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• The pertinen~' .

ER JR., maintains a Dermatology and Cosmetic Dermatology practice in los Gatos,
CaU(ornia. DR. B ER is a board certified Dennatologist. DR. BlTTER stated' thai he is engaged in
research with Sy eron of Toronto in the use of the dermatology product, Velasmooth.

DR. BITTER had received mailers from TRI and POWDERZ. The mailer from TRI was offering .
Bolulinum NilUro oxin Type A; and the mailer from POWDERz was offering raw materials and Instruction
on topical ard inj clable producls.

DR. BITTER clai ed he never attended ary conferences or workshops sponsored by TRior POWDERZ,
and was never a esenter for TRior POWDERZ.

DR. BITTER stat d that he did purchase BotUlinum Neurotoxin Type A from TRI by credll card after
discussing the p duct with TRI representatives. DR. BiTTER said he bought the TRI product, because it
had a lower prlc than Allergan's product. DR. BITTER admitted that he saw "Research Purposes Only"
and "Not for Hu an Use" on the label.

DR. BITTER sai he injected himself, members of his staff, and about sIx 10 twelve patients. DR.
BITTER claimed that he lold his patients that this was a less expensive source of BoloX@. He claimed
that he lold his p tients that il was like BoloX®. DR. BITTER said he did'not lell the patients lIlat the TRI
Botulinum Neur oxin Type A had not been approved by the FDA. He also said he did not routinely get a
wrillen consent ~ am patients he injected. DR. BtTTER stated that he charged about $150 per injection
site (or the TRI oduct and $250 to $300 per site with Botox®.

DR. BITTER sal that his patients did not gel the same results as they did with BoloX® and thai the
effects didn'l las as long. DR. BITTER claimed that he did see the "Nol for Human Use" on the flyer. He
sakllhat he call d TRI inquiring aboul the Iabeting. ' He said he was lold thai it was legal 10 use and that
other doctors w re using il in place of BotoX®. DR. BITTER said that he was not aware that AI/ergan's

. Botox® and 'Ela 's Myoblock were the only FDA-approved Botutinum Neuro Xin roducts.
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Food and Drug Administration
OFFICE OF CRIMINAL INVESTIGATIONS

MEMORANDUM OF INTERVIEW

DR. GILBERT LEE

San Diego, CA

03/30/2005

TIME OF INTERV EW:

INTERVIEWED B

2:15pm -3:00pm

SAs Lisa Hartsell and Lisa L. fylalinowskl

OTHER PERSON PRESENT: N/A

On 03/30/05, SA' Hartsell and Malinowski interviewed DR. GILBERT LEE regarding his purchase of five (5)
vials of BOTULIN M NEUROTOXIN TYPE A from TRI. DR. LEE agreed to speak with SA's Hartsell and
Malinowski and v luntarlly provided the following informalion:

DR. GILBERT W SLEY LEE provided his valid rVers license that showed his date of birth as
•••I."'and his drivers license number as DR. LEE is a Plastic Surgeon, certified with

the American Boa d of Plastic Surgery. AdditIonally, DR. L IS a voluntary Assistant Clinical Professor at the
University of Cali~ rnia San Diego where he occasionally leaches and conducts research concerning anatomy
and nerve sensiti ity of the hands.

OR. LE-E stafed h received an ad~ertisement for the BOTULINUM NEUROTOXIN TYPE A from TRI via fax in
approximately Jul or August 2004. Approximately one month after receiving the fax, DR. LEE contacted TRI
to Inquire about product. He spoke with a woman by the name of Sandra (LNU) who answered DR. LEE's
questions regardi g the purity and safety of the product. Sandra lold DR. LEE that the TRI product was more
pure than Ihe Aile gan Botox product and that TRI was awaiting FDA approval for their BOTULINUM
NEUROTOXIN E A product. DR. t.EE recalled Sandra stating that the TRI BOTULINUM NEUROTOXIN
TYPE A could be sed in humans. Based on the Information provided by Sandra, OR. LEE purchased one (1)
vial ofTRl's BOT L1NUM NEUROTOXIN TYPE A with his VrSA credit card. OR. LEE had the product
shipped to his offi • however he could n~t recall what parcel service delivered the product.

DR. LEE explain that he ordered the vial to use on himself, since his body had buill up a resistance to the
AIlergan Botox pr uct. OR. LEE admitted that he did get better, longer lasting resulls with the TRI
BOTULINUM NE ROTOXIN TYPE A product. DR. LEE did not recall if reconstitution Inslt\Jctlons
accompanied his rder, however he used the reconstitution directions on TRI's website. DR. LEE Injected
himself in the for ead and eye area and then placed the vial in the refrigerator. DR. LEE stated that he threw
lhe first Vial and it contents away Shortly after injecting himself because it was his understanding that it would
not last long once It was reconstituted.

