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SECTION 5. SIO(k) SUMMARY 

for 

QMix™ 2inl Endodontic Irrigating Solution 

FEB 1 4 2:Jil 

[!ENTSPLY International 
·World Headquarters _ 
Susquehanna Commerce Center 
221 West Philadelphia Street 
York, PA 17 405-0872 
1717)845-7511 !voice) 
1717)849-4343 !fax) 
www.dentsply.com 

I. Submitter Information: 

2. 

DENTSPL Y International 
Susquehanna Commerce Center 
221 West Philadelphia Street 
York, PA 17405 

Contact Person: 
Telephone Number: 
Fax Number: 

Date Prepared: 

Device Name: 
• Proprietary Name: 

Helen Lewis 
717-849-4229 
717-849-4343 

01 February 2011 

• Classification Name: 
QMix ™ 2in1 Endodontic Irrigating Solution 
Cleanser, Root Canal 

• CFR Number: N/A 
• Device Class: Unclassified 
• Product Code: KJJ 

3. Predicate Device: 
BioPure MTAD Root Canal Cleanser, DENTSPL Y International, K053167 

4. Description of Device: 
QMix™ 2inl Endodontic Irrigating Solution is a premixed dual-action device that 
cleanses and disinfects the root canal system by removing the smear layer and killing 
bacteria after endodontic instrumentation. 

5. Indications for Use: 
QMix™ 2inl Endodontic Irrigating Solution is a premixed dual-action device that 
cleanses and disinfects the root canal system after endodontic instrumentation. 

6. Description of Safety and Substantial Equivalence: 
Technological Characteristics. 
All of the components found in QMix™ 2inl Endodontic Irrigating Solution havebeen 
used in legally marketed devices and were found safe for dental use. We believe that 
prior use of components in legally marketed devices, the performance and 
biocompatibility data provided support the safety and effectiveness of QMix™ 2inl 
Endodontic Irrigating Solution for the indicated uses. 



Non-Clinical Performance Data. 
The efficacy and biocompatibility of QMix™ 2inl Endodontic Irrigating Solution was 
demonstrated via non-clinical in vitro and ex vivo studies. 

Clinical Performance Data. 
No clinical" studies were conducted on this device. 

Conclusion as to Substantial Equivalence 
QMix™ 2inl Endodontic Irrigating Solution, to be manufactured by DENTSPL Y 
International, is substantially equivalent to the currently cleared and marketed BioPure 
MTAD root canal cleanser. 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

Ms. Helen Lewis 
Director of Corporate Compliance and Regulatory Affairs 
DENTSPL Y International 
Susquehanna Commerce Center 

l\tblic Health Service 

Food und Drug t\dministration 
109()3 Nt:w Hampshire r\vt.:nuc 
Document Control Room -\V066-G60lJ 
Silver Spring, i'vll) 20993-0002 

221 West Philadelphia Street FEB 4 ~~:! 
York, Pennsylvania 17405 

Re: Kl 03244 
Trade/Device Name: QMix'" 2inl Endodontic Irrigating Solution 
Regulatory Class: Unclassiliccl 
Product Code: KJJ 
Dated: February I, 20 II 
Received: February 2, 20 II 

Dear Ms. Lewis: 

We have reviewed your Section 51 O(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 reclassifred 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 afTecting 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. 



Page 2- Ms. Lewis 

Please be advised that FDA's issuance of a substantial equivalence determination does not 
mean that FDA has made a determination that your device complies with other requirements 
of the Act or any Federal statutes and regulations administered by other Federal agencies. 
You must comply with all the Act's requirements, including, but not limited to: registration 
and listing (21 CFR Part 807); labeling (21 CFR Part 80 I); medical device reporting 
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing 
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); 
and if applicable, the electronic product radiation control provisions (Sections 531-542 of 
the Act); 21 CFR I 000-1050. . 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 I),· 
please go to 
http://www.Cda.gov/ AboutFDA/CentersOffices/CDRH/CDRH0!1ices/ucmll5 809.htm for 
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, 

please note the regulation entitled, "Misbranding by reference to premarket notification" 
(21CFR Part 807.97). For questions regarding the reporting of adverse events under the 
MDR regulation (21 CFR Part 803), please go to 
http://wvtw.lcla.gov/MedicaiDevices/Safetv/ReportaProblem/default.htm for the CDRH's 
Office of Surveillance and Biometrics/Division of Postmarket Surveillance. 

You may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Consumer Assistance at its toll-free 
number (800) 638-2041 or (301) 796-7100 or at its Internet address 
http :1 /www. fda. go v /Medical De vi ces/Reso urcesfor Yo u/lndu stry/ default. h tm. 

Enclosure 

Sincerely yours, 

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

Infection Control and Dental Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 



SECTION 4. INDICATIONS FOR USE STATEMENT 

510(k) Number (if known): Kl03244 

Device Name: QMix™ 2inl Endodontic Irrigating Solution 

Indications for Use: 

QMix™ 2inl Endodontic Irrigating Solution is a premixed dual-action device that cleanses and 
disinfects the root canal system after endodontic instrumentation. 

Prescription Use X 
(Part 21 CFR 801 Subpart D) 

AND/OR Over-The-Counter Use 
(21 CFR 801 Subpart C) 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence ofCDRH, Office of Device Evaluation (ODE) 

(Division Sign-Off) . 
Division ot Anesthesiology, General Hospital 
InJection Control, Dental Devices 

51 O(k) Number: _ _..o.:K:::JI~bJ);~~:...,_:L(..___ 



/''") (,r:::z.~ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administt·ation 
I 090.3 New 1-lnmpshire Avtnue 
Docu111cnt Control l{oom--\V066-Cl609 
Silvl:r Spring, MD 20993-0002 

Ms. 1-lelen Lewis 
Director of Corporate Compliance and Regulatory Affairs 
DENTSPL Y International 
Susquehanna Comnierce Center 
221 West Philadelphia Street 
York, Pennsylvania 17405 

Re: K I 03244 

FEB 

Trade/Device Name: QMix'" 2in l Endodontic Irrigating Solution 
Regulatory Class: Unclassified 
Product Code: KJJ 
Dated: february I, 2011 
Received: February 2, 2011 

Dear Ms. Lewis: 

4 ·;\ 

" 

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 lil 
(PMA), it may be subject to additional controls. Existing major regulations afTecting 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. 
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Page 2- lvls. Lewis 

Please be advised that FDA's issuance of a substantial equivalence determination does neil 
mean that FDA has made a determination that your device complies with other requirements 
of the Act or any f-ederal statutes and regulations administered by other Federal agencies. 
You must comply with all the Act's requirements, including, but not limited to: registration 
and listing (21 CFR Part 807); labeling (21 CFR Part 80 I); medical device reporting 
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing 
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); 
and if applicable, the electronic product radiation control provisions (Sections 531-542 of 
the Act); 21 CFR I 000-1050. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), · 
please go to 
http://www.fda.gov/ AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 115809.htm for 
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, 
please note the regulation entitled, "Misbranding by reference to premarket notification" 
(21 CFR Part 807.97). For questions regarding the reporting of adverse events under the 
MDR regulation (21 CFR Part 803), please go to 
http://www.fda.gov/MedicaiDevices/Safety/RcportaProblem/default.htrn for the CDRH's 
Office of Surveillance and Biometrics/Division of Postmarket Surveillance. 

You may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Consumer Assistance at its toll-free 
number (800) 638-2041 or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicaiDevices/ResourcesforYou/lndustry/default.htm. 

Enclosure 

Sincerely yours, 

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

Infection Control and Dental Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 



SECTION 4. INDICATIONS FOR USE STATEMENT 

51 O(k) Number (if known): Kl 03244 

Device Name: QMix™ 2inl Endodontic Irrigating Solution 

Indications for Use: 

QMix™ 2inl Endodontic Irrigating Solution is a premixed dual-action device that cleanses and 
disinfects the root canal system after endodontic instrumentation. 

Prescription Use X 
(Part 21 CFR 801 Subpart D) 

AND/OR Over-The-Counter Use 
(21 CFR 801 Subpart C) 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence ofCDRH, Office of Device Evaluation (ODE) 

(Division Sign-Off) . 
Division at Anesthesiology, General Hospital 
InfectiOn Control, Dental Devices · 

510(k) Number: _ __!:Yz:.::J:IlJ~sB;:l:::. ~~~L(_· -
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

January 20, 2011 

Public Health Service 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center 1.. W066-G609 
I 0903 New Hampshire A venue 
Silver Spring, MD 20993-0002 

510kNumber: KI03244 

DENTSPLY INTL., INC. Product: QMIX 21Nl ENDODONTIC IRRIGATIN 
SUSQUEHANNA COMMERCE CENTER 221 W PHILADELPHIA ST. STE 60 

YORK, PENNSYLVANIA 17404 

UNITED STATES 

ATTN: HELEN LEWIS 

We are holding your above-referenced Premarket Notification (51 O(k)) for 30 days pending receipt of the 
additional information that was requested by the Office of Device Evaluation. Please remember that all 
correspondence concerning your submission MUST cite your 51 O(k) number and be sent in duplicate to the 
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one 
above will not be considered as part of your official premarket notification submission. Also, please note the new 
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with 
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and 
e-mail practices at 
http://www. fda. gov /Medical Devices/Device Regu lationandGu idance/Gu idanceDocuments/ucm089402. htm. 

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

If after 30 days the additional information (AI), or a request for an extension of time, is not received, we will 
discontinue review of your submission and proceed to delete your file from our review system (21 CFR 
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry 
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance 
Assessment". If the submitter does submit a written request for an extension, FDA will permit the 51 O(k) to 
remain on hold for up to a maximum of 180 days from the date of the AI request. The purpose of this document is 
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be 
taken on 51 O(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and 
Modernization Act. You may review this document at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089735.htm. Pursuant 
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then 
wish to resubmit this 51 O(k) notification, a new number will be assigned and your submission will be considered a 
new premarket notification submission. 



Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into 
commercial distribution until you receive a decision letter from FDA allowing you to do so. 

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer 
Assistance (DSMICA) at (30 I )796-71 00 or at their toll-free number (800)638-2041, or contact the 51 Ok staff at 
(30 I )796-5640. 

Sincerely yours, 

Marjorie Shulman 
Consumer Safety Officer 
Premarket Notification Section 
Office of Device Evaluation 
Center for Devices and Radiological Health 
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To: The Record 

From: Biologist, DEDB, DAGID, ODE, CDRH 

Subject: K 1 0 3 2 44 

Date: January 1 9, 2011 

Background 

Dents ply, International submitted a 51 O{k) for QMix 2 in 1 Irrigating 
Solution used to clean and disinfect the root canal following endodontic 
instrumentation. I spoke to Helen Lewis of Dentsply to request the 
following additional information: 

1 . Remove the statement "killing bacterial" from the indication 
for use statement. 

2. Explain why the company is  
 in this device. 

3. Describe the mode of action, comparing it to the predicate. 
4. Describe the cytotoxicity data included in the document. 

I explained to Ms. Lewis that I will be placing this document on 
telephone hold until it is submitted to the document mail center. 

Recommendation 

Place document on telephone hold. ~'L[j/h~ 
Myra E. Browne 

(b)(4) 

(b)(4) 



./·~ { 1f: DEPARTMENT OF HEALTH & HUMAN SERVICES 

.• ,.;~~'-

November 04,2010 

DENTSPL Y INTL., INC. 

Public Health Service 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center i.. W066~G609 
I 0903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

51 Ok Number: K I 03244 

SUSQUEHANNA COMMERCE CENTER 221 W PHILADELPHIA ST. STE &J:ceived: JI/2/ZO 10 

YORK, PENNSYLVANIA 17404 Product: QMJX 21NJ ENDODONTIC IRRJGA TIN 

LINITED STATES 

ATTN: HELEN LEWIS 

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received 
the Premarket Notification, (51 O(k)), you submitted in accordance with Section 51 O(k) of the Federal Food, 
Drug, and Cosmetic Act( Act) for the above referenced product and for the above referenced 51 O(k) submitter. 
Please note, if the 51 O(k) submitter is incorrect, please notify the 51 O(k) Staff immediately. We have assigned 
your submission a unique 51 O(k) number that is cited above. Please refer prominently to this 51 O(k) number in 
all future correspondence that relates to this submission. We will notify you when the processing of your 
51 O(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS 
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA 
ALLOWING YOU TO DO SO. 

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail 
Center (DMC) at the above letterhead address. Correspondence sent to any address other than the one above 
will not be considered as part of your official510(k) submission. 

