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1. Submitter Information:
DENTSPLY International
Susquehanna Commerce Center
221 West Philadelphia Street
York, PA 17405

Contact Person: Helen Lewis
Telephone Number: 717-849-422%
Fax Number: 717-849-4343
Date Prepared: 01 February 2011
2. Device Name:
¢ Proprietary Name: QMix™ 2inl Endodontic Irrigating Solution
o Classification Name: Cleanser, Root Canal
s CFR Number: N/A
¢ Device Class: Unclassified
s Product Code: KiJ
3. Predicate Device:

BioPure MTAD Root Canal Cleanser, DENTSPLY 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 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
Endodontic Irrigating Solution for the indicated uses.




Non-Clinical Performance Data.
The efficacy and biocompatibility of QMix™ 2inl Endodontic Irrigating Solution was
demonstrated vig non-clinical in vitro and ex vive 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 DENTSPLY
International, is substantially equivalent to the currently cleared and marketed BioPure
MTAD root canal cleanser.




DEPARTMENT OF HEALTH & HUMAN SERVICES [Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Contral Roem ~W066-G60Y
Silver Spring, M1 20993-0002

Ms. Helen Lewis

Director of Corporate Compliance and Regulatory Affairs

DENTSPLY International

Susquehanna Commerce Center _
221 West Philadelphia Street - FEB T4 o
York, Pennsylvania 17405

Re: K103244 _
Trade/Device Name: Qi\/l_ix'M 2in] Endodontic Irrigating Solution
Regulatory Class: Unclassitied
Product Code: KJJ
Dated: February 1, 2011
Received: February 2, 2011

Dear Ms. Lewis:

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 I (Special Controls) or class I
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.



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 801); 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 1 applicable, the electronic product radiation control provisions (Sections 531-342 of
the Act); 21 CFR 1000-1050, ‘

If you desire specific advice for your device on our labeling regulation (21 CFR Part §01),
please go to

http://'www.fda.gov/AboutFDA/CentersOffices/f CORH/CDRHOffices/ucmi 15809 .him 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 netification”
(21CFR Part 807.97). For questions regarding the reporting of adverse events under the
MDR regulation (21 CFR Part 803), please go to

http://www [da, soviMedicalDevices/Safety/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://www.fda.pov/MedicalDevices/Resourcesfor You/Industry/default.him.

Sincerely yours,

M Fa 's

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

Enclosure



SECTION 4. INDICATIONS FOR USE STATEMENT

510(k) Number (if known): K103244

Device Name: QMix™ 2inl Endodontic Irrigating Solution

Indications for Use:

QMix™ 2inl1 Endodontic Irrigating Solution is a premixed dual-action device that cleanses and
disinfects the root canal system 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 of CDRH, Office of Device Evaluation (ODE)

%@m%

(Division Sign-Off) .
Division of Anesthesiology, Qeneral Hospital
Infection Contral, Dental Devices

510() Number: Y= IDQ&WLL




DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service '

Food and Drug Ad ministration
10903 New Hampshire Avenue

Document Control Room —-WQEG-GH09

Siver Spring, MD 20993-6002

Ms. Helen Lewis

Director of Corporate Compliance and Regulatory Affairs

DENTSPLY International |

Susquehanna Commierce Center

221 West Philadelphia Street - FER 14 D
York, Pennsylvania 17405 |

Re: K103244 _
Trade/Device Name: QMix' 2inl Endodontic Irrigating Solution
Regulatory Class: Unclassified
Product Code: KIJ
Dated: TFebruary 1, 2011
Received: February 2, 2011

Dear Ms. Lewis:

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 Acl. The general controls provisions of the Act include
requirements for annual regisiration, listing of devices, good manulacturing 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 T (Special Controls) or class 1
(PMAY}, it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.
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Page 2- Ms. Lewis

Please be advised that FDA’s issuance of a substantial cquivalence 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 fimited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); 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 531-342 of
the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our fabeling regulation (21 CFR Part 801),
please go to

hitp://www.tda.gov/About FDA/CentersQffices/ CODRH/CDRHOfices/uem [ £ 5809.htin 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 §03), please go to
hitp://www.[da.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s
Office of Surveillance and Biometrics/Diviston 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.i"da.gov/Médica!Devices/ResourcesforYou/ Industrv/default.htm.

Sincerely yours,

(O

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

Enclosure

o PpgD



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

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

Concurrence of CDRH, Office of Device Evaluation {ODE)

.
e\ T

(Division Sign-0ff)
Division of Anesthesiology, General Hospital

Infection Control, Dental Devices

."510(k Number: _ \Q;Z)J&W
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§ -/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
E“:;, U.S. Food and Drug Administration
"‘&y,m ) Center for Devices and Radiological Health

Document Mail Center ;, W066-G609
16903 New Hampshire Avenue
Silver Spring, MD 20993-0002

January 20, 2011

510k Number: K103244

DENTSPLY INTL., INC. Broduct: QMIX 2IN1 ENDODONTIC IRRIGATIN

SUSQUEHANNA COMMERCE CENTER 221 W PHILADELPHIA ST. STE 6
YORK, PENNSYLVANIA 17404
UNITED STATES

ATTN: HELEN LEWIS

We are holding your above-referenced Premarket Notification (510(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 510(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
¢-mail practices at
http://www.tda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm(89402 .htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(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/Medical DeviceProvisionsofF DAModer
nizationAct/ucm136685.htm.

If after 30 days the additional information (Al), 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 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al 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 510(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 510(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 (DSMICAY} at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at

(301)796-5640.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

C019
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To: The Record
From: Biologist, DEDB, DAGID, ODE, CDRH
Subject: K103244 |

Date: January 19, 2011

Background

Dentsply, International submitted a 510{k) for QMix 2 in 1 lrrigating
Solution used to clean and disinfect the root canal following endodontic
instrumentation. | 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 QIS
(b)) in this device.

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

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

Recommendation

Place document on telephone hold. W .y (é,LM

Myra E. Browne o
np22
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5 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
2, C U.S. Food and Drug Administration
%“"‘e‘m Center for Devices and Radiclogical Health

Document Mail Center ;, WO66-G60%
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

November 04, 2010

510k Number: K 103244
DENTSPLY INTL., INC.

$USQUEHANNA COMMERCE CENTER 221 W PHILADELPHIA ST, STE §gceived: 11/2/2010

YORK, PENNSYLVANIA 17404 Product: QMIX 2IN1 ENDODONTIC [RRIGATIN
UNITED STATES

ATTN: HELEN LEWIS

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received
the Premarket Notification, (510(k})), you submitted in accordance with Section 510(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(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 official 510(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 of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandMod
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 510(k) needs to fill out the new standards form

(Form 3654) and submit it with their 510(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 of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.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 510(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

Co24



Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title V111 of The Food and Drug Administration Amendments Act of 2007

http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissio
ns/PremarketNotification3 10k/ucm134034.htm. According to the draft guidance, 510(k) submissions that do not
contain clinica! data do not need the certification form.

Please note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at

http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.him.  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 510(k)s". This guidance can be found at
http://www.fda.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 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
50, 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., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket YourDevice/PremarketSubmissio
ns/ucm134508.html. In addition, the 510¢k) Program Video is now available for viewing on line at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/PremarketNotification3 10k/uem07020 [ .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/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the status
of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at their
internet address http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have
procedural questions, please contact the S10(k) Staff at (301)796-5640.

Sincerely,

510(k) Staff
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PREMARKET NOTIFICATION

QMix™ 2in1 Irrigating Solution

DENTSPLY INTERNATIONAL
November 1, 2010
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Site: nuil

Form Approved: OMB No. 0914-51 1 Expiration Dale: January 31, 2010, See Insiructions for OMB Statement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATION NUMBER: MD6051697-956733
Write the Payment Identification number on your check.

l \ 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:/fwww fda.govioc/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

York PA 17404

us

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)
iiti14669

2. CONTACT NAME
Rebecca Sporer

2.1 E-MAIL ADDRESS
rsporer@dentsply.com

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

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

Select an application type:

{X] Premarket nofification(510(k)); except for third party
{ 1 513(g) Request for Information

[ ] Biclogics License Application {(BLA)

[ ] Premarket Approval Application (PMA)

i ] Modular PMA

[ ] Product Development Protocol (PDP)

[ 1 Premarket Report (PMR)

[1Annual Fee for Pericdic Reporting (APR)

[130-Day Notice

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

3.1 Select a center

[X] CDORH

[]CBER

3.2_Select one of the types below
[X] Original Application
Supplement Types:

[ 1 Efficacy (BLA)

[} Panel Track (PMA, PMR, PDP)
{] Real-Time (PMA, PMR, PDF}
[]1180-day (PFMA, PMR, PDP)

qualifying documents to FDA

4. ARE YOU A SMALL BUSINESS? {See the instructions for more information on determining this status)
[1YES, I meel the small business criteria and have submitted the required

4.1 if Yes, please enter your Smali Business Decision Number;

[X] NO, t am not a small business

30 days of FDA's approval/clearance of this device.)

http:/fwww fda.govfcdrh/mdufma for additional information)

