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1 Medical Device User Fee Cover Sheet 
Payment Identification Number:  

The Medical Device User Fee Cover Sheet (Form FDA 3601) begins on the next page. 

  

(b)(4) 

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



CONFIDENTIAL 
Straumann® Variobase® for CEREC® Traditional 510(k) 
Section 2:  Refuse to Accept Checklist for Traditional 510(k) 

 

Straumann USA, LLC May 15, 2015 2-1 

2 Refuse to Accept Checklist for Traditional 510(k) 
The completed Refuse to Accept Checklist for Traditional 510(k) begins on the next 
page.  The applicant understands that the FDA reviewer will conduct an administrative 
review of this 510(k) within 15 days of the submission log-in date.  The completed 
Refuse to Accept Checklist is provided to assist the reviewer in finding the required 
510(k) elements. 
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3 CDRH Premarket Review Submission Cover Sheet 
The CDRH Premarket Review Submission Cover Sheet begins on the next page. 
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4 510(k) Cover Letter 
The 510(k) Cover Letter begins on the next page. 
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Device Information:  
Classification Name: Abutment, Implant, Dental, Endosseous 
Device Product Code: NHA 
Product Classification: Class II 
Panel: Dental 
Regulation Number: §872.3630 
 
Predicate Device: K142890 Straumann® Variobase® Abutments 
 
Design and Use of the Device: 

Question YES NO 

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

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

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

 X 

Is the device provided sterile?  X 

Is the device intended for single use? X  

Is the device a reprocessed single use device?  X 

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

Does the device contain a drug?  X 

Does the device contain a biologic?  X 

Does the device use software? X  

Does the submission include clinical information?  X 

Is the device implanted? X  

The Straumann Variobase for CEREC are titanium alloy abutments placed onto 
Straumann dental implants to provide support for customized prosthetic restorations.  
Straumann Variobase for CEREC abutments are indicated for screw-retained single 
tooth or cement-retained single tooth and bridge restorations.   

All digitally designed copings and/or crowns for use with the Straumann Variobase for 
CEREC abutments are to be designed using Version 3.6 or higher of the Sirona inLab 
software and a Sirona MC X or MC XL milling unit. 

The intended use and fundamental operating principles of the proposed abutments are 
substantially equivalent to previously cleared Straumann Variobase abutments as 
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detailed in this premarket submission. The term “substantially equivalent” as used herein 
is intended to be a determination of substantial equivalence from an FDA-regulatory 
point of view under the Federal Food, Drug and Cosmetic Act and relates to the fact that 
the product can be marketed without premarket approval or reclassification.  These 
products may be considered distinct from a patent point of view.  The term “substantially 
equivalent” is not applicable to, and does not diminish, any patent claim related to this 
product or the technology used to manufacture the product.  

There have been no prior submissions to or discussions with FDA regarding the device 
described in this 510(k). 

Information in this premarket notification is considered proprietary or trade secret or 
confidential commercial information.  The company requests that all such information not 
be disclosed pursuant to 18 U.S.C. §1905, 5 U.S.C. §552, 21 U.S.C. §331(j), and all 
other applicable laws and regulations. 

We trust that the foregoing information will be sufficient to permit FDA to make a finding 
of substantial equivalence for the proposed Straumann Variobase for CEREC abutments 
to the currently marketed devices as presented in this premarket notification. 

Please address any questions regarding this 510(k) Premarket Notification to the 
Primary Applicant Correspondent, Sheila Hemeon-Heyer, 

.   

Sincerely, 

 
Adam Daly 
Vice President Regulatory Affairs 
Straumann USA LLC 
 
Enclosures 
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5 Indications for Use Statement 
The Indications for Use Statement (FDA Form 3881) begins on the next page. 
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6 510(k) Summary 

6.1 Submitter’s Contact Information 

Submitter Name: Straumann USA, LLC (on behalf of Institut Straumann AG) 
Address:  60 Minuteman Road 

Andover, MA 01810 
Phone Number: 1-978-747-2575 
Fax Number:  1-978-747-0023 
Contact Person: Christopher Klacyzk 
Date of Submission: May 15, 2015 

6.2 Name of the Device 

Trade Name: Straumann® Variobase® for CEREC®, Abutment Models RN, WN, 
RC, NC 

Common Name: Dental Implant Abutment 
Classification Name: Abutment, Implant, Dental, Endosseous 
Regulation & Class: 21 CFR §872.3630, Class II 
Product Code:  NHA 

6.3 Predicate Device 

K142890, Straumann® Variobase® Abutments, Models NNC, RN, WN, RC, NC 

6.4 Device Description 

The Straumann® Variobase® for CEREC® abutments provide the interface for copings or 
crowns designed and milled using the Sirona CEREC system with four of the Straumann 
dental implant platforms: RN (Regular Neck), WN (Wide Neck), RC (Regular CrossFit®), 
and NC (Narrow CrossFit®).  The Straumann® Variobase® for CEREC® abutments are 
pre-manufactured (stock) abutments, sometimes referred to as “Ti-bases,” made from a 
titanium-aluminum-niobium (TAN) alloy.  The coronal portion is designed to interface 
with the pre-machined mounting hole in the milling blanks compatible with the Sirona 
CEREC MC X and MC XL prosthetic milling systems, and the base portion is available in 
four models to fit the four Straumann® dental implant platforms listed above. The new 
components introduced in this 510(k) are shown below.   
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blanks used to create copings and crowns with the Sirona CEREC® CAD/CAM system.  
The new design assures dimensional matching of the CEREC® restorations with the 
Straumann Variobase for CEREC ®abutments and provides an interlocking feature to 
augment the cemented adhesion of the restoration onto the abutment. The following 
performance testing was submitted in this 510(k) to support substantial equivalence: 

 Dimensional verification using CEREC® e.max blocks, which confirmed the 
appropriate fit of the milled coping on the abutment 

 Worst case dynamic fatigue testing demonstrating compliance with the 
minimum required fatigue properties of the Straumann® Variobase® for CEREC® 
abutments with cemented e.max CADDAM coping 

 Process validation of the Straumann® Variobase® for CEREC® within the Sirona 
CEREC® InLab workflow 

 MRI safety testing demonstrating that the Straumann® dental implants are MR 
conditional 

There have been no changes to the materials, packaging, or recommended sterilization 
method/parameters for these devices as compared to the predicate devices. 