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008 
-2012. The legislation- the Medical Device User Fee Amendments of2007 is part of a larger bill, the Food 
and Drug Amendments Act of 2007. Please visit our website at 
http://www.fda.gov/MedicaiDevices/DeviceRegulationandGuidance/Overview/MedicaiDeviceUserFeeandMod 
ernizationActMDUFMA/default.htm 
for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm 
that chooses to use a standard in the review of ANY new 51 O(k) needs to fill out the new standards form 
(Form 3654) and submit it with their 51 O(k). The form may be found at 
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm. 

We remind you that Title VIII of the Food and Drug Administration Amendments Act of2007 (FDAAA) 
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database 
known as ClinicaiTrials.gov to include mandatory registration and reporting of results for applicable clinical 
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification 
form http://www. fda.gov/ AboutFDA/ReportsManualsForms/Forms/default.htm accompany 51 O(k)/HDE/PMA 
submissions. The agency has issued a draft guidance titled: "Certifications To Accompany Drug, Biological 

0024 



Product, and Device Applications/Submissions: Compliance with Section 402UJ of The Public Health Service Act, 
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007" 
http://www. fda. go v /Medical Dev i ces/Dev i ceRegu I ationand Guidance/ I-I owto Market Y ourDev i ce/PremarketS u bm iss i o 
ns/PremarketNotification51 Ok!ucm 134034.htm. According to the draft guidance, 51 O(k) submissions that do not 
contain clinical data do not need the certification form. 

Please note the following documents as they relate to 51 O(k) review: I) Guidance for Industry and FDA Staff 
entitled, "Interactive Review for Medical Device Submissions: 51 O(k)s, Original PMAs, PMA Supplements, 
Original BLAs and BLA Supplements". This guidance can be found at 
http://www.fda.gov/MedicaiDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. Please 
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA 
Staff entitled, "Format for Traditional and Abbreviated 51 O(k)s". This guidance can be found at 
http://www.taa.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ 
ucm084365.htm. Please refer to this guidance for assistance on how to format an original submission for a 
Traditional or Abbreviated 51 O(k). 

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing 
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under 
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 51 O(k), IDE, PMA, 
I-IDE) with an electronic copy. For more information about the program, including the formatting requirements, 
please visit our web site at 
http://www. fda. gov /Medica I De vices/Device Regu I at i onandGu i dance/H owto Market Y ourDevi ce/PremarketS u bm iss i o 
ns/ucm 134508.html. In addition, the SIO(k) Program Video is now available for viewing on line at 
http://www. fda. gov /Medica I Devices/Device Re gulationandG u idance/Howto Market Y ourDevi ce/PremarketS u bm iss i o 
ns/PremarketNotification51 Oklucm07020 l.htm . 

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

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice 
http://www.fda.gov/MedicaiDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the status 
of your submission, please contact DSMICA at (301 )796-71 00 or the toll-free number (800)638-2041 , or at their 
internet address http://www. fda.gov/Med ica!Devices/Device Regu lationandGuidance/default.htm. If you have 
procedural questions, please contact the 51 O(k) Staff at (30 I )796-5640. 

Sincerely, 

51 O(k) Staff 
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Site: null 

Form Appro,ed: OMB No 09W-511 E'\piration Dale: Januar" J I, 2010. See Instructions for OMB Statement 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION PAYMENT IDENTIFICATION NUMBER: MD6051697-956733 
MEDICAL DEVICE USER FEE COVER SHEET Write the Payment Identification number on your check. 

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

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

DENTSPLY INTERNATIONAL 
221 West Philadelphia Street 
Suite 60 

2. CONTACT NAME 
Rebecca Sporer 

2.1 E-MAIL ADDRESS 
rsporer@dentsply.com 

2.2 TELEPHONE NUMBER (include Area code) 
717-849 4793 York PA 17404 

us 
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 

2.3 FACSIMILE (FAX) NUMBER (Include Area code) 
717-849 

..... 4669 

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application 
descriptions at the following web site: http://www.fda.gov/oc/mdufma 

Select an application tvpe: 
[X] Premarket notification(510(k)); except for third party 
[ ]513(g) Request for Information 
[] Biologics License Application (BLA) 
II Premarket Approval Application (PMA) 
[] Modular PMA 
II Product Development Protocol (PDP) 
[] Premarket Report (PMR) 
[]Annual Fee for Periodic Reporting (APR) 
[ I 30-Day Notice 

3.1 Select a center 
[X]CDRH 
[]CBER 
3.2 Select one of the types below 
[X] Original Application 
Supplement Tyoes: 
II Efficacy (BLA) 
[] Panel Track (PMA, PMR, PDP) 
[]Real-Time (PMA, PMR, PDP) 
]]180-day (PMA, PMR, PDP) 

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status) 
[)YES, I meet the small business criteria and have submitted the required [X] NO, I am not a small business 

qualifying documents to FDA 
4.1 If Yes, please enter your Small Business Decision Number: 

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE 
THAT IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA? 
[X) YES (All of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within 
30 days of FDA's approval/clearance of this device.) 
[] NO (If "NO," FDA will not accept your submission until you have paid all fees due to FDA This submission will not be processed; see 
http://www.fda.gov/cdrh/mdufma for additional information) 

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE 
APPLICABLE EXCEPTION. 
[]This application is the first PMA submitted by a qualified small business, []The sole purpose of the application is to support 
including any affiliates conditions of use for a pediatric population 

. . . . . . . . . []The application is submitted by a state or federal 
[) Th1s b1ol?g1cs apphcat1on 1s s~bm1tted under sect1on 351 of t~e Public overnment entity for a device that is not to be distributed 
Health Serv1ce Act for a product licensed for further manufactunng use only ~mmercially 

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A 
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is 
subject to the fee that applies for an original premarket approval application (PMA). 

[]YES [X] NO 

8. USER FEE PAYMENT AMOUNT SUBMITIED FOR THIS PREMARKET APPLICATION 
$4,348.00 

Form FDA Jf~ll (lll/2007) 

"Close Window" Print Cover sheet 

20-Sep-2010 

Page I of I 

0028 000001. 
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SECTION 2. CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 
FDA35 

User Fee Payment ID Number 
Document Number 

PMA 
0 Original Submission 
0 Premarket Report 
0 Modular Submission 
D 
D 

Amendment 
Report 

0 Report Amendment 
0 Licensing Agreement 

IDE 

0 Original Submission 
0 Amendment 
0 Supplement 

(see attached MDUFMA cover sheet) 

Special 
Panel Track (PMA Only) 
30-day Supplement 

135-day Supplement 

Exemption (HOE) 

0 Original Submission 
0Amendment 
0 Supplement 
0 Report 
0 Report Amendment 

0 Original PDP 
0 Notice of Completion 
0 Amendment to PDP 

0 Original Submission 
0 Additional Information 

~ Original Submission: 
[g) Traditional 
0 Special 
0 Abbreviated (Complete 

section I, Page 5) 
D Additional Information 
0 Third Party 

Class Ill Designation 
(De Novo) 
0 Original Submission 
0 Additional Information 

Meeting 
0 Pre-510(k) Meeting 
0 Pre-IDE Meeting 
0 Pre-PMA Meeting 
0 Pre-PDP Meeting 
0 Day 1 00 Meeting 
0 Agreement Meeting 
0 Determination Meeting 

D s13(g) 
0 Other 

{describe submission): 

Have you used or cited Standards in your submission? ~Yes (If Yes, please complete Section I, Page 5) 

SECTION B SUBMITTER, APPLICANT OR SPONSOR 
Company /Institution Name Establishment Registration Number (if known) 

DENTSPL Y International, Inc. 2511302 (Owner/Operator) 

Street Address Phone Number (including area code) 

Susquehanna Commerce Ctr., 221 W. Philadelphia St, ( 717 ) 845-7511 ext 54229 
"·tile 60 

FAX Number (including area code) 

York ( 717 ) 849-4343 

State I Province Zl P/Postal Code Country 

PA 17404 USA 

Contact Name 

Helen Lewis 

Contact Title Contact E-mail Address 

Director of Corporate Compliance & Regulatory Affairs hlewis@dentsply.com 

SECTION C APPLICATION CORRESPONDENT (e g. consultant, if dtfferent from above) 

Co /lnst1tut1on Name 
··~ 

Street Address ------- Phone Number (including area code) 
( ) 

City ------- FAX Number (including area code) 

( ) 

State I Province ZIP/Postal Code ------- Country 

Contact Name -------1tact Title Contact E-mail Address 

~ 

Premarket Notification Qi\Jix™ 2in1 Irflt,ratingSolution 
- c () ;2 9 000002 

DENI'SPJ;Y International 



SECTION D1 REASON FOR APPLICATION- PMA, PDP, OR HDE 

for Extension 
?osH•pPq>Val Study Protocol 

LJ Request foi'~~>lica>nt Hold 
0Request for Reil\Q>•al 

0 Change in design, component, or 
specification: 
0 Software I Hardware 
0 Color Additive 
0 Material 
0 Specifications 

0 Request to Remc>v~-erAcld Manufacturing Site 0 Other (specify below) 

0 Process change: 
0 Manufacturing 
0 Sterilization 
0 Packaging 
0 Other (specify below) 

0 Response to FDA correspondence: 

Other Reason (specify): 

0 New Device 
0 New Indication 
0 Addition of Institution 
'l Expansion I Extension of Study 

IRB Certification 
U Termination of Study 
0 Withdrawal of Application 
0 Unanticipated Adverse Effect 
0 Notification of Emergency Use 
0 Compassionate Use Request 
0 Treatment IDE 
0 Continued Access 
Request for Removal of Applicant Hold 

Other Reason (specify): 

Other Reason (specify): 

Prcmarkct Notification 

0 Labeling change: 
0 Indications 
0 Instructions 
0 Performance 
0 Shelf Life 
0 Trade Name 
0 Other (specify below) 

0 Change in: 
0 Correspondent I Applicant 

Protocol ~ Feasibility 

0 Report submission: 
0 Current Investigator 
0 Annual Progress Report 
0 Site Waiver Report 
0Final 

0 Additional or Expanded Indications 

QI\lix™ 2in1 Irrigating Solution 

0 Location change: 
0 Manufacturer 
0 Sterilizer 
0 Packager 

Amendment 

0 Change in Ownership 
0 Change in Correspondent 
0 Change of Applicant Address 

to FDA Letter Concerning: 

Deficient Progress Report 
Deficient Investigator Report 

Manufacturer 

0030 
000003 

DEN'l'SPLY Inrcmational 



510(k) Number 

Common or usual name or classification 
Cleanser, Root Canal 

Trade or Proprietary or Model Name for This Device 

Trade or Proprietary or Model Name 

QMix™ 2inl Endodontic Irrigating Solution 

Data Included in Submission 

Dental 

Indications (from labeling) 

Manufacturer 

DENTSPL Y Tulsa Dental Specialties 

Model Number 

0Ciass 1 

0Ciass Ill 
0Ciass 11 
0Unclassified 

QMix™ 2inl Irrigating Solution is a premixed dual-action device that cleanses and disinfects the root canal 
the smear and bacteria after endodontic instrumentation. 

0 0 31 
000004 
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Note: Submission of this information does not affect the need to submit a 2891 
or 2891a Device Establishment Registration form. 

, ...j Add 

Name 
DENTSPL Y International 

Title 

FDA Document Number (if known) 

0 Contract Sterilizer 

[81 Contract Manufacturer 0 Repackager I Relabeler 

Number 

2511302 

DE 

area 

I 
!9963 

Helen Lewis Director, Corporate Compliance & Regulatory Affairs hlewis@dentsply.com 

0 Original 
Registration Number 0 Manufacturer 0 Contract Sterilizer 

0 Add 0 Delete 0 Contract Manufacturer 0 Repackager I Relabeler 

Registration Number 

Phone Number (including area code) 

( ) 

State I Province Code Country 

0 Manufacturer 0 Contract Sterilizer 

0 Contract Manufacturer 0 Repackager I Relabeler 

area 
) 

FAX Number (including area code) 

( ) 

Province 

Contact Name Contact 

0032 
000005 
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Organization 

ISO-I 0993-10 ISO Biological evaluation of medical devices-Part 10: 
Tests for irritation and sensitization 

Organization 

2 ISO 10993-5 ISO Biological evaluation of medical devices-- Part 5: 
Tests for cytotoxicity: in vitro methods 2009 

Organization 

3 ISO 10993-10 ISO Biological evaluation of medical devices-Part 10: 
Tests for irritation and sensitization 2010 

No. 
Organization 

4 

Organization 

5 

Organization 

6 

Organization 

7 

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

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

Food and Drug Administration 
CDRH (HFZ-342) 
9200 Corporate Blvd. 
Rockville, MD 20850 

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

0033 
000006 
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November I, 2010 

Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center-W066-G609 
I 0903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

DENTSPLY International 
World Headquarters 
Susquehanna Commerce Center 
221 West Philadelphia Street 
York, PA 17 405-0872 
(800) 877-0020 
Fax (717) 849-4343 
www.dentsply.com 

TRADITIONAL 510(k) NOTIFICATION: QMix™ 2in!Irrigating Solution 

DENTSPL Y International intends to market a new dual-action endodontic irrigation solution that 
is intended to cleanse and disinfect the root canal system by killing bacteria and removing smear 
layer after endodontic instrumentation. 