5. FDAWILL 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

[ 1NO (If "NO,” FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see

6. 1S 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
- . AT . ; . The application is submitted by a state or federal
[ 1 This biologics application is submitted under section 351 of the Public ] . N ; s
Health Service Act for a product licensed for further manufacturing use only government entity for a device that is not to be distributed
commercially

7. 1S THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USEIN 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 prerarket approval application (PMA).
[1YES [XINO
8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

$4,348.00 20-Sep-2010

Form FDA 3601 (01/2007)
"I_ "Close Window" Print Cover sheet

Page 1 of |
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SECTION 2. CDRH PREMARKET REVIEW SUBMISSION COVER SHEET
(FORM FDA 3514)

User Fee Payment ID Number FDA Submission Document Number (if known}

(see attached MDUFMA cover sheet)

Date of Submission

ovember 1, 2010

“2ECTICN A TYPE OF SUBMISSIO
PMA PMA & HDE Supplement PDP 510{k) Meeting
[0 original Submission | [] Regutar (180 day) [} original POP X original Submission: (] pre-510(k) Meeting
Premarket Report D Special D Notice of Completion @ Traditional D Pre-IDE Meeting
D Modular Submission |:| Panel Track {PMA Only) D Amendment to PDP D Special [:] Pre-PMA Meeting
D Amendment D 30-day Supplement D Abbreviated (Complete [:l Pre-PDP Meeting
[ Report | (] 30-day Notice section |, Page 5) ] bay 100 Meeting
|:| Report Amendment O 135-day Supplement [] Additional information ] Agreement Meeting
(] Licensing Agreement | {_] Real-time Review [ Third Party [ petermination Meeting
D Amendment to Suppl. [:] Other (specify):
IDE Humanitarian Device Class [l Exemption Petition | Evaluation of Automatic Other Submission
Exemption {HDE) Class Il Designation

D Qriginal Submission D Original Submission |:| Original Submission (ET NC,N,O) e r_-] 513(g)

|:| Amendment G Amendment El Addilional Information Orlg.|r‘13I SmeISS'O,n Other

|:| Additional Information ; einm) -
(] supplement [ supplement {describe submission):
D Report
D Report Amendment

Have you used or cited Standards in your submission? E Yes D No (If Yes, please complete Section |, Page 5)
SECTION B SUBMITTER, APPLICANT OR SPONSOR
Company / Institution Name Establishment Registration Number (if known)
DENTSPLY International, Inc. 2511302 (Owner/Operator)
Street Address Phone Number (including area code)

Susquehanna Commerce Ctr., 221 W. Philadelphia St., | ( 717 ) 845-7511 ext 54229
“nite 60

FAX Number (including area code)

York ( 717 )849-4343
State / Province ZIP/Postal Code Country
PA 17404 USA

Contact Name
Helen Lewis

Contact Title Conlact E-mail Address

Director of Corporate Compliance & Regulatory Affairs | hlewis@dentsply.com
SECTICN C APPLICATION CCRRESPONDENT {e.g., consultani, if different from above)

Commpagy / Institution Name

Streel Address \ Phone Number {including area code)
( )

City \ FAX Number (including area code)
( )

State / Province ZIP/Postal Code Country

Contact Name \

" ntact Tille Contact E-mail Address \

- 0029 900002
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SECTION D1 :

Withdrawal

R

D Change in design, component, or

EASON FOR APPLICATION - PMA, PDP, OR HDE

D Location change:

ditional or Expanded indications specification: [ Manufacturer
M1 Reqdest for Extension L] software / Hardware [ sterilizer
val Study Protocol [ cotor Additive [7] Packager
plicant Hold D Material
val of Applicant Hold D Specifications
] Request to Removior Add Manufacturing Site [ other (specify beiow)
Other (specify below)

l:l Process change:
D Manufacturing
[ steritization
|:| Packaging
|:| Other (specify below)

D Labeling change:
D Indications
[ instructions
D Performance
[] shelf Life
[ Trade Name

D Response to FDA correspondence:

[:l Other (specify below)

D Report Submission:
Annual or Periodic
D Post-approval Study
D Adverse Reaction
(O] pevice Defect
[:l Amendment

L—_| Change in Ownership
D Change in Cotrespondent
D Change of Applicant Address

D Other Reason (specify):

SECTION D2

D New Device

D New Indication

[:I Addition of Institution

™ Expansion / Extension of Study
IRB Certification

L__] Termination of Study

[:l Withdrawal of Application

[:l Unanticipated Adverse Effect

[:l Notification of Emergency Use

D Compassionate Use Request
Treatment IDE

D Continued Access
Request for Removal of Applicant Hold

REASON FOR APPLICATION - [DE

D Change in:
D Correspondent / Applicant
D Design / Device
D informed Consent
D Manufacturer
D Manufacturing Process
[ Protoco! - Feasibility
D Protocol - Other
D Sponsor

|:| Report submission:
I:] Current Investigator
D Annual Progress Report
[J site waiver Report

(I Finat

[_—_l Repose to FDA Letter Conceming:
D Conditional Approval
D Deemed Approved
D Deficient Final Report
D Deficient Progress Report
D Deficient Investigator Report
Disapproval

Manufacturer

D Other Reason {specify).

SECTION D3

E New Device

REASON FOR SUBMISSION - 510(k)

D Additional or Expanded Indications

D Change in Technology

D Other Reason (specify):

PPremarket Nodficaton

QMix™ 2in1 Irigating Soluton

070
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SECTION E

ADDITIONAL INFORMATION ON 510(k) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed

Summary of, or statement concerning,

Cleanser, Root Canal

safety and effectiveness information
1| KJJ 2 3
X 510 (k) summary attached
R 6 7 510 (k) staternent
Jrmation on devices to which substantial equivalence is ctaimed (if known)
510(k) Number Trade or Proprietary or Model Name . Manufacturer
1| K053167 1| BioPure MTAD 1| DENTSPLY Tulsa Dental Specialties
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Commeon or usual name or classification

Trade or Proprietary or Model Name for This Device

Model Number

-

QMix™ 2inl Endodontic Irrigating Solution

4

5

FDA document numbers of all prior related submissions (regardless of outcome}

Dental

1 2 3 4 5 6
7 8 9 10 11 12
Data Incliuded in Submission

X Laboratory Testing UJ Animal Trials (] Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section {if applicable) Device Class
KII Unknown OClass | Clclass (I
Classification Panel OClass 11 Hunclassified

Indications (from labeling)

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.

Premarket Notficanon

OMx™ 2in] Irrigating Soludon

-~ 0031
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Note: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

MANUFACTURING / PACKAGING / STERI
FDA Establishment Registration Number

SECTION H

FDA Document Number (if known)

LIZATION SITES RELATING TO A SUBMISSION

A Criginal 2515379 D Manufacturer |:| Contract Sterilizer
_, Add D Delete E Contract Manufacturer [:’ Repackager / Relabeler
Company / Institution Name Establishment Registration Number
DENTSPLY International 2511302
Division Name (if applicable} Phone Number (including area code)
DENTSPLY Caulk (717) 8494229
Street Address FAX Number (including area cods)
38 West Clark Avenue (717) 849-4343
City State / Province ZIP/Postal Code Country
Milford DE 19963 USA

Contact Name Contact Title

Helen Lewis

FDA Establishment Registration Number

D Criginal
Oadde [ pelete

Director, Corporate Compliance & Regulatory Affairs

Contact E-mail Address
hlewis@dentsply.com

D Contrac! Sterilizer
D Repackager / Relabeler

D Manufacturer
D Contract Manufacturer

Company / tnstitution Name

Establishment Registration Number

Division Name'(if applicable)

Phone Number (including area code)

( )

et Address

FAX Number (including area code)

( )

City

State / Province ZIPfPoslal Code Country

Contact Name Contact Title

FDA Establishment Registration Number

D Criginal
[TFagd  [pelete

Contact E-mail Address

D Contract Sterilizer
D Repackager / Relabeler

|:] Manufacturer
El Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Division Name (if applicable}

Phone Number {including area code)

( }
Street Address FAX Number {including area code)
( )
City State / Province ZIP/Postat Code Country

Contact Name Contact Title

Contact E-mail Address

Premarket Notification QMu™ 201 Irrigating Solution

0032
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized
Standard”
~*atement.
Standards No. Standards Standards Title Version Date
Organization
1 1SO-10993-10 IS0 Biological evaluation of medical devices-Part 10: | 2 10-1-2002/(R)
Tests for irritation and sensitization 2008
Standards No. Standards Standards Title Version Date
Organization
2 1SO 10993-5 ISO Biological evaluation of medical devices-- Part 5: | 4 10-13-2009
Tests for cytotoxicity: in vitro methods 2009
Standards No. Standards Standards Title Version Date
Organization
3 1SO 10993-10 1SO Biological evaluation of medical devices-Part 10: | 3 08/01/2010
Tests for irritation and sensitization 2010
Standards No. Standards Standards Title Version Date
Organization
4
Standards No. Standards Standards Title Version Date
Organization
5
Standards No. Standards Standards Title Version Date
Organization
6
Standards No. Standards Standards Title Version Date
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.
Rockvitle, MD 20850
An agency may not conduct or sponsor, and a person is not required to respond 1o, a collection of information unless it displays a currently valid OMB control

0023
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& Y DENTSPLY International
World Headquarters

Susquehanna Commerce Center

PDA 221 West Philadelphia Street
November 1, 2010 DRsi py, o) 8370090 2
Noy ( Fax (717) 849-4343
2 20]0 www.dentsply.com
Food and Drug Administration €Cej Veq !
Center for Devices and Radiological Health \»_&j/

Document Mail Center —~-WO066-G609
10903 New Hampshire Avenue
Silver Spring, MD  20993-0002

TRADITIONAL 510(k) NOTIFICATION:  QMix™ 2inlIrrigating Solution

DENTSPLY International intends to market a new dual-action endodontic irrigation solution that
1s intended to cleanse and disinfect the root canal system by killing bacteria and removing smear
layer after endodontic instrumentation.

