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APPLICANT  
 

Sonendo, Inc. 
26061 Merit Circle, Suite 101 

Laguna Hills, CA 92653 
        

  
OFFICIAL CORRESPONDENT  

Dan W. Miller 
Phone: 949.766.3636 x 544 

FAX: 949.348.1866 
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1. Medical Device User Fee Cover Sheet (Form FDA 3601) 
(see attached)
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12/27/12 Site:  null

1/2

 Form Approved: OMB No  0910-511 Expiration Date: February  28, 2013  See Instructions for OMB Statement

 DEPARTMENT OF HEALTH AND HUMAN
SERVICES 
 FOOD AND DRUG ADMINISTRATION 
  MEDICAL DEVICE USER FEE COVER
SHEET
A 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://www.fda.gov/oc/mdufma/coversheet.html

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

 

SONENDO INC
Sonendo, Inc.
26061 Merit Circle
Suite 101
26061 Merit Circle
Laguna Hills CA 92653
US

1.1 EMPLOYER IDENTIFICATION NUMBER
(EIN)

 *****1718

2.  CONTACT NAME
 Dan Miller
2.1 E-MAIL ADDRESS
 

2.2 TELEPHONE NUMBER (include Area
code)

 949-766-3636

2.3 FACSIMILE (FAX) NUMBER (Include
Area code)

 949-305-5201

3.  TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you
are unsure, please refer to the application descriptions at the following web site:
http://www.fda.gov/oc/mdufma
Select an application type: 3.1 Select a center
 [X] Premarket notification(510(k)); except for third party  [X] CDRH
 [ ] 513(g) Request for Information  [ ] CBER
 [ ] Biologics License Application (BLA) 3.2  Select one of the types below
 [ ] Premarket Approval Application (PMA) [X] Original Application
 [ ] Modular PMA Supplement Types:
 [ ] Product Development Protocol (PDP) [ ] Efficacy (BLA)
 [ ] Premarket Report (PMR) [ ] Panel Track (PMA, PMR, PDP)
 [ ] Annual Fee for Periodic Reporting (APR) [ ] Real-Time (PMA, PMR, PDP)
 [ ] 30-Day Notice [ ] 180-day (PMA, PMR, PDP)

4.  ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining
this status)
 [ ] YES, I meet the small business criteria and have
submitted the required qualifying documents to FDA

 [X] NO, I am not a small business

 4.1   If Yes, please enter your Small Business Decision Number: 

(b)(4)

(b)(4)
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 "Close Window" Print Cover sheet

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

6.  IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER
FEE EXCEPTIONS? IF SO, CHECK THE APPLICABLE EXCEPTION.

 [ ] This application is the first PMA submitted by a
qualified small business, including any affiliates

 [ ] The sole purpose of the application is
to support conditions of use for a pediatric
population

 [ ] This biologics application is submitted under
section 351 of the Public Health Service Act for a
product licensed for further manufacturing use only

 [ ] The application is submitted by a state
or federal government entity for a device
that is not to be distributed commercially

7.  IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE
WAIVED DUE TO SOLE USE IN A PEDIATRIC POPULATION THAT NOW PROPOSES
CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is subject to the
fee that applies for an original premarket approval application (PMA).
 [ ] YES  [X] NO

PAPERWORK REDUCTION ACT STATEMENT 
Public reporting burden for this collection of information is estimated to average 18 minutes
per response, including the time for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and reviewing the collection of
information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden, to the address below. 

Department of Health and Human Services, Food and Drug Administration, Office of Chief
Information Officer, 1350 Piccard Drive, 4th Floor Rockville, MD 20850 
[Please do NOT return this form to the above address, except as it pertains to comments on
the burden estimate.]

8.  USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET
APPLICATION  

 27-Dec-
2012

Form FDA 3601 (01/2007)

(b)(4)
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2. Certification of Compliance with ClinicalTrials.gov FDA Form 3674 
(see attached)
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3. Standards Data Report FDA Form 3654 
(see attached) 
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Section 5 Indications for Use Statement 
 

 

5. Indications for Use Statement 
 
 
 

INDICATIONS FOR USE STATEMENT 
 
 
 
510(k) Number (if known): ___________ 
 
Device Name:   Sonendo Endotherapy System 
 
Indications for Use:  
 
The Sonendo Endotherapy System is intended to prepare, clean and irrigate 1st and 2nd 
molar teeth indicated for root canal therapy. 
 
 
 
 
 
 

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

Concurrence of CDRH, Office of Device Evaluation (ODE) 
 
 

Page __ of ___ 

 
 
Prescription Use __X___ 

AND/OR 
 
 
Over-The-Counter Use_____ 

(Part 21 CFR 801 Subpart D)  (21 CFR 801 Subpart C) 
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6. 510(k) Summary  
This 510(k) summary information is being submitted in accordance with the requirements 
of SMDA 1990 and 21 CFR 807.92. 
 

APPLICANT: Sonendo, Inc. 

DATE PREPARED: December 29, 2012 

CONTACT PERSON: Dan W. Miller 
Sonendo, Inc. 
26061 Merit Circle, Suite 101 
Laguna Hills, CA 92653 
Phone: (949) 766.3636 x 544 

TRADE NAME: Sonendo Endotherapy System 

CLASSIFICATION 
NAME: 

Ultrasonic Scaler 

DEVICE 
CLASSIFICATION:  

Class 2, per 21 CFR 872.4850 

PRODUCT CODE ELC 
 

PREDICATE DEVICES: EMS Piezon Master 700 (K093000) 
Sonic Air MM 1500+ (MID) (K081268) 

 
 
Substantially Equivalent To: 
The Sonendo Endotherapy System is substantially equivalent in intended use, principal of 
operation and technological characteristics to the EMS Piezon Master 700 (K093000) and 
the Sonic Air MM 1500+ (MID) (K081268). 
 
