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Information rom 1@ interview is as fos;- T

DR. PATRICK BITTER JR., maintains a Dermatology and Cosmelic Dermatology practice in Los Gatos,
California. DR, BITTER is a board cettifled Dermatologist. DR. BITTER stated that he is engaged in . '
rasearch with Syneron of Toronto in the use of the dermatology product, Velasmooth.

DR. BITTER had|received mailers from TRI and POWDERZ. The mailer from TRl was offering
Botutinum Nauroloxin Type A, and the mailer from POWDERZ was offering raw materials and instruclion
on topical and injectable praducls.

DR. BITTER claimed he never attended any conferences or workshops sponsored by TRI or POWDERZ,
and was never ajpresenter for TRI or POWDERZ. .

DR. BITTER stated that he did purchase Botulinum Neurotoxin Type A from TR by credit card after
discussing fhe product with TRi representatives. DR. BITTER said he bought thé TRI product, because it
had a lower pricg than Allergan’s product. DR. BITTER admitted that he saw “Research Purposes Cnly"
and “Not for Human Use” on the label.

DR. BITTER said he injected himself, members of his staff, and about six to twelve patients. DR.
BITTER claimed |lhat he told his patients that this was a iess expensive source of Botox®. He claimed

" . that he teld his patients that it was like Botox®. DR, BITTER said he did not tell the patients {Hat the TRI

Botulinum Neurotoxin Type A had not been approved by the FDA. He also sald he did not routinely get a
wrilten consent flom patients he injected. DR. BITTER stated that he charged about $150 pec injection
site for the TRI product and $250 to $300 per site with Botox®.

DR. BITTER sald that his patients did not get the same results as they did with Botox® and that the
effects didn't last as long. DR. BITTER claimed that he did see the “Nol for Human Use” an the flyer. He
sald that he callgd TRI inquiring about the tabeling.  He said hie was told that it was legal to use and that
other doctors we re usmg it in place of Botox®. DR. BITTER satd that he was not aware that Allergan’s

in praducts.
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Food and Drug Administration
OFFICE OF CRIMINAL INVESTIGATIONS
MEMORANDUM OF INTERVIEW

T

PERSON INTERVIEWED: DR. GILBERT LEE

' DOCUMENT.NUMBER:

PLACE OF INTERVIEW:  SanDiego, CA .’

DATE OF INTERVIEW: 03!30!2_00§
TIME OF INTERV{EW: 2:15pm - 3:00pm

INTERVIEWED BY: SAs Lisa Hartsell and Lisa L. Malinawski

. OTHER PERSONE PRESENT: N/A

On 03/30/05, SA's Hartsell and Malinowski mtémewed 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
Malinowski and valuntarily provided the following information:

DR. GILBERT WHSLEY LEE provided his valid§ T ivers license lhat showed his date of birth as

AN - d his SR drivers license number a5 Il OR. LEE is a Plastic Surgeon, certified with
the American Board of Plastic Surgery. Additionally, DR. LEE is a voluntary Assistant Clinical Professor at the
University of Califgrnia San Diego where he occasionally teaches and conducts research concerning anatomy
and nerve sensitivity of the hands.

DR. LEE stated he received an adverlisement for the BOTULINUM NEUROTOXIN TYPE A from TRI via fax in
approximately July or August 2004. Approximately one month after recelving the fax, DR. LEE contacted TRI
{0 inquire about the product. tie spoke with a woman by the name of Sandra (LNU) who answered DR. LEE's
questions regarditig the purity and safety of the product. Sandra told DR. LEE that the TRI product was more
pure than the Alletgan Botox product and that TRi was awaiting FDA approval for their BOTULINUM
NEUROTOXIN E A product. DR. LEE recalled Sandra stating that the TRI BOTULINUM NEUROTOXIN
TYPE A could be used in humans. Based on tha information provided by Sandra, DR. LEE purchased one (1)
viat of TRI's BOTULINUM NEUROTOXIN TYPE A with his VISA credit card. DR. LEE had the product

the first vial and its cantents away shorlly after injecting himself because it was his understanding that it would
not last long once it was reconstituted.