Classification Name 

FDA CDRH Panel 

Product Code 

Regulation Number 

Class# 

Cleanser, Root Canal 

Dental 

KJJ 

None 

Unclassified 

DENTSPL Y International will take appropriate action to comply with consensus standards for 
Root Canal Cleanser if and when applicable. 

The QMix™. 2inl Irrigating Solution is substantially equivalent to DENTSPL Y International, 
BioPure MTAD, K053167, with an FDA clearance date of December 81

\ 2005 and product code 
KJJ. 

We request that the FDA keep all trade secret information permanently confidential. We hereby 
certify that we understand and comply with or will comply with the regulations set forth in 21 
CFR 807 .95(b )(1 )(i-v). 

- s:/_erely'J • 

~~ 
Helen Lewis 
Director of Corporate Compliance and Regulatory Affairs 
(717) 845-7511 (x54229) 

Enclosures 

l)rcm:ukt:t Notification Qi\:fixTM 2in1 IrrigatingSoluticm 
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SECTION 4. INDICATIONS FOR USE STATEMENT 

51 O(k) Number (if known): 

Device Name: QMix™ 2inllrrigating Solution 

Indications for Use: 

QMix™ 2inl Irrigating Solution is a premixed dual-action device that cleanses and disinfects the 
root canal system by removing the smear layer and killing bacteria after endodontic 
instrumentation. 

Prescription Use X AND/OR Over-The-Counter Use ---
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C) 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence ofCDRH, Office of Device Evaluation (ODE) 

C035 
000008 
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SECTION 5. SlO(k) SUMMARY 
for 

QMix™ 2inl Irrigating Solution 

DENTSPLY International 
World Headquarters 
Susquehanna Commerce Center 
221 West Philadelphia Street 
York, PA 17 405-0872 
(800) 877-0020 
Fox (717) 849-4343 
www.dentsply.com 

I. Submitter Information: 

2. 

DENTSPL Y International 
Susquehanna Commerce Center 
221 West Philadelphia Street 
York,PA 17405 

Contact Person: 
Telephone Number: 
Fax Number: 

Date Prepared: 

Device Name: 
• Proprietary Name: 

Helen Lewis 
717-849-4229 
717-849-4343 

November I, 2010 

• Classification Name: 
QMix™ 2inl Irrigating Solution 
Cleanser, Root Canal 

• CFR Number: N/A 
• Device Class: Unclassified 
• Product Code: KJJ 

3. Predicate Device: 
BioPure MT AD Root Canal Cleanser, DENTSPL Y International, K053167 

4. Description of Device: 
QMix™ 2inl Irrigating Solution is a premixed dual-action device that cleanses and 
disinfects the root canal system by removing the smear layer and killing bacteria after 
endodontic instrumentation. 

5. Indications for Use: 

6. 

QMix™ 2inl Irrigating Solution is a premixed dual-action device that cleanses 
and disinfects the root canal system by removing smear layer and killing bacteria 
after endodontic instrumentation. 

Description of Safety and Substantial Equivalence: 
Technological Characteristics. 
All of the components found in QMix™ 2inl Irrigating Solution have been used in 
legally marketed devices and were found safe for dental use. We believe that prior use of 
components in legally marketed devices, the performance and biocompatibility data 
provided support the safety and effectiveness of QMix™ 2inl Irrigating Solution for the 
indicated uses. 

CC36 
000009 
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Non-Clinical Performance Data. 
The efficacy and biocompatibility of QMix™ 2inl . Irrigating Solution was 
demonstrated via non-clinical in vitro and ex vivo studies. 

Clinical Performance Data. 
No clinical studies were conducted on this device. 

Conclusion as to Substantial Equivalence 
QMix™ 2inl Irrigating Solution, to be manufactured by DENTSPL Y International, is 
substantially equivalent to the currently cleared and marketed BioPure MT AD root 
canal cleanser. 

0037 

0000:10 
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SECTION 6. TRUTHFUL AND ACCURACY STATEMENT 

[As Required by 21 CFR 807.87(k)] 

I certify that, in my capacity as Director of Corporate Compliance and Regulatory 

Affairs of DENTSPL Y International, 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. 

Helen Lewis 
Director of Corporate Compliance and Regulatory Affairs 

November I, 2010 

K ____ _ QMix™ 2in I Irrigating Solution 

0038 
00001.1. 
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SECTION 7. CLASS III SUMMARY AND CERTIFICATION 

[gj This section is not applicable. Device is not a Class III. 

SECTION 8. FINANCIAL CERTIFICATION OR DISCLOSURE STATEMENT 

[gj This section is not applicable; this submission does not include clinical study data. 

SECTION 9. DECLARATIONS OF CONFORMITY AND SUMMARY REPORTS 

[gj This section is not applicable; recommended for an Abbreviated SlO(k) submission. 

0039 
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SECTION 10. EXECUTIVE SUMMARY 

Description of Device 
QMix™ 2inl Irrigating Solution is a premixed dual-action device that cleanses and disinfects the 
root canal system by removing the smear layer and killing bacteria after endodontic 
instrumentation. Details are found under DEVICE DESCRIPTION. 

Similarities and Differences 
QMix™ 2inl Irrigating Solution is similar to BioPure MT AD in its capacity to chemically clean 
and disinfect the root canal system. As with BioPure MT AD, it contains effective antimicrobial 
and smear layer removing agents; unlike BioPure MTAD, these agents are not antibacterial or 
citric acid-based chemicals, respectively. Unlike BioPure MT AD, QMix is not acidic at the time 

. of application. 

Table I 0.1 Device Com arison Table 
Element 

510(k) 

Device Name 

Manufacturer 

Intended Use 

Active Ingredient 

Physical Properties 

Chemical Properties 

Configurations/Dimensions 

Performance 
%bacterial kill (in vitro) 

Material Compatibility 

Toxicological Properties 

Shelf Life 

J>n..warkcr Nt>tificarion 

Predicate Device 
K053167 

BioPure MT AD 
Root Canal Cleanser 

DENTSPLY International 

Used to chemically clean the 
canal and disinfect the root 
canal system after endodontic 
instrumentation 

er 
; 

Clear, colorless, odorless 
liquid (Citric Acid) 
Acidic solution during use. 

 solution in 
Sml Prefilled syringe; 
Sml for single canal 
application, 20m! for multi­
canal application. 

Predicate Device 
;::99.99% 

Solution compatible with 
. ' k . pnmary pac agmg. 

Biocompatible for intended use 
I duration 
2 years 

Qi\lix™ 2in1 lfrib-ating Solution 

New Device 
To be assigned 

QMix™ 2inl Irrigating 
Solution 
SAME 

Is a premixed dual-action 
device that cleanses and 
disinfects that root canal 
system by removing smear 
layer and killing bacteria 
after endodontic 
instrumentation. 

Clear, colorless, odorless 
liquid solution. 

Slightly basic solution 

containers. 

New Device 
SAME 
SAME 

SAME 

SAME 

0040 
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Summary ofPerfonnance Testing 

I. Perfonnance Testing - Bench 

Bench testing was undertaken on this device to demonstrate its efficacy as a root canal cleanser. 
Specifically, the ability of the solution to remove smear layer from instrumented root canals and 
kill endodontic bacteria (eg. Enterococcus faecalis) using standard protocols developed by 
Nelson Labs (eg. kill time testing) or university dental research departments (smear layer 
removal). 

Time Kill (in vitro)- Nelson Lab's; Documen 1 (Appendix A) 
Methodology: A measure m in suspension in known concentration 

was added to the test solution. A sample of the test solution was extracted 
into neutralizer medium after a set exposure time and assayed via plate count 
following incubation to detennine the number of viable organisms remaining 
and therefore the percentage kill due to the test solution. 

Results: Nelson Labs Report #519008 demonstrated that QMix ™ 2in I Irrigating 
Solution ("EBR 9210-999998-RZIO R Exp 2011-02) demonstrated a greater 
than 99.99% reduction of the microorganism (E. faecal is) in 5 seconds. The 
negative control perfonned as anticipated with a kill rate of 6% in the same 
time frame. 

Conclusion: QMix™ 2inl Irrigating Solution killed the test organism (E. faecalis) in five 
seconds by greater that 99.99%. This was superior to 2% Chlorhexidine with 
a 4 7% kill rate. 

"The Effect of QMix on Removal of Canal Wall Smear Layer" (ex vivo) - Dr. Franklin Tay 
(Appendix B) 

Methodology:

Results: 

Conclusion: 

0041 
000014 

Prcmarkct Notification QMix™ 2in1 Irrigating Solution DENTSPLY International 

(b)(4) 
(b)(4) 

(b)(4) 



"Scanning Electron Microscopic Study of Intracanal Smear Layer Removal by a Novel liTigant 
Solution" (ex viv

Methodology

Results: 

Conclusion: 

Performance Testing- Animal 
[8] This section is not applicable 

Performance Testing- Clinical 
[8] This section is not applicable 

Premarkct Notification QMix™ 2int lrri1-,rating Solution 

0042 
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SECTION 11. DEVICE DESCRIPTION 

QMix™ 2inl Irrigating Solution is a premixed dual-action device that cleanses and disinfects the 
root canal system by removing smear layer and killing bacteria after endodontic instrumentation. 
The solution contains  

QMix™ 2in I Irrigating Solution is packaged in HDPE screw-capped containers fitted with 
tamper evidence seals. It is available in 5ml, 60ml and 480ml bulk-solution containers. 

• The 5ml container will not be sold as a commercial product. It will be made available 

free-of-charge as a sample. 

• The 60ml container will be fitted with a Luer Lock adaptor to enable the connection and 
direct dispensing of solution into a Luer Lock delivery syringe. 

• The 480ml bulk-solution container will not be fitted with a Luer Lock adaptor. 

Photographs and Engineering drawings are not applicable for a formulated product. 

All of the components present in QMix™ 2inl Irrigating Solution have been previously cleared 
for use as root canal cleansers, in concentrations higher than those present in QMix™ 2in I 
Irrigating Solution. For this reason, the differences between the new and the predicate device do 
not affect safety and effectiveness. 

C043 
00001.6 

Prcmarkct Notification Ql\lix TM 2in 1 ln"4,'aring Solution DENTSPLY Intemational 

(b)(4) 



DEVICE DESCRIPTION (cont'd.) 

<;j­

~ 

0 
L) 

Formulation Table- (Not being compared to predicate device) TRADE SECRET - CONFIDENTIAL 

Table I 1.1 Formulation Table 
Component Name Chemical Name CAS# Function New Device 

TOTAL 100.00 

Jlrcmarkct Nonncat:ion Qi\lix™ 2in1lrrif,'<ltingSolution DL.~ f'SPI.Y International 0001.7 

(b)(4) 



SECTION 12. SUBSTANTIAL EQUIVALENCE DISCUSSION 

The QMix™ 2inl Irrigating Solution is substantially equivalent to DENTSPLY International, 
BioPure MTAD, K053167, with an FDA clearance date of December 8'h, 2005 and product code 
KJJ. 

BioPure MTAD and QMix™ 2inl Irrigating Solution are both designed to clean and disinfect the 
root canal system by combining the functions of smear layer removal and bacterial killing into a 
single step. This is done after initial irrigation of the root canat'system with ), which 

CO). QMix™ 2inl Irrigating Solution is also used as a secondary (final) irrigation step, but does 
this in a shorter timeframe than BioPure MTAD. It uses an endodontic chelating/sequestering agent 
in place of citric acid. , and an antiseptic surfactant in 
place of a non-antiseptic surfactant. 

0045 
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SUBSTANTIAL EQUIVALENCE: (cont'd.) 

