinue future use of the 
product. 
 
Precautionary Information for 
Dental Personnel 
This product contains substances 
that may cause an allergic reaction 
by skin contact in certain 
individuals. To reduce the risk of 
allergic response, minimize 
exposure to these materials. In 
particular, avoid exposure to 
uncured product. If skin contact 

“CAUTION: Uncured 
methacrylate resin may 
cause contact dermatitis 
and damage the pulp. Avoid 
contact with skin, eyes and 
soft tissue. Wash thoroughly 
with water after contact.” 

“Side effects 
In individual cases, components 
of Tetric EvoCeram Bulk Fill 
may lead to sensitization. Tetric 
EvoCeram Bulk Fill should not 
be used in such cases. To 
avoid possible irritation of the 
pulp, areas close to the pulp 
should be protected 
with a suitable pulp/dentin 
protector (selectively apply a 
calcium hydroxide-based 
preparation in areas close to the 
pulp and cover with suitable 
cavity liner).” 
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Filtek™ Bulk Fill Posterior 
Restorative 

Filtek™ Supreme Ultra Universal 
Restorative 

K083610 

SonicFill, Sonic-Activated 
Bulk Fill Composite 

K091023 

Tetric EvoCeram Bulk Fill 
K111958 

 
occurs, wash skin with soap and 
water. Use of protective gloves and 
a no-touch technique is 
recommended. Acrylates may 
penetrate commonly used gloves. If 
product contacts glove, remove and 
discard glove, wash hands 
immediately with soap and water 
and then re-glove. If allergic 
reaction occurs, seek medical 
attention as needed.  
3M ESPE MSDS information can 
be obtained from 
www.3MESPE.com or contact your 
local subsidiary.” 
 
“Pulp protection: If a pulp exposure 
has occurred and the situation 
warrants a direct pulp capping 
procedure, use a minimum amount 
of calcium hydroxide on the 
exposure followed by an application 
of 3M™ ESPE™ Vitrebond™ or 
Vitrebond™ Plus Light Cure Glass 
Ionomer. Vitrebond or Vitrebond 
Plus liner/bases may also be used 
to line areas of deep cavity 
excavation.” 

occurs, wash skin with soap and 
water. Use of protective gloves and 
a no-touch technique is 
recommended. Acrylates may 
penetrate commonly used gloves. If 
product contacts 
glove, remove and discard glove, 
wash hands immediately with soap 
and water and then re-glove. If 
allergic reaction occurs, seek 
medical attention as needed. 
3M ESPE MSDSs can be obtained 
from www.3MESPE.com or contact 
your local subsidiary.” 
 
“Pulp Protection: If a pulp exposure 
has occurred and if the situation 
warrants a direct pulp capping 
procedure, use a minimum amount 
of calcium hydroxide on the 
exposure followed by an application 
of Vitrebond™ or Vitrebond™ Plus 
Light Cure Glass Ionomer 
Liner/Base, manufactured by 3M 
ESPE. Vitrebond liner/bases may 
also be used to line areas of deep 
cavity excavation. See the 
Vitrebond liner/base instructions for 
details.” 
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Filtek™ Bulk Fill Posterior 
Restorative 

Filtek™ Supreme Ultra Universal 
Restorative 

K083610 

SonicFill, Sonic-Activated 
Bulk Fill Composite 

K091023 

Tetric EvoCeram Bulk Fill 
K111958 

 
Cautions/Precautions – similarities/differences between Filtek Bulk Fill Posterior and Predicate Device IFU 
 No significant difference between 

this predicate and Filtek Bulk Fill 
Posterior Restorative. 

IFU does not include 
prescription use statement 
or “Rx only” symbol. 
 
Information related to 
acrylates and plup 
protection is provided, but 
more abbreviated than 3M 
ESPE’s IFUs for Filtek Bulk 
Fill Posterior Restorative 
and Filtek Supreme Ultra 
Universal Restorative. 

IFU includes “Rx only” symbol.  
 
Information related to acrylates 
and pulp protection included in 
IFU under “Side effects.”   

Isolation & Adhesive System recommendations in the respective IFU 
“3. Isolation: A rubber dam is the 
preferred method of isolation. 
Cotton rolls and an evacuator can 
also be used.” 
 
Under “General Information:” 
“Filtek™ Bulk Fill Posterior 
Restorative is applied to the tooth 
following use of a methacrylate-
based dental adhesive, such as 
manufactured by 3M ESPE, which 
permanently bonds the restoration 
to the tooth structure.” 
 