6.7 Conclusion 

The documentation submitted in this premarket notification demonstrates that the 
Straumann® Variobase® for CEREC® abutments are substantially equivalent to the 
predicate Straumann® Variobase® Abutments and do not pose new issues of safety and 
effectiveness when used as labeled. 
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7 Truthful and Accuracy Statement 
 

As Required by 21 CFR 807.87(k) 

 

I certify that, in my capacity as Vice President of Regulatory Affairs at Straumann USA, 
LLC, 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. 
 

 
      

(Signature) 

 

Adam Daly   

(Typed Name) 

 

May 14, 2015     

(Date) 

 

      

(Premarket Notification Number) 
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8 Class III Summary and Certification 
This section is not applicable as the subject devices have been determined to be Class II 
per 21 CFR 872.3630.  
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9 Financial Certification or Disclosure Statement 
This section is not applicable as there is no clinical data being submitted to support this 
premarket notification. 
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APPENDIX 10-1:  Standard Data Report Forms 3654 
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The CEREC system uses milling blanks with a pre-machined mounting hole.  The 

Additional engineering drawings of the devices described in this 510(k) are provided in 
Appendix 11-1. 
 
The Straumann Variobase for CEREC can be used with commercially available milling 
blanks that include the pre-machined mounting hole compatible with the CEREC MC X 
and MC XL systems.  These are currently available in the following three materials: 
 

(b)(4) 

(b)(4) 
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The design and fabrication of the restorations to be bonded to the Straumann Variobase 
for CEREC will be completely within the Sirona CEREC workflow in accordance with the 
Sirona instructions for use.  After fabrication, the ceramic restoration is adhesively 
bonded to the prefabricated Straumann Variobase for CEREC abutment compatible with 
the Straumann Implant (NC, RC, RN or WN).  The dimensions of the Straumann 
Variobase for CEREC abutments are shown in Table 11-2 and Figure 11-3 below. 

Table 11-2.  Dimensions of the Straumann Variobase for CEREC Abutments 
(b)(4) 
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Straumann® Variobase™ Abutments with the RN, WN, NC and RC connections for 
Straumann® dental implants have been previously cleared in the 510(k)s shown below in 
Table 11-3. 

Table 11-3 – Straumann dental implant platforms with corresponding clearances 

Use of Straumann Variobase for CEREC Abutments in the Sirona Workflow 

Detailed instruction for use of the Straumann Variobase for CEREC Abutments in the 
Sirona workflow are provided in the device instructions for use, which can be found in 
Section 13.2 of this 510(k).  These instructions are summarized below.  

The restoration is designed by following the instructions for the Sirona CADCAM system. 
The restoration must be designed and fabricated using Version 3.6 or higher of the inLab 
software and an MC X or MC XL milling unit.  The Straumann Variobase for CEREC is 

(b)(4) 
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Optional for cement-retained restorations: 

Self-adhesive dental cement is applied on the Straumann Variobase prosthetic 
components. Only suitable self-adhesive cementation systems for the material shall be 
used. The prosthetic restoration is bonded to the Straumann Variobase prosthetic 
components following both the prosthetic material and bonding material manufacturer. 
Excess cement should be immediately removed from the Straumann Variobase 
prosthetic components and the lower margin of the prosthetic restoration is polished 
after the cement has set. 
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APPENDIX 11-1:  Engineering Drawings 
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12 Substantial Equivalence Discussion 
Within the meaning of the Medical Device Amendments Act of 1976, the proposed 
Straumann Variobase for CEREC Abutments in this 510(k) premarket notification are 
substantially equivalent to the Straumann Variobase Abutments previously cleared for 
marketing under K142890, which had previously been found substantially equivalent to 
Straumann Variobase Abutments cleared under K132219 and K120822.  For the sake of 
brevity, this 510(k) will only include a substantial equivalence discussion to the most 
recently cleared predicate deices under K142890. 

Please see Appendix 12-1 for the 510(k) Summary for the Straumann Variobase 
Abutments cleared under K142890.   
 
The following discussion addresses the questions in the FDA 510(k) Substantial 
Equivalence Decision Making Process, including a discussion of the similarities and 
differences between the proposed and predicate Straumann Variobase Abutments.  
Please also see Table 12-1 for comparison of technical characteristics between the 
proposed and predicate devices. 
 
Does the new device have the same intended use(s) as the predicate device(s)? 
 
Yes, except for minor wording differences, the new and predicate devices have the 
same intended use to be placed into Straumann dental implants and to provide support 
for prosthetic reconstructions.   
 
Does the new device have the same indications for use as the predicate 
device(s)? 
 
Yes, the new and predicate devices are all pre-manufactured (stock) Ti-base abutments 
indicated for screw-retained single tooth or cement-retained single tooth and bridge 
restorations and intended for use with Straumann dental implants.  The only difference in 
the indications for use is that the proposed Variobase for CEREC abutments are 
specifically indicated for use with restorations fabricated using the Sirona CEREC MC X 
and MC XL milling systems.  
 
Do the differences alter the intended therapeutic/diagnostic/etc. effect? 
 
No.  The different systems used to produce the prosthetic restoration (which are not part 
of this 510(k)) do not alter the intended use of the proposed devices, which is to act as 
the interface between the prosthetic restoration and the endosseous implant.   
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Does the new device have the same technological characteristics, e.g., design, 
materials, etc.? 
 