Formulation Comparison Table- Device Components: TRADE SECRET - CONFIDENTIAL 

Table 12.1 Formulation Comparison Table 
Component Name Chemical Name CAS# Function Predicate QMix™ 2inl 

TOTAL 

C) 
C) 

~ 

0"\ 

l'rL":tnarkct Notificati(m QMix TM 2in1 Irrigating s()lution 

100.00 100.00 

DENTS PI ,Y lntcmational 00001.9 

(b)(4) 



SUBSTANTIAL EQUIVALENCE: (cont'd.) 

Comparison of Performance Data I Physical Properties 

Table 12.2 Comparison of Performance Data/Physical Properties 

Physical Property 

Physical Appearance 

Standard (ISO, 
ADA, ANSI, etc.) 

N/A 

Predicate Device 

Clear, pale yellow 
liquid (when 
components are 
mixed in 
preparation for use). 

QMix™2inl 
Irrigating 
Solution 

Clear, colorless 
liquid (requires no 
pre-mixing). 

0047 
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SECTION 13. PROPOSED LABELING 

DRAFT DEVICE LABEL 

Manufactured for: 

liJI"' iLXt4 m • 
DENTSPLY Tulsa Dental Specialfies 
DENTSPLY International, Inc. 
608 Rolling Hills Drive 
Johnson City, TN 37604 
1-800-662-1202 
l-800-597-2779 (fax) 
www.tulsadentalspecial_ties.com 

IRRIGATING SOLUTION 

,d,., '"""'-- NDNIIETURNABI.E t:r:/ ...,...- FSEALIS llftOKEN Made in U.S.A. Item: QMIX60ML 

CONSULT IUOnf! 
INSTRUCTIONS 

FOR USE ForDor.bl U.. Dn~ 

6o ml U.S. &For-eign Pat;. Pend. 07/10 

Qxxxxx -rna.tn 

lOf EXP DATE CODE 

Pn:..'f11arket Notification 

~~'! ··~I' \II i)C4'Jffi I 
M:lnutadurOO ror: -.p "' 

DENTSPI.nu!so IA>nlat ~pocialti•• IRRIGATING SOLUTION DENTSPI.Y hda ,_.,line. 
608 Rolling H~ls DIM> 

]ahnsoo Cliy, lN 37 604 
1-800-662-1202 

1-800-597-2779 !fax! 
'N'tHW. fuisoOOnXJ!spG<Jallle5. com 

Mode In U.S.A. 

rf:!l IU Only For 0-1 Use Only 
~ CONSULT INSTRUCTIONS FOR USE 

U. S. & Foroign Pul>.>nt Pending. !tam: QMIX5Ml 
5 ml ina! Sizo-Not For Ra>alo 07/10 S ml 

0048 
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Da1sfiY 
TULSA DENTAL 
5PEc:IA1JlES 

Pn:markct Notification 

QM~Xf4!.11 
IRRIGATING SOLUTION 
M:mulactured lor: 
DENTSPLY Tulsa Dental Spedalties 
DENTSPLY International, Inc. 
608 Rolling Hills Drive 
Johnson City, TN 37 604 
1-800662-1202 
1-800.597-2779 (lax) 
www.tulsadentalspecialties.com 

Item; QMIXABOMl U.S. & Foreign PoU. Pond. 571W5(R09/10] 480 mL 

r!!b*== 
[]!] C11NIIfi.J 

INSTRutTIDNS 
fotlUSE 

~t~ ....,., 
lttp lnny From Sllajlpt R1 Only 

Strut AI Roam temptrlta111 

Q~1ix TM 2in 1 lrrig.lring Solution 

I LOT I xxxxxxxxxxxx 

~ xxxxxxxx 
EXP 

0049 
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PROPOSED LABELING (cont'd) 

DRAFT DIRECTIONS FOR USE (DFU) 

DIRECTIONS FOR USE 

1;1Ml]X:f1t:11 
IRRIGATING S{)LUTION 

1'-AcniJfoctiJrod r01': 
DENUI'l'l' Tuba llental Spe<ioltie! 
DENTSFl'l' intemcrti.....J, Inc. 
608 Rolling Hill> Drive 
Johnwo Oty, TN :JT604 
14!00662-1202 
H!(l0.597·2779 li<lll) 
www.lu[K;donto[,pociahio~.com 

1\-\onvfo~urod in U.S.A. 

U.S. and lo.eign polenb pcndinti. 

CAUTION' 
• U.S. Federcllow restricts the sale oi 

this de ... ice te> o dentis~ or clinician. 

INCICATIONS POR USE, 
• QMix "' 2in 1 Irrigating Solution is 

a premi:.ced d uo[-adion dovice thot 
dccrtses and d isinfecis the ro-ot 
ronal system by removing sn-.~r 
[oyer anci' killing hocterio ·after 
t:!:'IC:l~H:lt;mtir; in~t~\l~'lerJ~l1il;m. 

CONTRA INDICATIONS' 
"Nodar use as o general dis.ir:'lfedant 
or~d sho!![d n.al b~ csed as Slrt:h. 

• N;;•! fo;;>r vs-0 t!::i Q:!1 or'JI ri nst~. 

WA<NING5: 
• Co-no~ive. 

·Keep out of the reoch ot children. 

• U~P of tl1i~ pr.OOuci1 ir. o ~moll number 
of polients1 may rouse difficulty 
brccrihi!lg, svroflen ieee or eyes, hives 
or .rm.h. Th~ patito~t sho~Jid be od11ised 
to contCld hivher den:ol rrofe!.!.l-or1al 
immediotcly in the unlik-ely e.,..et1l :hat 
the~e S'»'n'II)!Orl'l~ OC<:Ut. 

·Skin cor,t:.JC'I mo)"' wu$.0 $kin initolicn, 
Symplom~ im:lvdo rt::dnos:o, ikhing, 
end pair~. lmmediotc:l:r· flush s\.in wi:h 
plenty of cCKJI soapy wofar for at loost 
15 minutes_ Get m!W:io::ol attention. 

• A"oid conlr.::d with eyes. Eye c.orrtad 
may cau1c :severe eye irritation und 
ubrtni.un. l!runcditliely flu!>h oycs 
with olonty d wtttgr ft~r o! laa~ 1 5 
mintrtes., liiting lower and u;pper 
aye lids occosionolly. Ge; medico I 
o.Her.tion in~medio1ely. 

• Direct i-nMolation rnoy rouse ir ritotion 
to mspirolo ry trod ond mucnus 
membranes. 5ymptoms m::ry include 
ooughing, ,,hortn"'' at brornh. Remol'!l 
patient to fresh air. If n~t breathing, 
gi"e ortiflciol res.p;ration. If brl!'!lthlng 
~~ difftr:ull, odmini.shi!~- Oxy'Set1. Seek 
c:ttenticm of (I ph~ick:n lm,r:edlaloly. 

·lngesti~n may I::Cli.'Ul nau~eg, vQmiting, 
ciiorrhao and difficulty· in s;wollowing. 
If ingestion occur~, fiL.tsh mouih with 
woter ond ~eek mediool ahen1inn 
ir'lH'r1~di!lt6ly. If j)t)r'£.6~' i!. <:6£•4ti6lJ$, 
induce veml!ir'lg. Never indt.~ce 
vomi1i~g Dn em vnconscious person; 

• Use freshly opened pockagt!!d 
s.:yring~ und $.fe1·ile it•igmio-n needles:. 
Do r.~·t I'Culiie. 

• De noi store QMix,... 2ir.l in an 
a:pplication syringe. 

•UseQMix .... 2inl osindicotcd. 
Reducing the do'iagc will no1 achieve 
effective cleaning. 

PRECAUTIONS, 
• S!r.:ore t11 ro: ... c•m temperotvrc, Keep ovt 
of dired sunlight. Do r.ot rdrigcrotc. 
Replace cap "iCc1.1rely bctws-!m vs.c5. 

• U$/'J cf up h.t 6.15% N(10CI fer 
irrigo1ion pric: It~ use lt'li OMix ... 2iril 
is. ICt:oommendct.l. 

• Rtnse out the NoOCI with sterile ·v.onter 
or .soline prior ro vse of OMi10:"" 2in 1. 

• Us.e QMix"""' 2in 1 as indicated. 
Lower do<age (fewer n1illilii~r<i will 
11ot doo nose cr di~infcd the root cona I 
as effectively. 

·Use QMix""' ?.inl (lithe finol ini'-IO!ll 
befme: obhrr"Olion. 

• Do not use Q/li,ix ,ij :2in 1 after 
expiro:ion dot~. 

coso 
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PROPOSED LABELING (cont'd) 

• Care :;;h(l;Uid be token not to crou· 
ron~mino!e solution in bulk containers. 

·Use in a well \ler.liloted Cln!!O. 

• \Vhen handling this product, the use of 
eye/fcce prote..'iion, latex or nor-latex 
gloves is. recommended. 

.. Wash your hands bllo<Mng usc. No 
coling, drinking or smoking while 
handling this produd. 

• D:.> not u$.t this product if the toolh i$. 
nr;l properly i;o lotcd wi!h c1 d~ritul 
dam cmd pro1ctlivc equipment. 

•AII:·cJ<Jt t:c:tnCII proced1.u~ should be 
perfon':'led wllh t;ufficienl vi$ihiliiy. 

ADVERSE REAOIONS; 

• Use oi this produo, In c !.moll 
nu rnber of pr.:ti!'!'nti, may wm.e 
difficulty bretfthing, swollen f<•ce or 
cye"t., hives of Josh. The fY.IIicnt $hould 
be advised to contotl his/h.cr denial 
profcs.sionol immedia1ely in the unlikely 
cvcnl :hat th<:sc s.ymptoms occur. 

• Skit\ COr\t~tCI nt(l)" CO\.J~ skin ln'itotior1. 

Symptom$ include red:1es1, itchir1g_. 
unO pt~fn, Immediately flush s~in with 
plcr.ly cf cool soapy wate-r for at lcoost 
15 minvtes.. Get medical attention. 

• Avoid con1:1cl wi1h eyes, Eye co:11oc1 
mny rou:~;e -severe eye itr'i1C1!io!'l tmd 
uLrosicr.. lrnmedit~lely flush eyes 
with plcnly of wolcr for of loo:st 15 
miilutcs, li!ting loW'Cr end 'Upper 
eyelids occnsionally. Get medical 
attention immediately. 

• Di!'ect ittholotion mcy OOU$C it rirction 
tv respiratory trod ond mut:oo'S 
membranes. Symptoms may include 
coughing, shcrlness cf breclh. Remove 
to fresh ai1: If 110t breathing1 give 
o:rtificiol respiration. If breathing i!. 
ciifficull, odmini!ole.- oxygen. Seek 
oH~nlion of o phys.iclnn immediately. 

•Ingestion may COL.'S& oou.soo, vomiiing., 
diarrhea and difficulty in swallowing. 
If inge!:.ti-:m uo:urs, flush mouth with 
wote:- and ~ee:k mediool ottentior.. 
immedbtely. If per$On is cons.c.iOlJ!, 
induce vcmi!i'fliJ. Nevef in~vce 
vomiling on e::n unconsci:n.'l: per~on. 

Pn:markct Notification 

STEP-SY-STEP INSTRUCTIONS' 
• Gently shcJ<e or agitate lhe QMix "' 

2in 1 container pt~or to dispensing. 
Avoid Cfeoting exceuive bubble$ or 
fomn i11side c:ontoincr, 

• Fill a fresh syringe with QMix~ 2in 1 
fram either the 60 ml (w/ ber loc-.1<: 
syrinol'! odnpter) o: 480 ml hc1tle (w/[') 
Luer· lock $)'ling-e c::cbpter·), Repl(1ce W? 
Ol\ conl(linet; Syringe not included. 

·For 60 ml container only: PLJ5h ihe 
syringe tip fully in1o the bottle poli 
(luer klck). Twi$t .!lyrlnge 1 /4 turn 
clockwise t~ in$ure s.:1ug fir. Pull beck 
eft the plur"!ge;, withdr~wino $Oivfi(:ln 
hom the bortlc into the sy1ingc. 

·For 480 ml conloiner: The solution. 
n"ny be pouJed into CJ smoller 
container prior to withdrowcfl into 
o syringe, 

·Attach en irrigation needle to s.yring-e 
fe.g. s.ide vemed 30 gauge Pr~.::Rlm:e 
Irrigation Needle with c.op}. lrrigettion 
needle not i:)cluded. 

