
FLORIDA DENTAL ASSOCIATION 

 

GOVERNMENTAL ACTION COMMITTEE 
 

AGENDA 
 

DATE:    Tuesday, August 10, 2021 

NOTICED START TIME:    1:00 p.m. EST 

PROJECTED END TIME:    2:00 p.m. EST   

LOCATION:    Conference Call 

 

CONFERENCE CALL DIRECTIONS 

1. CALL 1-951-797-1058 

2. ENTER CONFERENCE CODE: 982799 

ANNOUNCE YOUR ENTRY ONTO THE CALL 

 

 CHAIR:      Dr. Dave Boden, FDA President 

 

COMMITTEE MEMBERS: 

 

Dr. Gerald Bird, Member / President-elect 

Dr. Andy Brown, Member / IPP 

Dr. Joe Calderone, Member / BOD Liaison 

Dr. Dan Gesek, Member / NEDDA 

Dr. Steve Hochfelder, Members / CFDDA 

Dr. Queanh Phan, Member / WCDDA 

Dr. Gabriel Quinones, Member / SFDDA 

Dr. Jeff Ottley, Member / NWDDA 

Dr. Jay Singer, Member / ACDDA

CONSULTANTS: 

 

Dr. Zack Kalarickal 

Dr. Jason Larkin 

Dr. Rudy Liddell 

Dr. John Paul 

Dr. Rachel Perez 

Dr. Beatriz Terry

STAFF: 

Drew Eason, Executive Director 

Joe Anne Hart, Chief Legislative Officer 

Casey Stoutamire, Dir. of Third Party Payer  

Alexandra Abboud, Gov. Affairs Liaison 

________________________________________________________________________________ 

 

 

1. Call to Order        Dr. Dave Boden 

 

2. Recognition of Guests, if any      Dr. Boden 

 

3. Opening Remarks       Dr. Boden 
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4. Meeting Participant Policy Reminder     Dr. Boden 

A. Conflict of Interest Statement – Page 3      

 

5. Adoption of Agenda       Dr. Boden 

 

6. BOD Meeting        Dr. Boden 

A. Agenda- Page 4       Dr. Calderone  
B. Georgia Board of Dentistry Case- Page 7    Ms. Stoutamire   

C. Executive Order on Promoting Competition in the 

American Economy- Page 12 

D. Council on Dental Hygiene Report- Page 28 

E. Petition for Variance or Waiver- Page 56 

F. Rule Discussion- Page 57 

G. AAO Letter (FYI)- Page 101 

           

7. Announcements        Dr. Boden 

 

8. Next GAC Meeting        Dr. Boden 

• Saturday, September 18, 2021 

In Person-Tallahassee 

 

9. Adjournment        Dr. Boden 
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Exhibit GAC-4  

CONFLICTS OF INTEREST DISCLOSURE POLICY  
  
For reference purposes at this meeting, all participants are advised of the FDA’s policy governing 
the disclosure of conflicts of interest.  This policy is codified as Resolution 92H-022, as adopted 
by the House of Delegates on January 9, 1993, and reads as follows:  
  

Resolved, that individuals serving as delegates, alternate delegates, officers, 
trustees, alternate trustees, council or committee members shall, at all times, 
exercise diligent care and unbiased judgment in assuring that no detriment to the 
FDA results from conflicts between their personal or business interests and those 
interests of the FDA.  And, be it further  
  
Resolved, that agendas at all official meetings of FDA agencies contain a 
declaration of conflicts of interest at which time the presiding chairperson will ask 
all members of that body to express the conflict.  And, be it further  
  
Resolved, that if an individual believes that he or she or a member of his or her 
immediate family may have a conflict of interest, whether personal or business in 
nature, which pertains to an ownership, contractual, financial or fiduciary interest, 
then the individual shall promptly and fully disclose the possible conflict to the 
president of the association and/or chairperson of the body for which the individual 
serves.  And, be it further  
  
Resolved, that failure to disclose a material conflict of interest may be the basis for 
reconsideration of the question on a given issue according to parliamentary 
procedure at any further time.  