DR. LEE admille to purchasing two (2) additional vials of BOTULINUM NEURPTOXIN TYPE A from TRlln
approximately lal October or ea(ly November of 2004. OR. LEE slated he really only wanted one (1) vial,
however TRI was offering a special. He recalled TRI was selling one (1) vial for$1,250.00 or two (2) vials for
$2,000.00. Like 's first order, OR. LEE purchased the two (2) vials of TRI's BOTULINUM NEUROTOXIN
TYPE A with his (SA credit card. DR. LEE had the vials shlppad to his office, however he could not recall
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what parcel service elivered the product. DR. LEE used one of the vials on himself again, and pulthe other
in the refrigerator. R. LEE did not use the second vial of BOTULINUM NEUROTOXIN TYPE A at all
because he later he rd of the TRllnvestlgation and threw any remaining bolUes of the BOTULINUM
NEUROTOXIN TY A away In the office blo-haiard bag.

DR. LEE eXPlainedt:at he did read on both the fax, as well as on the BOTULINUM NEUROTOXIN TYPE A .
vials he ordered fro TRlthat the TRI BOTULINUM NEUROTOXIN TYPE A was for research purposes only·

. and not for human se, however, it was DR. LEE's understanding and experience that any research grade .
product usually me ns that ills a belter, more pure product than what is commonly available. DR. LEE
thought·thatlhe TR product was like a generic form of the AIIergan Botox product and l118t TRI put "not for

. human use" on thet' product because they were In .the process of· getting FQA approval an'! had technically
ncit received the ap 'roval yet. DR. LEE could not recall any other delaUs abouf the labeling of the ... ' . .
BOTULINUM NEU OTOXIN TYPE A vials he purchased from TRI. . .

Regarding lhe othe !WO (2) vials of BOTliLiNlIM NEUROTOXIN TYPE A that TRI has record of OR. L~E
purchasing, DR. L E stated he never ordered.these vials, never received these Vials and believes he 'was
double billed. DR. EE was very cooperative and produced all pertinent paperwor1< regarding his purchases of
BOTULINUM NEU OTOXIN TYPE A from TRI. DR. LEE again staled that he only used the BOTULINUM
NEUROTOXIN TY E A from TRt on himself. .

NAME-TITLE -It't.j-LJI<LLI..Lcj,~(.Lll.LJ.LU.:J<I.A~=-­
LIsa . Malinowski

NAME-TITLE --...,,---- _

DATE06/0 /2005

APPROVED: -+~!mJ~::'-.:...tI<f.,.__~-

DATE

DATE:

ATTACHMENTS:

c' '.) • ".
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Food and Drug Administfliltion
OFfiCE OF CRIMINAL INVESTIGATIONS

MEMORANDUM OF INTERVIEW

====t===--='--------'.-. ,.......
~'

DOCUMENT NUMBE '8'l, '6Lq
PERSON INTERVIEW 0: DR. F. DON PARSA and Tourl Parsa

PLACE OF INTERV1E .'

DATE OF INTERVIEW

TIME OF INTERVIEW:

INTERVIEWED BY:

1329lusitana St.. Ste 807. Honolulu. HI

0712112005

Approx. 5:30 pm

SA"s WilUam T.le/tner and Lori B, Janosko

OTHER PERSONS PR SENT: None,

QnJuly21, 2005, sA's ellner and Janosko traveled to the office of DR. F. DON PARSA (DR. PARSA)
located at 1329 Lusitan Street. Suite 807. Honolulu, HI. Upon arrival at the office, agents were met by Touri
Parsa, DR. PARSA's wi • Agenls were escorted into DR PARSA's office,

At approximately 5:30' p ., DR PARSA came inlo his office, Agents idenlified themselves and advised DR.
PARSA on the purpose f their visit. DR. PARSA stated he understood and wanted 10 speak freely with
agents regarding his pur hases from TOXIN RESEARCH INTERNATIONAL (TRI) of Botulinum Neuroloxin
Typa A (TRI Toxin}'

DR. PARSA staled thai e adminislers "BotoX:' to 2-4 patients per day on an average, Per DR. PARSA, mosl
of his "Bolox" pationls ar r~tum dients.