• U<se up to 6.15% NaOCI for irrigation 
prior to use- of QMix ... 2in 1 

• A'S with or~y final irrigation solution. 
rinse out tho NaOCI wiih ster1le water 
or soline. 

·Remove cap frt::tm inigCltion needle. 
ln~rtthe needle into the c:anul being 
healed. ?loce the ne-edle 1ip safely in 
a:mtl I (no more than 2 mm from 
apex). Express QMix""' 2in i in:o canal. 

•lttigotc for 60-90 $:CCOt'lth. 

• Remcr1e QMix ''" 2in 1 from canal 
and dispo~. 

·Dry the canol. Seal o"d obturutc 
m normal 

Storage-: ~I ctK A G f_ 

• Sto1c at room tcmpc!Ol_ule. Keep out 
of dired sunlight. Do not reirigerate. 
Replace ccp securely between uses. 

• Dv n:.:t u~e QMix'~ 2inl (lf1ef 
c:cpiro!ion dote. 

• De not :s.tore Q.t.Vx''" 2in 1 in on 
opplk:ction $YJinae. 

Qt-..fix™ 2inlln-4.,raringSolution 

~,, 
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PROPOSED LABELING (cont'd) 

DRAFT ADVERTISING CLAIMS: 

Claim 

Kills planktonic bacteria (including 
Enterococcus faecalis) 

Removes smear layer from instrumented canal 
walls. 

Superior killing effectiveness: at least as 
effective as  

Equal or better effectiveness at removing smear 
layer in comparison with  

C) 

More effective canal cleaning in preparation for 
obturation than -  

. 

Faster working time than BioPure MTAD. 

Single solution used as a fmal rinse after bleach 
for one-step smear layer removal and bacterial 
killing. 
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(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 
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SECTION 14. STERILIZATION AND SHELF LIFE 

Sterilization: 

The QMix™ 2inl Irrigating Solution will not be supplied sterile and will not undergo 
sterilization during routine use. 

Shelf Life: 

QMix™ 2inl Irrigating Solution is comprised of materials that have been previoulsy cleared for 
marketing in higher concentrations than those present in QMix™ 2in 1 Irrigating Solution. 

application is in support. 
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SECTION 15. BIOCOMPATIBILITY 

•, Per ISO-I 0993-1, the biocompatibility requirements for an externally communicating device 
with limited (<24 hour) contact with the patient, are Cytotoxicity, Irritation and Sensitization. 

CYTOTOXICTY 

The Cytotoxicity reports can be found in Appendix D. 

IRRITATION 

SENSITIZATION 

0054 
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SECTION 16. SOFTWARE 

[gj This section is not applicable; no software contained in the medical device. 

SECTION 17. ELECTROMAGNETIC COMPATIBILITY 
AND ELECTRICAL SAFETY 

~ This section is not applicable. 
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SECTION 18. PERFORMANCE TESTING- BENCH 

I Test #1 ) 
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SECTION 19. PERFORMANCE TESTING- ANIMAL 

~ This section is not applicable; no animal testing performed. 

SECTION 20. PERFORMANCE TESTING- CLINICAL 

~ This section is not applicable; no clinical studies performed. 
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S OMBS ee tatement on R everse. F arm Aoorove : 0. 91 .XDifatiOn d OMB N 0 0-0616 Ex . ate: 31-D 10- 20 11 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

n=M Food and Drug Administration 

Certification of Compliance, under 42 U.S.C. § 282U)(S)(B), with 
Requirements of ClinicaiTrials.gov Data Bank (42 U.S.C. § 282ij)) 

(For submission with an application/submission, including amendments, supplements, and resubmissions, under§§ 505, 515, 520(m), or 51 O(k) of the 
Federal Food, Drug, and Cosmetic Act or§ 351 of the Public Health Service Act.) 

SPONSOR I APPLICANT I SUBMITTER INFORMATION 
1. NAME OF SPONSORIAPPUCANT/SUBMITTER 2. DATE OF THE APPLICATION/SUBMISSION 

DENTSPL Y International Inc. 
WHICH THIS CERTIFICATION ACCOMPANIES 

11101/2010 
3. ADDRESS (Number, Street, State, and ZIP Code) 4. TELEPHONE AND FAX NUMBERS 

(Include Area Code) 

Susquehanna Commerce Center 717-849-4229 
221 West Philadelphia Street, Suite 60 (Tel.) .. 
York. PA 17404 717-849-4343 (Fax) .. 

PRODUCT INFORMATION 
5. FOR DRUGS/BIOLOGICS: lndude Any/All Available Established, Proprietary and/or Chemical/Biochemical/Blood/Cellular/Gene Therapy Product Name(s) 

FOR DEVICES: lndude Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) and/or Model Number(s) 
(Attach extra pages as necessary) 

: : 
APPLICATION I SUBMISSION'INFORMATION 

6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES 

OIND 0NDA 0ANDA 0BLA 0PMA 0HDE K]510(k) D PDP 0 Olher 

7. INCLUDE IND/NDAIANDAIBLAIPMNHDE/510(k)/PDP/OTHER NUMBER (If number previously assigned) 

B. SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES 

CERTIFICATION STATEMENT /INFORMATION 
9. CHECK ONLY ONE OF THE FOLLOWING BOXES (See instructions for additional information and explanation) 

KJA I certify that the requirements of 42 U.S. C. § 2820), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law 
11 0·85, do not apply because the application/submission which this certification accompanies does not reference any clinical trial. 

DB I certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law 
110-85, do not apply to any dinical trial referenced in the application/submission which this certification accompanies. 

oc I certify that the requiremenls of 42 U.S.C. § 2820). Section 4020) of lhe Public Heallh Service Act, enacted by 121 Slat 823, Public Law 
11 0·85, apply to one or more of the dinical trials referenced in the application/submission which this certification accompanies and that 
those requirements have been met. 

10. IF YOU CHECKED BOX C, IN NUMBER 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER($) FOR ANY "APPLICABLE CLINICAL TRIAL($)," 
UNDER 42 U.S.C. § 282G)(1)(A)(i), SECTION 402U)(1)(A)(i) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/ 
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Attach extra pages as necessary) 

NCT Number(s): 

The undersigned dedares, to the best of her/his knowledge, that this is an accurate, true, and complete submission of information. I understand that the 
failure to submit the certification required by 42 U.S.C. § 282(1)(5)(8), section 402(j)(5)(8) of the Public Health Service Act, and the knoWing submission 
of a false certification under such section are prohibited acts undef 21 U.S.C. § 331, section 301 of the Federal Food, Drug, and Cosmetic Act. 
Warning: A willfully and knowingly false statement is a criminal offense, U.S. Code, title 18, section 1001. 
11. SIGNA~~ OF ~OR/APPLICANTISUBMITIER OR AN 12. NAME AND TITLE OF THE PERSON WHO SIGNED IN NO. 11 

AUTHOR ED REP ENTATIVE (Sign) 
Helen Lewis ,/, ~ (Name) .... 

/v~'-0 "--U 
(Title) ..... 

Director, Corporate Compliance & Regulatory Affairs 

13. ADDRESS (Number, Street, State, and ZIP Code) (of person identified 14. TELEPHONE AND FAX NUMBERS 15. DATE OF 
in Nos. 11 and 12) (Include Area Code) CERTIFICATION 

Susquehanna Commerce Center (Tel.). 
717·849·4793 

221 West Philadelphia Street, Suite 60 11/01/2010 
York, PA 17404 (Fax) .. 

717-849-4343 

Form FDA 3674 (11/08) (FRONT) ' PSCGraphioo(lOI\4-1. 1090 EF 

0059 000032 
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Form Approved· OMB No 0910·0120· Expiration Date: 6/3~/10 

Department of Heallh and Human Si!rvices 
FOOd and Drug Administration 

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

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

-~· -
TYPE (lf 510(K) SUBMISSION 

~ Traditional 0 Special 0 Abbreviated 

STANDARD TITLE' 

ISO 10993 Biological evaluation of medical devices-Part' tO: Tests !br irritation and sensitization 2002/(R) 2008 

Please answer the following questions Yes No 

Is this standard recognized by FDA'? .............................................................................................. .. 0 

FDA Recognition number' ................................. : .......... ; .. , ................................................................... # 2·87 

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ............ ....................... ... ..... ...... ...................... ........... .. ................. ....................... lll 0 

Is a summary report' describing the extent of conformance.of the standard used included in the 
510(k)? ............................................................... : •.. : .... :................................... .. ............................... li1 D 
If no, complete a summary report table. 

Does the· test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..................................... , .................................................................................. . 0 

Does this standard include acceptance criteria? ............................................................................... .. 0 
If no, include the results of testing in the 510(k). 

Does this standard include more than.one option or selection of tests? ........................ , ..................... .. 
If yes, report options selected iri the summary report table. 
-· -----------·-----------1 

Were there any deviations or adaptations rriade in the use ofthe standard? ...................................... .. 0 
0 

li1 
0 If yes, were deviations in accordance with the FDA. ~upplemental information sheet (SIS)'?., ........... . 

Were deviations or adaptations made beyond what is specified in the FDA SIS? ................................ . 0 
If yes, report these deviations or adaptations in the summary report table. 

Were there any exclusions from the standard? .................................................................................. .. 0 
If yes, report these. exclusions in the summary reporttable. 

Is there an FDA guidance' that is associated with this standard?........ ........... ..................................... 0 li] 
If yes, was the guidance document followed in preparation of this 510k? ............................................. 0 0 
Title of guidance: ISO l 0993 Biological evaluation of medical devices-Part I: Evaluation and testing 2002. and ISO 7405 

1 The formatting convenUon tor the i!U.e is:.{SDOI {numeric ictentifierl 
jt!Ue of standard] [da.te of pUblica liOn} 

1 'Authorily [21 IJ.S.C: 3GOd).-www.fda.{lOV/cdrh/stdsprog.~lnil 
'hltp:/fwww.accessdata.fda.gov/scnptslcdrh/efdocs/cfStaodardSI 

seatdtcfm 
" Tt>.e summary reporl shotJ!d lnclude: ar1y adiJptation:; used lo adapt 

to tl'la device under rovlow (for e,x11mp!e, nlternative test methods): 
eho!ces made when options or a selection of methods are described; 
d&~ia:lofl$ from the stand~rd; requirements not applicable to the 
dovice; ;md the namP. and address of !he testlab<:Hatory or 

carti!ication body involved in conformance assessm~nlto this 
stanoo,rd. TM summary teport inClUdes informatlon.on au sl.anda~d~ 
ulilized·during the dSve!opmef'lt of the device. 

5 The supplementn! in!ormation sheet (SIS) 1$ addliiona! lnformaliort 
which is·necessary before FDA recognizes the standard, Found at 
hltp:l/www.~_ccess~ata.fda.gov/scripts/cdrhlcfdotslciStandardsl 
search.cfm 

6 The ooline_search fOr CDRH Guidance Documents can be found at 
www:'fd3.govlcdrh{guid.ance.html 

FORM FDA 3654 (9/07) Page 1 

('· 0 61 000034. 



EXTENT-OF STANDARD CONFORMANCE 
. SOMMA~Y REPORTTABI..E . . -·· .. 

STANDARD TITLE 
ISO 10993 Biological evaluation of medical devices-Part~ I 0: .Tests for irritation and sensiti7;Jtion 2002 

- - -
CONFORMANCE WITH STANDARD SECTIONS" 

SECTION NUMBER SECTION TITLE CONFORMANCE? 

Annex B Additional irritation tests Ill Yes 0No ONIA 

TYPE OF DEVIATION OR OPTION SELECTED • 

8.4 Orat mucosa irritation test 

DESCRIPTION 

An assessment is made of the potential of the material under. test to produce irritation of the oral tissue. 

JUSTIFICATION 

Standard test recommended per ISO I 0993-1 2002 

SECTION-NUMBER SECTION TITLE CONFORMANCE? 

DYes 0No ONIA 

TYPE OF DEVIATION OR OPTION SELECTED • 

DESCRIPTION 

JUSTIFICATION 

SECTION NUMBER SECTION TITLE CONFORMANCE? 

bl Yes Q No [JNIA 

TYPE OF DEVIATION OR OPTION SELECTED' 

DESCRIPTION 

JUSTIFICATION 

• For completeness list all sections of the standard and Indicate-whether conformance is met. If a section is not applicable (N/A) 
an explanation is needed under "justification.~ Some staf!dards include options, so slmllar to deviations, the·option chosen needs 
to be described and adequ~tely justified as appropriate ror the subject device. Explanation of all deyiations or description of 
options selected when following a standard is required under •type of deviation or option selected.~ "description* and '"justlfica~ 
tion~ on the report. More than one _page may be .necessary. 