DR. LEE admitted to purchasing two (2) additional vials of BOTULINUM NEUROTOXIN TYPE A from TRl in
approximately late Oclober or early November of 2004. DR. LEE stated he really only wanted one (1) vial,
however TRI was:lofferlng a special. He recalled TRl was selilng one (1) vial for$1,250.00 or two (2) vials for
$2,000.00. Like Kis first order, DR. LEE purchased the two {2) vials of TRI's BOTULINUM NEUROTOXIN
TYPE A with his VISA credit card. DR. LEE had the vials shipped 1o his office, however he could not racall
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what parcel service gelivered the product. DR. LEE used one of the vials on himself again, and put the ather
in the refrigerator. OR. LEE did not use the second vial of BOTULINUM NEUROTOXIN TYPE A at all
bacause he later heprd of the TRI investigation and threw any remaining botties of the BOTULINUM
NEUROTOXIN TYPE A away in the office bio-hazard bag.

OR. LEE explained |hat he did read on both the fax, as well as on the BOTULINUM NEUROTOXIN TYPE A
vials ha ordered frof TRI that the TRI BOTULINUM NEUROTOXIN TYPE A was for research pUrposes only

- and not for human yse, however, it 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 available. DR. LEE
thought that the TRI| product was like a generic form of the Allergan Botox product and that TRI put "not for

. human use" on thei product because lhey were in the process of getting FOA approval and had technically -
not recelved the approval yet. DR. LEE could not recali any other details abouf the labeling of the
BOTULINUM NEU OTOXIN TYPE A vials he purchased fromm TRI. -

Regarding the other twa {2) vials of BOTULINUM NEUROTOXIN TYPE A Ihat TR! has recard of DR. LEE
purchasing, DR. LEE stated he never ordered ihese vials, never received these vials and believes he was
dauble billed. DR. |.EE was very cooperative and produced aft pertinent paperwork regarding his purchases of
BOTULINUM NEUROTOXIN TYPE A from TRI. DR. LEE again stated that he only used the BOTULINUM
NEUROTOXIN TYPE A from TRt on himself.

NAME-TITLE A NAME-T(TLE
‘ Lisa L. Malinowski )
DATE 06/0D/2005 ' DATE
APPROVED: AN [/\ '

DATE: | (f[‘h |

ATTACHMENTS: Nane
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* PLACE OF INTERVIE
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Food and Drug Administration
OFFICE GF CRIMINAL INVESTIGATIONS
MEMORANDUM OF INTERVIEW

g9

PERSON INTERVIEWED: DR, F. DON PARSA and Tourl Parsa

1329 Lusitana St., Ste 807, Honolulu, H

DATE OF INTERVIEW 07/21/2Q05

TIME OF INTERYIEW: Approx. 5:30 pm

INTERVIEWED BY: SA*s William T Leitner and Lod B. Janosko

OTHER PERSONS PRESENT: None.

On Jduly 21, 2005, SA's Leilner and Janosko traveled lo the office of DR. £. DON PARSA (DR. PARSA)
located at 1329 Lusitang Street, Suite 807, Honolulu, Hl. Upon arival at the oftice, agents were met by Touri
Parsa, DR. PARSA's wife. Agents were escorted into DR, PARSA's office.

At approximately 5:30'pm., DR, PARSA came into his office. Agents identified themselves and advised DR.
PARSA on the purpose ¢f their visit. DR. PARSA staled he understood and wanled to speak frealy with
agents regarding his purthases from TOXIN RESEARCH INTERNATIONAL (TRI) of Botulinum Netrotoxin
Typa A (TRI Toxin)}-

DR. PARSA stated tha e administers "Botox" to 2-4 palients per day on an avérage. Per DR. PARSA, most
of his "Botox” pationts are sefumn clients, . \

P TN A . it -_|.“‘ " .

