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RECOVMENDED ORDER

A formal hearing was held by Daniel M Kil bride,
Adm ni strative Law Judge, Division of Adm nistrative Hearings,
in the above-styled case on Cctober 30 and 31, 2000, in Ol ando,
Fl ori da.
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For Petitioner: Robert C. Byerts, Esquire
Agency for Health Care Adm nistration
Post O fice Box 14229
Tal | ahassee, Florida 32317-4229

For Respondent: Richard S. Wnble, Esquire
Ri ssman, Weisberg, Barrett, Hurt,
Donahue & McLain, P.A
201 East Pine Street, Suite 1500
Ol ando, Florida 32801

STATEMENT OF THE | SSUES

Whet her Respondent viol ated vari ous provi sions of
Chapter 458, Florida Statutes, to wit: (1) Subsection

458.331(1)(t), Florida Statutes, by failing to practice nedicine



with that |evel of care, skill, and treatnment which is
recogni zed by a reasonably prudent simlar physician as being
accept abl e under simlar conditions and circunstances, wth
regard to patients known in this record as B. D, S. R, L. R
and EE M; (2) Subsection 458.331(1)(g), Florida Statutes, by
utilizing liquid injectable silicone in his treatnent of
patients B. D, SO R, L. R and EE M, in violation of the
Federal Food Drug and Cosnetic Act and thereby failing to conply
wth a statutory or legal obligation placed upon a |icensed
physi ci an; and (3) Subsection 458.331(1)(u), Florida Statutes,
by utilizing liquid injectable silicone, an investigational
devi ce not approved for general nedical use or for use in
pl astic surgery, and not conformng to prevailing standards of
nmedi cal practice in Altanonte Springs or any other community in
Fl orida, thereby engaging in experinmentation on a human subject.
| f Respondent is guilty of said violations, what discipline
shoul d be i nposed.

PRELI M NARY STATEMENT

On May 25, 2000, Petitioner, the Departnent of Health,
filed an Adm nistrative Conpl ai nt agai nst Respondent,
Ilra W Freilich, MD. Respondent filed an election of rights
di sputing the allegations of fact contained in the

Adm ni strative Conplaint and petitioned for a fornmal



adm ni strative hearing before an Adnministrative Law Judge (ALJ)
appoi nted by the Division of Adm nistrative Hearings (DOAH).

The case was forwarded to DOAH, the case was set for
hearing on Cctober 30 and 31, 2000, in Olando, Florida, and
di scovery ensued.

On Cct ober 30, 2000, this tribunal took up the various
notions of the parties. At the outset, the ALJ denied
Respondent's Motion to Dismiss the Adm nistrative Conplaint. As
Respondent had no objection, the ALJ took Oficial Recognition
of Section 458.331, Florida Statutes, and Rul e 64B8-8. 001,

Fl ori da Adm ni strative Code, the Board of Medicine Rule
applicable to this case. Follow ng oral argunent, the ALJ
granted Petitioner's Mtion for Taking O ficial Recognition of

t he Recommended Order and Final Order in Departnent of

Prof essional Regulation v. Richard Samtier Cardet, for the

limted portion of that case relevant to the issues in this
case. Follow ng further consideration, the ALJ granted
Petitioner's Motion for Taking Oficial Recognition of pertinent
portions of the United States Code and the Code of Federal

Regul ations, to wit: 21 USC Sections 321, 331, 351, 360c, 360e,
360j, 360k and 379a, as well as 21 CFR Sections 812.1, 812.2,
812.3, 812.5, 812.7, 814.1, 814.2, 812.36, and 860.3. The

parties filed their Prehearing Stipulation on Cctober 27, 2000.