Under “5. Placement of Matrix:” 
“Note: The matrix may be placed 
following the enamel etching and 
adhesive application steps if 
preferred.” 
 
“7. Adhesive System: To bond 

“3. Isolation: A rubber dam is the 
preferred method of isolation. 
Cotton rolls plus an evacuator can 
also be used.” 
 
Under “General Information:” 
“A dental adhesive, such as 
manufactured by 3M ESPE, is used 
to permanently bond the restoration 
to the tooth structure.” 
 
Under “3.2 Posterior 
restorations:” 
“Note: The matrix may be placed 
following the enamel etching and 
adhesive application steps if 
preferred.” 
 
“4. Adhesive System: Follow the 
manufacturer’s instructions 
regarding etching, priming, 

“PRIOR TO PLACEMENT -
- 
RECOMMENDATIONS ON 
PROPER BONDING 
• Isolation throughout 
adhesive steps and 
composite placement is 
important. Rubber dam is 
ideal. 
• Please closely follow 
bonding agent directions for 
use. 
• Please take care to ensure 
that your air line is free of oil 
and other contaminants.” 

“2. Isolation 
Appropriate isolation, best with 
a rubber dam (e.g. OptraDam® 
Plus), is required.” 
 
“Cavity preparation 
Cavity preparation is carried out 
according to the requirements of 
the adhesive technique, i.e. 
protecting the tooth structure.” 
 
“Conditioning / Application of 
the bonding agent 
Condition and apply the bonding 
agent according to the 
Instructions for Use of the 
product in use. We recommend 
using Syntac® (with phosphoric 
acid etching) or ExciTE® F (with 
phosphoric acid etching) or the 
self-etching adhesive 
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Filtek™ Bulk Fill Posterior 
Restorative 

Filtek™ Supreme Ultra Universal 
Restorative 

K083610 

SonicFill, Sonic-Activated 
Bulk Fill Composite 

K091023 

Tetric EvoCeram Bulk Fill 
K111958 

 
Filtek™ Bulk Fill Posterior 
Restorative to tooth structure, use 
of a 3M™ ESPE™ dental adhesive 
system (for example 3M™ ESPE™ 
Scotchbond™ Universal) is 
recommended. Refer to adhesive 
system product instructions for full 
instructions and precautions for the 
products. After curing the adhesive, 
continue to maintain isolation from 
blood, saliva and other fluids and 
proceed immediately to placement 
of Filtek™ Bulk Fill Posterior 
Restorative. 
 
Note: Follow the adhesive system 
instructions for use for 
recommended silane treatment 
during repair of ceramic 
restorations, followed by the 
adhesive application.” 

adhesive application, and curing, 
for example 3M ESPE adhesives.” 

AdheSE®.” 

Isolation & Adhesive System recommendations – similarities/differences between Filtek Bulk Fill Posterior and Predicate Device 
IFU 
 IFU addresses isolation and 

adhesive system in a similar 
manner.  The Filtek Bulk Fill 
Posterior Restorative IFU provides 
additional details about 
compatibility with dental adhesives 
and placement of restorative after 
curing the adhesive. 

IFU addresses isolation and 
adhesive system in a more 
abbreviated manner. 

IFU addresses isolation and 
adhesive system. 
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Conclusion 
Any differences between the new device and the predicate devices have been adequately 
supported with information and data in the submission.  The comparison tables above 
illustrate the new device has the same indications for use as the predicate devices combined, 
similar formulation/composition as K083610, similar physical properties, similar bench test 
data/performance characteristics, similar technology, and similar Instructions for Use 
information as the predicate devices.  These differences do not raise new questions of safety 
or effectiveness as compared to the predicate devices.  The new device has been evaluated 
through the performance testing summarized above which demonstrates the new device 
performance is equivalent to the predicate devices.  
 

VI. Labeling 
 

The proposed labeling for the Filtek Bulk Fill Posterior Restorative is provided in the original 
submission and includes the Instructions for Use (pages 122-127), Technical Product Profile 
(pages 128-130), and labels for the Capsule Pouch, Syringe Pouch, Capsule Bottle, and 
Syringe (pages 131-133).  
 