DR. PARSA bagan using "BRI Bolox {ate in 2003 or at the begmnmg of 2004. DR. PARSA believad that

OR. PARSA sald that, in Inte 2003, he was invitad to aftend a "Soc:etycf Plastlc Surgeoqs;i' me_ﬁ!‘l@ )@‘_lic_!}, i £ho -

was "less expensive” and axaclly the same as Atlergan s Botox® Cosmetsc

SA Janoske inquired If DR. PARSA, ar his staft‘ had bean advised that TRI's Toxin was FDA approved DR.
PARSA said he knew the preduct was not approved by the FOA, DR. PARSA said that both he and his wifa,
Toud, had ordered TRI Tokin from TR via teleptione. DR. PARSA said he had several convergations with a
man (fater recalled ta be GHAD LIVDAHL), who told him that the product was “lhe same as Botox® o

. Cosmetic." DR. PARSA tHought of the TR! Toxin as a "genedé Botox.” When asked, DR. PARSA said he

was not aware of any F pproved “generic Botox.”

DR. PARSA racalled racel¥ing countess pamphlets and facsimiles from TRI ragarding their TRI Toxin, DR.
PARSA said the pamphlels always "talked about the safety of their. Qrggmt" DR. PARSA said that he was
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"focl enough to use & (TRI Toxin).” DR. PARSA said that one of the letiers he recaived from TRI was from a

professar in Kentucky (NFI). DR. PARSA said this professor was well known in the academic community,
which validated the TRI Toxin in his mind.

- DR. PARSA said that "sveryone was using it (TRl ToxIn)," so he beilieved it to be reputable and good. When
asked, he could not pravide the names of doctors who told ther they were using TRI Toxin.

DR. PARSA stated thal he quit using the TRI Toxin around Novembei or December 2004, when all the media
attention started in Florida. DR. PARSA said he could not recall how many vials he ordered, but recalled
discarding approximately % of a vial of TRI Toxin. DR. PARSA recalled ordering ten (10) vials of TR! Toxin.

" DR. PARSA claimed ?ba *very concemed” when he first heard of the problems in-Florida. DR. PARSA told

agenis that he personally contacted each of his palients when hie learned of the Flonda incldent and found
*zero patients with problems.”

DR. PARSA claimed to have reviewed all the charts of patients who might have been injected with TRi Toxin.
DR. PARSA showed agants a handwritten list of patient namas. DR. PARSA said he believed these were the
patients who received {I Toxin injections. SA Janasko asked DR. PARSA if he made a note of the cantact
in each patient file to which he replied, "No, | did not make 2 nole in the patient files." $A Janosko asked DR.
PARSA If he told the pdtiants the reason for the contact, and heiagain sald no.

SA Janosko asked if DR. PARSA advised his patients that they were being injected with TRI Toxin. DR.
PARSA sald thal ha always told his patients that they were getuhg injactions of Botox® Cosmaetic, DR.
PARSA showed agents a copy of a "Botox Patient Waiver,” whigh he tequired all patients to sign before

— — — receiving "Botox” injections. DR. PARSA said he did not make any special note on patient charts when they
received the TRI Toxin, {e advised that all patient records would reflect that he injected "Botox."

Touri Parsa advised SA Janosko that, when she spoke to TR( she tatked to a man. When asked if she spoke
= with CHAD LIVOAHL, Touri Parsa said that the name sounded ¢orrect. LIVDAHL advised Tourl Parsa and
DR. PARSA that “all plgstic surgeons in Florida wera using it {TR!I Toxin)" and that TRI's product was “generic

Botox." DR. PARSA recalled hearing that TRI's product was “not approved” and that it was intended for
*animal use only."