This tribunal determ nes that Petitioner, through its
enpl oyees, agents, servants and/or representative, including
enpl oyees of the Agency for Health Care Adm nistration,
i nproperly obtained copies of the office charts maintained by
Respondent concerning his patients B. D, S. R, L. R and/or
E. M froman anonynous source. The records were obtai ned by an
unknown person and provided to Petitioner w thout patient
aut hori zation, an appropriately obtai ned subpoena, or through
i ssuance of an appropriate search warrant and/or | egal process
of any type. The inproperly obtained charts were used to assi st
the investigating agency in pursuing this matter. The only
records submtted into evidence by Petitioner were copies of the
i nproperly obtained charts. However, no evidence was offered
whi ch woul d i ndicate that Petitioner sought or solicited these
patient charts, and no authority has been cited which prohibits
Petitioner fromusing the material contained in the patient
charts of B. D, SC R, L. R and EE M in this proceedi ng under
the facts and circunstances of this case. Further, Respondent
has not denonstrated extreme prejudice such that it would
require the exclusion of these docunents.

Petitioner also withheld copies of the inproperly obtained
docunent s whi ch hanpered Respondent's ability to present a
defense to Petitioner's clainms to the Probable Cause Panel. At

the Adm nistrative Hearing, Petitioner's file did not contain



the entire report. Thus, Petitioner's conplete investigative
report was never provided to Respondent as required and as
fairness would dictate. Subsection 455.225(10), Florida
Statutes, requires Petitioner to provide Respondent with a copy
of its investigative file. Petitioner conplied only after
mul ti ple requests and years of delay and then did not provide
the entire file. However, many of the material facts in this
matter are not in dispute, and Petitioner's om ssions do not
require further sanctions.

At the hearing, Petitioner's Exhibits 1 through 13 were
received in evidence. Leave was granted to file two exhibits,
certified copies of the disposition of two Federal cases, after
t he conclusion of the hearing. Respondent introduced four
exhi bits, which were received in evidence.

Thomas A. Fiala, MD., patient S. R, David WIlIlians, and
Terri Smathers testified for Petitioner. Petitioner tendered
Dr. Fiala, who was accepted as an expert in the field of plastic
surgery and in the use of soft tissue augnentation.

M. WIlians was accepted as an expert in the field of

chem stry. Petitioner also presented the testinony of

Lija Scherer and Suzanne Parisian, MD. Dr. Parisian was
accepted as an expert in the Food and Drug Adm nistration's
regul ati on of nedical devices and as an expert in the Food and

Drug Adm nistration's regulation of liquid injectable silicone.



Respondent called Sorrel S. Resnik, MD., and Respondent
testified in his own behalf. Dr. Resnik was accepted as an
expert in the field of dermatology. Respondent was accepted as
an expert in the practice of dernmatol ogy.

The parties requested thirty days fromthe filing of the
Transcript in which to file Proposed Recomended Orders. On
Novenber 7 and 27, 2000, Petitioner filed certified copies of
Exhibits 14 and 15, as authorized at the hearing. On
January 18, 2001, Petitioner filed copies of the version of
Rul e 64B8-8.001, Florida Adm nistrative Code, applicable to the
time period of Respondent's activities. The Transcripts were
filed Decenber 26, 2000. The parties tinely filed their
Proposed Recommended Orders on January 29, 2001. Each of the
parties' post-hearing submittals has been given careful
consideration in the preparation of this Recomended O der.

FI NDI NGS OF FACT

1. Respondent is and has been at all tinmes material hereto
a licensed nedical physician in the State of Florida, having
been issued |icense nunber ME 0046912.

2. Petitioner is the state agency charged with regul ating
the practice of medicine pursuant to Section 20.42, and

Chapters 456 and 458 Fl ori da Statues.



3. Respondent is board-certified in dernatol ogy.

4. Patient S. R presented to Respondent for
dermat ol ogi cal care and treatnent on or about June 13, 1996,
July 18, 1996, and Septenber 20, 1996. Patient S. R went to
Respondent to receive facial injections for winkles.

5. Respondent presented patient S. R wth alternative
treatnments for her winkles, in the formof collagen, pork
coll agen and a synthetic he identified as silicone. Respondent
i ndi cated that he had used silicone before on hundreds of people
and that there were no risks associated with its use.
Respondent indicated to patient S. R that silicone was better
t han col | agen because it |asted | onger, was not absorbed by the
body, and did a better job of "plunping out" the winkle.