The Filtek™ Bulk Fill Posterior Restorative Instructions for Use addresses: 
• light intensity (mW/cm2) for curing 
• wavelength (nm) for curing 
• depth of cure (mm) 
• curing time (sec) (for photoinitiated resins) 
 
The Filtek™ Bulk Fill Posterior Restorative Technical Product Profile addresses: 
• compressive strength (MPa) 
• flexural strength (MPa) 
• other properties relevant to the device 
 
The following are not applicable for a light-cure composite, like Filtek™ Bulk Fill Posterior 
Restorative (these properties are relevant for self-cure composites):  
• working time (sec) 
• setting time (min) 
 
3M ESPE Dental Products has developed a Technical Product Profile for Filtek™ Bulk Fill 
Posterior Restorative that addresses compressive strength, flexural strength and other 
relevant properties.  3M ESPE Dental Products provides Technical Product Profiles for 
marketed products to practitioners free of charge upon request.  Such requests can be made 
using the 3M ESPE Customer Care phone number provided in the Instructions for Use.  
Technical Product Profiles for marketed products are also available at the 3M ESPE Dental 
Products web site.  This same approach was used with predicate device Filtek™ Supreme 
Ultra Universal Restorative, K083610, also from 3M ESPE Dental Products.  
 
Labeling for the currently marketed predicate device Filtek Supreme Ultra Universal 
Restorative (K083610) is included in Section 22.1 of the original submission (labels, 
instructions for use, and the Restorative Dispenser (5707SD) instructions for use).  
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Labeling for the currently marketed predicate device SonicFill, Sonic-Activated Bulk Fill 
Composite (K091023) is included in Section 22.2 of the original submission (labels, 
instructions for use).  
 
Labeling for the currently marketed predicate device Tetric EvoCeram Bulk Fill (K111958) is 
included in Section 22.3 of the original submission (labels, instructions for use).  
 
The proposed labels were reviewed and compared to the predicate device labels provided for 
the Filtek Supreme Ultra Universal Restorative (K083610).  The proposed labels include the 
FDA prescription caution statement (or Rx Only statement), ISO 4049 and ISO 6874 standard 
information, trade name, common name, shade identification, quantity (4g/20 on capsule 
pouch or 4g/1 on syringe pouch), do not reuse on the capsule bottle label, REF/Cat #, Lot #, 
Use By date, storage temperature range of 2°C/35°F to 27°C/80°F, caution see instructions for 
use, made in U.S.A., manufacturer name and address.  The proposed labels were found to 
include all the required information.  
 
The proposed Instructions for Use were reviewed and compared to the predicate Instructions 
for Use provided for the Filtek Supreme Ultra Universal Restorative (K083610).  The proposed 
Instructions for Use were found to include all the required information.  The proposed 
Instructions for Use includes the exact same Indications for Use statement as is listed on the 
Indications for Use form in Section 4, detailed instructions for Preparation, Direct Restorations, 
Indirect Procedure for Inlays, Onlays, or Veneers, storage instructions, disposal, warranty 
information, the Manufacturer’s name, address, and the issue/revision date.  The proposed 
Instructions for Use are very similar to the current Instructions for Use of the Filtek Supreme 
Ultra Universal Restorative (K083610) predicate device.  
 
No other claims are made in the labeling which would raise questions of safety and 
effectiveness.  The proposed labeling for the new device is equivalent to the labeling for the 
predicate device.  
 

VII. Sterilization/Shelf Life/Reuse  
 

Sterilization/Reuse  
 

The sterilization information is included on page 135 of the original submission.  The Filtek 
Bulk Fill Posterior Restorative is a non-sterile device.  Sterilization is not applicable.  Filtek 
Bulk Fill Posterior Restorative is not labeled nor otherwise represented as sterile, nor is it 
intended to be sterilized by the user.  It is not intended to be reused.   
 
Product Packaging   
 

Filtek Bulk Fill Posterior Restorative is packaged in traditional syringes, for dispensing 
restorative on a pad outside the mouth, and single-dose capsules for dispensing restorative 
intraorally.  The capsules are dispensed using the 3M ESPE Restorative Dispenser. 
 
Shelf Life and Storage  
 

The shelf life at room temperature is 36 months for the Filtek Bulk Fill Posterior Restorative 
device.  Ambient temperatures routinely higher than 27°C/80°F may reduce shelf life.  The 
Filtek Bulk Fill Posterior Restorative device is labeled with a storage temperature range of 
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2°C/35°F to 27°C/80°F.  Refer to pages 136-137 for the Shelf Life Report (stability certificate).  

  All results passed which supports the proposed 36 months shelf life at room 
temperature.   
 
