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DR. PATRICK BllTER JR., maintains a Dermatology and Cosmetic Dermatology practice in Los Gatos,
California. DR. BITTER is a board certified Dennatologi~t. DR. BITTER stated'that he Is engaged in
resEtarch With Syneron ofToronto In the use of the dermatology product, Velasmooth.

DR. BITTER had received mailers from TRI and POWDERZ. The mailer from TRI was offering .
Botulinum Neurotoxin Type A; and the mailer frbm POWOERz was offering raw materials and Instruction
on t:lplcal and injectable products.

DR. BITTER clained he never attended any conferences or workshops sponsored by TRior POWDERZ,
and was never a presenter for TRior POWDERZ.

OR. BIDER stated that he did purchase Botulinum Neurotoxin Type A from TRI by credit card after
discussing the product with TRJ representatives. DR. BITTER said he bought the TRI product, because it
had a lower price than A1lergan's product. DR. BITTER admitted that he saw "Research Purposes Only"
and MNot (or Human Use" on the label. .

D.R. BITTER said he injected himself, members of his staff, and about six to twelve patients. DR.
BlTrER claimed that he told his patients tf1at this was a less expensive source of Boto~. He claimed
that he told his patients that it was Uke Botoxe. DR. BITTER said he old·not tell the patients tI1at the TRI
Bohllinum Neurotoxin Type A had not been approved by the FDA. He also said he did not routinely get a
wrltlen consent from patients he Injected. DR. BITTER stated that he charged about $150 per injection
site for the TRI product and $250 to $300 per site with BotoxtD.

DR. BITTER said that his patients did not g'at the same results as they did with Sotoxti> and that the
effe,:ts didn't last as long. DR. SITfER claimed that lJe did see the "Not forH~ Use- on U:1e flyer. He
said that he called TRIlnquiring about the labeling.. He said he was told that It was legal to use and that
othe:r doctors were using It In place ofBotoxe. DR. BITTER said that he was not aware that A1lergan's

. Botuxt> and ·Elan's Myoblock were the Only FDA-app~ved BobJllnum N roductS.
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MEMORANDUM OF INTERVIEW

~
DOCUMENT.NUMBER: . ~5- j 14.- - - -
PER:SON INTERVIEWED: DR. GILBERT LEE

PLAI::E OF INTeRVIEW:

DAToE OF INTERVIEW:

TIME: OF INTERVIEW:

INTERVIEWEP BY: .

~nO~.CA

03/3012005

2:15pm· 3:00pm

SAs Usa Hartsell and lisa l. ~alinowski

OTHER PERSONS PRESENT: WA

6n 03/30105. SA's Hartsel and Malinowski interviewed DR. GILBERT LEE regarding his purchase of five (5)
vials of BOTULINUM NEUROTOXIN TYPE A from TRI. DR. LEE agreed to speak with SA's Hartsell and
Malirowski and voluntarily provided the following infonnation:

DR GILBERT WESLEY LEE provided hisV811~rslicense that showed his date of birth as
- I and his I drivers license number as DR. lEE Is a Plastic Surgeon, certlt1ed with

lhe American Board of Plaslic Surgery. Addltlonally.DR.l s a voluntary Assistant C6nical Professor at the
Univorsily of California San Diego where he occasionally teaches end conducts research concerning anatomy
and nerve sensitivity of the hands. ,

DR l.EE stafed he received an ad~ertisement for th8 BOTULINUM NEUROTOXIN TYPE A from TRI via fax In
appruxlmately July or August 2004. Approx1mately one month after receiving the fax, DR LEE contacted TRI
to inC; ulre about Ihe product. He spoke with a woman by th6 name of Sandra (LNU) who answered DR. LEE's
questions regarding the purity and safety of the product Sandra told OR. LEE that the TRI product was mare
pure than the A1lergan Botox product and that TRI was awalling FDA approval for theIr BOruUNUM
NEUHOTOXIN lYPE A product. OR. LEE recalled Sandra slating that the TRI B01lJUNUM NEUROTOXIN
TYPE A could be used in humans. Based on th~ Informatloll provided by Sandra. OR. LEE purchased one (1)
vial ofTRfs BOlUlINUM NEUROTOXIN TYPE A with his VrSA a-edit card. DR. LEE had the product
shipped to his office. howeverhe could ~t recall what parcel service delivered Ihe product.