6. Respondent indicated to patient S. R that the Food and
Drug Adm nistration (FDA) had not approved the use of Liquid
I njectable Silicone (LIS) for facial injection. Respondent told
patient S. R that the reason LIS had not been approved by FDA
was politically based and LIS shoul d never have been banned.
Respondent stated that he had purchased the material froma
physi ci an who had a quantity of it when he retired.

7. S. R executed a witten consent for the treatnent.

8. Respondent utilized LIS in his treatnment of patient
S. R injecting it into her face between her eyebrows, near her

nose, and at the corners of her nouth. Respondent charged



patient S. R a fee for the silicone injections. Sone of the
LIS has mgrated into her neck, and sone has migrated into her
lip, where it remains today.

9. Patient B. D. presented to Respondent for
dermat ol ogi cal care and treatnent on or about Septenber 17,
1996. Respondent utilized LIS in his treatnent of patient B. D
during that visit, and he charged patient B. D. a fee for
silicone injections.

10. Patient L. R presented to Respondent for
der mat ol ogi cal care and treatnment on or about March 15, 1996,
April 12, 1996, May 3, 1996, June 13, 1996, July 15, 1996,
August 12, 1996, Septenber 3, 1996, and October 24, 1996. He
used LIS in his treatnent of patient L. R on eight occasions
for lip augnmentation and charged patient L. R a fee for the
silicone injections.

SI LI CONE

11. Respondent did not use silicone oil or symethicone in
his treatnent of patients.

12. Respondent does not know the particular make up of the
substance that he used to treat patients. Respondent does not
know the origin of the substance since he purchased it froma
physi cian who was retiring. Respondent did not purchase the LIS
he used for injections fromany authorized supplier of medica

products. The LIS Respondent used for injections into patients



camre froma bottle which previously contained |idocaine. The

bottl e was either |abeled by Respondent or unlabeled. The | abel
did not contain a |ot nunber, expiration date, nmanufacturer, or
ot herwi se appear to be a proper |abel. The source container of
t he substance did not have a | abel or manufacturer's name on it.

SOFT TI SSUE AUGVENTATI ON

13. Soft tissue augnentation involves a process in which a
material is introduced into an area of the body, usually at a
very superficial level, just underneath the surface of the skin,
in order to provide enhanced contouring and an inproved
appearance of the area being treated. Typically, soft tissue
augnentation is intended to i nprove the appearance of a wi nkle,
or the contour of a bony prom nence, or enhancing the vol une of
the lips or other areas. Soft tissue augnentation is an
el ective procedure. Patients usually present thenselves to the
physician with conplaints related to facial aging or |oss of
soft tissue volune in the face.

14. The typical nethod of introducing the subsurface
substance is by injection, although solid inplants are soneti nes
surgically placed. Materials used for filling soft tissues
shoul d have a nunber of specific properties, such as being
inert, sterile, noninmunogenic, and nonm gratory. Soft tissue

filters can be autol ogous or mannade. Autol ogous materials cone



fromthe patients's own body. Mannmade material s i nclude bovi ne
col l agen and Fi bral .

15. LISis aliquid or gel-like substance that can be
injected through a fine gauge needle into various areas of the
body for soft tissue augnentation. LIS is not the sane product
as synet hi cone, other orally adm nistered silicone products, or
silicone used for lubrication. LIS is not the sane product as
silicone oil.

16. LIS, when used for soft tissue augnentation, has
unacceptabl e side effects. The side effects include mgration
of the material fromthe point where it is originally placed,
the formati on of pal pabl e nodul es of granul ated inflamed tissue,
and inflammtory or infective |life changes, such as chronic
redness, and ul cerations.

17. LIS is not appropriate for use as a soft tissue
filling agent because it does not neet standards for safety,
predictability, and reliability. The safety and efficacy of LIS
does not depend upon the anount i njected.

18. Medical devices are devices that produce a nedical
ef fect but do not use a pharmacol ogi cal node of action |like a
drug. Medical devices do not chemically react with the body and
are not netabolized by the body. Medical devices are classified
on the basis of their potential risk to human health. C ass one

devi ces pose so low a risk that no premarket review by the FDA

10



is required. As the risk increases so does the |ikelihood that
the FDA nust do a premarket review to establish the existence of
valid scientific data to support the conclusion that a device is
safe and effective. Class Ill devices are considered the

hi ghest ri sk devi ces.