Classification Name Cleanser, Root Canal
FDA CDRH Panel Dental

Product Code KJJ

Regulation Number None

Class # Unclassified

DENTSPLY 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 DENTSPLY International,
BioPure MTAD, K053167, with an FDA clearance date of December 8™ 2005 and product code
KIJI.

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).

Sincerely,
MW@

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

Enclosures

f03%4
000007
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SECTION 4. INDICATIONS FOR USE STATEMENT

510(k) Number (if known):

Device Name: QMix™ 2inlIrrigating 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 of CDRH, Office of Device Evaluation (ODE)

C035
000008
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&NW DENTSPLY International
World Headquarters

Susquehanna Commerce Ceni

SECTION'S. 510(k) SUMMARY | 221 Wes! Philadelphio Sireet

for York, PA 17405.0872

QMix™ 2in1 Irrigating Solution (800) 877-0020
Fax (717) 849-4343
www.dentsply.com

1. Submitter Information:
DENTSPLY International

Susquehanna Commerce Center
221 West Philadelphia Street
York, PA 17405

Contact Person: Helen Lewis
Telephone Number:  717-849-4229
Fax Number: 717-849-4343
Date Prepared: November [, 2010
2. Device Name:
« Proprietary Name: QMix™ 2in] Irrigating Solution
s Classification Name: Cleanser, Root Canal
¢ CFR Number: N/A
¢ Device Class: Unclassified
¢ Product Code: KJJ
3. Predicate Device:

BioPure MTAD Root Canal Cleanser, DENTSPLY 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:
QMix™ 2in1 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.

6. 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™ 2in1 Irrigating Solution for the

indicated uses.
. SRS

0060003
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Non-Clinical Performance Data.
The efficacy and biocompatibility of QMix™ 2inl . Imigating Solution was
demonstrated vig 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™ 2in] Irrigating Solution, to be manufactured by DENTSPLY International, is
substantially equivalent to the currently cleared and marketed BioPure MTAD root
canal cleanser.

0037
000010
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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 DENTSPLY International, | 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.

Mo

Helen Lewis
Director of Corporate Compliance and Regulatory Affairs

November 1, 2010

K QMix™ 2inl Irrigating Solution

G038
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SECTION 7. CLASS III SUMMARY AND CERTIFICATION

[X This section is not applicable. Device is not a Class IIJ.

SECTION 8. FINANCIAL CERTIFICATION OR DISCLOSURE STATEMENT

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

SECTION 9. DECLARATIONS OF CONFORMITY AND SUMMARY REPORTS

X This section is not applicable; recommended for an Abbreviated 510(k) submission.

- 0039
000012
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SECTION 10. EXECUTIVE SUMMARY

Description of Device

QMix™ 2in] Irrigating Solution is a premixed dual-action device that cieanses 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™ 2in} Irrigating Solution is similar to BioPure MTAD in its capacity to chemically clean
and disinfect the root canal system. As with BioPure MTAD, 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 MTAD, QMix is not acidic at the time

.of application.

Table 10.1 Device Comparison Table

Root Canal Cleanser

Element Predicate Device New Device
510(k) K053167 To be assigned
Device Name BioPure MTAD QMix™ 2inl Irmgating

Solution

Manufacturer

DENTSPLY International

SAME

Intended Use

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

Active Ingredient

Physical Properties

(b)(4) o

(b)(4) ;

Clear, colorless, odorless
liquid (Citric Acid)

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

(b)) (b)(4)

Clear, colorless, odorless
liquid solution.

Chemical Properties

Acidic solution during use.

Configurations/Dimensions

solution in
Sml Prefilled syringe;
Sml for single canal
application, 20ml for multi-
canal application.

Slightly basic solution

containers.

New Device

Performance Predicate Device
% bacterial kill (in vitro} >99.99% SAME
Material Compatibility Solut‘ion compatible with SAME
primary packaging,
Toxicological Properties Biocompatible for intended use  SAME
/ duration
Shelf Life 2 years SAME

Premarket Notificaoon

QMix™ 2in1 ledgaring Solution

- 0040

DENTSPLY International

000013



Summary of Performance Testing

1. Performance 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: e : A imm

Methodology: A measure ) _ ) n
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 determine the number of viable organisms remaining
and therefore the percentage kill due to the test solution.

Results: Nelson Labs Report #519008 demonstrated that QMix™ 2inl Irrigating
Solution (“EBR 9210-999998-R210 R Exp 2011-02) demonstrated a greater
than 99.99% reduction of the microorganism (E. faecalis) in 5 seconds. The
negative control performed as anticipated with a kill rate of 6% in the same
timeframe.

Conclusion:  QMix™ 2in1 Irrigating Solution killed the test organism (E. faecalis) in five
seconds by greater that 99.99%. This was superior to 2% Chlorhexidine with
a 47% kill rate.

“The Effect of QMix on Removal of Canal Wall Smear_Layer” (ex vive) - Dr. Franklin Tay

(Appendix B) (b)(4)
Methodology:

Results:

Conclusion:

0041
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“Scanning Electron Microscopic Study of Intracanal Smear Layer Removal by a Novel Irrigant
Solution” {ex vivd
Methodology

Results:

Conclusion:

Performance Testing — Animal
<] This section is not applicable

Performance Testing — Clinical
X This section is not applicable

G042
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SECTION 11. DEVICE DESCRIPTION

QMix™ 2inl Irnigating 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 contain{(IG)]

QMix™ 2in} Irrigating Solution is packaged in HDPE screw-capped containers fitted with
tamper evidence seals. It is available in 5ml, 60ml and 480m! bulk-solution containers.
e 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™ 2in] Irrigating Solution have been previously cleared
for use as root canal cleansers, in concentrations higher than those present in QMix™ 2in1
Irrigating Solution. For this reason, the differences between the new and the predicate device do
not affect safety and effectiveness.

C043
000016
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DEVICE DESCRIPTION (cont’d.)
TRADE SECRET - CONFIDENTIAL

Formulation Table — (Not being compared to predicate device)

New Device

Table 11.1 Formulation Table
CASH# Function

Component Name

Chemical Name

100.00

TOTAL

00047/
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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" 2005 and product code
KJJ.

BioPure MTAD and QMix™ 2in1 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 canal system with [(ICY ), which

CO). QMix™ 2in] Irrigating Solution 1s 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 [(9IC)] , 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 - CONFIDENTTAL

Table 12.1 Formulation Comparison Table
mponent Name hemics : ASH i Predicate 1 TM

100.00 100.00

TOTAL

80D
D
A
N

000019
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SUBSTANTIAL EQUIVALENCE: (cont’d.)

Comparison of Performance Data / Physical Properties

Table 12.2 Comparison of Performance Data/Physical Properties

Physical Property Standard (ISO, Predicate Device QMix™ 2in}
ADA, ANSI, etc.) [rrigating
Solution
Physical Appearance N/A Clear, pale yellow  Clear, colorless
liquid (when liquid (requires no
components are pre-mixing).
mixed in

preparation for use).

C047
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SECTION 13. PROPOSED LABELING

DRAFT DEVICE LABEL

TousaDease
SPECLAL ES

Q)E

C2int)

IRRIGATING SOLUTION
[1i] %-x- it
CONBULT
[RSTRUCTIONS
FOR USE For Derdal Use Only

60 mL U.S. & Foreign Pats. Pend. 07/10

Manufactured for:

DENTSPLY Tulsa Dental Specialfies
DENTSPLY international, Inc.

608 Rolling Hills Drive

Johnson City, TN 37604
1-800-662-1202
1-800-597-2779 (fax)

www . fulsadentalspecialties.com

Made in US.A.

(10

flem: GMIXSOML

ez
Se0aTFs

Manudaciurad for:

DENTSPLY Tulse Dantal Specialties
DENTSPLY Infernational, Inc.

408 Rolling Hills Dive

Jobnson Cliy, TN 37504
18006621202
1-800-5%7-2779 (o}

www alsadenialspecialiies.com
Mads i US.A

Premarket Noaficatdon

o

QMix™ 2in1 ergating Solution

IRRIGATING SOLUTION

RxQGnly  For Dantal Use Dnly
COKSULT INSTRUCTIONS FOR USE
U. 5. & foreign Patnt Pending.
5 ml Trig} SizeNot For Resals

ltern: GIMEXSML
P7/10 S5mlL

G048
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BARCOUDE
BARCODE

Premarket Nogfication

IRRIGATING SOLUTION

Manufactured for:

DENTSPLY Tulsa Dental Specialties
DENTSPLY Intemationdl, Inc.