DR. l.EE explai1ed that he ordered the vial to use on himself. since his body had built up a resistance to the
AJleI'{lan Botox product. DR. LEE admitted Ihat he did get better, longer IasUng results with the TRI
BOTULINUM NEUROTOXIN TYPE f!\ product DR LEE did not recall If reconstitution Insttuctlons
accompanied his order. however he used the reconstitution directions on TRl's website. DR. LEE injected
hlmsulf in the forehead and eye area and then placed the vial in the refrigerator. DR. LEE stated that he threw
Ihe filst Vial and its contents away shortly after Injecting himself because it was his uodersta!ufing that It would
not last long once it was reconstituted.

DR LEE adnUtted to pUrchasing two (2) addl~aI vials of BOTULINUM NEUROTOXIN TYPE A from TRlln
appr!=-ximately late October or ear:IY November of2004. DR. LEE stated he reaDy only wanted one (1) vial,
howe". TRI was offering 8 special. He recalled TRI was seDIng one (1) vial for$1,260.00 or two (2) vials for
~? nnn nn I lirA hi!O: find nmAr nR_ LEE Durchassd the two 12\ vials of TRI's BOruLiNUM NEUROTOXIN
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what parcel service delivered the product DR. LEE used one of the vials on himself again, and put the other
in the refrigerator. DR. LEE did not use the second vial of BOTULINUM NEUROTOXIN TYPE A at all
because he later heard of the TRllnvestigation a~d threw any remaining bolOes of the BOruUNUM
NEUHOTOXIN TYPE A tNI8Y In the ofllce blo-hazard bag.

DR. lEE explained that !le did read on both the fax. as welf as on the BOTULINUM NEUROTOXIN TYPE A .
vials l1e ordered from 1RI that the T~ BOTULINUM NEUROTOXIN TYPE A was for research purposes only·

. and not for human use, hoWever, il was DR. LEE's understanding and experience that any research grade .
product usually means that It Is a better, more pure product than what Is commonly awAable. DR. LEE
thought· thai the TRI product was like a generic form of the AUergan Botox product and thai TRI put "not for

. human use" on their product because they were in .the process of·g~Uing FQA approval and had technically
. not r.ecelved the ~roval yet. DR. LEE could not recall any other details abou( the labe/mg'of the.' .' .. ,

BOTULINUM NEUROTOXIN TYPE A vials he purchased from TRI. .

Rega:ding the other twa (2) vials of BOT1JllNl.:'M NEUROTOXIN TYPE A that T~t has record of OR. !-~E
purchasing, DR. LEE stated he never ordered.these vials, never receIVed t/'lese vials and believes he Was
double billed. DR LEE was very cooperative and produced all pertinent paperwork regarding his purchases of
BOTULINUM NEUROTOXIN TYPE A from TRI. DR. LEE again stated that he only used the BOTULINUM
NEUH0TOXIN TYPE A from TRt on himself. .

DATE;

APPHOVED: --~BJ:~::""""'::....tJ~--~-

DATE:

NAME·TITLE ,..-- _

DATE

..--:~"r'.-...I.-.- , ....\.. ~ ,.•.., ..... -.- ...... .1

ATTACHMENTS: None
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DOCUMENT NUMBER:

PERSON INTERVIEWED:

. PLACE ()F INTERVIEW:·

DATE Of INTERVIEW:

TIME OF INTERVIEW:

INTERVIE;WED BY:

Food and Drug Administlltion
OFF1Ce OF CRIMINAL INVESTIGATIONS

MEMORANDUM OF INTERVIEW

DR. F. DON PARSA and Touri Parsa

1329 Lusitana St" Ste 807, Honolulu, HI

0712112005

Approx. 5:30 pm

SA"s William T. Leilner and lori B. Janosko

OTHER PERSONS PRESENT: None.