The technological characteristics of the Variobase for CEREC abutments are very 
similar to the predicate Variobase abutments, including the same material (TAN) and 
same base design to interface with Straumann dental implants RN, WN, NC and RC.  
Note that base NNC (Narrow Neck CrossFit®) is not offered for Variobase for CEREC 
because the Sirona system does not support the NNC configuration. 

 
Could the new characteristics affect safety or effectiveness? 
 
Yes, the new design of the coronal aspect of the Variobase for CEREC abutments could 
affect safety and effectiveness. However, testing provided in Section 18 of this 510(k) 
confirms that prosthetic restorations designed and fabricated using the Sirona CEREC 
systems are compatible with the Straumann Variobase for CEREC abutments as 
demonstrated by , dimensional, and dynamic fatigue validations. 
 
Do the new characteristics raise new types of safety or effectiveness questions? 
 
No, the types of safety and effectiveness questions for the proposed and predicate 
devices are the same.  These include questions concerning the following: 
 

 Biocompatibility of the materials (same materials) 
 Appropriate design for interfacing with the restoration 

 
testing 

 Appropriate design for interfacing with the endosseous implant (same base 
designs for RN, WN, NC, and RC) 

 Sterilization validation (same method and parameters) 
 

(b)(4) 

(b)(4) 

(b)(4) 
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Are the descriptive characteristics precise enough to ensure equivalence or are 
performance data available to assess equivalence? 
 
Yes, information and test data to address all of the above questions are provided in this 
510(k). 
 
Do the results of the performance testing demonstrate equivalence? 
 
Yes, the results of the performance testing demonstrate that the Straumann Variobase 
for CEREC abutments are substantially equivalent to the Straumann Variobase 
Abutments cleared under prior 510(k)s, the most recent being K042890. 
 
Table 12-1 below provides a comparison matrix of the proposed and predicate devices. 

 
.
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APPENDIX 12-1:  510(k) Summary for Predicate Device, K142890 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

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

Straumann USA, LLC
Jennifer M. Jackson M.S.
Senior Regulatory Affairs Project Manager
60 Minuteman Road
Andover, MA 01810

Re: K142890
Trade/Device Name: Straumann Variobase Abutment NNC, Straumann Variobase 

Abutment RN, Straumann Variobase Abutment WN, Straumann 
Variobase Abutment NC, Straumann Variobase Abutment RC, IPS 
e.max CAD MO Coping, IPS e.max CAD LT Crown, IPS e.max 
CAD HT Crown, coron CoCr Single Unit

Regulation Number:  21 CFR 872.3630
Regulation Name: Endosseous Dental Implant Abutment
Regulatory Class:  Class II
Product Code:  NHA
Dated:  December 22, 2014
Received:  December 23, 2014

Dear Ms. Jackson,

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

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), 
it may be subject to additional controls. Existing major regulations affecting your device can be 
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register.

January 9,2015
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FORM FDA 3881 (1/14) Page 1 of 1 PSC Publishing Services (301) 443 6740       EF

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use
510(k) Number (if known)

Device Name

Form Approved: OMB No. 0910-0120
Expiration Date: January 31, 2017
See PRA Statement below.

K142890

Straumann® Variobase™ Abutment NNC, Straumann® Variobase™ Abutment RN, Straumann® Variobase™ Abutment WN, 
Straumann® Variobase™ Abutment NC, Straumann® Variobase™ Abutment RC, IPS e.max® CAD MO Coping, IPS e.max® CAD 
LT Crown, IPS e.max® CAD HT Crown, coron CoCr Single Unit

Indications for Use (Describe)
The Straumann® Variobase™ Abutment is a titanium base placed onto Straumann dental implants to provide support for 
customized prosthetic restorations.  Straumann® Variobase™ Abutments are indicated for screw-retained single tooth or 
cement-retained single tooth and bridge restorations.  All digitally designed copings and/or crowns for use with the 
Straumann® Variobase™ Abutment system are intended to be sent to Straumann for manufacture at a validated milling 
center.

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

PLEASE DO NOT WRITE BELOW THIS LINE – CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete  
and review the collection of information. Send comments regarding this burden estimate or any other aspect  
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”
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5 510(k) Summary 

5.1 Submitter’s Contact Information 

Straumann USA, LLC (on behalf of Institut Straumann AG) 

60 Minuteman Road 

Andover, MA 01810 

Phone Number: 1-978-747-2509 

Fax Number:  1-978-747-0023 

Contact Person: Jennifer M. Jackson, MS 

Date of Submission: January 8, 2015 

5.2 Name of the Device 

Trade Name: Straumann® Variobase™ Abutment NNC, Straumann® Variobase™ 

Abutment RN, Straumann® Variobase™ Abutment WN, 

Straumann® Variobase™ Abutment NC, Straumann® Variobase™ 

Abutment RC, IPS e.max® CAD MO Coping, IPS e.max® CAD LT 

Crown, IPS e.max® CAD HT Crown, coron CoCr Single Unit 

Common Name: Dental Implant Abutment 

Classification Name: Abutment, Implant, Dental, Endosseous 

Regulation Number: §872.3630 

5.3 Predicate Device(s) 

 K120822, Straumann CARES Variobase Abutment NNC, RN, WN, NC, RC 

(Institut Straumann AG) 

 K120053, IPS e.max® Press – Abutment Solutions (Ivoclar Vivadent AG) 

 K132209, IPS e.max® CAD Abutment Solutions (Ivoclar Vivadent AG) 

 K132219, Straumann Variobase Abutments 
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5.4 Device Description 

The Straumann® Variobase™ Abutments are pre-manufactured (stock) abutments, 

sometimes referred to as “Ti-bases”.  Straumann® Variobase™ Abutments are available 

to fit Straumann® dental implant platforms NNC (Narrow Neck CrossFit®), RN (Regular 

Neck), WN (Wide Neck), NC (Narrow CrossFit®), and RC (Regular CrossFit®).  A dental 

laboratory technician would design the corresponding coping and/or crown (the second 

component of the Variobase two-piece abutment) and/or prosthetic restoration in the 

dental laboratory via their preferred workflow for pressing, casting, or milling using either 

a burnout coping or STL model for open CAD software.  The coping and/or crown would 

be manufactured via traditional laboratory methods for pressing or casting, or via 

validated Straumann milling. 

