Food and Drug Administration
OFFICE OF CRIMINAL INVESTIGATIONS

MEMORANDUM OF INTERVIEW
CASE NUMBER: 2005-MWM-715-0153
CASE TITLE: ALBERT POET

DOCUMENT NUMBER: 3—; O%
PERSON NTERVIEWED:  ALBERT POET

PLACE OF INTERVIEW: TRENTON, NEW JERSEY

DATE OF INTERVIEW: 08/08/2005
TIME OF INTERVIEW: 10:30 a.m.
INTERVEWED BY: SAs CRAIG VERKERKE and MARC HESS

OTHER PERSONS PRESENT: See Namative

ALBERT POET,. M.D. conducts his medical practices from two offices, SHORE LASER (SL), at 96 East Bay
Avenize, Manshawiin, New Jersey and PEAU, 44 Fakfisld Street, Montcialr, New Jersey. POET dascribed
MNWMMMDWMM“MM.MMM“
reconstructive removai/skin

pact of POET's practics. For the years 2003 and 2004 spproximadely 98% of STTA trestments were
“sesthetic®, to recuce or prevent wrinides, white the remaining 5% were intended 1 reduce facial spasms,
relac arses of the face after cther medical irestments and reduce excessive underanm sweating.

POZET does not conduct medical ressarch and last published in a scholarty joumsl sppraximately 20 years
8g0. POET considers himaelf 10 be invalved in informal medical research because he ocbserves and makes
logical conclusions from medical aciivity at his praciics.

Approximately 95% of the practios st PEAU is aesthetic BTTA. Approximataly 60% of the practice st SL s
sesthetic BTTA and 20% to 30% involves reconstructive trestment.

POET pravided a "wikd guess” concaming financial statistics of his practice as delixibéddelow. =
;boc‘mummmmnmmmmummmm.mqm.mh
2. Tokal gross income POET's pracice was $350,000 in 2002, $375,000 In 2009, and $25,000 it 2004;
3. Total Gross income at SL was $320,000 in 2002, $310,000 in 2003, and $405,000 in 2004;

4. Total Gross income at PEAU was $30,000 in 2002, $50,000 to $80,000 in 2003, and $120.000 in 2004;

and, .
wmmmmﬂwmmmmhmanwbmhmmuma
Pu&mmmmmmnnddmmmwmmmm
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purshase new equipment and establish the PEAUMonticlair location.

For BTTA treatment, POET's practice charges patients $300.00 per anatomic areamuscle group treatad and
$600.00 i two or more areas are treatad on the same visit. in 2005 the price ross 10 $350 for a single
anatomic ares/muscle group and $700 for two or more anatomic area/muscle groups.

PCETpmparosBﬁAwwmmfanMmmaMuhwwmha
concentration of .025 cc, equal to one unit. Oﬁmdocbnmypnmamdluhdwldmhm@c.

There are no other M.D.s or D.0.s associated with POET's practics. POET's practice smploys the following
additional employses:

1. HEATHER GIFFORD, a white female, approximately 28 years old, residing in Forked River, New Jersey
{NJ). GIFFORD is employed as a licensed surgical assistant and her duties include “fatching” instruments
and escorting patients, GlFFORDwoﬂoaﬂuS.LlocaﬂonmdhabununpbyodbyPOETbr
approximatsly 1.5 years: :

2. LAURIE TOTH, a whits female, approximately 35 years old, residing in Forked River, NJ. TOTH s a
icensed medical assistant (LMA) and offica manager. As a LMA, TOTH's dutles ace similar to GIFFORD's
b-.uhodoammhmpww.slﬁommmuhs.memmemployod
by POET for approximately 15 years;
3..|AMIEKRAUSS.nmfm-.-mmwyzsymdd.nsunglnmdwmm. KRAUSS is a
triined aastheticlan and works as a recaptionist at SL. KRAUSSMI(NSLMMIMMM
employed by POET for approximataly 3 years,
4.Jsumamamum..wmmasmw.mmhwm. BRAZILL works
aums.ummmmwwpoeruammmmmuammm.