3



Florida Board of Dentistry  1 
Meeting Agenda 
August 13, 2021 

 

 BOARD OF DENTISTRY  
GENERAL BUSINESS MEETING AGENDA 

August 13, 2021 
Sheraton Orlando North 

600 N. Lake Destiny Road 
Maitland, FL 32751 

(407) 660-9000 
7:30 A.M. ET 

 

Participants in this public meeting should be aware that these proceedings are being recorded 

and that an audio file of the meeting will be posted to the board's website. 
 

 

I. CALL TO ORDER/ROLL CALL 

 
II. DISCIPLINARY PROCEEDINGS 

A. Informal Hearings 
 

i. Brian H. Gross, DDS, Case No. 2020-11200 

(PCP – Miro, Cherry, Morgan) 
 

B. Settlement Agreements 
 

i. Akmal Ahmed, DDS, Case No. 2018-13620 
(PCP – Miro, Britten, Cabanzon) 
 

ii. Lloyd E. Beaufils, DDS, Case No. 2020-03485 

(PCP – Miro, Cherry, Morgan) 

 
iii. Renato Aves, DDS, Case No. 2018-11038 

(PCP – Miro, Cherry, Morgan) 

 
iv. Hector Briceno, DMD, Case No. 2018-05247 

(PCP – Miro, Morgan, Cherry) 
 

v. Harris L. Rittenberg, DMD, Case No. 2016-09153 

(PCP/1-11-19 – Fatmi, Morgan, White) 

(PCP/5-5-21 – Miro, Morgan, McCawley) 

 
vi. Vincent Dolce, DMD, Case No. 2019-18265 

(PCP – Miro, Morgan, Perdomo) 

 
vii. Jonathan Preble, DMD, Case No. 2018-11125 

(PCP – Miro, Morgan, Cherry) 

 
viii. Jorge O. Hernandez, DDS, Case No. 2018-07046 

(PCP – Fatmi, Britten, Morgan 
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August 13, 2021 

 

ix. Jorge O. Hernandez, DDS, Case No. 2020-07741 
(PCP – Morgan, Cherry) 

C. Voluntary Relinquishment 

i. Nicole Lynn Montalbano, DH, Case No. 2021-06826 

(PCP - Waived) 

ii. Aury Arroyo Lourenco, DH, Case No. 2020-31327 

(PCP – Miro, Cherry, Hill) 

iii. Ivan Graham, DDS, Case No. 2017-11704 

(PCP – Miro, Morgan, Calderone) 

III. PROSECUTION REPORT 

A. Rose Garrison, Assistant General Counsel 

 

IV. RESPONDENT’S MOTION FOR RECONSIDERATION AND REHEARING 

A. Tatyana Stepanchuk, DMD 

 Case No. 2018-00406  

 
V. PETITION FOR MODIFICATION OF FINAL ORDER 

A. Ivan Graham, DDS 

Case No. 2018-07212 

B. Jasen Genninger, DMD 

Case No. 2018-02149 

C. Lauren Kravitz, DDS 

Case No. 2015-26021 

D. Eric Schuetz, DDS 

Case No. 2013-10819 

 

VI. PETITION FOR VARIANCE OR WAIVER OF RULE 

i. Michael Abdelmalik, DDS 
 

VII. REVIEW OF APPLICATIONS 
 
A. Application for Dental License 

i. Michael Kutsyk 

B. Application for General Sedation Permit 

i. Matthew Green 

C. Application for License Reactivation 

i. Charlotte Bonelli 
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Meeting Agenda 
August 13, 2021 

 

 
VIII. REPORTS 

A. Board Counsel 

i. Rules Report 

ii. JAPC Correspondence 

iii. Annual Regulatory Plan 

iv. Georgia Board of Dentistry Case 

v. Executive Order on Promoting Competition in the American Economy 

 
B. Executive Director 

i. Unlicensed Activity Liaison 

ii. Financial Reports 
 

C. Chair 

D. Board Members 

i. Ms. Hill 

1. Council on Dental Hygiene Report 

E. Inspection Report 

i. Ron Dilworth 

 

IX. RULES DISCUSSION 

i. Rule 64B5-12.013, F.A.C. 