The purpose of this submission is to add coping and/or crown materials to the 

Straumann® Variobase™ Abutment portfolio for the previously cleared validated 

Straumann milling workflow and to expand the design/manufacturing workflow to include 

in-lab pressing and casting techniques and materials.     

5.5 Intended Use 

The Straumann® Variobase™ Abutment is a titanium base placed onto Straumann dental 

implants to provide support for customized prosthetic restorations.  Straumann® 

Variobase™ Abutments are indicated for screw-retained single tooth or cement-retained 

single tooth and bridge restorations. 

5.6 Indications for Use 

The Straumann® Variobase™ Abutment is a titanium base placed onto Straumann dental 

implants to provide support for customized prosthetic restorations.  Straumann® 

Variobase™ Abutments are indicated for screw-retained single tooth or cement-retained 

single tooth and bridge restorations.  All digitally designed copings and/or crowns for use 

with the Straumann® Variobase™ Abutment system are intended to be sent to 

Straumann for manufacture at a validated milling center. 
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5.7 Technological Characteristics 

Straumann® Variobase™ Abutments are two-piece abutments consisting of a pre-

manufactured (stock) abutment made from a titanium-aluminum-niobium alloy and a 

coping and/or crown which is designed in the dental laboratory by a dental technician 

and manufactured via traditional in-lab methods of pressing or casting, or via validated 

Straumann milling. 

The Ti-base components of the Straumann® Variobase™ Abutments are identical to the 

Ti-base components of the Straumann predicates (K120822 and K132219).  The CAD 

and press materials which may be used to manufacture the coping/crown component of 

the Straumann Variobase Abutments are identical to the identified predicate devices and 

include: 

Casting: Type 4 metals (ISO 22674) 

  Base metal alloy (e.g., cobalt-chromium (CoCr)) 

  Noble metal alloy (e.g., gold alloy) 

Pressing: IPS e.max® Press Ceramic (K120053) 

CAD:  IPS e.max® CAD Ceramic (K132209) 

  coron® 

5.8  Performance Testing 

The material used in the manufacture of Straumann® Variobase™ Abutments is a 

titanium-aluminum-niobium alloy which meets the requirements of ISO 5832-11.  Bench 

testing was performed with each coping/crown material to evaluate the performance of 

the proposed Straumann® Variobase™ Abutments.  Dynamic fatigue tests were 

conducted in according to the FDA guidance document “Guidance for Industry and FDA 

Staff – Class II Special Controls Guidance Document: Root-form Endosseous Dental 

Implants and Endosseous Dental Abutments”. 

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



Traditional 510(k) Submission 

Straumann® Variobase™ Abutments 

510(k) Summary 

Traditional 510(k) Straumann USA, LLC 5-4  

Straumann® Variobase™ Abutments January 8, 2015 

5.9 Conclusion 

The documentation submitted in this premarket notification demonstrates that the 

Straumann® Variobase™ Abutments are substantially equivalent to the predicate devices 

and do not pose new issues of safety and effectiveness when used as labeled. 
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13 Proposed Labeling 

13.1 Package Label 

The package labels for the Straumann Variobase for CEREC follow the same format as 
the package labels for the predicate Straumann Variobase Abutments.  An example of 
the proposed package label is shown below for the RN model.  Package labels for all 
models will be the same except for the model designation (RN, WN, NC or RC).   

(b)(4) Draft Document
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An additional label shown below will be affixed to the outside of the device packaging for 
the subject devices sold in the US to comply with the FDA requirement of English 
translation of symbols in accordance with 21 CFR 801.15(c)(1). 
 

Explanation of Symbols 

 Consult operating instructions 

 
Caution, consult accompanying documents 

 
Do not re-use 
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13.2 Instructions for Use 

The following is a draft of the instructions for use of the Straumann Variobase for 
CEREC. 
_____________________________________________________ 

7011719/A/00 03/15 

Instructions for use: Straumann® Variobase® for CEREC® 

 Institut Straumann AG, Peter-Merian-Weg 12, CH-4002 Basel/Switzerland, 

www.straumann.com 

English 

CAUTION: Federal law restricts this device to sale by or on the order of a dental 
professional. 
 

 Straumann® Variobase® for CEREC® Abutments 

    

NC RC RN WN 

 

1. Product description 

Abutments 

Abutments are placed into dental implants to provide support for prosthetic 
reconstructions such as crowns and bridges. 

Basal screws 

Basal screws are used for the fixation of the abutment to the dental implant. 
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2. Intended use 

Straumann® Variobase® for CEREC® Abutments are intended to be placed into 
Straumann dental implants to provide support for prosthetic reconstructions such as 
crowns.  

3. Indications 

The Straumann® Variobase® for CEREC® are titanium alloy abutments placed onto 
Straumann dental implants to provide support for customized prosthetic restorations.  
Straumann® Variobase® for CEREC® abutments are indicated for screw-retained 
single tooth or cement-retained single tooth and bridge restorations.   

All digitally designed copings and/or crowns for use with the Straumann® Variobase® 
for CEREC® abutments are to be designed using Version 3.6 or higher of the Sirona 
inLab software and a Sirona MC X or MC XL milling unit. 

4. Contraindications 

Contraindicated in cases with known allergies or hypersensitivity to chemical 
ingredients of the following materials: titanium (Ti), titanium alloy (Ti6Al7Nb (titanium-
aluminum-niobium or TAN)). 

5. Side effects, interactions and precautions; complications with Straumann 
implants 

Information related to side effects, interactions and precautions; complications with 
Straumann implants should be provided to the patient. 