On July 2'1, 2005, SA's Leitner and Janosko traveled to the office 01 OR. F. DON PARSA (DR. PARSA)
located at 1329 Lusltana Slreet, Suite 807, Honolulu. HI. Upon arrival at the office, agentlS were met by Touri
Parsa, DR. PARSA's wife. Agents were escorted into DR. PARSA's office.

,A.t approximately 5:30'pm.. DR. PARSA came Into his office. Agents identified themselves and advised DR.
PARSA on the purpose 01 their visit. DR. PARSA stated he understood and wanted to speak freely with
agents regarding his purchases from TOXIN RESEARCH INTERNATIONAL (TRI) of Botulinum Neurotoxin
Type A (THI Toxin).'

OR. PAR&\ stated that he administers "Botax" to 2-4 patients per day on an average. Per DR. PARSA, mo$t
01 his "Botel(" patients 8AIl'f:ltUm clients.

~.;::: p.::.!":~=" .;,:.:.;:~._: :!._......._ .....\ •• : ..
OR. PARSJ\ be'gao using "BRI 8otox" 'ate In 2003 or allhe beginning of2004. DR. PARSA-tiei"eved tllat . ... ." - - ..' .
"BRrwas "BotoxResearch Internatlonal.- When SA Janoskoinqulred If he was sureof~~~tM .. ,;:;~,; ::~; 7::': 7-..:'-.

company, CI~ PARSA recal~ the company name to be TOXIN RESEARCH IN·rERNAlI9y~!-,mJ.~;; ..:>,.;;,. :... : :,; .-.C'•• i-' , ••:-.;:; .

corrected himself by saying u ...·company-was "TRJ," not "SRI,- . ,~ ..:.. :_:.-.::•.:.._ ... :. __.....-: ....
. .

.• _ DR. ~.AASA.~ th~t~ I!, l~t~.~3,.~ wasI~ to attend a -Soc/etyptPla~~.~urg~~~.~~'k;i.~';;;~~·:;:
'....~s_~~re.tiil.(St I,i~ ~TRI s.:@otox. .. . -,.' . ~;,.~ "::'i";,::';,'~~~G=:-~~-:-~~-=;::-., .. .-._.. . . ~.~.. '.-.~-'.-:'.-.~~--..-.-.,. ~--- -- ~ .

_. OR. 'PARsA;&;d~;"B~~-Was ~rvel~~; and ti;i "itwo~ i~.; pit.~AIt$!\ iJiiIJJTRttiij~~~: .:.~~~,,~:~~ .. .
wa~ '-less expenslve- and -exactly the same as AIIargan's Botax8 Cosmetic." ' "~"'., ""'.--' ~. , ~. ~ ~ - .• _.•.

SA Janosko Inquired if DR. PARSA, orhis staff, had been advtsed thatTRI's Toldn was FDA apprpved. DR.
PARSA said he knew the product was not approved by the FDA. DR. PARSA said that both he 8Ilcfhls'wlfe,
Tot.rt, had ordered TRI Toxin from TRI via telephone. OR. PARSA said he had several conversations with 8
man (later re;aUed to be CHAD UVOAHL), who told him that \he prodUct was "the same as~ . .
Cosmetic.- tlR PARSA thought of the TRI Toxin as a "genert~ 8om.- When asked,OR~id he
was not aware of any FDA-epproved "generic Botox.-

DR. PARSA .ecalled receMng coundesS pamphlets and facsimiles from TRI r'QlJ8I'dlIJg their TRI Toxfn. DR.
PARSA said the pamphle~ alWays"f~ about the safetyof~P.!'~- DR. PARSA said that he Was



._.:.~... -~ .