ii. Disciplinary Guidelines 

iii. Fee Rule  

X. DISCUSSION 

A. CDCA Updates, Alex Vandiver, Chief Executive Officer 

B. Unlicensed Activity Presentation 

XI. FOR YOUR INFORMATION 

A. American Association of Orthodontists 
 

XII. NEW BUSINESS 

A. Licensure Ratification Lists 

B. Anesthesia Ratification List 
 

XIII. OLD BUSINESS 

A. Approval of Board Meeting Minutes – May 21, 2021 

B. Approval of Rule Hearing Minutes – May 21, 2021 
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Full 11th Circ. Rejects Ga. Dental Board's Immunity
Arguments
By Bryan Koenig

Law360 (July 20, 2021, 9:59 PM EDT) -- The full Eleventh Circuit ended a circuit split Tuesday over
so-called state action safeguards protecting government agencies from antitrust suits, reversing a
1986 ruling giving agency members who were denied that protection immediate appellate rights, and
sending members of Georgia's dental board back to face SmileDirectClub LLC's competition lawsuit.



The Eleventh Circuit had been the only circuit where private parties such as the Georgia Board of
Dentistry's members could seek immediate, or interlocutory, appeal of district court rulings refusing
to nix a lawsuit under the U.S. Supreme Court's 1943 Parker v. Brown  decision recognizing
antitrust immunity for state agencies.



But the full court held unanimously Tuesday that the decision granting that right, and permitting
parties to appeal before being hit with a "final" district court defeat — namely, Commuter
Transportation Systems v. Hillsborough County Aviation Authority  — "incorrectly characterized
Parker as creating an immunity from trial."



Parker safeguards, the court held in a decision penned by Circuit Judge Adalberto Jordan, are really
meant only as a defense rather than a total immunity from being sued at all. Parker should only be
read as addressing the scope of the Sherman Antitrust Act, holding that the law doesn't get to state
action and not that it's barred from doing so, according to the opinion. From there, the judges cited
the Supreme Court's 1994 admonition in Digital Equipment Corp. v. Desktop Direct Inc.  to view
claims of an absolute right "with skepticism, if not a jaundiced eye,"



"Applying that skepticism here, we agree with the Fourth, Sixth, and Ninth Circuits that Parker did
not arise from any special concerns that would result from having to go to trial, and that Parker
protection is not lost if an immediate appeal is denied," Judge Jordan said.



The result is a decision Tuesday upholding a split circuit panel's August 2020 opinion rejecting the
board members' appeal denying them state-action immunity. The court ordered an en banc rehearing
of all its judges in December, but on Tuesday, every member held against the board members,
finding they lack jurisdiction to hear the appeal. The main decision was backed by two separate
concurring opinions.



SmileDirect is challenging a Georgia rule that requires dentists to supervise when digital photos are
taken of prospective patients' teeth and gums in preparation for the company's clear teeth aligners.



Under SmileDirect's business model, images can be taken at its retail stores, which then transfer the
collected information electronically to licensed dentists for review and creation of a treatment plan, a
setup SmileDirect says allows it to offer aligners at a lower price.



The company contends Georgia's rule is intended to insulate the state's licensed dentists from
competition in violation of antitrust laws. In trying to avoid facing that lawsuit, the board members,
represented by Georgia Solicitor General Andrew Alan Pinson, in February oral arguments, had
asserted that the rule received adequate oversight by the state's governor to qualify for state-action
immunity.



On Tuesday, the court did not address the immunity question directly and instead focused entirely on
whether the members have the right to seek immediate appeal under the "collateral order doctrine,"7

https://www.law360.com/companies/smiledirectclub-llc
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https://advance.lexis.com/api/search?q=1986%20U.S.%20App.%20LEXIS%2032277&qlang=bool&origination=law360&internalOrigination=article_id%3D1404857%3Bcitation%3D1986%20U.S.%20App.%20LEXIS%2032277&originationDetail=headline%3DFull%2011th%20Circ.%20Rejects%20Ga.%20Dental%20Board%27s%20Immunity%20Arguments&
https://advance.lexis.com/api/search?q=1994%20U.S.%20LEXIS%204273&qlang=bool&origination=law360&internalOrigination=article_id%3D1404857%3Bcitation%3D1994%20U.S.%20LEXIS%204273&originationDetail=headline%3DFull%2011th%20Circ.%20Rejects%20Ga.%20Dental%20Board%27s%20Immunity%20Arguments&
https://www.law360.com/articles/1300246
https://www.law360.com/articles/1355852


which creates a route around the rule that only final judgments are usually appealable.