6. Warnings 

 Dental cement or any other material used for the attachment of prosthetic 
components should be processed as specified by the manufacturer. An implant is 
only to be restored with the corresponding original abutment compatible with that 
specific implant. 

 The WN Variobase® for CEREC® is not compatible with the Sirona Gallileos 
Software. The use of the WN Variobase® for CEREC® in the guided surgery 
workflow may lead to a restoration which does not fit occlusally. 

7. Caution/Precautions 

 Straumann prosthetic devices must be secured to prevent aspiration during 
intraoral use. 
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 Failure to follow the procedures outlined in these instructions may lead to any or 
all of the following complications: 

o Aspiration or swallowing of components 

o Infection 

o Damage to the implant, abutment, components or tooling 

o Loosening of the abutment or other components 

o Improper final restoration or malfunction of the crown, bridge or other final 
prosthetics 

o Impairment of the patient’s chewing function 

o Failure of the implant 

o Removal of the implant  

 The Straumann® Variobase® for CEREC® is a single-use device. 

 Always place temporary restorations out of occlusion. Use temporary cement for 
the attachment of temporary prosthetic restorations. Dental cement or any other 
material used for the attachment of prosthetic components should be processed 
as specified by the manufacturer.  

 Place implant-borne restorations only in occlusion when the implant is completely 
osseointegrated.  

 Non-clinical testing has demonstrated that metallic components of the 
Straumann® Dental Implant System, including the Straumann® Variobase® for 
CEREC®, are MR Conditional.  A patient with any of the metallic devices in the 
Straumann® System can be safely scanned in an MR system meeting the 
following conditions:  

o Static magnetic field of 3.0 T. 

o Maximum spatial field gradient of 3000 gauss/cm (0.3 T/m). 

o Maximum MR system reported, whole body averaged specific absorption 
rate (SAR) of 2 W/kg (Normal Operating Mode). 

o Under the scan conditions defined above, the worst case Straumann 
device construct exhibited displacement forces of less than 0.1 N (less 
than the force of gravity). 

o Under the scan conditions defined above, the metallic components of the 
Straumann® Dental Implant System are expected to produce a maximum 
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scanning.  

o Under 1.5T scan conditions, the metallic components of the Straumann® 
Dental Implant System are expected to produce a maximum temperature 

 

o In non-clinical testing, the image artifact caused by the device extends 
approximately 26 mm from the metallic components of the Straumann® 
Dental Implant System when imaged with a gradient echo pulse 
sequence in a 3.0T MRI system. 

o In non-clinical testing, the image artifact caused by the device extends 
approximately 13 mm from the metallic components of the Straumann® 
Dental Implant System when imaged with a spin echo pulse sequence in 
a 3.0T MRI system. 

8. Compatibility information 

Straumann implants and the prosthetic components are available in a variety of 
configurations to meet your clinical needs. The label on each product uses 
abbreviations to help you identify whether a particular abutment or coping is 
compatible with the implant that you are restoring. The implant as well as the 
prosthetic component contains an identifier for the connection type, summarized in 
the table below.  

Implant connection type Compatible parts 

NC (Narrow CrossFit®) parts labeled NC 

RC (Regular CrossFit®) parts labeled RC 

RN (Regular Neck) parts labeled RN 

WN (Wide Neck) parts labeled WN 

 
9. Cleaning and disinfection 

Straumann® Variobase® for CEREC® abutments and components are non-sterile 
when delivered. Before placing the restoration in the patient’s mouth, the product 
must be cleaned, disinfected and sterilized. Straumann recommends the following 
procedure for cleaning, disinfection and sterilization of abutments prior to use: 
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Use and compatibility of the Straumann® Variobase® for CEREC®: 

 The Straumann® Variobase® for CEREC® can be used for screw- and cement-
retained restorations. 

 When using a digital workflow the standard procedure according to the system 
provider instructions apply. 

 Select a comparable third party Ti-base from the implant library of the CADCAM 
system to design the restoration. 

 The Straumann® Variobase® for CEREC® requires Version 3.6 or higher of the 
inLab software and use of a MC X or MC XL milling unit. 

 The Straumann® Variobase® for CEREC® is compatible with the accessory 
components used in the Sirona CEREC® or inLab system (e.g., scanbodies, mill 
cutters).   

 The abutment coronal design is compatible with material milling blocks having a 
pre-machined screw hole (e.g., IPS e.max CAD, inCoris ZI meso). 

a.) Fabricate the prosthetic restoration 

Please note: The instructions for use of the material manufacturer shall be followed. 

Please note: The diameter or height of the Straumann® Variobase® for CEREC® 
abutments must not be reduced, e.g. by grinding.  

1) Fix the abutment either intraorally to the implant or extraorally to the implant 
analog on the master cast by tightening the basal screw hand-tight. 

2) Insert the scan-body to the Straumann® Variobase® for CEREC®. 

3) Proceed with an intraoral scan or scan the master cast to create a digital 
working model. 

4) Select a comparable third party Ti-base from the implant library of the 
CADCAM system to design the restoration. 

5) Process and finalize the prosthetic restoration according to the material 
manufacturer’s instructions for use. Always finalize the crown or coping prior 
to bonding to the Straumann® Variobase® for CEREC®. 

b.) Bonding the prosthetic restoration onto the abutment 

Please note: Only the surfaces of the Straumann® Variobase® for CEREC® intended 
for gluing with a mesostructure or anatomic reduced crown must be sandblasted (50 
µm aluminium oxide, max. 2 bar).  
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Please note: Prior to bonding a fit test should be performed either on a model or 
intraorally. 

1) Clean the abutment with alcohol or steam. 

2) Fix the abutment to the implant analog or polishing tool by tightening the 
basal screw hand-tight.  

3) Seal the screw channel with wax. 