~.
Pap2of3

"rool encugh to use it (TRI Toxin)" DR. PARSA said that one of the lelters he received from TRI was from a
professor in Kentucky (NFl). DR. PARSA said this professor was well known in the academic communlly,
which validated the TRI Toxin In his mind.

DR. PAF.SA said that "everyone was using It (TRI Toxin)," so he believed It tp be ~utBble and good. When
asked, hoi could not provide the names ofdoctors who told them they were using TRI Toxin.

DR. PARSA stated that he quit using the TRl Toxin around November or December 2004. when all the media
attention started In Aotlda. DR. PARsA said he could not recaU how many vials he ordered, but recalled
di&carding approximately % of a vial ofTRI Toxin. DR. PARSArecalled ordarlng ten (10) vials orTRI Toxin.
DR. PARSA claimed to be "very concerned" when he ftrst heard of the problems in Florida. DR. PARSA told
agents that he personally contacted each ofhis patients when he I88med of the Florida Incident and found
"zero pa~8l1ts wIfh problems." .

DR. PARSA claimed to have reviewed all the charts of patients who might have been Injected with TRI Toxin.
OR. PAR,SA showed agents a handWlttten list of patient names. DR. PARSA said he bel/eved these were the
:patients who received TRI Toxin inJections. SA Janosko asked DR. PARSA if he made a note of the contact
in each patient file to Which he replied. "No, I did not make a note In \he patient r.86," ~ Janosko asked DR.
PARSA If he told (he patients the reason lOr the contact, and he again said no.

SA Janosko asked If DR. PARSA advised his patients that they were being Injected with TRI Toxin. DR.
PARSA $ild that he aJways told his patients ihat they were getting InjeCtions of Bolox4i) Cosmetic. DR.
PARSA showed agents a copy ora "Botax Patient Vjaiver: whl~ he (SQuired all patienls to sign before

- reoeMng 'B'otOll~ Injections. DR. PARSA said he did not make any special note on patient charts when they
reoeived the TRI Toxin. He advised that aU patient records would reflect that he injected -Botox"

Touri Panis advised SA Janosko that, when she spoke to TRI she talked to a man. When asked if she spoke
with CHAD LIVOAl-lL, Tourl Pats8 said that the name sounded cotTecL LIVDAHL advised Tourl Parsa and
DR. PARflA that ·aU plasUc surgeons In Aorlda were using It (TRI TOJCin)" and that TRl's product was "generic
Dotox," OR. PARSA reeaBed hearing that TRI's product was "not approved" and that it was intended for
"animal UEa only."

DR. PAR~,A said he never attended any seminars hosted by TRI. He did nat recognize the names. The
GosmeUc :::>harmacy, Powderz, or Zahra Karim. .

DR. PARSA said that there was "no better way 10 mislead doctors than by having testimonials."

DR PARSA.admltted that-TRI Toxin was a "cheaper alternative- to authenUc Botoxt> Cosmetic~d that was .
W~Y he p~I'ChatHld it H~ Il,vee q)Ilduc:ted toy cIlnical research with the product, nor was that his·Intent. .DR. . -r J _. - - '_. .,

P~Astuted that he a*!InJ~ the.T~I Toxin Inlo his wife, Tour!.
. .