• Types of deviations can-include an exclusion of a_section in the standard, a deviation broughtout·by the· FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any-adaptation of a section. 

Papen,·ork Reduction Act.Statcm('lll 

Public reporting burden for- this collection of information is cs!imnted to average I hour per rcsp;;ihsc, including the 
timc·.for revicwing·in..o.;tructiOns. searching exi~ting dahfSourccs,_gmh·cring and maintaining the data nCCded. ~md 
completing and reviewing the collection of infommtion. Scnd_coinineiltS regarding this burde11 C-Stiriulle or any other 
as.pcc.t of this collection of in!Ormntion, induding suggestions for reducing this burden, to: 

CCntCr for D<.~viccs and Radiological Health 
1350 Piccard Drive 
Rockville, MD 20850 

An agerny may nolt.:onducl or sponsor. and a persvu is not t"Ci.JUired fO respond to. u collecrien t?finformariou 
unless it displays u cun-"tml(r ra!id_OMB em Jim/ numht:l: 

F_ORM FDA 3654 (9/07) Page 2 
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Form Approved: OMB No 0910-0120: Expiration Dote: 8/31110 

Department Of Health and Human Services 
Food and Drug· Administration 

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

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer· 
ences a national or international standard. A separate repoit is required for each standard referenced in the 51 O(k). 

-TYPE OF 510(K) SUBMISSION 
9) Traditional [] Special [J Abbreviated 

STANDARD TITLE' 

ISO 10993 Biological evaluation of medical devices-PartS: Tests for cytotoxicity: in vitro methods 2009 
-· 

Please answer the following questions Yes No 

Is this standard recognized by FDA'? ........... ................................ . ......... '"' ; ............... "''" ............... .- . tli D 
FDA Recognition number' ....................... ·················••<>••••············· ............ ........................................ # 2-153 

Was a third party laboratory responsible for testing conformity of the device.to this standard identified 
in the 510(k)? ....................................... , ................................................................................................ lll D 
Is a summary report' describing the extent of conformance of the standard used included in the 
510(k)? .................................................................................................................................................... IZl D 
If no. complete a summary report table. 

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ............. , ..... , .................................................................................................... , lll D 
Does this standard include acceptance criteria? ....................... , ................ , .................. , ..................... : D IZl 
If no, include the results of testing in the 51 O(k). 

Does this standard include more than one option or selection of tests? ................................... , ........... lll D 
If yes, report options selected in the summary report table. 

Were there any deviations or adaptations made in the use of the standard? ....................................... D IZl 
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)'? .............. D D 
Were deviations or adaptations made beyond what is specilied in the FDA SIS? ................................. D fll 
If yes, report these deviations or adaptations in the summary reporttable. 

Were there any exclusions from the standard? ......................... ·················· ........................................ D !2J 
If yes, report these exclusions in the summary report table, 

Is there an FDA guidance' that is associated with this standard?. ........... . ....... ''"'"''" "'" ................... D IZl 
If yes, was the guidance document followed in preparation of this 510k? ............................................. D D 
Tille of guidance: ~SO I 0993Bi<J_Iot;it:a1 eval.~ati"_n of medical de~i<:s-Part 1: Evaluation and testing 2002 

1 The formatting convention for the ·lille is; {SOOJ [numeric idanlifier! r.ertification body involved In conrormance assessment to thl.S 
!l!t!o of standarctj [datr: of publicatlonj stapdard. Tile summary rQpor1 inclut1es informaHon on all standartls 

7 Authority [21 U.S.C. 360d]. W'M'I.fda.govfcdrh/stdsprog.html utilized during the development of lh~ devlCQ. 
3 htlp://www.accessdata.lda.govtscriplsfcdrh!cfdof;;jcifstandardsl s The supplemental information sheet (SIS) is additional in forma tiM 

search.dm which is necessary before FDA-rocognfl:$5 the standatd. Found al 

~Tho summary report sholllt:l incluOO; any E~daptatiom;'used lO·actapt http:/J'IIo"Ww.accessdata.fd~.gov/scriplSicdrhicfciocs/cfStandardsl 

to tt'le device under teview (for il'llt-Jmpla, alternll!iV(I test methods)~ soarch,cfm 

choices made when optiOns or a selection Qf mathoCs are described: 6 The on!ine.uarctl for CDRH Guidance Ooeuments can be found at 
deviations from the star~dar<:l: requirements not nppticable to the www.lda.govfcdrhfguid<Hlce.html 
device: and the nama and addrcaS Of the test laboratory o/ 

FORM FDA 3654 (9/07} Page 1 
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EXTE_NT QF ST~ND~R[l CQf'iF(?RI\li~NCE 

SUMMAR'\': REPORT TABLE 
' ' '>)' ' ---···'"·---- --·--·--··---------- --""'"' --····-------···"·· .. ··--.. ----- --·-··-"""" _____ 

STANDARD TITLE 
ISO 10993 Biological evalimtion of medical deviccs,Part 5: Tests for cytotoxicity: in vitro methods 2009 

..•...•. .. ---------------·-·········"•'' --- --·---·-·-·- ··-·· --------
CONFORMANCE WITH STANDARD SECTIONS• 

SECTION NUMBER SECTION TITLE CONFORMANCE? 

8 Test Procedures !7.1 Y•s 0No ONIA 
·--- ----

TYPE OF DEVIATION OR OPTION SELECTED • 

8.4 Test by indirect contocl 
--- ----------·-""''""' ___ , __ , _____ ------- -· .... ····---------------------- --

DESCRIPTION 

Agar Diffusion (Agar Overlay) This test allows a qualilntive assessment of cytotoxicity. 
·····-·····-· •. -------- -·-JUSTIFICATION 

Standard test recommended by !SO 10993-1 :2002 

SECTION NUMBER SECTION TITLE CONFORMANCE? 

Annex B Colony fOrmiltiOn cytotoXicity test 12'1 Yes 0No ONIA 

TYPE OF DEVIATION OR OPTION SELECTED • 

8.2 Experimental Procedure 
~ 

DESCRIPTION 

MEM Elution. Method 

I JUSl •r•v~TION 

Standard test recommended by ISO 10993-1 :2002 

SECTION NUMBER SECTION TITLE -CONFORMANCE? 

bJ Yes bNo IJ NIA 

TYPE OF DEVIATION OR OPTION SELECTED • 

DESCRIPTION 

- ·-·---
JUSTIFICATION 

• For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) 
an explanation is needed under "justificatioR" Some standar_ds include options, so similar to deviations, the option chosen needs 
to be described and adequately justified as appropriate for the subject device. Explanation 9:f aU deviations or description of 
op~ons selected when folloWing a standard is required undef "type.of deviation or optiOJ! selected; '"qescrip_t_io!'l" and ~justifica-
tion· on the repqrt. More than one page,may bS necessary. 

• Types of deviations can inclode an exciusion of a section in .the standard .. a devi3tlon brought out by the· FDA supplemental 
information sheet (SIS}, a deviation to adapt the standard to lho device, or any adaptation of a section. 

l'apcnvork Reduction 1\ct Stutcmcnt 

Public rcp<)tting burden for this collection of.infonmHion is:cstimated to :lvcra£c I hour per response, including the 
time for reviewing instructions; searching cxi_stiilg data sources, gathering and maintairling the d:ita needed. and 
completing and reviewing the cqllcction, of informatiOn. Send z:omments rcgtm.ling this bul'den estimate or any other 
uspccl.ofthis collecllon ofinfonn~lion~ inclu~ing ~uggcsti9ns for reducing ·this-burden. to; 

cc·ntci" thr Di:viccS fin<fR"aditlkltdc•ll HCcilth 
135.0 Piccord Drive 
Rockville, MD 20850 

.An agei7(1' may not conduct or spvnSor. and u pt.:rson is=norroquired tq respond to. ·a t•o/!ecrion ofiii_jiJnnation 
wilt•.;.~ if dLtiiJh~~-s a currentJ.v ralid OMJJ control numbe1: 

FORM FDA 3654 (9107) Page 2 
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Form Appm..d· OMS No 0910.0120· E)(jlira:ion Dato· 8131/10 

Depar1ment ol Health and Human Services 
Food and Drug Administffition 

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

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

------·-··-·····------------TYPE OF 510(K) SUBMISSION 

[;l] Trt!ditiona! 0 Special 0 Abbrevialed 
-STANDARD TITLE 1 

ISO 10993 fliologicu! cva!umion ofmt:dical d~.·viccs-Purt 10: Tcsts·ti)r irritation and sensiti;r_ation 2010 

Please answer the following questions Yes No 

Is lhis standard recognized by FDA'-? ................................ , ......... '"···--·· .............................................. IZI 0 

FDA Recognition number3 ................................................................................................................. .. # 2-87 

Was a third par1y laboratory responsible for testing conformity of the device to this standard Identified 
lZI 0 in the 510(k)? ........................................................................................................................................ 

Is a summary report • describing the extent of conformance of the standard used included in the 
IZI 0 510(k)? .................................................................................................................................................. 

If no, complete a summary report table. 

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
IZI 0 pertains to this device? ......................................................................................................................... 

Does this standard Include acceptance criteria? ...................................... ....................................... , ... 0 !;2] 
If no. include the results of testing in the 510(k). 

Does this standard include more than one option or selection of tests? ............................................... lZI 0 
If yes, report options selected in the summary report table. 

Were there any deviations or adaptations made In the use of the standard? ........................................ 0 IZI 
If yes, were deviations in accordance with the FDA supplemental information sheet {SIS)'? ............. 0 0 

Were devlations.or adaptations made beyond what is specified In the FDA SIS? ...................... ......... 0 1Zl 
If yes, report these deviations or adaptations in the summary report table. 

Were there any exclusions from the standard? ..................................................................................... 0 IZI 
If yes~ report these exclusions in the summary reporttable. 

Is there an FDA guidance• that is associated wHh this standard? .... ,. .............. . .................................. 0 1Zl 
If yes, was the guidance document followed in preparation of this 510k? ............................................. 0 0 
Title of guidance; ISO 10993 Biological C\'aluation of medical dc-vii:cs~Pnn 1: Evaluation and tL:sting 2002. anu··rS<l 74()5 

1 ·rne formatting convenHrm for-lhe tiUo is: fSOO) (numeric identifier) oortlfkalion·booy· in...Wved in conformance assessment tO this 
{Iilio of standordj {dnkt of publictnion] sltmdard. The summary report indudeJS informatioo-on en standards 

1 AulllOnly !Z1 UJi.C. 360d]. WWi.vJda.govfcdrh!;.tdsprog.html vtillred duting the duvol()i)mont ot !ha d""ioo. 

* htlp'J/ww~t.accessdata.fda.gov/Bcrlp!slcdrh!ctdo~cfSiandar~ ~ Th6 aupplemontal information Sheet (SIS) l!l additional information 

5earch.cfm which-is neeusary befofe FDA r&eogni:zes the standard. Found at 
4 Tho summary repor1 should indudO: &fly adaptatioN us«~.to adi!IPI 

h1tp:/lwww.aeussdat.ri,fda.g0v/setipWcdrtiltrdO<::!l!t:.IStandttrdai 

to thO dO'IIce undf!r review {for exempie, alternative test methods); search.cfm 

cholc:Gs madD when optJ.cn::~ or o sofnction of methods are described: a Th~ onllntJ s~rch for CORH GuWanto Documents Cfltl be loUtlb dl 
deviotlon.s from tho standord; req1.1lrements not appUeatoo to tile www.fda.gov/cdrhlguidance'.html 

device: Md the name and addr!'$!'1 {If iha teat Joborutory.or 

FORM FDA 3654 {9/07) Page 1 
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE 

STANDARD 1 l'fLE 
lSO t099?- Biological evaluation of medical devkcs~P<:~rt I !1: Tc.~st:di.lr irriuuion an_d ~cnsitizmion 2Q 10 

CONFORMANCE Wlllt STANDARD SECTIONS' 

SECTION NUMBER SEC'IlON TITLE CONFORMANCE? 
7 Skin Scnsitizution Tests Illy., 0No (] NIA 

TYPE OF DEVIATION OR OPTION SELECTED • 

7.2 Murine Local Lymph Node Assay (LLN,\) 

DESCRIPTION 

An assessment is mude of lhe potcn~inl o(thc ma~t-riuLundcr test to produce irrit!ltion of the oraJ ti_s~ue. 