4) Apply self-adhesive dental cement on the Straumann® Variobase® prosthetic 
components. Only suitable self-adhesive cementation systems for the 
material shall be used. Follow the instructions for use of both the dental 
material and bonding material manufacturer. (Straumann recommends 
Panavia™ F2.0 by Kuraray). 

5) Bond the prosthetic restoration to the Straumann® Variobase® prosthetic 
components. 

6) Immediately remove excess cement from the Straumann® Variobase® 
prosthetic components. 

7) Optional for cement-retained restorations: Make a crown following the 
standard procedure according to the material manufacturer’s instructions and 
finalize it. 

8) Clean the restoration prior to further processing. 

c.) Insertion 

1) Remove the restoration form the master cast or the implant analog. 

2) Clean, disinfect and sterilize the device as described in sections 10 and 11 of 
these instructions for use. 

3) Remove the healing cap, closure screw or temporary restoration. 

4) Clean and dry the interior of the implant and the abutment thoroughly. 

For screw-retained prosthetic solutions: 

5) Place the sterilized restoration into the patient’s mouth. All components 
should be placed carefully using tweezers. Straumann® Variobase® prosthetic 
components are inserted using a Straumann® SCS Screwdriver. 

6) Make sure that the retentive elements of the implant-abutment connection are 
properly aligned. 
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Warning 

Torque values greater than 35 Ncm may result in failure of the abutment and/or 
implant. Torque values less than the recommended values may result in loosening of 
the abutment, which may lead to abutment and/or implant failure. 

Please note: Once the Straumann abutment has been secured to the implant using 
the indicated torque, it should not be removed. 

12. Further information 

For additional information about the use of Straumann products, please contact your 
local Straumann sales representative. Additional information on Straumann products 
is available on the Straumann website (www.straumann.com). The following 
brochures provide additional guidance on the use of the Straumann prosthetic 
components and instruments:  

- Guideline for Cleaning, Disinfection and Sterilization for Straumann® Implant-
borne Prosthetic Components, 152.802 

13. Please note 

Practitioners must have knowledge of dental implantology and instruction in the 
handling of the Straumann product described herein (“Straumann Product”) for using 
the Straumann Product safely and properly in accordance with these instructions for 
use. 

The Straumann Product must be used in accordance with the instructions for use 
provided by the manufacturer. It is the practitioner’s responsibility to use the device 
in accordance with these instructions for use and to determine, if the device fits to 
the individual patient situation. 

The Straumann Products are part of an overall concept and must be used only in 
conjunction with the corresponding original components and instruments distributed 
by Institut Straumann AG, its ultimate parent company and all affiliates or 
subsidiaries of such parent company (“Straumann”), except if stated otherwise in 
these instructions for use. If use of products made by third parties is not 
recommended by Straumann in these instructions for use, any such use will void any 
warranty or other obligation, express or implied, of Straumann. 

14. Validity 

Upon publication of these instructions for use, all previous versions are superseded.  

© Institut Straumann AG, 2015. All rights reserved.  

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



CONFIDENTIAL 
Straumann® Variobase® for CEREC® Abutments 510(k) 

Section 13:  Proposed Labeling 

 

Straumann USA, LLC May 15, 2015 13-12 

Straumann® and/or other trademarks and logos from Straumann® mentioned herein 
are the trademarks or registered trademarks of Straumann Holding AG and/or its 
affiliates.  

15. Availability 

Some items of the Straumann® Dental Implant System are not available in all 
countries. 

CEREC® is a registered trademark of Sirona Dental Systems GmbH, Germany. 

Galileos is a brand used by Sirona Dental Systems GmbH,Germany. 

Panavia™ is a registered trademark of Kuraray Co., Ltd. JP. 

  
Consult instructions for use 
Please follow the link to the e-IFU 
www.ifu.straumann.com 

 
Manufacturer 

 

 
0123 

Straumann Products with the CE mark fulfill the 
requirements of the Medical Devices Directive 93/42/EEC 

 Catalogue number 

 
Batch code 

 
Do not re-use 

 
Non-sterile 

 
Do not use if package is damaged 

URL Ifu.straumann.com  

Qty Quantity symbol 

 Caution: U.S. federal law restricts this device to sale by or on 
the order of a dental professional. 

  

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



CONFIDENTIAL 
Straumann® Variobase® for CEREC® Abutments 510(k) 

Section 14:  Sterilization and Shelf Life 

 

Straumann USA, LLC May 15, 2015 14-1 

14 Sterilization and Shelf Life 

14.1 Sterilization 

14.2 Shelf Life 

The Straumann Variobase for CEREC Abutments are provided non-sterile and do not 
have a defined shelf life.    

14.3 Packaging 

The Straumann Variobase for CEREC Abutments are provided non-sterile in a blister 
package.  The packaging consists  

 
 

 
 

 

(b)(4) 

(b)(4) 
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15 Biocompatibility 
The Straumann Variobase Abutments for CEREC are permanent implants in contact 
with tissue/mucosal surfaces.   

 
 

 
 

 

for previously submitted information demonstrating the 
biocompatibility of these devices. 
 

.
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16 Software 

 

 

(b)(4) 
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(b)(4) Testing
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APPENDIX 17-1:  Test Report:   
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18 Performance Testing – Bench 

As previously described in this 510(k), the Straumann Variobase Abutments previously 
(b)(4) Testing
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APPENDIX 18-1:   Test Report 
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Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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

This section is not applicable as no animal testing was performed in the development of 
the proposed devices. 
 

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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

This section is not applicable as clinical study results are not being submitted in this 
premarket notification. 
 