During oral arguments, Circuit Judge Andrew L. Brasher had cast doubt on the prospects for a
unanimous decision, saying it has been law in the Eleventh Circuit for many decades that the court
has jurisdiction over appeals like this, adding that he didn't see enough in the briefs to warrant
getting rid of that precedent.

On Tuesday, however, Judge Brasher joined a concurring opinion penned by Circuit Judge William
Pryor aimed at explaining why the Commuter Transportation Systems line of precedent is rightly
being overruled, with the instant spat representing "the rare case in which overruling a circuit
precedent is appropriate." The underlying precedent, Judge Pryor said, "misunderstands a defense to
liability as an immunity from suit."

State-action immunity, according to the concurrence, is based on state action falling outside the
ambit of the way the Sherman Act is currently written. But immunity from suit needs to be expressly
granted.

"By contrast, a statutory omission establishes a mere defense to liability … Our confusion about this
distinction led us to conclude mistakenly that a non-final order based on Parker is immediately
appealable under the collateral-order doctrine," Judge Pryor said. "Properly understood as a defense
to liability, state-action immunity does not satisfy the requirements for immediate appealability."

Judge Pryor went on to warn of permitting "unnecessary interlocutory appeals" to tax the legal
system.

A second concurrence, from Circuit Judge Gerald Bard Tjoflat, similarly sought to explain why
Commuter should be overruled even though the lower court judge avoided deciding whether the
Parker defense had been established by preferring to wait for more discovery. Judge Tjoflat wrote
that "there's good reason to believe" immunity claims are different from liability defenses.

SmileDirect has also been battling restrictions imposed on its services in Alabama and California.
It's also received backing in the instant case and the Alabama litigation from the U.S. Department of
Justice and the Federal Trade Commission, which supported SmileDirect's contention that state action
is about the reach of the Sherman Act, making it a merits question that cannot be snuffed out at an
early stage of the litigation.

In Tuesday's main opinion, the appellate court closed with "a final observation" on the third
requirement for weighing whether a ruling counts as a collateral order worthy of immediate appeal:
"whether a right or claim can be vindicated adequately on appeal following final judgment."

In looking at the interests implicated by an end-run around the final judgment requirement, the court
said that while Parker's interpretation of the Sherman Act is based in part in federalism, the high
court's decision "does not reflect a value of sufficiently high order to satisfy the third condition of the
collateral order doctrine."

In the face of the Supreme Court's 2006 Will v. Hallock  decision holding that interlocutory appeals
should only be granted when the rights implicated are extremely important to the public interest, the
Eleventh Circuit found that Parker doesn't qualify.

"If the board members were correct, then the collateral order doctrine would potentially permit an
immediate appeal of any pretrial order rejecting a claim by a state or its officials (or private parties
acting in concert with a state) that a statute does not cover their conduct," Judge Jordan said. "The
Supreme Court has never hinted at such an expansive view of the collateral order doctrine, and we
decline to sanction it here."

"Effective review" is still available in upending a final judgment, according to the ruling, which noted
that there are still some circumstances where rejected dismissal bids grounded in Parker could be
grounds for appeal before a final decision.

SmileDirect chief legal officer and business affairs executive vice president Susan Greenspon
Rammelt welcomed the ruling Tuesday. 8
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"We are grateful for the support of the FTC and DOJ in this matter and look forward to a similar
ruling in connection with the Alabama Dental Board's appeal of a lower court ruling in our
favor," Rammelt said in a statement. "While we take no pleasure in disputes with dental boards, we
cannot and will not let anticompetitive conduct interfere with our mission to democratize access to
care."

A representative for the board did not immediately respond Tuesday to a request for comment.

SmileDirect is represented by Jeffrey S. Cashdan of King & Spalding LLP.

The dentistry board's members are represented by Georgia Solicitor General Andrew Alan Pinson.

The government is represented by Steven Mintz of the DOJ's Antitrust Division.

The case is SmileDirectClub LLC v. Battle et al., case number 19-12227, in the U.S. Court of Appeals
for the Eleventh Circuit.