JUSTifiCAilON 

G\cc"ptaW~.mclh<>d. for~J.SiRctl!:l,O Jti!i~"·-·::.~.-- ···· _.:. .. ·. . .... ~ ~.:.-:-·=::- ..... .::.c·--~~-- _j 
SECTION NUMBER SECTION TITLE CONFORMANCE? 

0 Yes 0No ON/A 

TYPE OF DEVIATION OR OPTION SELECTED • 

DESCRIPTION 

JUSTIFICATION 

SECTION NUMBEl< SEC'TION TITLE CONFORMANCE? 

Dves DNo DN/A 
TYPE OF DEVIATION OR OPTION SELECTED • 

DESCRIPTION 

JUS TIFICAflON 

• For completeness lis! all sections of the slandard and indicate whelher confonnance is met If a section is not applicable (NIA) 
an exptooation is needed under "justification.~ Somo standards include options, so similar to deviations. ihe option chosen needs 
to be described and adequately juslified as appropriate for tile subject device. Explanation of all deviations or description of 
optians selected when following a-standard ls ·required Under •type of deviation or option selected.~ •de:sc_ription" and "justlf1ca· 
lfon" on the repOrt. More than one page may be necessary. 

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

Paperwork Rcduclion.Act Statement 

Public reporting burden for this collection of infOnnution is eslimnted 10 avernge I hour per response, induding the 
time for reviewing instru(:lions, searching existing data sources, gathering and maintaining the data needed, and 
compl.:ting and r"eviewing tbe collection ofinforma1iun. Send comment.:; regarding this burden estimate or any other 
aspect of this collection of information, including-suggestions for reducing·this burden, to: 

Cemcr for Devices and Radiological Heallh 
1350 Pic-cn~d Drh'e 
Rockville, MD 20850 

A11 a~wnc,r may not conduct or sponsor. mu.J a per.mn if notn.:~quired to re.."tpond to, a collection ofinfvrmmit~fl 
unle.rs it Jispluys a t~trRntly \'alid OMB ,·untroluumher. 

FORM FDA 3654 (9/07) Page2 
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APPENDIX A 

l Study- Protocol and Final Report 
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Prcmarket Notification QMix™ 2in1 Irrigating Solution DENTSPI .Y International 
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(b)(4) Test Reports: pgs 68-219 have been removed



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

COVER SHEET MEMORANDUM 

From: Reviewer Name 

Subject: 510(k) Number 

To: The Record 
c't) 

Please list CTS decision code _ _,.>=-~--
0 Refused to accept (Note: this is considered the first review cycle, See Screening Checklist 

http://eroom. fda. gov/eRoomReq/Files/CD RH3/C DRH PremarketN otification51 OkProgra m/0 5631/Screening%20Checklist%207% 
202%2007 .doc) 

D old (Additional Information or Telephone Hold). 
Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.). 

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

Indications for Use Page Attach IFU 

510(k) Summary /510(k) Statement 1 Attach Summary 

Truthful and Accurate Statement. Must be present for a Final Decision 

Is the device Class Ill? l . 
If yes, does firm-include Class Ill Summary? I Must be present for a Final Decision 

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

··-------·-~~·-· --- ····----··--- -------~----·--·--~-- --- . -
Is this a combination product? 

(Please specify category see 
http://eroom. fda .qovieRoomReq/Files/CDR H3/CO RHPremarketNotification51 OkProgra m/0 413b/CO 
M B INA TIO N %20PROD UCT%20AL GO R ITHM%20(REVISED%203-12 -03). DOC 

a reprocessed single use device? / 
(Guidance for Industry and FDA Staff- MDUFMA- Validation Data in 510(k)s for v 

i 
Is this device intended for pediatric use only? / 
1--------------~----~~-------------------------~-~~--

ls this prescription device? (If both prescription & OTC, check both boxes.) 
I with Requirements of 

Is clinical data necessary to support the review 
Did the application include-a completed FORM FDA 3674, Certification with Requirements of 
ClinicaiTrials.gov Data Bank? 

/ 

/ 
(If not, then applicant must be contacted to obtain completed form.) 

-·-------···-- ---------- ~--·· ------------------------------------------+-----f----1 
Does this device include an Animal Tissue Source? 

All Pediatric Patie age<=21 

(Birth to 28 days) 

Infant (29 days -< 2 years old} 

Child (2 years -< 12 years I 

Adolescent (12 years-< 18 years old) 

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

Rev. 7/2/07 
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~-Transitional Adolescent B (18 -<= 21; No special considerations compared to adults=> 21 years 
old) · ./ 

_, ___ , _____ ~---··-- ----- ·- -- 7 Nanotechnology 
·-~---·-~-·-·--·-·--·-- .. ------------·--··· .. ·----·----·--·--.. ,---.... ____ -----

.___ _____ 
Is this device subject to the Tracking Regulation? (Medical Device Tracking ' Contact OC / I 

Guida nee, h ttQ ://www. fda. gov/cd rh/comQ/g u idance/169. html) ! ; 
Regulation Number Class' 

(1Adtts5' fl £- L 
Product Code 

1&K::sr 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Date: 

To: 

From: 

Office/Division: 

510(k) Holder: 

Device Name: 

Contact: 

Phone: 

Fax: 

Email: 

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

February 9, 2011 

The Record 

K103244 

Myra E. Browne, M.S., Biologist 

ODE/DAGID 

Dentsply International 

QMix 21N1 Endodontic Irrigating Solution 

Ms. Helen Lewis 

717-845-7511 

717-84 9-4343 

hlewis@dentsply.com 

Purpose and Submission Summary 

MEMORANDUM 

Food and Drug Administration 
Office of Device Evaluation 
9200 Corporate Boulevard 

Rockville, MD 20850 

The 510(k) holder would like to introduce QMix 2in1 Endodontic Irrigating Solution into 
interstate commerce. 

QMix 2inl Endodontic Irrigating Solution is a root canal cleansers used for the cleaning and 
disinfection of the root canal system after endodontic instrumentation. 

QMix 2in1 Endodontic Irrigating Solution is substantially equivalent (SE) to legally 
marketed root canal cleansers because the information submitted by Dentsply International, 
demonstrates that the device has the same indication and technological characteristics as 
legally marketed root canal cleansers. 

Administrative Requirements 

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

Truthful and Accuracy Statement 

510(k) Summary or 510(k) Statement 

Standards Form 

1 

Yes No N/A 

X 

X 

X 

X 

0007 



Indications for Use 

QMix 2in1 Endodontic Irrigating Solution is a root canal cleanser used to clean and disinfect 
the root canal system after endodontic instrumentation. 

The indication of QMix 2in1 Endo does not differ from that of legally marketed root canal 
cleansers. 

Device Description/Formulation 

Yes No N/A 

Is the device life-supporting or life sustaining? 

Is the device an implant (implanted longer than 30 days)? 
'"' -· ----~----- --- ·------------ ·- --- ---·------·------------- ----- --- ·- ------------------ --

Does the device design use software? 
________ ,__ ....... .. 

Is the device sterile? 

Is the device reusable (not reprocessed single use)? 

Are "cleanin " instructions included for the end user? 

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

X 

X 
X 

X 

QMix 2 in 1 Endodontic Irrigating Solution is a standard root canal cleansers used for root canal· 
lavage and debridement and as an irrigant for root canal instrumentation. The mechanical 
action of the solution moving in the root canal facilitates ease in the removal of debris and 
necrotic pulp tissue from the root canal. QMix 2in 1 is a premixed dual-action device that 
cleanses and disinfects the root canal system by removing smear layer and killing bacteria after 
endodontic instrumentation. The active ingredients in in QMix 2 in 1 Endodontic Irrigating 
Solution are: . The mode of action for the 

 is that it disrupts the bacterial cell membrane, killing the cell to ensure that it 
cannot reproduce or grow. 

QMix 2 in1 Endodontic Irrigating Solution is packaged in HOPE screw-capped containers. It is 
available in 5ml, 60ml (with Luer lock syringe adapter) and 480 m1 (without Luer lock syringe 
adapter) bulk-solution containers. The 5ml container will only be available free of charge as a 
sample. Syringes are not included with any of the containers. 

The chemical formulation of QMix 2 in 1 Endodontic Irrigating Solution is as follows: 

Chemical (Jh) 

0008 
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Contact History 

The reviewer contacted the submitter by telephone on January 19, 2011to request additional 
information for the devices (i.e. mode of action, indication for use, physical properties, etc.). 
The company responded to the requests on February 2, 2011. 

Deficiencies 

No deficiencies have been identified. 

Labeling 

QMix 2in1 Endodontic Irrigating Solution has been provided which includes instructions for 
use and an appropriate prescription statement as required by CFR 21.801.109. No 
unsubstantiated claims are purported. 

Sterilization/Shelf Life/Reuse: 

QMix 2in1 Endodontic Irrigating Solution will be provided non-sterile and is not intended to be 
sterilized before use. 

Biocompatibility 

The formulation of QMix 2in1 Endodontic Irrigating Solution includes no new components. 
This basic formulation is known to be biocompatible for this intended use. The company 
submitted cytotoxicity testing in which two versions of QMix 2in1 were tested for pH balance. 
These two versions were identical in chemical formulation and varied only in pH. The results 
of this cytotoxicity testing, irritation testing and sensitization testing conducted, demonstrated 
that QMix 2 in 1 Endodontic Irrigation Solution is as safe as other root canal cleansers. 

Software 

QMix 2in1 Endodontic Irrigating Solution contains no software. 

Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety 

QMix 2in1 Endodontic Irrigating Solution is not a mechanical or electrical device. Therefore, 
mechanical safety, electrical safety, EMC, and thermal safety are not applicable. 

Performance Testing - Bench 

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

0009 
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Performance Testing- Animal 

Animal test results 'were not provided for QMix 2inl Endodontic Irrigating Solution. 

Performance Testing - Clinical 

Human test results were not provided for QMix 2inl Endodontic Irrigating Solution. 

Device Comparison 

Predicate Device: Biopure MT AD Root Canal Cleanser (K053167) of Dentsply International. 

Physical property QMix 2 in 1 Endodontic Biopure MT AD Root 
Irrigation Solution Canal Cleanser (K053167) 

pH 7.5 6.8 
Chemical properties Acidic solution Slightly basic 

during use solution during use 

Shelf life 2 years 2 years 
%of bacteria killed (in vitro) >or= 99.99 same 

QMix 2inl Endodontic Irrigating Solution is comparable to other legally marketed root canal 
cleansers on the market, especially the Biopure MTAD Root Canal Cleanser also manufactured 
by Dentsply International. These devices feature essentially the same intended use, 
composition and physical properties. The difference between QMix 2in1

No new technological characteristics have been introduced in QMix 2in1 Endodontic Irrigating 
Solution that could affect its safety or effectiveness. 

4 
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Substantial Equivalence Discussion 

1. Same Indication Statement? 

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

3. Same Technological Characteristics? 

4. Could The New Characteristics Affect Safety 
Or Effectiveness?. 

5. Descriptive Characteristics Precise Enough? 

6. New Types Of Safety Or Effectiveness 
Questions? 

7. Accepted Scientific Methods Exist? 

8. Performance Data Available? 

9. Data Demonstrate Equivalence? 

Recommendation 

Regulation Number: Unclassified 
Regulation Name: 
Regulatory Class: 

Root Canal Cleansers 
Class II 

Product Code: KJJ 

Reviewer 

~~ 
M. Susan Runner DDS 
Branch Chief 

5 

Yes 

i X 
_[ 

X 

X 

No 
I 
! If YES= Go To 3 

., 
. If YES =Stop NSE 

IfYES=GoTo5 

IfYES=GoTo6 

I IfNO=GoTo8 

: If YES =Stop SE 
r ·- -

If YES =Stop NSE 

If NO =Stop NSE 
! ............ , .... - .. - ···--······· 

I If NO = Request Data 
f 

·! Final Decision: SE 
' 

Date 

Date f ' 

n ,.., 1 1 '·' u 



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

COVER SHEET MEMORANDUM 

Please complete the following for a fmal clearance decision (Le., SE, SE with .Limitations, etc.): 

Indications for Use Page i Attach IFU 

510(k) Summary /510(k) Statement ! Attach Summary 
··---· -·---·-·-··--··· ----··:1!--------------------+-----

Truthful and Accurate Statement i Must be present for a Final Decision 
' 

Is the device Ill? 