5. MlCHELLEGURNEYWELLS.amuman.IPpmxImothMyomdd.nddmiantoﬁngo.NJ.
wmhmmwmntpwmmummuwpmm “WELLS also
conducts skin care treatments at PEAU. POET met WELLS as a friend of his former glrifriend and they
agread to open PEAU togather as a salon/cosmetic surgery center. PEAU was opened in or about June 2002
with 75% of the expensas provided by POET.

POET first lsamed of TOXIN RESEARCH INTER-NATIONAL (TRI) when he recsived a brochure in or about
November 2003 advartising their BTTA product in the mall. Al the proffer session POET displayed an original
TR1 brochure which was Identica! to the one he recsived initially. POET advised that the brochure he
dlsplayodatmpmﬂamncdndhammmmmwwwmm.mp(m
i&ﬂsmwmmmmmﬂnm. SA Hess recsived the brochure from POET as

ence.

F:ﬂofbl'hls and related investigations becoming public POET had never heard of POWDERZ, THE
COSMETIC PHARMACY, Z SPA, ZAHRA KARIM or DR. ROBERT BAKER. POET has subsequently read in
lmmdmwmwmmmmmuﬂcm. if POET had heard of that
aciivity prior to ordering from TRI he would not have ardered from them. .

The TRI brochure attracted POET bscause it seemed to advertise a vary stable form of BTTA. POET was
::wam dmo:l'odgod mearchmwhid\h bmmmmwdium compiex free forms of BTTA were being developed. POET

not stata that TRI was marketing comp
state that it was a “very stable" farm of BTTA. o fox e BTTA Bl nated thatlt e
In or about December 2003 POET telephonically contacled TR! through 8 number provided on the brochure
and spoke 10 a female recepionist who advised that the medical director of TRl was CHAD LIVDAHL. - -
I.IVDAHL and POET discussed the composition of the BTTA product that TRI was mackating. LIVDAHL
advised that it was a “complex free neurotoxin®. POET thought that this "compiex free neurotoxin® .
i:opnsontcdatnndlnm.m For exampis, the originat Allergan Botax product festured 25 nanograms
1ng) of BTTA per 100 units. The present Botox featurss 5 ng per 100 units. POET spoke with LIVOAHL for
approximately 1.5 to 2 minutes. POET's primary concern was that the units of measurement mentioned in the
mmnmmmwmwmmummqmm
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POET wvmauut‘comphm'prommmhwso% of the weight of BTTA products and “complex
" BYTA pmm.mmmmmmmmumdm.mmmmpmwmm
following characteristics: aamonupidly.dlﬁusehanmrmmmwlatbng«.

|no-mommwzoosmsr.mmwmmmmmmumm NT201 was
mmmbyamcncwmzhmwmsmm«ammfposrmmnm1 isa
wmwmmnmmmmtwlmwwsouh Germany as Xeomin. POET further advised
maxmzowmhmhpnmmmbmmmm»mhmzm. POET speculated
muwmmdmmmum&mmwawwmmw
wb'udbddayhapmdudwubddaymmﬂonbm POET also referred 1o a U.S. company
knc-wnuMenmwhuthadamphxfmsouhumpmdudhmlmﬂmhormmdommbﬂzoos
amlmmkmnmmwnywud\hwammwm%mlm.

A.sidefrommoombmchunwhushonwvodmmandmommmwsomhmsrms
ummnolmyoh«mmﬁmwnhmmmmsmmm BTTA. Nevertheless, POET
assumed mzamnwmmuwuddmbhmuhmmthWApmdmd
which he was aware. ’ .

mMmatmmmmmmommmommAmmmFm
approved, mommtmmmwwm POET did not discuss FDA spproval
with LIVDAHL. POETWWMMMMM!MDMW&.I‘MW
uMmm‘mmwwaMhanMawwm
P()ETMMWWWlM*MMWWMMMSHMNON.M
m)ﬁum«mmmmaﬂ««nmmhmwm Netlthec woman indicated thal she had
professional medical or technical knowledge. LNDAHLdIdmmPOE\'bpauupmhsiomlmodbal
knowledge based on his discussion of BTTA. '

POHmmdmwmbmlmmhbmWMMhmw
2303, Summer 2004 and Fall 2004,

POET belisved that the TR! BﬂAmammwMammmﬁuiuuhhmmbemFDA
approval was pending. POErmv«umTRlmemedweomaaMs.ormyomolse
sbout the waming. POET did look at the FDA websits but found no mention of the TRI BTTA product.