--Additional reporting by Matthew Perlman and Nadia Dreid. Editing by Andrew Cohen.

All Content © 2003-2021, Portfolio Media, Inc.
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11th Circ. Tosses Ala. Dental Board's SmileDirect
Appeal
By J. Edward Moreno

Law360 (July 29, 2021, 7:25 PM EDT) -- An Eleventh Circuit panel rejected an appeal from members
of the Alabama dental board on Thursday, applying a standard set by a recent en banc ruling by the
court in a similar case involving Georgia's dentistry board that determined the regulators aren't
entitled to an early appeal.



The board, which is facing an antitrust suit by SmileDirectClub, has argued that as an arm of the
state government it should be immune to such suits in the first place. The Eleventh Circuit
determined it can't hear the appeal at this stage, sending the case back to the district court for
discovery.



"We lack appellate jurisdiction over, and therefore grant SmileDirect's motion to dismiss, this
interlocutory appeal," the panel said.



SmileDirectClub is a teledentistry platform that sends images taken by its employees to state-
licensed dentists to decide whether the consumers might benefit from clear teeth-aligner therapy.
The Alabama board, as well as similar boards in Georgia and California, have filed cease and desist
orders to SmileDirectClub for not having a dentist on site while taking images of patients' mouths.
SmileDirectClub sued the board, claiming the board conspired to block the company from the market.



The board filed a motion to dismiss and the district court tossed claims against the board itself under
the state-action doctrine but kept claims against the six dentists and one dental hygienist who make
up the board, which consist of Sherman Act antitrust claims and dominant commerce clause claims.



The board sought an interlocutory appeal in the Eleventh Circuit, claiming it is an arm of the
government and therefore has immunity under the U.S. Supreme Court's 1943 Parker v. Brown 
decision recognizing antitrust immunity for state agencies.



Last week, the full Eleventh Circuit made a decision in a nearly identical case pending in
Georgia, ruling that Parker safeguards are really meant only as a defense rather than a total
immunity from being sued at all. That ruling did not address whether that board had immunity, but
whether it had the right to an immediate appeal.



The Eleventh Circuit applied the same standard to this case.



"This argument is foreclosed by binding precedent," the panel said. "After the board members filed
their response to SmileDirect's motion, this court, sitting en banc, overruled the cases the board
members had relied upon, squarely holding that district court orders denying Parker protection are
not immediately appealable collateral orders."



The U.S. Department of Justice and the Federal Trade Commission supported SmileDirectClub in the
appeal, arguing that the board members failed to show that they were being actively supervised by
the state, which they argued is needed when a regulatory board is composed of industry participants.



Susan Greenspon Rammelt, SmileDirect chief legal officer and business affairs executive vice
president, welcomed the Thursday ruling.



"SmileDirectClub is pleased with the appellate court's decision, and we are grateful for the amicus10
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support of the FTC and DOJ in this matter," Rammelt said in a statement. "For the past seven years,
the company has been working to democratize access to premium, oral care and although it is always
our preference to work with and educate dental boards and associations on the many benefits of our
telehealth platform, we cannot and will not allow anti-competitive conduct to interfere with our
mission."

U.S. Circuit Judges Charles Wilson and Jill A. Pryor and U.S. District Judge Timothy Corrigan sat on
the panel for the Eleventh Circuit.

SmileDirectClub is represented by Matthew H. Lembke of Bradley Arant Boult Cummings LLP.

Alabama's dental examiners board is represented by Samuel H. Franklin, R. Ashby Pate and Logan T.
Matthews of Lightfoot Franklin & White LLC.

The case is D. Leeds et al. v. Adolphus Jackson et al., case number 19-11502, in the U.S. Court of
Appeals for the Eleventh Circuit.

--Additional reporting by Bryan Koenig. Editing by Orlando Lorenzo.

Correction: This article has been updated to reflect that SmileDirectClub's dentists are state-licensed.