Description of the Device Subject to Premarket Notification: 
The Sonendo Endotherapy System is a medical device intended to prepare, clean and 
irrigate root canals. The Sonendo Endotherapy System is comprised of a Console, Foot 
Pedal and Molar Procedure Kit with a Handpiece.   
 
Indication for Use: 
The Sonendo Endotherapy System is intended to prepare, clean and irrigate 1st and 2nd 
molar teeth indicated for root canal therapy. 
 
Technical Characteristics: 
The Sonendo Endotherapy System has similar physical and technical characteristics to 
the predicate devices.  These characteristics are tabulated below: 
 

Records processed under FOIA Request 2013-5334; Released 2/6/14

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



Section 6 510(k) Summary  
 

Sonendo, Inc. 
Sonendo Endotherapy System 

 Page 12 of 85 
Premarket Notification 

 

Performance Data: 

(b)(4)

(b)(4)
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7. Truthful and Accurate Statement 
Pursuant to 21 CFR 807.87(j) I certify that in my capacity as Vice President, 
Quality/Regulatory/Clinical Affairs for Sonendo, Inc., I believe to the best of my 
knowledge, that all data and information submitted in this premarket notification are 
truthful and accurate and that no material fact has been omitted. 

 
 
 

 
 
_________________________________________ ________________ 
Dan W. Miller Date 
Sonendo, Inc. 
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8. Class III Summary and Certification 
The Sonendo Endotherapy System is a Class II medical device under 21 CFR 872.4850.   
The Class III Summary and Certification requirement as described in 21 CFR §807.87(j) 
and §807.94 do not apply to this device and submission. 
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9. Financial Certification or Disclosure Statement 
The requirement for financial certification or disclosure requirement as described in 21 
CFR §807.87(i) does not apply to this submission. 
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10. Declaration of Conformity & Summary Reports 
This submission is a traditional 510(k) submission.  The requirement for a declaration of 
conformity and a summary report of testing does not apply.  
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11.  Executive Summary 
(b)(4)
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Sonendo Endotherapy System  

Molar Procedure Kit 
DRAFT 

 
 

Instructions for Use 
 

Federal law restricts this device to sale by or on the order of licensed dental professional 

 
 
 
 

 
26061 Merit Circle, Suite 101 
Laguna Hills, CA 92653 
PH: 949-766-3636 
FAX:949-348-1866 
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15.  Sterilization and Shelf Life 

Sterilization Validation 

(b)(4)

(b)(4)
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16.  Biocompatibility 
(b)(4)
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17. Software 
(b)(4)  
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19.  Performance Testing  
(b)(4)  
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Appendix 2 Sonendo Endotherapy System Technical Drawings 

 (see attached) 

Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



(b)(4)  
Records processed under FOIA Request 2013-5334; Released 2/6/14

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



Appendices  
 

 

 

Sonendo, Inc. 

Sonendo Endotherapy System 
 Page 1 

Premarket Notification 

 

Appendix 3 Sonendo Endotherapy System Biocompatibility Reports 
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Appendix 11 Sonendo Endotherapy System Electromagnetic Compatibility Test 

Report 
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Appendix 13 , Thermal Safety Experiment Report 

 (see attached) 
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Appendix 17 Imaging of Cavitation Clouds  

 (see attached) 
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Optical Analysis via Stereo Microscope (8x) 
 
 

Thirteen specimens imaged at 8x magnification 
 
 

Sonendo Endotherapy System 
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Optical Analysis via Stereo Microscope (8x) 
 
 

Five specimens imaged at 8x magnification 
 
 

EMS Piezon Master 700  
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Optical Analysis via Scanning Electron Microscope 
 
 

Four canals imaged at 50x and 200x magnification 
 
 

Sonendo Endotherapy System  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

(b)(4)  

(b)(4)  

Records processed under FOIA Request 2013-5334; Released 2/6/14

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



SONENDO Inc.–Confidential 

 

 
Appendix IV 

 
 
 
 
 
 
 
 

 
Optical Analysis via Scanning Electron Microscope 

 
 

Four canals imaged at 50x and 200x magnification 
 
 

EMS Piezon Master 700 
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Sterilization of Health Care Products- Radiation- Part 1 Requirements 
for Development of Validation 

1

01/01/2006

ISO 11137-2
International 
Organization for 
Standardization

Sterilization of Health Care Products- Radiation- Part 2 Establishing 
Sterilization Dose

2

01/01/2006

IEC 60601-1-1-2 International 
Electrotechnical 
Commission

Medical electrical equipment – Part 1-2: General Requirements for 
Basic Safety and Essential Performance – Collateral Standard: 
Electromagnetic Compatibility – Requirements and Tests 3

01/01/2007
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FDA FORM 3514 
K130025: Section I Utilization of Standards (continued) 

# Standards 
No. 

Standards 
Organization 

Standards Title Version Date 

8 IEC 60601-1 International 
Electrotechnical 
Commission 

Medical Electrical 
Equipment - Part 1: 
General Requirements for 
Safety, 1988; Amendment 
1, 1991-11, Amendment 2, 
1995 

3 01/01/2006 

9 ISO 11607-1 International 
Organization for 
Standardization 

Packaging for terminally 
sterilized medical devices -
- Part 1: Requirements for 
materials, sterile barrier 
systems and packaging  
systems  

1 01/01/2006 
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Section 19 Performance Testing- Bench 
 

 

19. Performance Testing  

(b)(4)  
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