'OET opined that the FDA website should be madified to present information about which products have
sppraval pending.

!’OETadv(sod that the price of Bolox was $440 per vial while TRI BTTA was $1,250, but that the contents of
one vial of TRI BTTAproduﬁcouldMMhdberiabofBOTOXdlwlhtwﬂyofﬂntﬂA.

lwmmmsmofmmuhbmpmmmwommmmmmm
sk LIVDAHL whather the TRI BTTAMwuahbtmhhummaMpmpandund«GMP
conditions. LIVDARL replied affiimatively.

POET never asked LIVDAHL or the “receptionist® about possible side effects or contra indications for the use
of TRI BTTA. POET indicated that this was not necessary as utilizing Botax vs. TRI BTTA was compsrable 0 “v-. - - w'a . -

utllizing Tylenol vs. genaeric Acataminophen. T . e el o

Starting in or about Decambar 2003 POET began io order TRI BTTAMMTR“I contacting
telephone and utiiizing his MasterCard, ™ thom by

POET had no other contacts with TRI.

TRld\ippodhBTTApmductbPOET‘sSLbaﬂonmdPOETwoddmnmypwduthm«db
the PEAL) location, POET would uss Allergan product whan he only planned to use 8 few units or treat a few
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pationts. POET would utikze the TRI BTTApmductlfhowuoxpocﬁngwmmmyunﬂsorMmmy
patiunts. )

POET's practics would charge patients the sama prics whether they were trested with TRI BTTA or Botox.

mrmbaWMHnWhtmmmdsombympmmw
slgﬂﬁanﬂymmyboganbpwdmnmaﬂk .

POIST observed no significant difference in patients regardiess of whether they were treated with BOYOX o¢
TRIB‘lTA.butncndhtTRlpmductmushrwuﬂudmnbrgﬂqmnmylnthovidmldbembmd
and utilized.

POET prepared the TR! BTTA at double strength and then diluted it for use. POET noted that the TRI BTTA
had 8 shelf life of ons month onca it was mixed.

Poamwhemmmmmm:mmmmmmm solution due to his
expertise in utiizing such substances. POET acknowledge that, aside from BOTOX and TRI BTTA he had
naver utliized any other BTTA product.

PCET agreed that he relled upon the representstion by the “raceptionist® that the TR! BTTA product was

pending FDA approval. PommmmsﬂAmammmgoqumww

onlismodlalnkung.lis16ymuﬂlﬂm8ﬂAmhdptoduds.hismbwolmmbmdwu.hh

WOMMWLWMWM.WMWWWMWM

wmmmmhmwuﬂw&rmmm-ﬁuaﬂApmdw.m
1l BTTA product must have been an exampie of these new products.

POET only discussed the price of TR1 BTTA In retation to ordering. Hae never discussed the comparative price
of BTTA versus Bolox with TRI officials.

POET never heard of TR! prior to recsiving the brochurs from them. POET utiitzed the Google search engine
and found only the TR! website and a few other references.

POET only utilized a non-FOA spproved product an one other occasion. He utiiized Restylane, a QMED
Hyaluronic Acid Jefl. POET received referancas for Restylane from colleagues, heard about it at medical
cunferences, and read sbout it in medical trade jounals.

POET opined that thers is no law or regulation which prevents him, as a medical doctor, from treating patients
with non-FDA approved products. ’

The Botox product which POET utilized in his practice contained an FDA approved insert with instructions for .
use. The TRI BTTA did not contain a FDA approved insert. It did contain a material safety dats shest NP
(SDS) with instructions for disposal of the product POET noted that an almost identical documant was

prasently displaysd on the LISTLABS.COM website. The MSDS in the TRI 8TTA did not mention that spilied

BTTA should be bailed.

L'pon recetving the first shipment of TR! BTTA POET first administered it to himself, applying 20 to 30 units.to .. ...
:hglabouamdlorchnd. One and one half or two weeks later POET began to give the TRI BTTA to his .