19. LIS is a nedical device, as defined in 21 USC Section
321(h), because it is a long-terminplant which is not intended
to chemcally react with the body and is not netabolized by the
body. The FDA considers LIS a class |1l nedical device based
upon its interpretation of 21 USC Section 360j(1).

20. Beginning in 1976, under the Medical Device Act, the
FDA regulated LIS as a transitional class Il nedical device, an
itemfornmerly regulated as a drug for which the safety and
ef fectiveness of the product had not been denponstrated. LIS has
been regul ated by the FDA as a nedi cal device since 1976 under
the authority of the Food Drug and Cosnetic Act, the Medical
Devi ce Act of 1976 and the Safe Medical Device Act of 1990.

21. In order for any person to market a class I
transitional device he or she nmust submt a premnarket
application (PMA) to FDA under 21 USC Section 360c and
denonstrate the product's safety and efficacy through clinical
trials authorized under an investigational device exenption
(I'DE) pursuant to 21 USC Section 360j(g). After it began

regulating LIS as a nedical device, the FDA denied an

11



application from Dow Chenmi cal for an IDE to conduct a clinical
trial of LIS for cosnetic use. No other entity has submitted an
application for an I DA or PVMA regarding LIS.

22. LISis aclass Ill transitional device for which a
medi cal device application has been rejected as not safe and
effective. In the absence of the FDA approval under an |DE or
PMA, a physician may not use a class Il transitional device in
the United States to treat patients.

23. Respondent asserted that he injected LIS in patients
under the concept of "off |abel” use. The FDA considers LIS an
adul terated device. Since at |east 1990, the FDA has considered
LIS an "adul terated" product within the nmeaning of the Food Drug
and Cosnetic Act. Under the concept of "off |abel"” use, an
approved drug may be prescribed for a use other than one
approved by the FDA, because the product has been denonstrated
as safe and effective. However, in the absence of an approved
product, there can be no "off |abel"” use. LIS is neither an
approved drug nor an approved nedi cal device. Therefore, there
can be no appropriate "off |abel™ use of LIS

24. In the 1970s and 1980s the FDA becane aware of the use
of LIS outside the approved Dow Chemical clinical trial. The
FDA cited Dow Chem cal for not controlling the use of their
product. The FDA al so prevented new supplies of LIS from com ng

into the United States through the inposition of an inport

12



detention. The FDA has rel eased warnings, bulletins, and
adverse publicity to try to curtail the use of LIS. The FDA
communi cated directly with nedical organizations and physici ans
t hensel ves, including physicians in Florida, to inform
physi cians to stop using LIS because the FDA consi dered the use
of LISillegal. The docunents the FDA published and distri buted
to physicians stated that the FDA has not approved the use of
LIS for injection, and the docunents indicated that the FDA
prohi bits doctors from marketing, pronoting, or selling LIS

25. The FDA has prosecuted physicians based upon their use
of LIS for soft tissue augnentation. Injunctions have been
entered agai nst at | east two physicians prohibiting themfrom
mar keting, distributing, and using LIS. The FDA' s position
regarding the prohibition on the use of LIS was dissem nated in
t he broadcast nedia in the early 1990s. The FDA provi ded public
noti ce, through press announcenents, that the FDA and the
Federal courts had conpell ed several physicians to stop
injecting liquid silicone into patients to correct winkles and
acne scars. FDA's announcenents further stated that the use of
LISis illegal unless and until the product is approved by the
FDA for either marketing or investigational studies. These
announcenents were di ssem nated to physicians' groups,

physi ci ans' societies, and specialty boards.

13



26. The State of Florida, in conjunction with the FDA
al so took action agai nst another physician, in part, upon his
use of LIS generally and specifically based upon his injection
of LISinto a patient's lips to create a "Paris Lips"
appear ance.

27. The use of LIS for soft tissue augnentati on has not
been approved by the FDA. LIS is not an approved soft tissue
augnent ation product for the United States and was not an
approved product in 1996. In 1996, the FDA viewed the use of
LIS by a physician as an illegal, prohibited act.