If yes, does firm include Class Ill Summary? ! Must be present for a Final Decision 
1-'·--·· "·-·---·----···-- . "--·" ------·-·--·-~ ·-·---··- i--·--+--·-·--1 

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

--- " ---· - "" " "" " "" ----- " --- --------------
Is this a combination product? 

(Please specify category see 
http://eroom. fda .qov/eRoomReqiFilesiC DRH31CDRHPremarke!Notification51 OkProgram/0 413biCO 
MB INA Tl ON%20P R ODUCT%20ALGOR ITHM%20(REVI SED%203-12-03). DOC 

Is this device intended for pediatric use only? 

Does this device include an Animal Tissue Source? 

All Pediatric Patients age<=21 

Neonate/Newborn (Birth to 28 days) 
·------.. --~-·-· ____ , __ , ______ ,,,_,.,. 

Infant (29 days-< 2 years old) 

Child (2 years-< 12 years old) 

Adolescent ( 12 years -< 18 years old) 

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

Rev. 7/2/07 
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~-Transitional Adolescent B (18 -<= 21; No special considerations compared to adults=> 21 years 
~d) . _· . 
---·-·---------· 
Nanotechnology 

------· ! Conta~t OC -
----

Is this device subject to the Tracking Regulation? (Medical Device Tracking 
Guidance, hltj2://www. fda. gov/cd rh/comQ/guidance/169. html) I 

Regulation Number Class* Product Code 

(D te) 

Final Review:--;'"'---T.:;-:-:--7'e'-'-'';<;'f.-"'<J£:<-l---------------,-::J-I,-.L.::\,-L-·J ) 
(Date) 

0021 



T 
51 O(k) "SUBSTANTIAL EQUIVALlcNCic" 

DECISION-MAKING PROCESS 

New Device is Compared to 

8 
Mark1e<l Device ' 

Descriptive lnfonnation obes New Device Hnve Same NO Do the Differences Alter the Intended Not Substantially 

~~~~t:~~~;,~~,~,~~eded lrlrT :t:l:ment 
Therapeutic/Diagnostic/etc. Effect YES Equivalent Detennination 

NO 

New DcV!CC Has s,,me Intended 

(in Deciding, May Consider lmpact o~~ 

safety ''"d Errccr::ssw• 

Use and May bb "Substantially Equivalent" 

1 New Device Has 0 New Intended Use 

Does Ne\: D vice Have Same 
4 f7:\ 

Technologic~ Characteristics, NO Could the New \.!2) 

0 

n YES Affect Safety or_______.,.. Raise New Types of Safety ...Y.£40 
e.g. Design, I' aterials, etc.? Characteristics ·Do the New Characteristics 

\-2) ~ ~Effcctiv.eness? or Effectiveness Questions? 

r-::: Charact(lristics Precise Enough NO 
NO Ar~ the Descriptive NO j 

• 0 to En 'ure Equivalence' 8 
Are Performance Data Do Accepted ScientifiC 

Available to Asses Equival ce? YES Methods Exist for 

Assessing Effects of NO 
the New Characteristics? 

YES 

G) l YES 

Performance 
Data Required 

Are Performance Data Available 
To Assess Effects of New 

NO 

.. 

... 

Perfonnance Data Demo sti-ate 

~"'F t::::::::~qy~===~T _ _D 

ToG) "Substantially Equivalent" 
Determination 

Characteristics?*** 

!YES 

Performance Data Demonstrate 

YES ""r"' NO 

To Q 

510(k) Submissions compare new devices to marketed- devices: FDA requests additional information if the relationship between 
marketed a~d "pr~dicate" (pre-Amendments or reclassified post-Amendments) device_s is unclear. 

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

Data maybe in the 510(k), other SIJ)(k)s, the Center's classification files,.or the literature . 
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T 
SlO(k) "SUBSTANTIAL EQUIVALENCE" 

DECISION-MAKING PROCESS 

New Device is Compared to Q Markrd oevice • 

NO Do the Differences Alter the Intended Not Substantially Descriptive lnfonnation 
a"boutNew or Marketed 
Device Requested as Needed 

·Does New Device Have Same 
Indication Statement?". --~--. Therapeutic/Diagnostic/etc: Effect YES Equivalent Determination 

(m Dec1dmg, May Cons1der Impact ~j 

~ Safety and Effe'j'::ss)'" 

New Device Has 

~YES 
New Device Has Same Intended 

Use and 8 "Srstantially Equivalent" 

New Intended Use 
0 

Does New Device Have Same 
Technological Characteristics, NO Could the New 
e.g. Design, Materials, etc.? Characteristics ·Do the New Characteristics 
f:\ YES Affect Safety or___..,. Ra1se New Types of Safety ~Q 

V ~ ~ffectl eness? or EffectiVeness Questions? 

NO Are the Descnplive NO l r-::::=: Charactenst1cs Prec1se Enough NO 
1- 0 to Ensure Eqmvalence? 8 

NO 
Are Perfonnance Data Do Accepted Scientific 

Available to Asses Equivalence? YES Methods Exist fo( 
Assessing Effects of NO 

the New Characteristics? 
YES 

G) lYES . 
Perfonnance 
Data Required 

Are Perfonnance Data Available 
To Assess EffeCts of New 

NO 

.. 

... 

Perfonnance Data Demonstrate ""F ---... coYLE_S ___ jr--oa 

ToG) "Substantially Equivalent" 
Determination 

Characteristics?*** 

!YES 

Performance Data Demonstrate 

YES ·T-' NO 

To 8 

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

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

Data maybe in the 510(k), other 51 O(k)s, the Center's classification files, or the literaiUre . 0023 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

February 02, 20 II 

DENTSPL Y INTL., INC. 

Public Health Service 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center(, W066·G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

510k Number: Kl03244 

SUSQUEHANNA COMMERCE CENTER 221 W PHILADELPHIA ST. STE 60 
YORK, PENNSYLVANIA 17404 Product: QMIX 21NI ENDODONTIC IRRIGA TIN 

UNITED STATES 

ATTN: HELEN LEWIS 

The additional information you have submitted has been received. 

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

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

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

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer 
Assistance (DSMICA) at (30 I )796-71 00 or at their toll-free number (800)638-2041, or contact the 51 Ok staff at 
(30 I )796-5640. 

Sincerely, 

51 O(k) Staff 



February 1, 2011 
FDACDRHDMC 

DENTSPLY International 
World Headquarters 
Susquehanna Commerce Center 
221 West Philadelphia Street 
York, PA 17 405-0872 
[717} 845-7511 [voice} 
[717} 849-4343 [fax} 
www.dentsply.com 

U.S. Food and Drug Administration 
FEB 02 20tU 

Attn: Myra Brown 
Center for Devices and Radiological Health 
Document Mail Center- W066-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Received ):::_' { 6 

510(k) Number K103244 QMJXTM 2IN1 ENDODONTIC IRRIGATING SOLUTION 

Response to Information Request Dated January 20, 2011 

In response to your telephone call of January 19, 2011 and its accompanying letter dated January 
20, 20 II, DENTSPL Y International is hereby submitting the additional information you 
requested for premarket notification submission K I 03244, QMIX™ 2in I Endodontic Irrigating 
Solution, dated November 4, 2010. 

Your requests for information in the January 19,2011 phone call are presented in this letter in 
bold text Our responses to your requests are provided below each section: 

(1) Remove the words "kills bacteria" from the indications for use statement in your 
510(k) submission, as this language is not in the indications for use for the predicate device. 

Dentsply Response: We agree to remove "kills bacteria" from this 510(k)'s indications for use 
statement The updated indications for use statement now reads as follows: 

QMix™ 2inl Endodontic Irrigating Solution is a premixed dual-action device that 
cleanses and disinfects the root canal system after endodontic instrumentation, 

Both the 510(k) Summary and the Indications for Use Statement have been updated with this 
indications for use statement Please find these updated 51 O(k) sections enclosed with this 
response. 

(2) Clarify the cytotoxicity information provided in the 510(k) and put the information 
in layman's terms. 

Dentsply Response: Two versions of QMix were tested for cytotoxicity as indicated on page 161 
ofthe application, (EBR 9210-999998-R210 "R" and "X"). These two versions are identical in 
formulation and vary only in pH. As indicated in the memo on page 49, version "R" is intended 
for commercial release, and version "X" is not As expected for a disinfectant product, results of 
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cytotoxicity testing naturally demonstrate cytotoxicity (Grade 4 on a 0-4 scale) for both versions 
ofQMix™. As described on page 27 of the application, the same level of cytotoxicity was 
recorded for the predicate device, BioPure ™ MT AD™, and other cleared root canal cleansers 
(e.g. those containing , page 169). 

(3) The chemical compositions of the subject device and the predicate device are 
different ). We 
also note a difference in the mode of action between the two devices. Please provide a 
better explanation of how the devices compare in their modes of action. 

Dentsply Response: Both QMix™ and the predicate device, BioPure MTAD Root Canal 
Cleanser (K053167), have the same intended use. Both utilize antimicrobial agents to disinfect 
the root canal. BioPure MT AD  

 QMix ™ 2in I  
 Both are effective against 

a broad spectrum of oral bacteria and both are used in devices cleared for use as endodontic 
disinfectants. The use of either QMix or BioPure MT AD results in a safe and effective cleansing 
and disinfection of the dental root canal. 

Please contact me if you have any additional questions or concerns regarding this submission. 

~ 
Helen Lewis 
Director of Corporate Compliance and Regulatory Affairs 
Susqueharma Commerce Center 
221 West Philadelphia Street 
York, PA 17404 
Phone: (717) 845-7511 (x54229) 
Fax: (717) 849-4343 
hlewis@dentsply.com 

Enclosures 

• 
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SECTION 4. INDICATIONS FOR USE STATEMENT 

510(k) Number (if known): K103244 

Device Name: QMix™ 2inl Endodontic Irrigating Solution 

Indications for Use: 

QMix™ 2inl Endodontic Irrigating Solution is a premixed dual-action device that cleanses and 
disinfects the root canal system after endodontic instrumentation. 

Prescription Use X 
(Part 21 CFR 801 Subpart D) 

AND/OR Over-The-Counter Use 
(21 CFR 80 I Subpart C) 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence ofCDRH, Office of Device Evaluation (ODE) 



SECTION 5. SlO(k) SUMMARY 

for 

QMix™ 2inl Endodontic Irrigating Solution 

DENTSPLY International 
World Headquarters 
Susquehanna Commerce Center 
221 West Philadelphia Street 
York, PA 17 405-0872 
1717) 845-7511 !voice) 
1717) 849-4343 !fax) 
www.dentsply.com 

I. Submitter Information: 

2. 

DENTSPL Y International 
Susquehanna Commerce Center 
221 West Philadelphia Street 
York, PA 17405 

Contact Person: 
Telephone Number: 
Fax Number: 

Date Prepared: 

Device Name: 
• Proprietary Name: 

Helen Lewis 
717-849-4229 
717-849-4343 

01 February 2011 

• Classification Name: 
QMix™ 2in1 Endodontic Irrigating Solution 
Cleanser, Root Canal 

• CFR Number: N/A 
• Device Class: Unclassified 
• Product Code: KJJ 

3. Predicate Device: 
BioPure MTAD Root Canal Cleanser, DENTSPL Y International, K053167 

4. Description of Device: 
QMix™ 2in1 Endodontic Irrigating Solution is a premixed dual-action device that 
cleanses and disinfects the root canal system by removing the smear layer and killing 
bacteria after endodontic instrumentation. 

5. Indications for Use: 
QMix™ 2in1 Endodontic Irrigating Solution is a premixed dual-action device that 
cleanses and disinfects the root canal system after endodontic instrumentation. 

6. Description of Safety and Substantial Equivalence: 
Technological Characteristics. 
All of the components found in QMix™ 2in1 Endodontic Irrigating Solution have been 
used in legally marketed devices and were found safe for dental use. We believe that 
prior use of components in legally marketed devices, the performance and 
biocompatibility data provided support the safety and effectiveness of QMix™ 2in1 
Endodontic Irrigating Solution for the indicated uses. 

C016 



Non-Clinical Performance Data. 
The efficacy and biocompatibility of QMix ™ 2inl Endodontic Irrigating Solution was 
demonstrated via non-clinical in vitro and ex vivo studies. 

Clinical Performance Data. 
No clinical studies were conducted on this device. 

Conclusion as to Substantial Equivalence 
QMix™ 2inl Endodontic Irrigating Solution, to be manufactured by DENTSPL Y 
International, is substantially equivalent to the currently cleared and marketed BioPure 
MT AD root canal cleanser. 

0 01 7 
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