608 Rolling Hills Drive

Johnson City, TN 37604
1-800.662-1202
1-800:597-2779 {fax)
www.ulsadentalspecialfies.com

liem; QMIX4BOML U.S. & Foreign Pats. Pend. 571905 RO9/10) 480 mL

@ % [F SEAL S EROSEN
- coar [LOT | XXXXXXXXXXXX
FOR USE 8
~e XXXH000
ZK @
| |
Kesp hwsy From Suslight  RaOnly
Stors Al Koam Temgeratpne

0049
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PROPOSED LABELING (cont’d)

DRAFT DIRECTIONS FOR USE (DFU)

DERECTIONS FOR USE

Dawry
Tunsa Dentas
Seeclanies

IRRIGATING SOLUTION

Menufaciured for

DENTSPLY Tuba Dentl Specialties
DENTSPLY Internationa], Inc.

408 Rolling Hitls Drive

Johnsom City, TN 37604
1-8C0552.1202
050972779 [ur)

www tulsedentalspocialiio s.com
Nonufocured ia US.A.
U.5. and forsign potents pending.

S
T

FAN

Keey hncty Fresn Sanlg

NONRFIVRNARLE
@% FSEALISEROKEN  Runly

CAUTION:
~U.S. Federal |law resiricts the sole of
this davice to o dentist or clinizion,

o 22 Room Terpendire

[NEICATIONS FOR LSE:

+ Q™ 2inl Irmigoting Solution is
a premixad dual-action device that
tlecnses and disinfecis the roof
canal system by removing smear
Juyer and killing bacterda aher
gncladontic imstymentation.

CONTRAINDICAFIONS;

* Mot for use o5 o genera] disimfeciont
ord should nai be vsed os such.

Nt for wse oz on oral rinse,

WARNINGS:
* Coyrosive.
* Kemp aut of the rench of childrea.

+Use of this prazducs, in o smaolf number
of puiients, may cousa clifficulty
bracthing, swollen face or eves, hives
or rash. The patient should be advised
to eantoc his/her denial professional
immedictely in the unlikely event thet
these symalorns orgur

« 5kin contuet moy couse skin irritation,
Symplomy include rednass, iiching,
end pain, [mmediately flusk skin with
olenty of cool soopy woter for at leost
15 minutes. Get medical oHention.

~ Avaid contzet with eyes. Eye comtact
ey Couse severe ove friution arnd
ahrasion. [rnmediotely Hush eyes
with planty of werler for ot loast 15
minutes, |#ting lowsr and uzper
oyelids occasionally. Gei medicall
atlertion immedialely.

« Direct inholation moy couse irtation
to mspiraie ry troct and mucous
membronas. Symploms moy include
ooughing, chorinets af recith. Remave
potient to fresh air. [ not breathing,
give artificia] respiration. IFbreathing
s difflicult, sdminister oaygen. Seek
hantion of o physicizn imnedionely.

* [ngesiian My couse Nausen, YoMmiting,
diorrhea and difficuliy in swollowing.
[F ingestion otcurs, fush mouth with
worter and seek madica| oteniion
imenadlictaly. IF pecaon ic conszions,
induce vomiling, Never induce
VOmiting or 0N UNCGNRSCIoUS Derson,

* Lise freshly opamed packagpad
syringes and stevile inigoion needles.
Ba nal ieuse.

* Do not store QMA™ Zinl inan
application syange.

“Use GMix™ 2int o indicoted,
Reducing the dosage will nat achiove
siective deaning.

PRECAUTIONS:

* Store o oo termperciture, Keep out
of dired sunlight. Do rot refrigerate.
Replare cap securely betwesn uses.

*Use of up b 6.15% NaOC for
irtigation prio: 1o use of Q™ 2ini
is jecommended .

* Ringe out the NaOC| with starile wrtar
or suline priecto use of QMix™ 2inl.

» Use GQpix™ 24nl as indicoted.

Lowar datnpe [fawer milliliferss will
not cleanse or disinfoct the oot conal
o5 effactively.

* Use QMix™ Zin as the fingl irriget
bsfare shiwration,

» Do not use Gix™ 2inl ofter
expirtsion dota,

I'remarket Notification
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PROPOSED LABELING (cont’d)

« Cane should be tuken not to cross= STERBY-STEP INSTRUCTIONS:
contaminte solution in bulk confainers. . Gently shake or agitote the QMix™
« Use in o well ventilated orea. Zinl contuiner prior to dispensing.
- When handling this product, the use of Avaid C"?mi"ﬂ e’“‘f"“i""’ bubbles or
ayefince profection, latex or nor-latex loom inside contuiner,
gloves is recommended. * Fill o frash syringe with QMix™ 2in}

+Wash your honds following use. No fram sither the &0 m| {w/ Luer jock
caiing, drinking or smoking while sytinge adapted) or 480 m| bottle {w/o
handling this produd!. Luer lock spinge edapter), Reploge cup

. . . on contaings Syninge not included.
« Do not use this product if the tooth & ' s yhng

nel properly isolated with o doentl
dom and pratecive eguipment.

« For 60 m| contoiner enly: Push the
syringe tip fully inin the bottle port
{luer lock). Twist sypringe 144 rom
clockwise to inswe snug fi. Pull boeek
o the plungss, withdrawing salution
frant the battle inta the syrinpe.

* For 480 mil contoiner: The sslufion
nay be poued inte ¢ smaller
comteaings prior 10 withdrowe! inte
« syringe.

*All roat canul procadures should be
parforred wilh sulficien) visibiliiy,

ADVERSE REACTIONS;

*Lise of this produd, in o smol
rumbes af potients, may couse
difficulry brecthing, swellen face or
gyes, bives or rash. The palient should L .
be advised fo contoc! hisfher denlal ’ A!mr_h‘cxn imgation needle to snge
professional immediotely in the unlikely le.g. side vented 30 guuge Profinse

ovent that thess symptoms occur. lvigztion Needle with capl. lrrigetion

. o nsedle not includsd,
« Skin contagl may couge skin iritation,

Symptorns include redaass, iching, *Ussup to 8.15% P{UEC.I for irigation

und poin, [mmediotely flush skin with prior to use of QMX™ Zin)

plerty of cool sonpy waler for ot lcost + As wilh any findl irrigofion solution,

15 minutes. Get medical aftention. rinse eut the NaOCl with steiile water
+ Avord comtact with eyes, Eye comog er soline.

mey cause severe eye irritnlicon and * Remiove ¢ap ram inigeation neerdle.

shrasion, Immediately flush eyes lnsert the needle into the conal being

with plently of water for ot loas! 15 reoted. Place the needle fip salely in

minutes, lifting lower and ugper canal {no mere than 2 mm from

gyelids occasionally. Get medieal apex}. Bxpress @Mix™ 2int inio canal.

attention immediciely.

+ Direct inhalation mey couse iritction * Remcree QMix '™ 2inl from canal
to respiratery trodt and mucsus antd disposa.
membrones. Symptoms maoy include
coughing, shoriness of breath. Remove
to fresh air It not brething, give
artificia] respiration. F breathing is . - -
dgifficult, odminister oxygen. Seak Storage: HTCRAGE
ahention af o physicinn immeadiotely. * Store a room fempoitiuie. Keop oul
of direct sumlight. Do not refrigerate.
Replece cep securcly between uscs.

*lirigate for 60=90 secords,

» Dry the conal. Sool ond obturcio
as normal,

* Inglestion moy cause nouseq, vomiting,
diarrheo ond difficulty in swallowing.

I ingestian accurs, flush mewih with * Do ot uss QMix™ 2int ofter
water and seek medicaf afiention cxpirgtion dote.

immedictely. If parson is conscious, + Do not store Q™ 2inl in 2n
imchuce vamiting. Never induce epplicetion syings.

WeImINing B GH UREENSCHILE PErSon.

%
Py
571950 G110

- LG5
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PROPOSED LABELING (cont’d)

DRAFT ADVERTISING CLAIMS:

Claim Vearification

Kills planktonic bacteria (including
Enterococcus faecalis)

Removes smear layer from instrumented canal
walls.

Superior Killing effectiveness: at least as

effective as [(QIG)

Equal or better effectiveness at removing smear

layer in comparison with (IC)

Appendix

More effective canal cleaning in preparation for
obturation than {(QIC
(b)(4) .

Faster working time than BioPure MTAD.

Single solution used as a final rinse after bleach
for one-step smear layer removal and bacterial
killing.

C052
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SECTION 14. STERILIZATION AND SHELF LIFE

Sterilization:

The QMix™ 2in1 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] Irrigating Solution.

application 1s 1n support.

0053
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SECTION 15. BIOCOMPATIBILITY

Per 1S0O-10993-1, the biocompatibility requirements for an externally communicating device
with limited (<24 hour) contact with the patient, are Cytotoxicity, Irritation and Sensitization.