28. Respondent was aware of the FDA' s position prior to
his treatnment of patients B. D, S. R, L. R and E M in 1996.

29. A reasonabl e and prudent physician would not inject a
| arge anount, i.e., nore than .05 cc of LISinto a patient. A
reasonabl e and prudent physician would not inject LISinto a
patient's lips or other parts of her body.

30. By utilizing LISin his treatnent of patients B. D
S R, L. R and E M, Respondent failed to conply with a
statutory and | egal obligation placed upon a |icensed physician.

31. Respondent, by utilizing LIS in the treatnent of a
patient, engaged in experinentation on a human subject w thout

fully infornmed consent fromany of the patients.

14



CONCLUSI ONS OF LAW

32. The Division of Administrative Hearings has
jurisdiction of the parties and the subject matter pursuant to
Sections 120.569 and 120.57, Florida Statutes.

33. Pursuant to Section 456.073, Florida Statutes, the
Board of Medicine is enpowered to revoke, suspend, or otherw se
di scipline the |license of a physician for violation of
Subsection 458.331(1), Florida Statutes.

34. Revocation of |icense proceedings are penal in nature,

State ex rel. Vining v. Florida Real Estate Comm ssion, 281 So.

2d 487 (Fla. 1973) and nust be construed strictly in favor of
t he one agai nst whomthe penalty woul d be inposed.

35. Petitioner's burden of proof in this case is to
denonstrate, by clear and convinci ng evi dence, Respondent's
failure to practice nmedicine in accord with the allegations

contained in the Adm nistrative Conplaint. Departnent of

Banki ng and Fi nance v. Osborne Stern and Co., 670 So. 2d 932

(Fla. 1996); Ferris v. Turlington, 510 So. 2d 292 (Fla. 1987).

36. Petitioner in this case has denonstrated, by clear and
convi nci ng evidence, that Respondent failed to practice nedicine
with that [evel of care, skill, and treatnent which is
recogni zed by a reasonably prudent simlar physician as being
acceptabl e under simlar conditions and circunstances based upon

his injection of LIS into his patients. The expert testinony

15



herein and the position of the Board of Medicine establish that
the injection of liquid silicone is not an accepted nedical

procedure in Florida. Departnent of Health, Board of Medicine

v. Richard Sanmtier Cardet (DOAH Case No. 92-5795, Board of

Medi ci ne Final Order dated March 25, 1994).

37. Wth respect to patient L. R, Respondent adm ni stered
LIS directly into her lips in order to produce a " Paris Lips"
appearance. The expert testinony in this case establishes that
the injection of LIS into the |lips deviated fromthe practice of
a reasonabl e and prudent physician. |In addition, the Board of
Medi ci ne has expressly condemed this particul ar procedure.

Ri chard Samitier Cardet, supra; (injection of silicone into a

patient's |lips renders a physician subject to discipline under
Subsection 458.331(1)(t), Florida Statutes). As Respondent
utilized a procedure which has fornmed the basis of previous

di scipline by the Florida Board of Medicine and perforned a
procedure whi ch experts agree contravenes what a reasonabl e and
prudent physician woul d do, Respondent is subject to discipline
under Subsection 458.331(1)(t), Florida Statutes.

38. Respondent's objection to Dr. Fiala' s testinony, based
upon Section 766.102, Florida Statutes, |acks |egal support.
The Statute does not exclude a specialist in one field from
testifying against a specialist in another field. Geen v.

Gol dberg, 630 So. 2d 606 (Fla. 4th DCA 1993); see Sinms v. Brown,

16



574 So. 2d 131 (Fla. 1991). The pertinent inquiry is whether
the testifying expert possesses the requisite training,
experience and know edge in the given field of nedicine. Id.
Dr. Fiala clearly and convincingly denonstrated that his
training, education, and experience qualify himin the field of
soft tissue augnentation, the field of nedicine pertinent to
this case.