DR. PARSA said he never allended any seminars hosted by TRI. He did not recogmze the names, The
- _ Casmetic Pharmacy, P wderz, or Zahra iarim.

PARSA stated thal he so lnjecled the TRI Toxin into his wite, Tour.

;‘ngam saldeBl shhi 'nsidated TRI J' oxin‘lg-be “like a generic Bolox,” as that was what she was igigt—hy
RETOUR Parsa said spaurderaine moduct fom TRI and aIv}ays de T%w

" CHAD TIWWDARL TIVDART Tnfroduces T ‘h?]ﬁ'r"dd‘éf fo Tourl Pa a as genenc > Botox." DR, PARSA recalied
= - speakingto: LIVDAHL Well '{-':' i

SA Janosko requested to view the Botox® Cosmetlc on the premises. Tour Parsa escorted SA Janosko to

the refrigerator, where two (2) boxes of what appeared to ba authent!c Botox® Cosmetic were obiserved. No
other forms of "Botax" re present in the refrdgerator.

DR. PARSA pmvided thp following local plastic surgeons that might have also used TRi Toxin: Dr. Carl De

Los Reyes, Dr. Marco . Dr. Vincent Yip, and Dr. Clyda ishl! DR. PARSA said they were all on slaff at
Quean's Hospital.

DR._ PARSA said that he "had a littie product (TRI Toxin) left In che (1) vial,” which he deslroyed. Priorto
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d the Center for Infectious Disease to determine how to pr.oper!y destioy the TRI

destruction, he contact!a
n said he used six (6) vials of TRI Toxin (minus the % of a vial he clalmed to have

Toxin. DR. PARSA th
destroyed).

SA Janosko inquired if there were any diffarences in TRi Toxin versus authentic Bolox® Cosmetic. DR.
PARSA said TRI's vialg were bigger; that he had to draw and mix the TRI product differently: and that he had
to add "more difution tq it (han Botox.” . . )

DR. PARSA provided 4

copy of his medical license and contralled substances licenses o SA Janosko
{Attachiment 1).

At approximately 6:30

NAME-TITLE _ 2

William T.

DATE fﬁ/’é’

m, the interview with DR, PARSA and Touri Parsa was concluded.
. I4
5

— NAME-TITLE

i B. Janosko, Spacial Agent

DATE ' 52'/,2/(?.5

APPROVED:

Danie! L. Hehson, Special Agent in Charge

D.ATE: 8 g“(g ™~




"On May 4, 2008, SA Oltaviano interviewed DR. WILLIAM R. WORK at his office, 1660 E. Herndon
Avenue, Suite 104, Fresna, California. DR. WORK was asked the questions contained on the *Doctor

Interview" queslionnaire produced by the Miami Field Office. The pedinent information from the interview
is as follows: o :

DR. WILLIAM R. WORK maintairs a Family Practice and Pain Management office in Fresno, Cailifornia.
He is a board cgrtified Family Practitioner who does not conduct research.

by a colleague bbout TRL In December 2003, DR. WORK attended another conference In Las Vegas,
Nevada, where TRI was a vendor. DR, WORK met and discussed the Botulinum Neuratoxin Type A with
CHAD LIVDAHL at the conference. DR. WORK did not attand any conferences put on by TR,
POWDERZ, or| COSMETIC PHARMACY, nor did he attend any warkshops or demonstrations.

DR. WORK “Jttcd o pdrchasing Botulinum Neurotoxin Type A from TRI. He claimed he made the

Dﬁ. WORK staLed that he attended a conference in Nashville, Tennessee, in June of 2003, and was told

purchase on thk Internet and paid with a'credit card. He discussed his order with CHAD LIVDAHL, by
telephone. He inade the purchase to use on patients for cosmetic purposes such as wrinkles. DR.
WORK claimed he bought the TRI product because it was cheaper than Allergan. The product was
recsived from TR, air-shipped, packed in ice, in glass vials. .