All Content © 2003-2021, Portfolio Media, Inc.
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U.S. Food & Drug Administration 
10903 New Hampshire Avenue             
Silver Spring, MD 20993  
www.fda.gov 

 

Azena Medical, LLC 
Lindsay Tilton 
Regulatory & Quality Affairs Manager 
3021 Citrus Circle Ste 180 
Walnut Creek, California 94598  

Re:  K192617 
Trade/Device Name: Gemini 810+980 Diode Laser 
Regulation Number:  21 CFR 878.4810 
Regulation Name:  Laser Surgical Instrument For Use In General And Plastic Surgery And In 

Dermatology 
Regulatory Class:  Class II 
Product Code:  GEX, ILY 
Dated:  January 2, 2020 
Received:  January 21, 2020 

Dear Lindsay Tilton: 

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. Although this letter refers to your product as a device, please be aware that 
some cleared products may instead be combination products. The 510(k) Premarket Notification Database 
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 
product submissions. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 
remind you, however, that device labeling must be truthful and not misleading. 

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

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 and Part 809); medical device reporting (reporting of medical device-related adverse events) (21 CFR 
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U.S. Food & Drug Administration 
10903 New Hampshire Avenue             
Silver Spring, MD 20993  
www.fda.gov 

 

 
Biolase, Inc 
Alicia Mszyca 
Director, Regulatory Affairs 
4 Cromwell 
Irvine, California 92618  

Re:  K193486 
Trade/Device Name: Epic 980 
Regulation Number:  21 CFR 878.4810 
Regulation Name:  Laser Surgical Instrument For Use In General And Plastic Surgery And In 

Dermatology 
Regulatory Class:  Class II 
Product Code:  GEX 
Dated:  December 13, 2019 
Received:  December 17, 2019 

Dear Alicia Mszyca: 

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. Although this letter refers to your product as a device, please be aware that 
some cleared products may instead be combination products. The 510(k) Premarket Notification Database 
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 
product submissions. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 
remind you, however, that device labeling must be truthful and not misleading. 

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

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 
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Biolase, Inc. 5- 1
510(k) - Epic 980 

510(k) SUMMARY

I. SUBMITTER

Biolase, Inc.
4 Cromwell
Irvine, CA 92618 USA
Tel: (949) 226-8471
Fax: (949) 273-6688
Contact Person: Alicia Mszyca
Date Prepared:  December 13, 2019

II. DEVICE

Name of Device: Epic 980
Common Name: Dental Diode Laser
Classification Name:  Laser surgical instrument for use in general and plastic surgery and

in dermatology (21 CFR 878.4810) 
Device Class: II
Product Code: GEX

III. PREDICATE DEVICES

Epic 980 (K192430)
QuickLase 980, 810 & Dual (K100474)
SIROLase Advance (K103753)
Elumi 810+980 (K152032)
Curative980 Diode Laser (K082445)

IV. DEVICE DESCRIPTION

The Epic 980 diode laser is a surgical and therapeutic device designated for a wide variety
of oral soft-tissue procedures and dental whitening as well as for use in providing a
temporary relief of minor pain.

The device uses a solid-state laser diode to emit infrared laser energy which is transmitted
via a flexible fiber optic cable to a handpiece that emits the energy to the treatment site.

The laser is comprised of a base console, a wireless footswitch which activates the laser
and a detachable delivery system consisting of a fiber optic cable, surgical handpiece and
single-use disposable tips designed and optimized for different applications.
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V.   INDICATIONS FOR USE STATEMENT 
 

Dental Soft Tissue Indications 
Incision, excision, vaporization, ablation and coagulation of oral soft-tissues including 
marginal and inter-dental gingival and epithelial lining of free gingiva and the following 
specific indications: 

 Excisional and incisional biopsies 
 Exposure of unerupted teeth 
 Fibroma removal 
 Frenectomy 
 Frenotomy 
 Gingival troughing for crown impressions 
 Gingivectomy 
 Gingivoplasty 
 Gingival incision and excision 
 Hemostasis and coagulation 
 Implant recovery 
 Incision and drainage of abscess 
 Leukoplakia 
 Operculectomy 
 Oral papillectomies 
 Pulpotomy 
 Pulpotomy as an adjunct to root canal therapy 
 Reduction of gingival hypertrophy 
 Soft-tissue crown lengthening 
 Treatment of canker sores, herpetic and aphthous ulcers of the oral mucosa 
 Vestibuloplasty 
 Tissue retraction for impression 
 Laser soft-tissue curettage 
 Laser removal of diseased, infected, inflamed and necrosed soft-tissue within the 

periodontal pocket 
 Sulcular debridement (removal of diseased, infected, inflamed and necrosed soft-tissue 

in the periodontal pocket to improve clinical indices including gingival index, gingival 
bleeding index, probe depth, attachment loss and tooth mobility) 