(b)(4)

(b)(4)

The Cytotoxicity reports can be found in Appendix D.

SENSITIZATION
(b)(4)

CCL4
3500027
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SECTION 16. SOFTWARE

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

SECTION 17. ELECTROMAGNETIC COMPATIBILITY
AND ELECTRICAL SAFETY

[X] This section is not applicable.

0C00Z8
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SECTION 18. PERFORMANCE TESTING - BENCH

.

(b)(4)

CO56
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SECTION 19. PERFORMANCE TESTING - ANIMAL

[X] This section is not applicable; no animal testing performed.

SECTION 20. PERFORMANCE TESTING — CLINICAL

D] This section is not applicable; no clinical studies performed.

0058
200031
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See OMB Statement on Reverse. Form Approved: OMB No. 0910-06816, Expiration Date: 10-31-2011

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration
Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with
Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))

FDA

(For submission with an application/submission, including amendments, supplements, and resubmissions, under §§ 505, 515, 520(m}, or 510{k) of the
Federal Food, Drug and Cosmetlc Act or § 351 of the Public Health Service Act.) .

SPONSOR / APPLICANT / SUBMITTER INFORMATION

1. NAME OF SPONSOR/APPLICANT/SUBMITTER 2, DATEOF THE APPLICATIONISUBMISSION
DENTSPLY International Inc. WHICH THIS CERTIFICATION ACCOMPANIES
11/01/2010
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 L O

York, PA 17404

(Fax) 717-849-4343

PRODUCT INFORMATION

5. FOR DRUGSIB!OLOGICS include Any.'AII Avaﬂable Estabhshed Proprietary andfor Chem|caI.'Blochemwal.'BloodfCellularIGene Therapy Product Name(s}
FOR DEVICES: Include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s} andior Mode! Number(s)
(Aftach extra pages as necessary)

APPLICATION / SUBMISSION INFORMATION

6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

D (] NDA [Janoa  [JaLa (] PMA (1 HoE Klswow [ PopP (] other

7. INCLUDE IND/NDAVANDA/BLA/PMA/HDE/S10(kYPDP/OTHER NUMBER (if number previously assighed)

8. 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 exp.'anatjdn)

¥] A 1 certify that the requirements of 42 U,S.C. § 282()), Section 402(j) of the Public Health Service Act, enacted by 121 Stal. 823, Public Law
110-85, do not apply because the application/submission which this certification accompanies does not reference any clinical trial.

[] B. | certify that the requirements of 42 11.5.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 clinical trial referenced in the application/submission which this certification accompanies.

(] €. | certify that the requirements of 42 U.S.C. § 282(j). Section 402(j) of the Public Health Service Act, enacled by 121 Stat. 823, Public Law
110-85, apply t0 one or more of the clinical 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(S) FOR ANY "APPLICABLE CLINICAL TRIAL(S),"
UNDER 42 U.S.C. § 282())(1){A)i), SECTION 402(j)(1)(A)}i) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Attach exira pages as necessary)

NCT Number{s):

The undersigned declares, to the best of her/his knowledge, that this is an accurate, true, and complete submissjon of information. | understand that the
failure to submit the cerlification required by 42 U.S.C. § 282(j)(5)(B), section 402())(5)(B) of the Public Heatth Service Act, and the knowing submission
of a false certification under such section are prohibited acts under 21 U1.S.C. § 331, section 301 of the Federal Food, Drug, and Cosmetic Act.

Warming: A willfully and knowingly false statement is a criminal offense, U.S. Code, title 18, section 1001.

11, SIGNATURE OF SPOMSOR/APPLICANT/SUBMITTER OR AN 12, NAME AND TITLE OF THE PERSON WHO SiGNED INNO. 11
Helen Lewis
BN e e
: Director, Corporate Compliance & Regulatory Affairs
L
13. ADDRESS (Number, Stree!, State, and ZIP Code) (of person identified 14. TELEPHONE AND FAX NUMBERS 15. DATE OF
inNos. 11 and 12) {include Areg Code) CERTIFICATION
Susquehanna Commerce Center (Tel) 717-849-4793
221 West Philadelphia Street, Suite 60 11/01/2010
York, PA 17404 (Fax) | 1-B49-4343

Form FDA 3674 (11/08) (FRONT)

PSC Graphics: (1013 H13-1090 EF
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Premarket Notfication

SECTION 22. Standards Data Report for 510(k)s
(Form FDA 3654)
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Farm Approver: OMB No, 0910.0120; Expiration Date: B/31/1(

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 8 510{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
¥ Taditiana O Spacial {7 Abbreviated

STANDARD TITLE !

1SQ 16993 Bmlogtcn! evatuation of medical devices-Part' 10: Tests for irritation and sensitization 2002/(R) 2008

e T ettt oo B ot S ettt AN 7ot e U 1

Please answer the !o!iow:ng questions Yes  No
Is this standard recognized BY FDAZ 2 ... oo oooovecoseneveesssoeceoeeaseossvaecesesissossossssnesssessonsssrsssnosennssine o) 0
FDA RecOGNItIon NUIMBETD Lo e oo b vescrmssrsio s cvcsiassboseasnssbnssrnns sreinsntsndsesmessessishssemeihseereattron #Eﬂ

wvas a third party laboratory respons:ble for teslmg conformity of the device to this standard identified
i the 510(K)? oo e bt tees s et e s s e en s s S 4 B

Isa summary report ? descnbmg the extent of conformance of the siandard used mcluded in the ;

if no, compiete a summary report 1able

Does inhe'tesl data for this device demonstrate conformsiy tothe reqmrements of this standard as it
PErIAINS 10 this HBVICET ... it coomresiaie s fhaseess e it ansbasse savass sesnrssssuisnbosasesbensassssnensareass

O

O
&

Does this stardard include gcoBplance rifenia? ..ot e eeeieeiens ettt v b e ear e e eans
it no, include the results of testing in the 510(k).

Does this-standard include more than.one option or 5e1ection 0f 18SIS%........ccceorimsrccirmesiensees WL L)
If yes, report options sélected Ih the summary report table.

Were there any deviations or adaplations made in the use of the standard?... e O W
if yes, were devialions in accordance with the FDA supplemental information sheet (SIS) .U ]
Were deviations or adaptations made beyond what is specified in the FDASIS? ... |
i yes, reporl these deviations or adaplafions in the summary report table.

Were there any exclusions from the Standard? ... oot eeeeer s oeeresree s resniarene L

if yes, repor these gxclusions in the summary report tabie

s there an FDA guidance® thal is associated with this SIaNAARA? ... veecsenrece i consessenmeeen e 1]
if yes, was the guidance document followed in preparation of this 510K? ....o.eecieve oot L
Title of guidance: 18O 10993 Biological evaluation of medical devices-Part 1: Evaliiation and testing 2002, and ISO 7405

LN

' Thae formatiing convention for the tie is:JSDO] fnumeric identifier) warlification body involved in conformance assessment 1o this

ltitte of standard) {dale of publication] siandard. Tha summary tepon includes inkormation.on 4l slandards
* uthority [21 W:5.C) 3600, www fda goviedmisidsarog. him atilized during. the devalopment of the device.
A mx,p:f.fwww.accessdata.fda‘goviscﬂptsa’cdmlcfdocs'!clsmﬂdardsi * Thg supplemenial inicrmation- sheet (S18) is additional information

whith is necessary baigre FOA recognizes the standard, Found al

search.clm
http:fiwww.accassdata.fda.goviscriptsiedrh/cfdocsiciStandards!

4 The summary repor! shoutd include: any adaptations used lo adapt

16 15 davics under raview {for example, piternative tost methods): Sea""‘h'f"m 7 , . _ _
thoites made when oplions or a seletlion of mathods are described; ¥ The ontine séarch for CORH Guidance Doguments can be found at,
deviations from the standard; requirements not applicabla to the www.(da.govicdrh/guidance html
dovicg; and the name and address of the test laboratory or
FORM FDA 3654 (9/07) Page 1 PG fraphie 812 abise R
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EXTENT/OF STANDARD CONFORMANCE |
SUMMARYREPORTTABLE, .

STANDARD THLE ‘
1SO 10993 Biological evaluation of medical devices-Part: 10; Tests for irritation and sensitization 2002

st e i AL L S

e

CONFORMANCE WITH STANDARD SECTIONS®
SECTION NUMBER SECTION TITLE CONFORMANCE?'
Annex B Additional irritation tests Vives [dne [frma
TYPE OF DEVIATION OR OPTION SELECTED*

B.4 Oral mucess irritation test
DESCRIPTION
An assessment is made of the potential of the material under test to produce irritatiort of the oral tissue.

JUSTIFICATION
Standard test recommended per 150 10993-1 2002

SECTION NUMBER SECTION TITLE CONFORMANCE?