DR. PARSA t>6gan using "sRI Bolox" lale in 2003 or allha beginning of 2004. DR. PARs)hj~jj~~~'d ih~l' ',' ".' ., " , .
"BR.I" was "Bolox R.asear h Inlamaliana!." When SA Janosko inquired If he was sura of !WI '1!'!!".!',~.! \!),~",;:;".; ,,'.; .,.", -,-_.,~

company, OR. PARSA Ie led Ihe company nama 10 be TOXIN RESEARCH INTERNATIONAI-.aR'\'....· ..~ ,".co. ',. ,_.'0;',,:;

corrected hlmseifby say! 9 the company was "TRI," nol "BRI." .,~'~ .~~.':-:.~~':' :'"~.':. _ ., __ ..__ ,.• '

_. DR. PARSA.sald th~t: In I le3OO3,,~ was i~~iled 10 allend a "Sociely pf Plasti5:~urgeo~JR'!~\\IJ!f~Jl!l'lb-;,ii.~~.;:~~'_~,~~,~:~':;-:
, ."was wllece,/UjJilSl ije",rd bpul TRI s, "~otox, ' .'. ,-;,....-.,,- ::.~'.;:~,,,,",",~"'.""""="""""--~"""C'"""·',,,"-'T:

.. DR.%~SA;;~d T~~ 'Bti~.cwas ;~arvalo~~; and Ih~i"it workad fi~'; ~;~~:~~i~i~}~':~Qtj/-~':2,:~C---
was "les.s expensivell and 9KaCUy the same as Allergan's BotoX® Cosmetic,'" "-;":"-'.'." "";.~-' ~"., -- .....:- -- .:-.,. _.,

SA Janosko Inqulrad If 0 ,PARSA, or his staff, had baen advised that TRl's Toxin was FDA apllfl>ved. DR,
PARSA aaid he knew the roducl was nol approved by the FDA, OR. PARSA said that both he and"his wife.
Tourl, had ordered TRI To 'nfrorn TRI via telephone. DR. PARSA .aid he had sevecal converealions with a
man (Ialar recalled 10 ba HAD lIVDAHL), who laid him that tha ploduct was "the sarne es Botox4!l '
Cosmetic." DR. PARSA oughl of the TRl Toxin as a "generic Botox." Whan asked. DREARSA.said he
was nol aware of any F . pproved "generic Bolox."

DR. PARSA recalled rece '00 countless pamphlats and facsimiles from TRI r~ardlng their TRI Toxin. DR.
PARSA said tha pamphla always "talk"" about tha safety Ofthellll.'P,~uct.. DR, PARSA said that ha was
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"fool enough to use k ~I Toxin): OR. PARSA said Ihal one oJ lhe (ellets he received from TRI was from a
professor in Kenlucky ( FI). OR PARSA said this professor W$S well known in Ihe academic community,
which valldaled the TR Toxin In his mind. .

OR. PARSA said that" veryone was using il (TRI Toxin)," so hlj believed it tp be repulable and good. When
asked, he could not pr vide Ihe names of doctors who lold thenilthey were using TRI Toxin.

OR. PARSA stated Iha he quil using Ihe TRI Toxin around November or December 2004, when alilhe media
altenlion slarted in Flo da. DR. PARSA said he could nol recall how many vials he ordered. bUI recalled
discarding approxlmal y lo\ of a vial olTRI Toxin. DR. PARSArecalied ordering len (10) vial. olTRI Toxin.
OR. PARSA claimed to be "very concerned" when he first heard of Ihe problem. ifl.Florida. DR. PARSA lold
agents thaI he persona Iy conlacted each of his palienls when he learned of Ihe Florida incldenl and found
~zero pallents with pro ems:

DR. pARSA claimed 10 have reviewed all the charts of palienls who mighl have been injecled with TRI Toxin.
DR. PARSA showed a ents a handwntten lisl of pallent names. DR. PARSA said he believed Ihese were the
palients wh~ received RI Toxin injections. SA Janosko asked DR. PARSA·lfhe made a nole of the contact
In each patient file 10 w ich he replied, "No, I did not make a nofe In the palienl file.... SA Janosko asked DR.
PARSA If he Iold the p lients the reason for the contact, and heiagain said no.

SA Janosko asked if 0 . PARSA advised his pallents lhallhey ~ere being Injected with TRl Toxin. DR.
PARSA said that he al ays told his palients thaI they were gelli~g injecllons of BoloX® Cosmellc. DR.
PARSA showed agents a copy ofa "Botox Palient lfoIaiver: whij:h he ll'Quired all pallents 10 sign before

-- - - receiving "Bolox"lnJecli ns. DR. PARSA said he did not make /lny special nole on pallent chans when they
received Ihe TRI Toxin. He advised that all patient records would rellect that he injected "Botox."