 Reduction of bacterial level (decontamination) and inflammation  
 Removal of highly inflamed edematous tissue affected by bacteria penetration of the 

pocket lining and junctional epithelium  
 Lesion (tumor) removal  
 Removal of hyperplastic tissues  
 Laser assisted flap surgery  
 Removal of granulation tissue  
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Whitening 
whitening 

-assisted whitening/bleaching of teeth 

 Pain Therapy 

minor muscle and joint pain and stiffness, minor arthritis pain, or muscle spasm, minor 
sprains and strains, and minor muscular back pain; the temporary 

 
 

 VI.   COMPARISON OF TECHNOLOGICAL CHARACTERISTICS 
 

The Epic 980 subject device is the same as Epic 980 (K192430) except for the expanded 
indications for use already cleared for devices: Quicklase 810, 980, Dual + (K100474) by 
QuickLase Limited, SIROLaser Advance (K103753) by Sirona, Elumi 810 + 980 (K152032) by 
Azena Medical, LLC and Curative980 (K082445) by OroScience, Inc. 
 
The Epic 980 shares the same technological characteristic as the predicate devices 
including:  

 
 the same laser source: solid state diode producing invisible infrared energy 
 the same wavelength:  980nm 
 the same intended use: incision, excision, vaporization, ablation and coagulation of 

oral soft tissue 
 the same indications for use 
 the same patient-contacting components: glass fiber used in contact and non-contact 

mode the same use environment 
 the same tissue type and application regimen 
 the same principle of operation and emission mode: continuous wave, pulsed or 

both the same control mechanism 
 similar design consisting of software-operated portable laser unit, initiated by a 

footswitch similar delivery system comprising of an optical fiber, handpiece and single 
use disposable tips 

 the same human factors of user interface 
 

Although some parameters such as maximum power output, power density, pulse rate 
differ among the devices, these differences do not result is a significantly different clinical 
performance since the settings and used for the expanded indications as well as the 
treatment regimen are essentially the same. Therefore, the consolidation of clinical 
applications creates no new risks or safety concerns.  
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VII. PERFORMANCE DATA 
 

Clinical and Bench Testing 
Since the expanded indications for use have been already cleared for equivalent devices, 
therefore any additional clinical and/or performance testing was not required.  

 
Biocompatibility and Sterilization Testing 

No new biocompatibility and sterilization testing were performed.  All patient-contacting 
accessories remain the same as previously cleared under K192430.  

 
Electrical Safety and Electromagnetic Compatibility (EMC) 

All relevant electrical safety and EMC testing have been conducted in accordance with 
current recognized standards. The Epic 980 diode laser complies with the requirements. 

IEC 60601-1-2:2014 
Medical electrical equipment- Part 1-2- electromagnetic compatibility (EMC) 

IEC 60601-1:2012 
Medical electrical equipment  Part 1: general requirements for basic safety and essential 
performance 

IEC 60601-2-22:2007+ A1:2012 
Medical electrical equipment- Part 2-22: particular requirements for basic safety and 
essential performance of surgical, cosmetic, therapeutic and diagnostic laser equipment 

IEC 60825-1:2014  
Safety of laser products- Part 1: equipment classification and requirements 

IEC 80601-2-60:2012 
Medical electrical equipment  Part 2-60: particular requirements for the basic safety and 
essential performance of dental equipment 

 
Software Verification and Validation 

Software contained in Epic 980 was developed, tested and documented in accordance with 
IEC 62304:2015  Medical Device Software - Software Lifecycle and the FDA guidance 
document 
Medical Devices . Verification and validation testing demonstrate performance according 
to specifications and functions intended.  

 
VIII. CONCLUSION 

Comparison of the Epic 980 subject device with the predicate devices demonstrate 
substantial equivalence in technological and performance characteristics and supports the 
safety and effectiveness of the Epic 980 for the stated indications for use. 
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