FOET never attendsd any TRI sponsared seminars or conferences.

The TRI BTTA product was shipped to Shore Laser, POET's practice st Manghawkin, via UPS. POET was
responsible for opening and storing the products. Although other practice employees might receive the
;mf@uw.mmmmmwmmm POET described the typical
rackage a3 8° x 8° x 6° containing two BTTA vials sacured by styro-foam and “blue-ice” cold packs. POET
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did not recall whether there was a tabel on the bax. Thers were no inserts or outsarts or other documents
related to the BTA excapt for the MSDS. The viais ware labsled with the same wamings as the TRI brachure
indicating that the substance was for research and not for human use. Each vial wes 10 cc and 1 and 174

m,mumposrsmmummosmmmmmuwmmoxmtaw
nature of his purchases form TR!. . ‘

POET conducted the purchases by telephoning TRI. POET did not recall, the number he called but indicated
that it was the same as the talephone number on the TRI brochure (866/306-0874).

PCET mwmm.MpmwmmMmmnwmdinmmmm.
PCET did not recall with whom he spoke at TRI conceming the orders, but noled that & was a female.
Upon opening the packages, POET placed the visis in the office freszer.

POET would reconstitute the viais shortly before use and store unused portions of the vials In the refrigerator.
POET wouid never re-freeze the BTTA product. POET is aware that TR! instructions indicate that the
mBﬂAWuQMhmhmmmmwaWhmmw
nustructions indicated that reconstituted Bolox could be stored in the refrigerator for several hours. POET
stored both reconstituted TR BTTA and reconstituted Botox products in the refrigerator for up to two weeks.
Pl)ﬂmmmwmhmmmmtdntgavohﬁnmouxpuﬁubdoumdmﬂmmrage
for this length of ime was safe.

POET would prepare the BTA for use In the following manner. POET would add 6.25 cc's of chilled sterlie
saline preservative solution to the BTTA vial, rotate gently and refrigecats.

I Botox is reconstituted and then not refrigerated for 8 period of more than four hours the product decreases
in potency. POET noted that the primary risk of reconstituted, un-refrigerated Botox in the period-of four %o
eight hours concams steriily and that contamination could occur. POET noted that this risk is significantly

roduced due 1o his practice of employing refrigeration and other proper handiing/preparation procadures.

FOET stored reconstituted Botox and TRI BTTA In the practics's refrigerator for up to two weeks. POET
acknowladged that Allargan guideines indicate that Botox should not be stored in the refrigerator for such a
lnngthily perod of ime after reconstitution.

FOET never told his patients he was treating them with TR! BTYA product. POET said to his patients that he
vias treating tham with "Botulinum Toxin®. POET never told or specified 10 his patients that he was not
treating them with Allergan Botox. .

POET acknowledged that when patients ask for treatment they request “Botox". POET befieves that when
patients ask for "Botox" they are requasting wrinkia traatment with BTTA (o muscie groups. POET beiieves
:mmmmmd;":m‘h;_rbr mmpoe}m.wuonsmuammmwmmmwm
any product. acknowiedged that most patients do specifically word
*Bowx" in their requests, rather then BTTA. oed use the '

POET said that k is possible that some brochures for Allergan Bolox might “find thélr way into his walting

room. Thets is no system or office policy as to what brochures are piaced In the waling room. POET does ~
not pay sitention to what brochures his employees place in the walling room and ifthere-were Allergan'Botox - -
larochures in the waiting room his empioyees placed these on thair own initiative,

2QET has used s variaty of patient consent forms at his practice for patients recelving 8TTA treatments.
;ommmmdtmbommzmmmommmm Stasrting In or about Dacember
2003 the form was changed to mention both BTTA and Botox. In or January or February 2005 the form was
modified to mention only BTTA. POE?MymeNthnhMﬂﬂuqumdhk .



2008-MWH-T15-0153
Pagelol?