39. Subsection 458.331(1)(g), Florida Statutes, requires
that a physician performstatutory and | egal obligations placed
upon a |icensed physician or be subject to disciplinary action.
Petitioner has proven by clear and convincing evi dence that
Respondent failed to conply with nunerous statutory obligations
pertinent to medical devices found in Title 21 United States
Code and the inplenmenting regulations in Title 21 Code of
Federal Regul ati ons.

40. Subsection 458.331(1)(u), Florida Statutes, authorized
the i nposition of discipline upon physicians perform ng any
procedure or prescribing any therapy which, by the prevailing
standards of nedical practice in the community, would constitute
experinmentation on a hunman subject, without first obtaining
full, informed, and written consent.

41. Petitioner has proven by clear and convincing evidence

t hat Respondent utilized liquid injectable silicone, an

17



i nvestigational device not approved for general nedical use,
t her eby engaging in experinentati on on a hunman subj ect.

42. By the terns of Rule 61F6-20.001, Florida
Adm ni strative Code (1996), the Board may inpose discipline
ranging fromtwo years of probation to revocation or denial of
t he physician's license, and an admi nistrative fine from$250 to
$5,000 for a violation of Subsection 458.331(1)(t), Florida
Statutes. For Subsection 458.331(1)(g), Florida Statutes, the
Board nmay i npose discipline ranging froma one-year suspension
to revocation or denial and an adm nistrative fine from $250 to
$5000. For Subsection 458.331(1)(u), Florida Statutes, the
penalty range is froma one-year suspension to revocation or
denial and an adnministrative fine from $250 to $5, 000.
Rul e 61F6-20.001(3), Florida Adm nistrative Code (1996), address
aggravating and mtigating circunstances.

43. In the instant case, Respondent viol ated
Subsections 458.331(1)(t), (g), and (u), Florida Statutes, and
the penalty ranges in Rule 61F6-20.001, Florida Adm nistrative
Code (1996), apply.

RECOMVENDATI ON

Based upon the foregoing, it is hereby
RECOMVENDED, that the Board of Medicine adopt the foregoing
Fi ndi ng of Facts and Concl usions of Law, and enter a final order

findi ng Respondent guilty on all three counts in the
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Admi ni strative Conplaint and i npose a penalty of: a m ni mum of
one-year suspension and until such tine as Respondent appears
before the Board, explains his actions in this case, and
denonstrates that he can practice with reasonable skill and
safety, at which tinme the Board nmay i npose a period of probation
with appropriate terns and conditions; a reprinmand; and paynent
of an admini strative fine of $5, 000.

DONE AND ENTERED this 21st day of March, 2001, in

Tal | ahassee, Leon County, Florida.

DANIEL M KI LBRI DE

Adm ni strative Law Judge

Di vi sion of Admi nistrative Hearings
The DeSot o Bui |l di ng

1230 Apal achee Par kway

Tal | ahassee, Florida 32399-3060
(850) 488-9675 SUNCOM 278- 9675
Fax Filing (850) 921-6847

wwwv. doah. state. fl.us

Filed with the derk of the

Di vision of Adm nistrative Hearings
this 21st day of March, 2001.

COPI ES FURNI SHED

Robert C. Byerts, Esquire

Agency for Health Care Adm nistration
Post O fice Box 14229

Tal | ahassee, Florida 32317-4229

Richard S. Wonbl e, Esquire

Ri ssman, Wisberg, Barrett, Hurt,
Donahue & MclLain, P.A

201 East Pine Street, Suite 1500

Ol ando, Florida 32801
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WIlliamW Large, Ceneral Counsel
Departnent of Health

4052 Bal d Cypress Way, Bin A02
Tal | ahassee, Florida 32399-1701

Theodore M Henderson, Agency Oerk
Department of Health

4052 Bal d Cypress Way, Bin A02

Tal | ahassee, Florida 32399-1701

Tanya W lians, Executive Director
Board of Medi ci ne

Departnent of Health

4052 Bal d Cypress Wy

Tal | ahassee, Florida 32399-1701

NOTI CE OF RIGHT TO SUBM T EXCEPTI ONS

All parties have the right to submt witten exceptions within
15 days fromthe date of this Reconmended Order. Any exceptions
to this Recommended Order should be filed with the agency that
will issue the Final Order in this case.
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