., .~.,.; ;";~U.~IJd.bH.S .:~. ~~~n~~~!!<,t..,.ge~*~~Q!;::~...9Js~\'IAf.~!]af.s~~$*:PY.:";:~:._··
. '.~. "~'.>~ r;:.: . po. 0 .. 0 • ~aucfuom r~J anCfalWiYs d881fMth a man who she rEiGalledlO be . '•.. _ ." _.:

'~:;;"':'-~CfW)l:M)Af1i:=i:IvtiAHt lritt6du&fd lhtfproailcffo roon panHi.as·-geiieiicBOiDi.- DR. PARsArecalled 0 .- - ..,..,.

sJUlaking:UdJVOAHl as:well:::-=- ...' .....-- .," .......
SA Janos~) requested to vlew·the Botoxe Cosmetic on the premIseS. Toud Parsa escorted SA JanOsko to
the refrigerator. where two (2) boK8S of what appeared to be authentic Bot0x8Cosmetic were otsserved. No
other fon'nE. of"Satox'" were present In the refrigerator.

DR. PARSJ\ provided the following local plastic surgeons that,mlght have also used TRI Toxin: Dr. Carl De
Los Reyes. Or. Marco RIzzo. Or. Vincent YIp, and Dr. Clyde IshL DR. PARSA said they were all on alaffat
Queen's HCl8pltsl. . ..

OR PARSJ\ said that he -...ad a lUte product (TRJ Toxin) left In one (1) viaI.- wfjch he deslroyed. PrIor to. .
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destruction, he contacted the Center for.Infectious Disease to determine hoWto property destroy the TRI
TOJdn. DR. PARSA !hen said he used sfx (6) vials of TRl Toxin (minus the %of a vial he claimed to have
destroytIel).

SA JallCska inquired jf there were any differences In TAl Toxin versus authentic BotoXlBl Cosmellc. DR.
PARSA said TRl's vials were bigger, that he had 10 draw and mix the TAl product c:lfferently; and that he had
to add "more dilution to it than Botox." .

DR. PAflSA provided a copy of his medical license and controlled substances licenses to SA Janosko
(Atta~:hrr.ent 1).

At approldmately 6:30 pm, the In~~rvIew with DR. PARSA an~ Tour!parsa~wa8concl~ded.. .

. .' . NAME~nTLE·.l . ~
Lori • Jano&ko, Specl8l Agent

DATE . ?(~/~5

DATE:

..- '--' ..- .. __..... 7:.:.:."'.
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On May 4, 2005, SA Oltaviano.lnterviewed DR. WILLIAM R. WORK at his office, 1660 E. Herndon
Avenue, Sl!ite 10.t, Fresno, Califomia. DR. WO.RKwas asked the questions contained on the'-Doctor
InlervieW- questionnaire produced by the Miami Field Om~e, ThE! pertinent Information from the Interview
is as follows: . . .

DR W1LUAM R. WORK maintains a Famny Practice and Pain Management office In Fresno, California.
Hf! is a boardeertlfied Family Pr~clitioner who does not conduct research.

DR WORK stated that he attended a conference In Nashville. Tennessee, in June of 2003, and was lQld
by a colleague about TRt In December 2003, DR. WORK attended another conference in Las Vegas,
NElvada, where TRI was a vendor, DR. WORK met and discussed the Botulinum Neurotoxin Type A with
CHAO lIVDAHL at the conference. DR. WORK did not attend any conferences put on by TRI, .
POWDERZ, or C<?~METlCPHARMACY, nor did he attend any workshops or demonstrations,

. .
DR WORK admitted to purchasing Botulinum Neurotoxin Type A from TRI. He claimed he made the
purchase on the Intemet and paid with a'credit card. He ctlscussed his order with CHAD L1VDAHL, by
telephone. He made the purchase to use on patients for cosmetic purposes such as wrinkles, DR.
W)RK claimed he bought the TRI product because It was cheaper than A1lergan, The product was
rel:eived from TRI, air-shipped, packed In Ice, In grass vials.

Oft WORK admitted that he saw the -Research Use Only" and "Not for Human Use" labeling on the vial.
HE. said that he asked TRI about the statements and was told that they were there to by-pass the patent
thut Allergan had on their Bolo. product. He was told it was like A1lergan's Boto)(@).