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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

Attachment 1 –  (b)(4) Deficiencies

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



    

  

   

 

   

 

 

   
    

    

  

    

     

     

  

        
        

         

 

     

       

         

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



  

            

          
              

             

            
       

           
           

             
         

          
         
       

    
    
   
    
     
     
    
       
     
    

  

         
         

         
          

         

        

     

      

         

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



   
      

            

         

         

            

          
         

            

           

  

 

  

         
             

 

            

           

           

        

           
     

             

             

            

         

            

           

       

         

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



   

      
  

 

    

          
 

  

        
 

  

       
 

  

         
 

  

          
   

  

       
   

  

          
 

 

         
 

   

        
 

  

        
 

  

         
 

 

       

       

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



   

      
  

 

        
 

  

         
 

  

         
 

   

          
 

  

         

  

         
 

 

         
 

  

         
 

  

          
 

  

          
 

  

        
 

 

      

         

Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

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



Records processed under FOIA Request # 2015-9417; Released by CDRH on 04-25-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4. Contraindications 
Contraindicated in cases with known allergies or hypersensitivity to chemical ingredients of the following ma-
terials used: titanium (Ti), titanium alloy (Ti6Al7Nb (titanium-aluminum-niobium or TAN)). 

 
 
5. Side effects, interactions and precautions; complications with Straumann implants 

Information related to side effects, interactions and precautions; complications with Straumann implants 
should be provided to the patient. 

 
 
6. Warnings 

• Dental cement or any other material used for the attachment of prosthetic components should be pro-
cessed as specified by the manufacturer. An implant is only to be restored with the corresponding original 
abutment compatible with that specific implant. 

• The WN Variobase® for CEREC® is not compatible with the Sirona Gallileos Software. The use of the WN 
Variobase® for CEREC® in the guided surgery workflow may lead to a restoration which does not fit oc-
clusally. 

 
7. Caution/Precautions 

• Straumann prosthetic devices must be secured to prevent aspiration during intraoral use. 
• Failure to follow the procedures outlined in these instructions may lead to any or all of the following com-

plications: 
o Aspiration or swallowing of components 
o Infection 
o Damage to the implant, abutment, components or tooling 
o Loosening of the abutment or other components 
o Improper final restoration or malfunction of the crown, bridge or other final prosthetics 
o Impairment of the patient’s chewing function 
o Failure of the implant 
o Removal of the implant  

• The Straumann® Variobase® for CEREC® is a single-use device. 
• Always place temporary restorations out of occlusion. Use temporary cement for the attachment of tem-

porary prosthetic restorations. Dental cement or any other material used for the attachment of prosthetic 
components should be processed as specified by the manufacturer.  

• Place implant-borne restorations only in occlusion when the implant is completely osseointegrated.  
• The Straumann Variobase for CEREC devices have not been evaluated for safety and compatibility in the 

MR environment.  They have not been tested for heating, migration, or image artifact in the MR environ-
ment.  The safety of the Straumann Variobase for CEREC devices in the MR environment is unknown.  
Scanning a patient who has this device may result in patient injury. 

 
8. Compatibility information 

Straumann implants and the prosthetic components are available in a variety of configurations to meet your 
clinical needs. The label on each product uses abbreviations to help you identify whether a particular abut-
ment or coping is compatible with the implant that you are restoring. The implant as well as the prosthetic 
component contains an identifier for the connection type, summarized in the table below.  

 
Implant connection type Compatible parts 
NC (Narrow CrossFit®) parts labeled NC 
RC (Regular CrossFit®) parts labeled RC 
RN (Regular Neck) parts labeled RN 
WN (Wide Neck) parts labeled WN 
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• When using a digital workflow the standard procedure according to the system provider instructions ap-
ply. 

• Select the appropriate “Straumann compatible” Sirona Ti-base (e.g., for an NC Variobase® select the SBL 
3.3 Ti-base in the inLab Software) from the implant library of the CADCAM system to design the restora-
tion. 

• The Straumann® Variobase® for CEREC® requires the use of Sirona inLab software (Version 3.65 or 
higher) or Sirona CEREC Software (Version 4.2 or higher) and a Sirona CEREC or inLab MC X or MC XL 
milling unit. 

• The Straumann® Variobase® for CEREC® is compatible with the accessory components used in the Siro-
na CEREC® or inLab system (e.g., scanbodies, mill cutters). 

• The abutment coronal design is compatible with material milling blocks having a pre-machined screw 
hole (e.g., IPS e.max CAD, inCoris ZI meso). 

 
 

a.) Fabricate the prosthetic restoration 
 

Please note: The instructions for use of the material manufacturer shall be followed. 

Please note: The diameter or height of the Straumann® Variobase® for CEREC® must not be reduced, e.g. 
by grinding.  
 

1) Fix the abutment either intraorally to the implant or extraorally to the implant analog on the master 
cast by tightening the basal screw hand-tight. 

2) Insert the scan-body to the Straumann® Variobase® for CEREC®. 

3) Proceed with an intraoral scan or scan the master cast to create a digital working model. 

4) Select a comparable third party Ti-base from the implant library of the CADCAM system to design the 
restoration. 

5) Process and finalize the prosthetic restoration according to the material manufacturer’s instructions 
for use. Always finalize the crown or coping prior to bonding to the Straumann® Variobase® for 
CEREC®. 

 
b.) Bonding the prosthetic restoration onto the abutment 

 
Please note: Only the surfaces of the Straumann® Variobase® for CEREC® intended for gluing with a 
mesostructure or anatomic reduced crown must be sandblasted (50 µm aluminium oxide, max. 2 bar).  
 
Please note: Prior to boding a fit test should be performed either on a model or intraorally. 
 

1) Clean the abutment with alcohol or steam. 

2) Fix the abutment to the implant analog or polishing tool by tightening the basal screw hand-tight.  

3) Seal the screw channel with wax. 

4) Apply self-adhesive dental cement on the Straumann® Variobase® prosthetic components. Only suit-
able self-adhesive cementation systems for the material shall be used. Follow the instructions for use 
of both the dental material and bonding material manufacturer. (Straumann recommends Panavia™ 
F2.0 by Kuraray). 

5) Bond the prosthetic restoration to the Straumann® Variobase® prosthetic components. 