DR. WQORK adnilted that he saw the “Research Use Only" and "Not for Human Use” labeling on the vial.
Ha said that hg asked TRi about the siatements and was told that they were there to by-pass the patent
that Allergan had on their Botox® praduct. He was told it was like Allargan’s Botox®.

DR. WORK stgted that he injected approximately 15 - 20 patients with the TR! product. DR. WORK also
stated that he sometimes tald his patients that the product was Botax®. But, he claimed he used the
term Botox® a$ a generic term for Botulinum Neurotoxin Type A that his patients would understand. DR.
WORK sald 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 thal there were ten
dosas per syringe.

DR. WORK reported good results with the TRI Botulinum Neurotaoxin Type A. He said that he had some
repeat patlenty for the injections. DR. WORK admitted that he knew the TRI product was not for use in
humans, but sgid he was told by TRI that it was the same as Allergan’s product and that thé 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 Botgx® and Elan's Myoblock® were the anly approved Botulinum Neurotoxin Type A available;
but said he thought it was the equivalent of Allergan’s Botox® and it was cheaper.
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- DR. WORK said| he was never a paid parlicipant or presenter at any seminars for TRI and never was
paid to test their{product. -

DR. WORK saidhe had no records or documents pertaining to TRi or POWDERZ. He did say that he
had one remaining vial of the TR nNeurctoxin Type &. DR, WOR
turned it over to|SA Oltaviano. § ' '
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B Mr. Nessum provided the toliowing information regarding

his client, DR, PANAGOTACOS:

DR. PANAGOTACOS began her own practice in Westlake, Callfernia, in April 2001 and has never had
any patient compiaints, nor has she ever been involved In any criminal or civit actions.

In January 2004, DR. PANAGOTACOS' oifice recelved several unsalicited faxes from TOXIN
RESEARCH INTERNATIONAL (TRI) in regards to their Botulinum Toxin A. DR. PANAGOTACOS
instructed her hedd nurse, unknown name, to contact TRI and get the details of their product. DR.
PANAGOTACOS tald Mr. Nessum that she remembered that there was some’ caution in using the
Botulinum on her patients, because the vial of TRI's Botulinum was labeled for experimental use only and
not to be used onjhumans, but she was told by a female at TRI that it was labeled like that for legal
reasons only. The female at TRI toid the nurse that the Botulinum Toxin A was labeled that way bacause
of trademark Issubs, but that it was safe to use on humans.

Mr. Nessum said that TRI instrucled DR. PANAGOTACOS ta change the patient consent forms from
Batox to Botulinum. DR. PANAGOTACOS purchased two (2) vials of Botulinum Toxin A, which she
used on herself apd a couple of her employees. When she did not observe any side effects on herself ar
her co-workers, she baegan injecting her patients. '

In May 2004, DR |PANAGQTACOS contacted TR, and the person that answered the talephone said that
their Botulinum Type A was safe to use on humans. Mr. Nessum said that DR. PANAGOTACOS
ordered approximately twenty-three (23) vials of Botulinum Toxin A from TRI in 2004.

In December 2004, DR. PANAGOTACOS learned about the Individuals in Florida who contracted
Botulism from TR|'s product, and In January 2005, she received a recaltletter from TRI. In February
2005, DR. PANAGOTACOS returned two {2) vials of Botulinum to TRI.

Mr. Nessum said that DR. PANAGOTACOS did not believe she was doing anything lllegal. DR.
PANAGOTACOS/ belleved that TRI's product was & generic version of Allergan’s Botox,

Mr. Nessum stated that someons from Allergan contacted DR. PANAGOTACQOS and informed her that it
was a problem orflering non-approved Boiuinum product, but Mr. Nessum could not recall when the
telephone call was made.

Mr. Nessum did rot know if DR. PANAGOTACQS told her patients that the Botulinum she was injecting
them with was different than Allergan’s Botox. '
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