Mves Cine s

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Ldves Dine Bl

TYPE OF DEVIATION OR OFPTION SELECTED *

DESCRIPTION

JUSTIFICATION

" For completeness list all sections of the standard and Indicate-whether conformance is met. If a saction i$ not applicable (N/A)
an explanation is neaded under “iustification.” Soma standards inciude oplions, so similar (o deviations, the 'option chosen needs
1o be described and adequatety justified as appropriate for the subject device. Explanation of all deviations or description of
options selected whan following a standard is required under “type of deviation or option selected,” “descripion” and “justifica-
tion” on the report. Mors 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 supplemenial
information sheel (515}, & deviation lo adapt the standard o the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this coliection of information is eslimated 1o averagd | hour per response, including the
time-fur reviewing instructions, ssarching existing daid sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden éstirhate or any other
aspect of this collection of information, including suggestions for reducing this burden, to;

Cener for Devices and Radiological Health
1350 Piecard Drive
Rockville, MD 20350

An agency mey wot conduct or sponsor. and a persen is not reguired to respond to, a-eollection of informarion
unless it displeays a errvently valid OMB contral numher:

FORM FDA 3654 (307} Page 2
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Farm Approved: OMB No. 0910:0120; Expiration Date: 831110

Départment 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) thal refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k},
TYPE OF 510(K} SUBMISSION
& Traditional " spediar L} Abpreviated
STANDARD TITLE !
1S0O 10993 Biclogical evaluation of medical devices-Part $: Tests for eylotoxicity: in vitro-methods 2009
Errrr—— s —
Please answer the following questions Yes No
Is this standard recognized by FDAZ? ........... e SR et S v O
FDA Recognition number? ... eeoivin s viverenns Fere it araar e s v oAt e e e ee g e #2153
Was a third pariy laboratory responsmle for testing conformity of the device to this standard identified
I HNE BTO(K)? oo e e ver s st e b RSt et es et M O
Isa Summary report* describing the exient of conforimance of the standard used included in the
BHOIK)? et secress s s st st neernensasssss b st st s st sssstsraae e ssssnsernssiensene W0 L)
If.no, compleie a summary report table.
Does the test data for this device demonsirate conformity io the requirements of this standard as it -
PEMAINS 10 IS BBYICET 1. ovv et es et s e smas et eonesesnsses s esesnens e ecasnstsoessenesmennnrsnsnnivnss O] O
Does this standard iciude acCeptance SHeNaT ..o vreoeriosiosecsrions TR et senaeiae . ¥
if no, include the resulls of testing in the 510(k).
Does this standard inctude more than one oplion or Selection of teStS? ..v e e crnirecrees e ¥4 1
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ... i e O ¥
if yes, were deviations in accordance with the FDA supplemental information sheet (SIS)37.............. | {1
Were deviations or adaptalions made beyond what is specified in he FOASIS? oo bl W
Iifyes, report these deviations or adaplations in the summary raport table,
Were there any exclusions from the SIANABIET ... cece oo eeeeseieeer e eeeres e eeeessversreseiomsenss L
If yes, report these exclusions in'the summary report {able,
Is there an FDA guidance® that is associated with this STaNAard? ..o oo vcveeneerne e eae s e ] W
if yes, was-the guidance document followed in preparation of this 51082 .....cc.veeevevereemreevsssnscinseens L 3
Tilte of guidance: 150 10993 Biological evaludtion of medical devices-Part 1: Evaluation and testing 2002
* The formatting convendion for tha ditle is; 1SDO] [pumeric idantifier) cartification body involved In corformance assessment to this
{fitte of standarg] [dede-of publication) standard. The summary rapo ingiudes infermalion on alf standards
* Autharity {24 U.S.C. 3604], www.ida.govicdii/stdsprog il utilized during the devetopmant of ths device.
¥ hitp:iwwivaccessdata. Ifa goviscrintafcdrh/cidons/éiStandards! # The supplemantal information shest (S15) is addifonatinkrmation
gearch.cfm which is nacessary befere FDA recognizes the standard. Found at
* The summary report should include; any adaptafions used 16 adapt hiip:ihwww.accessdala. da.goviscripisicdrifcldocsiclSiangards/
to the duvice under review (for example, alternativé test methbesh: suarch.cim
choices made when eptians of a-selection of mathods are described: 5 The oniina search for CORM Guidance Documents can be found at
deviations from the slanderd: requirements nol apglicable to the www.lda:govindrhiguidance himl
device: and the namn and addross df tha test labaratory or
FORM FDA 3654 (9/07) Page 1 . 1M G wkiow  BE
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B

" EXTENT OF STANDARD CO&FORMANCE
SUMMARY REPOR? TAB LE

STANDARD TITLE
180 10993 Biolegical evaluation of medical devices=Part 5: Tests for cylotoxicity: in vitro methods 2009

CONFORMANCEWITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANGE?
8 Test Procedures Plvass Tne [Itwa
TYPE OF DEVIATION OR OPTION SELEGTED®
8.4 Test by indirect contact
DESCRIPTION
Agar Diffusion (Agar Overlay) This test allows o qualitative assessment of cytotoxicity.

JUSTIFICATION

Standard test recommeridéd by 150 10993-1:2002

SECTION NUMBER SECTION TITLE CONFORMANCE?

Annex B Colony formation cytotoxicity test Vives [Dno wa

TYPE OF DEVIATION OR OPTION SELECTED
B.2 Experimenial Procedure

DESCRIFTION

MEM Elution Method

JUSTIFICATION

Standard test recommended by 15O 10993-1:2002

SECTION NUMBER. SECTION TITLE .CONFORMANCE?

Rves Line Tlna

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completenass list all sections of the standard and indicate whether coiformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.’ Some standards include aptions, so simitar to deviations, the aption chosen needs
to be described and adfequetely justified as appropriate for the subject device, Expianation of it deviations. or description of
options selected when fellowing a standard is required under “type.of devigtion or option selected,” *description™ and "justifica-
tion" on the report. Mare than one page may be necessary. )

* Types of deviations céan include an exclusion of a section'in the standard, a deviation brougit oul by the FDA supplementa
information sheet {SIS), a deviation to adapt the stahdard o the device, or any adaptation of a seclion.

Paperwork Reduction Act Staiement
Publie reporting burden for this eollection of information isiestimated to average [ hour per response, including the
time for reviewing instructions; searching cxisting data soufces, gathering and maimaining the dita needed, and
completing and reviewing the collection of informalion, Send comments regarding this burden gstimate or any other
aspees.of this collection of infonmation, mcludmg suggestions for reducing this burden. 1o;

Center for Devices dnd Radiological Health
13580 Piccard Drive
Rockville, MD 20850
An agency may not conduct or sponsor. and a persen isnotrequired to respond 1o, a collection of fifprmation
itess it displavs a corrently valid OMB.conpal number,

FORM FDA 3654 (9/07) Page 2
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Form Approved: OMB No. 0810-0120; Expitaiion Date: 831750

Department of Health and Human Services
Food and Drug Admindsiration

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

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

TYRE OF 510[K) SUBMISSION
¥ Tredtiona) [ special {1 Abbreviated

STANDARD TITLE!

IR 10993 Biologival evalustion of medical devices-Past 10 Tests for brritation and sénsitization 2010

Please answar the following questions Yes  No

Is this standard recognized by FOAZ? ....c....ocoiiesreiiiinsfos s ses b serssssesessis sesssemsesas Ereiventsrnsinnionnones B 0

FDA RECOGRION NUMBBIS ... oosooovo oo eeseeestvessvescesssanessesesessesesssssessressone e remesssressneensesesssrssossererss 28T

Was a third party labaratory responsibie for testing conformity of the device o this standard identified

218 ST0(KY? covveeerrirersreisaesssniss s stos e semessvesass e rs s ssssssrass sesrasamsssssassesspssesssssesssss s nsesssnsssnne W) (3
Is a summary report * dascribing the extent of conformance of the standard used included in the

If na, complete a summary report table.

Does the test data for this device demonstrate conformity to the requiraments of this standard as [t

PELAING 10 TS BEVIEED «.ovorvoe oo coeteassesseeecae s sesesessnssecosseseeamsererarens sermsesscssnenetors enerassrssessnerrnnee W 1
Does this SIandard INCIUAE ACCEptANES CHSHAT . ....v.civveieereeseieersesserensireeresessemsessemmessossssissosnncnee 4 o)
if no, include the resuits of testing in the 510(k).

Dogs this standard include more than one option or selection of 1@SIST ... i ivme e J
If yes, report oplions selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?.................. R I | i
Il yes, were devialions in accordance with the FDA supplemental :ﬂformation sheet {S!S)*? TR I ]
Were deviations or adaptations made beyond whal is specified Inthe FDA 8182 .o ] )
if yas, report thase deviations or adaptations in the summary report lable.