Toun Parsa advised S Janosko that, when she spoke to TRI she lalked to a man. When asked if she spoke
wKh CHAD UVDAHL, uri Parsa said that the name sounded ¢orrect. UVDAHL advised Tourl Parsa and
DR. PARSA that "all pi stic surgeons In Florida Were using it (TRI Toxin)" and that TRl's producl was "generic
Botox." DR. PARSA re lied hearing that TRI's product was "nOI approved" and that it was intended for
"animal use only."

DR. PARSA said he ne er altended any seminars hosled by TAIl. He did nol recognize the names, The
Cosmetic Pharmacy, P wderz, or Zahra Karim.

DR. PARSA said that t re was "no better way to mislead doctors than by having testimonials."

following local plastic surgeons thal..m~hl have also used TRI Toxin: Dr. Carl De
, Dr. Vincent YIp, and Dr. Clyde Ishi, OR. PARSA said they were aU on staff af

vtewfhe ·BoloX® Cosmetic on the premises. Touri Parsa escorted SA Janosko to
o (2) boxes of what appeared to be authentic BotoX@Cosmellcwere observed. No
re present In the refrigerator.

"had a little product (TRI Toxin) left In one (1) vial," which he destroyed. Pnor to

sA Janosko requested
the refrigerator, where
other forms of "Botox"

DR. PARSA said Ihat

DR. PARSA provided th
los Reyes, Dr. Marco
Queen's Hospital.

DR. PARSA.admllted t l TRI Toxin was a "cheaper alternative" to authentic BotoX® Cosmetic an.d that was
\I(~y he p~rchas<!d il. H .Mver epnduclad llny clinical research INlth the product, nor was that hls·lnlent. ·OR.
PARSA stated that he so injected the. TRI Toxin into his wife, Tourl.

.f~;~~.~~t=:'ll~~~r&lia'!;~~e;~1-~aa,:;~~~~iM~;~~~~~~~leSr~f;,~~~t:·~:'.
, ..:. :·'-CRA01.1iTDARl~vD· nlf6(lijCjjOjfje-prdaucftoTmiifPio1la.as··geitericBotox:" DRPARSArecalle,!" ,---

sp.aaklng:la,lIVDAHl ... -
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destruction, he contact d the Cenler for.lnfectlous Disease to determine hOw to property destroy the TRI
Toxin. OR. PARSAth n said he used six (6) vials ofTRI Toxin (minus the X of a vial he claimed to have
destroyed).

SA Janosko inquired if here were any differences in TRI Toxin versus authentic Bolo~Cosmelic. DR.
PARSA said TRl's vial were bigger; that he had to draw and mi. the TRI product differenlly; and that he had
to add "more dilution t llihan Bolo• ." .

OR. PARSA provided copy of his medical license and controlled substances licenses to SA Janosko
(AlIa?,ment 1).

,. ' . '. '," ,
, , I J.. " '- T ", " _: J ~_

, ,. , \ .. ) '. ' .' :

.'., .... ,", '''-:1.:._· _.,~.

m, Ihe intlHView with OR PARSA and Tounparsa~wasconclu~ed.

NAME-TITLE' J • ~
Lon . Janosko. Spec~~d Agent

DATE !f(.2/D5

APPROVED: _-\jJ ~~::.=j!Il-!==-=-=- _

DATE

At approximately 6:30

DATE:

,
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On May 4,200 ,SA Ottaviano.lnterviewed DR. WILLIAM R. WORK at his office, 1660 E. Herndon
Avenue, Suite Ol, Fresno, California. DR. WORK was asked the questions contained on the'"Doctor
Intesview" ques ionnaire produced by the Miami Field Office. The pertinent information from the interview
Is as follows: ~ . . .

DR. WILLIAM . WORK maintahi~ a Family Practice end Pain Management office In Fresno, California.
He is a board·c rtified Family Pni,ctitioner who does not conduct research.

DR. WORK staled tha! he attended a conference in Nashville, Tennessee, in June of 2003, ~nd was told
by a colleague ~bout TRI. In December 2003, DR. WORK attended another conference In Las Vegas,
Nevada, wher~TRI was a vendor. DR. WORK met and discussed the Botulinum Neurotoxin Type A with
CHAD lIVDAH at the conference. DR. WORK did not attend any conferences put on by TRI, .
POWDERZ, or COSMETIC PHARMACY, nor did he a!lend any workshops or demonstrations.