The sponsor provided the following explanation in the email dated April 23, 2013 regarding the 
two tests selected for shelf life testing ) being different 
from the one test  that was previously selected for shelf life testing and 
accepted by FDA for the predicate Filtek™ Supreme Ultra Universal Restorative K083610.  
 

 
The explanation for the selected shelf life tests was reviewed and found acceptable.  In 
addition the stability certificate for  testing showed passing results supporting 
the 36 month shelf life.  
 
The submission includes all required information regarding sterilization, shelf life, and reuse.  

 
VIII. Biocompatibility  

 
The material functions, ingredients, CAS Numbers, and weight percentage ratios are shown in 
the following table.   
 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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Composition for Filtek™ Bulk Fill Posterior Restorative 
 

Function Ingredient CAS Number  Table* Quantity 
(w/w%)** 

Total     100 
 

* Descriptions of each ingredient (e.g., Chemical Name, Function, Chemical Structure, 
Molecular Weight and Molecular Formula) are provided in Tables A through V on pages 81 
through 93 of the original submission.  
 
**

3M ESPE Filtek Bulk Fill Posterior Restorative is categorized as an external communicating 
device that is intended to be in contact with tissue/bone/dentin for greater than 30 days (ISO 
10933, ISO 7405, and G95-1).  As such the minimum recommended testing by inclusion or 

(b) (4)

(b) (4)

(b) (4)
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rationale per FDA G95-1 would be cytotoxicity, sensitization, irritation/intracutaneous 
reactivity, acute systemic toxicity, sub-chronic toxicity, genotoxicity, and implantation.   
 
A Diplomate of the American Board of Toxicology has assessed the safety of this product.  
Standard risk assessment techniques and consideration of internationally recognized 
guidelines were used in this evaluation. 
 
3M ESPE Filtek Bulk Fill Posterior Restorative is safe for its intended use based on the 
following considerations: 
1) Favorable test results for the product in GLP- and guideline compliant biocompatibility 

tests; 
2) A review of the extraction data for the product; and 
3) A review of the hazards of the product ingredients and primary packaging ingredients in 

relation to the amount used in the product. 
 
The biocompatibility assessment for this product was conducted in accordance with the 
following standards: 
1) Testing guidelines outlined in the FDA General Program Memorandum G95-1. 
2) ISO 10993-1:2009(E) Biological evaluation of medical devices – Part 1: Evaluation and 

testing within a risk management process; in addition, relevant detailed guidance in ISO 
Standards 10993-3:2003 (Tests for genotoxicity, carcinogenicity and reproductive 
toxicity), 10993-5:2009 (Tests for in vitro cytotoxicity), 10993-10:2010 (Tests for irritation 
and skin sensitization); and 10993-11:2006 (Tests for systemic toxicity) was considered; 

3) ISO 7405:2008 Dentistry-- Evaluation of Biocompatibility of Medical Devices in Dentistry; 
4) Japan: PFSB/ELD/OMDE Notification No.0301-1; March 1, 2012 (as translated by 3M 

Health Care Japan, August 6, 2012) 
5) 3M ESPE Standard Operating Procedure 04-200. 
 
3M ESPE Filtek Bulk Fill Posterior Restorative was assessed as an external communicating 
device that is intended to be in contact with tissue/bone/dentin for greater than 30 days (ISO 
10933 and ISO 7405, G95-1) and a coupling instrument between the inside and outside of the 
body (PFSB).  The passing results from biocompatibility testing are presented in the following 
table.   
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(b) (4)
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(b) (4)
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(b) (4)
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The biocompatibility testing that was submitted was reviewed and found acceptable.  No 
additional biocompatibility testing is required for the new device.  The new device meets the 
requirements for biocompatibility for its intended use and type/duration of contact in 
accordance with ISO 10993-1 and FDA Blue Book Memorandum #G95-1.  No new questions 
related to safety are raised.  
 

IX. Software 
 

This device does not employ software.  
 

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety 
 

This device is not electrically powered.   
 

XI. Performance Testing – Bench 
 
The Bench Test Data/Performance Testing Comparison summary and table for the new 
device and predicate devices can be found beginning on page 13 of this Reviewer 
Memorandum.  Voluntary standards utilized include ISO 4049:2009 Dentistry - Polymer-based 
Restorative Materials and ISO 6874:2005 Dentistry - Polymer-Based Pit and Fissure Sealants.  
3M ESPE Dental Products has tested Filtek™ Bulk Fill Posterior Restorative and found that it 
meets the relevant requirements of these two standards.  A subset of this data, useful for 
comparison with predicate devices, has been included in that table.  
 