Were there any exclusions from the SIANGATIAT ... vesmesserssrsrs s ssssoessssmssossssnssisssessmsseresrrs o) %]
if yes, report these exclusions in the summary report table,

fs thera an FDA guldance® that is associated with this standard? ... e v
If yes, was the guidance document followed in preparation of this 510k? J

Title of guidance: 18O 10993 Biolegical evaluation of medicai devices-Part I: Evalumion and testing 2002, and 1843 7403

*'he lormaiting convendisn for te lithe ig: {SDO] fnumeric identifier} cerlitication’ ticdy invblvad in conformance assessmont (o this
{titie of standard} {doiz of publieation) standard, The summary teport includes information-on all standards
2 puthority 121 U:8.C. 360d), viwss fda,govicdrhistdsprog.hitml utiized during the development of e dovice,

* Tha suppiements! information shee! (SI5) is addiional informabon
which is necassary. before FDA recognizes the swandard. Found at
It/ aeces sdata, len, goviscrptsfed hicldocs/efSandarda/
search.cfm

# atipuiwww. accossdaia. [da.goviseriptaicdrh/citoca/efSiandards/
search.clm

< The summary report should insiude! any adaptations used 1o adapt
to the device under raview (for example, zlternaiive fest metheds);

cholcas mode when oplions of p salnctian of melhods are described: ® The griing search for CORE Guldenco Documests ¢an be fount st
teviations frem the standerd; eauirements not opplicable to the www.ida govicdrivguidance htmi
device: and the name and addross of the test Inboratery or

FORM FDA 3854 (8/07} Page ] P80’ Cruphion (9011 203 {05 BF
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
150 10993 Biological evaluation of medical devices-Part 10: Tests for irritation and sensitization 2010

CONFORMANCE WITH STANDARD SECTIONS”
SECTION NUMBER SECTION TITLE CONFORMANCE?
7 Skin Sensitization Tests Plves Dino Owa
TYPE OF DEVIATION OR OPTION SELECTED*
7.2 Murine Local Lymph Node Assay (LLNA)
DESCRIPTION
An assessment is made of the potentisl of the material under test to produce irritation of the oral tissue.

JUSTIFICATION
;c\ccz:pmh!gzmcihadYﬂrjﬂgxliasgjgcung"i(399;3_«] 2002 ( e e .

SECTION NUMBER SECTIONTITLE CONFORMANCE?

Oves Owne [Twa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION HUMBER SECTIGN TITLE CONFORMANCE?

Flves Diwe Dlwa

| TYPE OF DEVIATION OR OFTION SELECTED*

DESCRIPTION

JUSTIFICATION

" For competeness list all sections of the standard and indicate whether conformance is met. if a saction is not applicabla {N/A}
an explanation is needed under “justification.” Some standards include options, so similar to daviations, the opiion chosen needs
to be described and adequately justified as appropriate for ihe subject device. Explanation of all deviations or description of
options selected when following a standard 1§ required under “lype of deviation or oplion selected,” *description” and “justifica-
tion™ on the report. More than one page may be necessary.

* Typas of deviations can include an exclusion of a section in the siendard, 3 deviation brought out by the FDA supplemanial

information shest (818}, a deviation to adapt the standard to the device, or any adaptsation of a saction.
P 0 S S AU _m

v ——

P e e

Paperwork Rcéucliﬂn.ﬁct-Sialemcut

Pubiic reporting burden for this collection of information is estimared 1o avernge | houy per response, including the
time for reviewing instruciions, searching existing datn sources, gathering and maintaining the data needed. and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this coliection of information, including suggestions for réducing this burden. to:

Center for Devices and Radiological Health

1330 Piceard Drive

Rockville, MIy 20830

Asr agency may not conduet. or sponsor, and & person is not regnired to vespond 10, a collection of infarmaicn
unless it displays a cyrrenuly valid OMB control number.

FORM FDA 3654 {9/07) Page 2

- 0066 npoo39
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(b)(4) Test Reports: pgs 68-219 have been removed




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

. COVER SHEET MEMORANDUM

. i
From:  Reviewer Name 7 mﬁu . @AWV"Q_/
. Subject: 510(k) Number }4[03245-/4/5/

To: The Record

Please list CTS decision code S L/

O Refused to accept (Note: this is considered the first review cycle, See Screenlng Checklist

http://feroom.fda. gevieRoomReq/Files/CDRH3/CDRHPremarketNotification51 DkProgram/0 5631/Screening%20Checklist%207%
202%2007 .doc )

o HAold (Additionat 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.): 0
Indications for Use Page - Attach IFU i
510(k) Summary /510{k} Statement Attach Summary Iy
Truthful and Accurate Statement.' Must be present for a Final Decision —~
Is the device Class III? ) ' | | /
If yes, does firm.include Class Il Summary? Must be present for a Final Decision
Does firm reference standards? -
(If yes, please attach form from http./iwww fda.goviopacom/morechoices/fdaforms/FDA- /
3654.pdf) '

' Is thls a combination product‘? o
(Please specify category see ,
http:/fercom.fda.govieRoomReq/Files/CDRH3/CORHPremarketNotification5 10kProgram/0_413b/CO
MBINATION%20PRODUCT%20ALGORITHM% 20(REVISED%203-12-03).00C

Is this a reprocessed single use device?

(Guidance for Industry and FDA Staff — MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, http://www.fda.gov/cdrh/ode/guidance/12 16 html)
Is this device intended for pediatric use only?

N

|
t

\\

Is this a prescription device? (If both prescription & OTC, check both boxes.)

Did the application inciude a completed FORM FDA 3674, Certmcatlon W|th Requirements of
ClinicalTrials.gov Data Bank?

Is clinical data necessary to support the review of this 510(k)

Did the application include a completed FORM FDA 3674, Certification with F\’equrrements of
ClinicalTrials.gov Data Bank?

(If not, then applicant must be contacted to obtain completed form.)
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 considérations are being given to this
group, different from adults age = 21 (different device design or testing, different protocol
procecures, etc.}. . . . .

NOSON NN NN

0004

Rev. 7/2/07



‘Transitional Adolescent B (18 -<= 21 No special considerations comparad to adults => 21 years
old)

Nanotechnology

Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC.
Guidance, http:/fiwww_fda.govicdrh/comp/guidance/169.himi)

AAAN

Regulation Number ' Class* Product Code

U/{A,O’/&(Siﬁék e K31

unclassmed see 510(k) Staff)
Additional Product Codes:

Review cSiMQQ\\>:%;\Q¢ Dz fon aJw“

(Branch Chief) (Branch\$ede) ‘(Date)’
Final Review: 7/\-/(/\—/ ' 7//[ ‘(/‘(
(Division Director) (Date)
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MEMORANDUM

1

Date:

To:

From:
Office/Division:
510(k) Holder:
Device Name:
Contact:

Phone:

Fax:

Email:

-{C DEPARTMENT OF HEALTH AND HUMAN SERVICES

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

K103244
February 9, 2011
The Record
Myra E. Browne, M.S., Biologist
ODE/DAGID

Dentsply International

QMix 2IN1 Endodontic Irrigating Solution
Ms. Helen Lewis

717-845-7511

717-849-4343

hlewis@dentsply.com

Food and Drug Administration
Office of Device Evaluation
8200 Corporate Boulevard
Rockville, MD 20850

Purpose and Submission Summary

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

QMix 2in1 Endodontic Irrigating Solution is a root canal cleansers used for the cleaning and
disinfection of the root canal system after endodontic instrumentation.

(QMix 2inl 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

Standardé ‘Florm

Indications for Use page (Indicate if: Prescriptionwor OTC)

Truthful and Accuracy Statement
510(k) Summary or 510(k) Statement

HKix .o xiX
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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

Is fhé ciewce life- supportmg or life sustammg'?

X
s the device an 1mplant (implanted longer than 30 days) ) X

Does the dev1ce design use software? ;

X
Is the dev1ce sterlle? X
X

Is the device reusable {not reprocessed single use)? i

Are “cleaning” 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.

QMix 2 in T 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: GGG T o of action for the

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

QOMix 2 in1 Endodontic Irrigating Solution is packaged in HDPE screw-capped containers. Itis
available in 5ml, 60ml (with Luer lock syringe adapter) and 480 ml (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:




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 Trrigating 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 2inl 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 2inl 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 2inl Endodontic Irrigating Solution contains no software.

Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

QMix 2inl 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



Performance Testing - Animal

Animal test results were not provided for QMix 2in1 Endodontic Irrigating Solution.

Performance Testing - Clinical

Human test results were not provided for QMix 2in1 Endodontic [rrigating Solution.

Device Comparison

Predicate Device; Biopure MTAD Root Canal Cleanser (K053167) of Dentsply International.

Physical property OMix 2 in 1 Endodontic Biopure MTAD 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

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

0010



Substantial Equivalence Discussion

6. New Types Of Safety Or Effectiveness
Quesnons?

Yes No
1. Same Indication Statement? '[ X | If YES = Go To 3
2. Do DLfferences Alter The Effect Or Ralse New i If YES Stop NSE
Issues of Safety Or Effectiveness? | .
3. Same Teclmologlcal Character1st1cs7 % X i If YES = Go To 5
4. Could The New Characterlstlcs Affect Safety ! : If YES = GO To 6
Or Effectiveness? 1
. e min e bt e e e e e e e = e s - e e
5. Descr1pt1ve Character1st1cs Prec1se Enough7 X IfNO=GoTo8

If YES = Stop SE
If YES = Stop NSE

— ey e e -

7. Accepted Scientific Methods Ex15t7

It NO =Stop NSE

o]

Performance Data Avaﬂable’

. Data Demonstrate Equ1va1ence7

\O

1 Final Decision: SE

t
b
i

If NO Request Data

Recommendation

Unclassified
Root Canal Cleansers
Class II

KJI

Regulation Number:
Regulation Name:
Regulatory Class:
Product Code:

VAR

., Biologist

TS,

Reviewer

S

M. Susan Runner, DDS

Branch Chief

29

g

Date
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h
x . Food and Drug Administration
3 c ’ Office of Device Evaluation &
ES . . . . .