6) Immediately remove excess cement from the Straumann® Variobase® prosthetic components. 
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Torque values greater than 35 Ncm may result in failure of the abutment and/or implant. Torque values less 
than the recommended values may result in loosening of the abutment, which may lead to abutment and/or 
implant failure. 
 
Please note: Once the Straumann abutment has been secured to the implant using the indicated torque, it 
should not be removed, except where a crown replacement is necessary.  Never reuse a basal screw after it 
has been tightened. 

 
 
12. Further information 

For additional information about the use of Straumann products, please contact your local Straumann sales 
representative. Additional information on Straumann products is available on the Straumann website 
(www.straumann.com). The following brochures provide additional guidance on the use of the Straumann 
prosthetic components and instruments:  
- Guideline for Cleaning, Disinfection and Sterilization for Straumann® Implant-borne Prosthetic Compo-

nents, 152.802 
 
13. Please note 
 

Practitioners must have knowledge of dental implantology and instruction in the handling of the Straumann 
product described herein (“Straumann Product”) for using the Straumann Product safely and properly in ac-
cordance with these instructions for use. 

 
The Straumann Product must be used in accordance with the instructions for use provided by the manufac-
turer. It is the practitioner’s responsibility to use the device in accordance with these instructions for use and 
to determine, if the device fits to the individual patient situation. 

 
The Straumann Products are part of an overall concept and must be used only in conjunction with the corre-
sponding original components and instruments distributed by Institut Straumann AG, its ultimate parent com-
pany and all affiliates or subsidiaries of such parent company (“Straumann”), except if stated otherwise in 
these instructions for use. If use of products made by third parties is not recommended by Straumann in 
these instructions for use, any such use will void any warranty or other obligation, express or implied, of 
Straumann. 

 
 
14. Validity 

Upon publication of these instructions for use, all previous versions are superseded.  
 
 

© Institut Straumann AG, 2015. All rights reserved.  
Straumann® and/or other trademarks and logos from Straumann® mentioned herein are the trademarks or 
registered trademarks of Straumann Holding AG and/or its affiliates.  

 
 
15. Availability 

Some items of the Straumann® Dental Implant System are not available in all countries. 
 
CEREC® is a registered trademark of Sirona Dental Systems GmbH, Germany. 
 
Galileos is a brand used by Sirona Dental Systems GmbH,Germany. 
 
Panavia™ is a registered trademark of Kuraray Co., Ltd. JP. 
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Deutsch 
 
English 
 

 Caution: U.S. federal law restricts this device to sale by or on the order of a dental professional. 

 
Francais 
 
Italiano 
 
Espãnol 
 
Portugués 
Importador: Straumann Brasil Ltda 
Rua Funchal 263 (cj. 121 – 124) 
Vila Olimpia04551-060 São Paulo (SP)/Brasil 
CNPJ  04.184.175/0001-57 
Responsável Técnico: Fernanda Martins Lanzoni - CRF/SP: 28.047 
Registro ANVISA 800765100xx  

  

Consult instructions for use 
Please follow the link to the e-IFU 
www.ifu.straumann.com 

 
Manufacturer 

 
0123 

Machinery Directive 2006/42/EC, or 
Low Voltage Directive, or  
Electromagnetic Compatibility Directive 

 Catalogue number 

 
Batch code 

 
Do not re-use 

 
Non-sterile 

 
Do not use if package is damaged 

URL ifu.straumann.com  

Qty Quantity symbol 
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6 510(k) Summary 
 
 K151324 

 
 

6.1 Submitter’s Contact Information 
 

Submitter Name: Straumann USA, LLC (on behalf of Institut Straumann AG) 
Address: 60 Minuteman Road 

Andover, MA 01810 
Phone Number: 1-978-747-2575 
Fax Number: 1-978-747-0023 
Contact Person: Christopher Klaczyk 
Date of Submission:   May 15, 2015 

 
6.2 Name of the Device 

 
Trade Name: Straumann® Variobase® for CEREC®, Abutment Models RN, WN, 

RC, NC 
Common Name: Dental Implant Abutment 
Classification Name:  Abutment, Implant, Dental, Endosseous 
Regulation & Class: 21 CFR §872.3630, Class II 
Product Code: NHA 

 
6.3 Predicate Device 

 
K142890, Straumann® Variobase® Abutments, Models NNC, RN, WN, RC, NC 

 
 

6.4 Device Description 
 

The Straumann® Variobase® for CEREC® abutments provide the interface for copings or 
crowns designed and milled using the Sirona CEREC system with four of the Straumann 
dental implant platforms: RN (Regular Neck), WN (Wide Neck), RC (Regular CrossFit®), 
and NC (Narrow CrossFit®). The Straumann® Variobase® for CEREC® abutments are 
pre-manufactured (stock) abutments, sometimes referred to as “Ti-bases,” made from a 
titanium-aluminum-niobium (TAN) alloy.  The coronal portion is designed to interface 
with the pre-machined mounting hole in the milling blanks compatible with the Sirona 
CEREC MC X and MC XL prosthetic milling systems, and the base portion is available in 
four models to fit the four Straumann® dental implant platforms listed above. The new 
components introduced in this 510(k) are shown below. 
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• Dimensional verification using CEREC® e.max blocks, which confirmed the 
appropriate fit of the milled coping on the abutment 

• Worst case dynamic fatigue testing demonstrating compliance with the 
minimum required fatigue properties of the Straumann® Variobase® for CEREC®

 

abutments with cemented e.max CADDAM coping 
• Process validation of the Straumann® Variobase® for CEREC® within the Sirona 

CEREC® InLab workflow 
There have been no changes to the materials, packaging, or recommended sterilization 
method/parameters for these devices as compared to the predicate devices. 

 
6.7 Conclusion 

 
The documentation submitted in this premarket notification demonstrates that the 
Straumann® Variobase® for CEREC® abutments are substantially equivalent to the 
predicate Straumann® Variobase® Abutments and do not pose new issues of safety and 
effectiveness when used as labeled. 
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