Note that Flexural Modulus is not a requirement of ISO 4049, however, Flexural Modulus can 
be derived from the ISO 4049 method for Flexural Strength.  Summaries of 3M ESPE internal 
test methods (i.e., those other than ISO 4049 and ISO 6874) are located in Section 18.2 of the 
original submission.  These test methods are very similar to those used for the clearance of 
the Filtek™ Supreme Ultra Universal Restorative (K083610).  Differences in these test 
methods as explained by the sponsor in the email dated April 23, 2014 are described below.  
 
Test Method  Purpose  Filtek™ Bulk Fill Posterior 

Restorative (new device), 
Section 18 Test Method 
Summaries  

Filtek™ Supreme Ultra Universal 
Restorative K083610,  
Section 18 Test Method 
Summaries  

Comparison 

Surface Hardness* 

Compressive 
Strength*  

Diametral Tensile 
Strength  

Shrinkage  

Wear  

Cusp Deflection  

Polish Retention  

Fluorescence  
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are raised.  
 

XII. Performance Testing – Animal 
 

This submission does not include animal testing or data.   
 

XIII. Performance Testing – Clinical 
 

This submission does not include human clinical testing or data.  
 

XIV. Substantial Equivalence Discussion 
    Yes   No 
1. Same Indication Statement? X  If YES = Go To 3 

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

  If YES = Stop NSE 

3. Same Technological Characteristics? X  If YES = Go To 5 

4. Could The New Characteristics Affect Safety Or 
Effectiveness? 

  If YES = Go To 6 

5. Descriptive Characteristics Precise Enough?  X If NO = Go To 8 

If YES = Stop SE 

6. New Types Of Safety Or Effectiveness 
Questions? 

  If YES = Stop NSE 

7. Accepted Scientific Methods Exist?   If NO = Stop NSE 

8. Performance Data Available? X  If NO = Request Data 

9. Data Demonstrate Equivalence? X  Final Decision:  SE 

Note:  Document the decision path by marking the arrows followed on the FDA flowchart.  
 
Please complete the following table and answer the corresponding questions.  "Yes" responses 
to questions 2, 4, 6, and 9, and every "no" response requires an explanation. 

 

1. Explain how the new indication differs from the predicate device's indication: 
 
2. Explain why there is or is not a new effect or safety or effectiveness issue: 

 
3. Describe the new technological characteristics: 
 
4. Explain how new characteristics could or could not affect safety or effectiveness: 
 
5. Explain how descriptive characteristics are not precise enough: 

 
The submission includes the descriptive characteristics but performance testing 
is needed to verify the new device is substantially equivalent to the predicate 
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devices.  The performance testing will provide evidence that the new device and 
the predicate devices employ similar technological characteristics.  
 

6. Explain new types of safety or effectiveness question(s) raised or why the question(s) are 
not new: 

 
7. Explain why existing scientific methods cannot be used: 
 
8. Explain what performance data is needed: 
 
9. Explain how the performance data demonstrates that the device is or is not substantially 

equivalent:            
 
As the reviewer of this submission I have reviewed the instructions for use, the 
labeling, and the sponsor’s description of the device and compared this 
information against the information relating to the predicate devices that was 
provided by the sponsor.  The specifications for the predicate devices and the new 
device have been compared and they are very similar.  The predicate devices 
comparison tables outline the similarities and differences between the new device 
and predicate devices.  The submission includes biocompatibility testing which 
demonstrates the new device is biocompatible.  Results of the new device 
performance testing demonstrated acceptable performance.  In addition, these 
performance tests were compared side by side with results from the predicate 
devices.  The comparison testing demonstrated that the new device has similar 
performance characteristics as the predicate devices.  Based on these satisfactory 
test results the new device is substantially equivalent to the predicate devices.  
There are no new questions of safety and effectiveness raised during this review.   
 
Based upon the above summary, a substantially equivalent decision is 
recommended.  

 
XV. Deficiencies 

 

During the review of the original submission dated April 15, 2014 one request for clarification 
was emailed to the sponsor on April 22, 2014.  The email response dated April 23, 2014 was 
provided by the sponsor to respond to the clarification questions.  All clarification questions 
have been adequately addressed.   
 

XVI. Contact History 
 

All correspondence is included in the submission.  
 

XVII. Recommendation 
 

Regulation Number: 21 CFR 872.3690 
Regulation Name: Tooth Shade Resin Material 
Regulatory Class: Class II  
Product Code: EBF  
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