. .
DR. WORK ad Itted to purchasing Botulinum Neurotoxin Type A from TRI. He claimed he made the
purchase on th Internet and paid with a'credit card. He qlscussed his order with CHAD L1VDAHL. by
telephone. He ade the purchase to use on patients for cosmetic purposes such as wrinkles. DR.
WORK claime he bought the TRI product because it was cheaper than Allergan. The product was
received from RI. air-shipped, packed in ice, in glass vials.

DR. WORK ad Ilted tha! he saw the "Research Use Only" and "Not for Human Use" labeling on the vial.
He said that h asked TRI about the statements and was told that they were there to by-pass the patent
that Allergan h d on Iheir BotoX® product. He was told it was like AIIergan's BotoX®.

DR. WORK st ted that he injected ;Ipproximately 16 - 20 patients with the TRI product. DR. WORK also
stated that he omelimes told his patients that the product was BotoX@. But, he claimed he used the
term BotoX® a a generic term for Botulinum Neurotoxin Type A that his patients would understand. DR.
WORK said h did receive written consent from his patients for the treatments. DR. WORK sold the TRI
product in 20 it doses and charged $11.00 per dose, or $220.00. He also said thai there were ten
doses per syrl ge.

DR. WORK re orted good results with the TRI Botulinum Neurotoxin Type A. He said that he had some
repeat patlen for the inJections. DR. WORK admitted that he knew the TRI prOduct was not for use In
humans, but s Id he was told by TRI thet it was the same as Allergan's product and that the patent issue
made them pu the "Research Use Only" and "Not for Human Use" on the vial's label. He was aware that
Allergan's B01x® and Elan's Myoblock® were the only approved Botulinum Neurotoxin Type A available;
but said he thr9ht it wes the equivalent of Allergan's BotoX@ and It was c.heaper.

'.'
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. DR. WORK sai he was never a paid participant or presenter at any seminars for TRI and never was
paid to lest their product

DR. WORK saihe had no records or documents pertaining to TRior POWDERZ. He did say thai he
had one remain 9 vial of the T . eurotoxin Type A. DR. WORK relrieved the vial and
turned it over to SA Ottaviano. .

"" I 2
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DR. PANAGOTA OS began her own practice in Westlake, California, in April 2001 and has never had
any pallent campi ints. nor has she ever been Involv.ed In any criminal or civil actions.

In January 2004, R. PANAGOTACOS' office received several unsolicited faxes from TOXIN
RESEARCH INT RNATIONAL (TRI) in regards to their Botulinum Toxin A. DR. PANAGOTACOS
instructed her he d nurse, unknown name, to contact TRI and gel the iJetails of their prodUCt. DR.
PANAGOTACOS told Mr. Nessurn that she rememberep that there was some' caution in using the
Botulinum on her atlents, because the vial of TRl's Botulinum was labeled for experimental use only and
not to be used on humans. but she was told by a female at "T:RI that it was labeled like that for legal
reasons only. Th' female at TRI told the nurse that the Botulinum Toxin A was labeled that way because
of trademark Issu s, but that it was safe tt:! use on humans.

Mr. Nessum said hat TRI instructed DR. PANAGOTACOS to change the patient consent forms from
Botox to Botulinu . DR. PANAGOTACOS purchased two (2) vials of Botulinum Toxin A, which sha
used on herself a d a couple of her employees. When she did not observe any side effects oil herself or
her co-worker., s e began injecting her palients. .

In May 2004, OR. PANAGOTACDS contacted TRI, and the person that answered the telephone said that
their Botulinum T e A was safe to use on humans. Mr. Nessum said that DR. PANAGOTACOS
ordered approxl ately twenty-three (23) vials of Botulinum Toxin A from TRlln 2004.

In December 20 ,DR. PANAGOTACOS learned about the Individuals in Florida who contracted
Botulism from T I's product, and in January 2005, she received a recall·leller from TRI. In February
2005, DR. PANA OTACOS returned two (2) vials of Botulinum to TRI.

Mr. Nessum said at DR. PANAGOTACOS did not believe she was doing anything Illegal. DR.
PANAGOTACO believed that TRl's product was a ganerlc version of Allergan's Botox.

Mr. Nessum stat d that someone from Allergan contacted OR. PANAGOTACOS and Informed her that It
was a problem or arlng non-approved Botulinum product, but Mr. Nessum could not recall when the
telephone call wa made.

Mr. Nessum'did t know If DR. PANAGOTACOS told her patients that the Botulinum she was Injecting
them wllh was dl erent than Allergan's Botox.

'.'
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