Oft WORK stated that he Injected IIPproximalely 15 - 20 pat~nts with the TRI product DR. WORK also
stilted that he sometimes told his patients that the product was Botoxe. But, he claimed he used the
term BotDXe as a"generic term for Botulinum Neurotoxin Type A that his patients would understand. DR.
WORK said he did receive written consent from his patients for the treatments. DR. WORK sold the TRI
product in 20 unit doses and charged $11.00 per dose, or $220.00. He also said thatlhere were ten
doses per syringe.

DR WORK reported good results with the TRI Botulinum Neurotoxin Type A. He said that he had some
repeat patients for the inJections. DR WORK admitted that he knew the TRJ prodUct was not for use In
hUmans, but said he was told by TRI that It was the same as AIIergan's product and that the patent issue
Fmlde them put the -Research Use Only- and "Not for Human Use" on the vial's label He was aware that
Allergen's BotOX@) and Elan's Myoblocke were the only approved Botulinum Neurotoxin Type A available;
but said he thought It was the eqUivalent of A1lergan's Boto~ ~d It was e,haaper.

".'
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o Oft WORK said he Y/8S never a paid parUcipant or presenter at any seminars for TRI and never was
paid to test their producl

Oft WORK said he had no records or documents pertaining to TRI or ~OWDERZ. He did say that he
had one remaln(ng vial of the urotoxin Type A. DR. WORK retrieved the vial and

__ it rver to SA Ottaviano,
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DR. PANAGOTACOS began her own practice in WesDake, Calirornia, in Aprn 2001 and has never had
any patient complaints, nor has she ever been Involv,ed In any criminal or civil actions.

In Jcnuary 2004, DR. PANAGOTACOS' office receIved several unsolicited faxes from TOXIN
RESEARCH INTERNATIONAL (TRI) in regards to their Botulinum Toxin A. DR. PANAGOTACOS
instructed her head nurse, unknown name. to contact TRI and get the aetalls of their product. DR.
PAN"-GOTACOS told Mr. Nessum that she remembere~ that there was some' caution in using the
Botulinum on her patients, because the vial of TRl's Botulinum was labeled for experimental use only and
not tl) be used on humans, but she was told by a female at T.RI that It was 'labeled like that for legal
reasl)Os only. ' TI,e female at TRI told the nurse that the Botulinum Toxin A was labeled that way because
of treldemark issues, but that it was safe t~ use on humans.

Mr. l'Iessum said that TRI instructed DR. PANAGOTACOS to change the patient consent forms from
80to,( to Botulinum. OR. PANAGOTACOS purchased two (2) vials of Botulinum Toxin A, which she
used on herself and a couple of her employees. When she did not ooserve any side effects oil herself or
her CO-Workers, she began Injecting her patients. .

In Mny 2004, DR. PANAGOTACOS contacted TRI, and the person that answered the telephone said that
their Botulinum Type A was safe totlse on humans. Mr. Nessum said that DR. PANAGOTACOS
orde/ad approximately twenty-three (23) vials of Botulinum To~in A from TRlln 2004.

In December 2004, DR. PANAGOTACOS leamed about tt,le IndMduais In Florida who contracted
Botulism from TRI's product, and il Janu8/Y 2005, she received a recall-letter from TRI. In Februa/y
2005, DR. PANAGOTACOS returned two (2) vials of BotuJlnum to TRI.

Mr. IVessum said that DR. PANAGOTACOS did not believe she was doing anythlnglnegal. DR.
PAN~\GOTACOSbelieved that TRl's product was a generic version of Allergen's Botox.

Mr. NessLm stated that someone from A1tergan contaCted DR. PANAGOTACOS and Infanned her Utat it
was II problem ordering non-approved Botulinum product, but Mr. Nessum could not recall when Ute
telephone call was made.

,
Mr. Nessum'dld not know If DR. PANAGOTACOS told her patients that the Botulinum she was injecting
them with was different than AIIergan's Balox. .

- '.\