'*.-

treatment with him. Poawmmawmmmmlmm that they had received
Botox at another practice. v

poaTmmﬁmmmmtbmmmmdummwemmm
BTrAmmmmnmmmmmmmwamwmmm
uﬁluodbmﬂumwammoud\msw.ﬁ\ahrhwmuuﬂwndm FOA approved
praduct. POET agreed that the patients wouid not ave consentad (o be treated with TRI BTTA if they were
nwmo!moprodud’lmﬂdbnsmhdtdFDAappmaL

PC)ﬁWhtmwmwmmepmmMMmmummBTTAor
aowx.mmuwumwmmmtopumumm BYTA in comparison with the Botox.

POET utiiized the TRI BYTA in "exactly” the same way he utilized Botox.

P(Jaumofmumemmmmmw- that it is appropriale (o store these

mmmmnmruwmmmmmmmmmw. POET is aware that

ALLERGAN gmmumsomxmtdnauwmumwbrm-mw

of time after reconstitution.

%‘%E;%anw«umwTlebupddpﬂdpmtupmhlmumorpdd o test
A .

mammmmmmwmwwmummm. The host is XO
Concentric/9 Net Avenue. mmhmmwmmmwmnmuwumw.
The name of tha websits ls www.Shorelaser.com. Thcvnbdhmonﬂomdbohﬂohxspodﬂulywsfm
ganerally. Poawmtmmmammu.mGMwmmzoM.mmmwm
kcmmmsmm.mmmmmmmmwmmmnm
patients with other typas of BTTA.

mnManmabBOToxmmmmwme!thm
nwwmmmwmnmmsomxhnm.

F‘OET:M..MPMMDPA.M:MMweomtac«ummsmkonaaylwmuo.
mwwmmemqbdembrmmmmm Payments sre received in cash,
check and credit card. Some payments ase made to PEAU. Cash and check payments to PEAU for services
tnyPOETﬂWMMNMMMDPAM Credit card payments to PEAU for
sowu;bymermm.bmmnammmemumus.m-mm
transferred to the Albert Post, MOPA account.

POET paid for the TRI BﬂAWﬁhaWﬂdquﬂnmem
World MC#8468 1602 2269 1818, in nams of Albert Poet).

POET's accountant is Mark Ronchatti, Vineland, New Jersey.
POETmlludmprocudsﬁunhhTRlBﬂAmmmtopmomBﬂAmdmodbdomm,for-"~-.-
his practice. Pomwmtwwmmmmmndmorm. POET's vehicle-ls - - .-
& 2003 Ford Van with $8,000 paid off. 3 g e Baee s e
POEThummdmyummdbymyBﬂApnMMfawmhdmm.
lnr‘sponubspodﬁcqucsdms.POETMMMMMTRIBTTAmmtbrmonnmmd

was for research purposes only. Poawumumuhommammmzmwmmm
BTTA on patients, that the only approved Botuilnum denTypoAlsAllumn‘sBMundmooMyappmod
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compared with Botox). POET acknowledged that during the period when he was ordering and utiizing TR
BTA, momndmwmxdmmddmw.

POETadvlsodmmdounotbdwommnbmypmhmﬂonmaphysldmm\gadmnot .
approved by the FDA to trest a patient. Poﬁmmwmmuumdmnmm'admw
mn-wmummumummmmdmmmmmmmmum

POETMMRmanwhWnrbthlmw nave utized TRI BTTA on his patients.
POETmkcplapuﬂono(mmlsﬂAvamwmmhmman. tis nat
p-:u!bhbmmmapaﬁondBﬁAﬁommmmvw.mwummmwnmm
remainder to the freezar.

The standard dose of BTTA is 20 1o 70 units. AWIWWMWMM?MMMW
irformation on the Allergan inserts.

lllspoulthapummthlenwmdaﬂAMbmmpwyud. POET ls
sware of a total of 4 such cases nationwide. ‘

] ummwmmwamanammmmmmmamu
antemet .

FoammmmmmmwmmhmmmumuanAm
umaoroxmummommmwdmnmwd:mmm

NAME-TITLE %L ME-W ”
(€] SPECIAL AGENT MARC SPECIAL AGENT

DATE 07/08/2005 DATE 07/08/2005
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DATE: {/{// s~

DISTRIBUTION:  ORIG: MWM
CC: AD-i0D
CC: MIA (SAs KORB AND LEEDS)
CC: PHP

ATTACHMENTS: NA