. . Office of In Vitro Diagnostics
nyd ~ COVER SHEET MEMORANDUM

From: Reviewer Name W i% LW
Subject: 510(k) Number \ORDYY

To: - The Record

Please list CTS demsmn code /’/H

D Refused to accept (Note: this is considered the first review cycle, See Screemng Checkllst
hitp//ercom.fda.goweRoomR ea/FilesfCORH3/CDRHPremarketNotification51 DkProqramIO 5631/Screening%20Checklist%%207%
02%2007 .doc )
old (Additional Information or Telephone Hold).
O Final Decision (SE, SE w:th Limitations, NSE, Withdrawn, etc. )

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.). 0

Indications for Use Page - N ' Attach IFU
510(k) Summary /510(k) Statement Attach Summary

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

Is the device Class M1?

If yes, does firm-include Class Il Summary? Must be present for a Final Decision

Does firm reference standards? -
{If yes, please attach form from hitp.//www .fda.gov/opacom/morechoices/fdaforms/F DA-
3654 df) '

Is thls a combmation product?
(Please specify category see '
http:/feroom.fda.govieRoomReq/Files/CDRH3/ICDRHPremarketNotification510kProgram/0_413b/CO
MBINATION%20PRODUCT%20ALGCRITHM%20(REVISED%203-12-03).D0OC

is this a reprocessed single use device?
{Guidance for Industry and FDA Staff NIDUFIVIA Validation Data in 510(k)s for

Is Is this device intended for pediatric use only’? '

Is this a prescription device? (If both prescription & OTC, check both boxes.)

Did the application include a completed FORM FDA 3674, Certification W|th Requirements of
ClinicalTrials.gov Data Bank? .

Is clinical data necessary to support the review of this 510(k)’?

Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.gov Data Bank?

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

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 2 21 (different device design or testing, different protocol
procedures, etc.)

Rev. 7/2/07



‘Transitional Adolescent B (18 -<= 21 No special con5|derat|ons compared to adults => 21 years
old)

Nanotechnclogy _

Is this device subject to the Tracking Regulétion? {Medical Device Tracking Contact OC.
Guidance, hitp://www fda.gov/cdrh/comp/quidance/169.html)

Regulation Number o Class* Product Code

If unclassified, see 510{k) Staff}
Additional Product Codes:

Review: %\ X WAV Ve Gk(\b | } 19

(Branch Chle% (Branch Code) (Déte)
Final Review: ) /

2

i

(Division Directdr) (Date)
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to

Marketed Device *

Descriptive [nformation Dbes New Device Have Same  NO - Do the Differences Alter the Intended Not Substantially
Iidication Staiement” Therapewtic/Diagnostic/etc. Effect YES  Eguivalent Determination

about New or Markeled
Device Requested as Needed (in Deciding, May Consider lmpact on
l YES Safety and Effectiveness)7+*

New Dcvic% Has Same Intended NO
Use and May be “Substantially Equivalent” " >
New Device Has Q

@ New [ntended Use
Does New D I\/rice Have Same

Technological Characteristics, NO Could the New
e.g. Design, Materials, etc.? — ¥ C(haracteristics ‘Do the New Characteristics

Affect Safety or —— Raise New Types of Safety _YES »O

YES
@ i Effectiveness? or Effectiveness Questions?
4

-

NO Arg the Descriptive NO
Charactgristics Precise Enough NO
to Ensure Equivalence? @
NO ' ' :
Are Performarice Data ' . Do Accepted Scientific
Available to Asses Equivalence? YES Methods Exist for
: Assessing Effects of  NO

the New Characieristics?

YES o _
» lYES

Y .
Performance - Are Performance Data Available  NO
Data Required To Assess Effects of New
’ Characteristics? ***
YES

N O ©
TN
Performance Data Demonstrate

»  performance Data Demostrate !
Equivalence? - @] Equivalence? — 4——
YES NO

w @

NG

(D)

“Substantially Equivalent™
Determination

510(k) Submissions compare new devices to marketed devices. FDA requests additional information 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 information is sometimes required.

%

FEE [xata maybe in the 510(k), other 510(k)s, the Center’s classification files, or the literature,



510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to

Marketed Device * :

Descriptive Information " Does New Device Have Same  NO Do the Differences Alter the Intended Not Substantially
about New or Marketed Indication Statement?7 " Therapeutic/Diagnostic/etc. Effect YES  Equivalent Determination
Device Requested as Needed {in Deciding, May Consider Impact on

l YES Safety and Effectiveness)?**
New Device Has Same Intended ) . | NO
Use and May be “Sybstantially Equivalent” —
New Device Has O
@ . : @ New Intended Use
Does New Device Have Same’ @
Technological Characteristics, NO Could the New
e.g. Design, Materials, etc.? — ™ Characteristics ‘Do the New Characteristics
YES Al’fect‘ Safety or — Raise Na_aw Types of S.afety YES »O
l Effectiveness? or Effectiveness Questions?
A
NO - Are the Descriptive NO
Characteristics Precise Enough NO
10 Ensure Equivalence? @
NO ’ .
Are Performance Data ‘ Do Accepted Scientific
Available to Asses Equivalence? YES Methods Exist for”
) Assessing Effects of NO
- : the New Characteristics?
YES ) : ‘ ‘
_ . .o l YES
Performance Are Performance Data Available  NO

To Assess Effects of New

Data Required
Characteristics? ***

YES

@ ‘} - @
Y
»  Performance Data Demonstrate Performance Data Demonstrate

Equivalence? < Equivalence? 44—
YES YES NO

INO

“Substantially Equivalent” @
To Determination To

* 510(k) Submissions compare new devices to marketed devices; FDA requests additional information 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 information is sometimes required.

-~ 002

bl Data maybe in the 510(k), other 510(k)s, the Center’s <lassification files, or the literature.
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‘/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

11.8. Food and Drug Administration
“’-fh Center for Devices and Radiological Health

Document Mail Center ; WO66-G609

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

February 02, 2011

DENTSPLY INTL., INC. 510k Number: K103244
SUSQUEHANNA COMMERCE CENTER 221 W PHILADELPHIA ST. STE 60

YORK, PENNSYLVANIA 17404 Product: QMIX 2IN1 ENDODONTIC IRRIGATIN
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/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at

http://www.fda. gov/MedlcalDewces/DewceRegulatmnandGmdance/Gundanchocuments/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 (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely,

510(k) Staff
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DENTSPLY International
m World Headquarters

Susquehanna Commerce Center

221 West Philadelphia Street

York, PA 174050872

(717} 8457511 [voice)

, 717) 849-4343 {fax)
February 1, 2001 FDACDRHDMC e donisplycom.
U.S. Food and Drug Administration Attn: Myra Brown
Center for Devices and Radiological Health FEB 02 201t

Document Mail Center — WO66-G609

10903 New Hampshire Avenue Received K (6

Silver Spring, MD  20993-0002

510(k) Number K103244 QMIX™ 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
20,2011, DENTSPLY International is hereby submitting the additional information you
requested for premarket notification submission K103244, QMIX™ 2inl 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™ 2in1 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 510(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
of the 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
of QMix™. As described on page 27 of the application, the same level of cytotoxicity was
recorded for the predicate device, BioPure™ MTADT™, and other cleared root canal cleansers

(e.g. those containing [(QIC) , page 169).

3) The chemical compositions of the subject device and the predicate device are

- different QLN v
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 MTA QI

QMix™ 2in 1O
(b)(4) 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 MTAD 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
Susquehanna 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 AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
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for York, PA 17405.0872
(717) 8457511 fvoice)
S . (717) 849-4343 (fax]
QMix™ 2inl Endodontic Irrigating Solution www.dentsply.com

Submitter Information:
DENTSPLY International
Susquehanna Commerce Center
221 West Philadelphia Street
York, PA 17405

Contact Person: Helen Lewis
Telephone Number: 717-849-4229
Fax Number: 717-849-4343
Date Prepared: 01 February 2011
Device Name:
s Proprietary Name: QMix™ 2in1 Endodontic Irrigating Solution
¢ Classification Name: Cleanser, Root Canal
¢ CFR Number: N/A
+ Device Class: Unclassified
s Product Code: KJJ

Predicate Device:
BioPure MTAD Root Canal Cleanser, DENTSPLY International, K053167

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.

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

Description of Safety and Substantial Equivalence:

Technological Characteristics.
All of the components found in QMix™ 2inl 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™ 2inl
Endodontic Irrigating Solution for the indicated uses.
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Non-Clinical Performance Data.
The efficacy and biocompatibility of QMix™ 2inl Endodontic Irrigating Solution was
demonstrated via non-clinical in vitro and ex vive studies.

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

Conclusion as to Substantial Equivalence

QMix™ 2in] Endodontic Irrigating Solution, to be manufactured by DENTSPLY
International, is substantially equivalent to the currently cleared and marketed BioPure
MTAD root canal cleanser.
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