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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF FLORIDA

UNITED STATES OF AMERICA,
CASE NUMBER

PLAINTIFF, 04-61717-Civ-Cohn

THIS VOLUME:
PAGES 1-96

DR. CHAD LIVDAHL, etc.,

)

)

)

)

vs. )
)

)

)
DEFENDANT . )
)

TRANSCRIPT of PRELIMINARY INJUNCTION HEARING had
before THE HONORABLE JAMES I. COEN, in Fort Lauderdale, Broward
County, Florida, on Monday, January 10, 2005, in the

above-styled matter.

APPEARANCES:
FOR THE GOVERNMENT: RUSSELL KOONIN,
ROBIN ROSENBAUM,
GEORGE KERAVATSIS,
Agsistant U.S. Attorneys
FOR THE DEFENDANT: ROBERT F. GEHRKE, ESQ.

ANITA LaROCCA
OFFICIAL COURT REPORTER
U. 8. COURTHOUSE
299 E. BROWARD BLVD., 205-D
FORT LAUDERDALE, FLORIDA 33301
954 769-5568
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. | that it )5 withaut question that the defendants’ intended use

THE QORT: All right.

MR, NOONIN: Tre deferdants’ labeling is potulimm
Neurotzein Type A from clostridium botuliam, and highlighted
for reseiach purposes only, not for humen use. o its face,
therefare:, it‘s not under FDR regulations. FRor reseaxch
poposes anly, not for huren use.

However, Your Honor, as I discussed, the wxd drugs
omtain intention for uge. And under 21 (FR 201.128, we see a
definiticn of what it is that intended for use entails. If1
oxld jurt agproach again, Your Homor?

THB COURT: Yes, &ir.

MR, NXNIN: The words intended uBeg are gimdlar or
inport refer to the chjective intent of the perecnd legally
respongilile for the labeling of drugs. The intent is
chcmﬁmdbyuxﬁpum'smm,auyhemtyda
ciramstinces sorounding the distribution of the article.

This cbjective intent ney, for exanple, be shown by
labeling claime, advertising matter, ar aral ar witten
statameni s by sxh pearscns or their representatives.

Your Honor, the United States submits to this Ot

of Botul:rum Toxin Type A was for woe on bumen balnge. 1f we
lock at - - this 1s a flyer for a geminar that the defendents
held, ax! I‘1)l focus in on it.

Prysician’s approach to corpounding for aesthetic

. | with bordiem, and the United States does not wibmit to this

5 | declarat-on in suppart of the (ited States® tawpoxary

Gt thit it was the defendents’ product that caveed the
rotuliem of these foxr individuals.

Howevex, it is withor questicn that Mvanced
Integratid Medical Qmnter in Gakland Park, Flarida, where
Doctaxr Bach McOonb was employed, received four shiprents of
TRI’s Botulinum Toxin Todin A in March, April, August, ad
Octaber of 2004.

Aguin, going back to the seminar brochure Ut we have
here, we have testimony fron Doctor Willism Steven martin and
Doctor Simtos Schercn, M.D., both private physiclians. Doctor
Steven Mutin, Board certified in plastic axgery; and Doctor
Santos Siberon, Hosrd certifiad in internal medicine,

At this seminar, as attached to Agent Leeds’

restrain g arder, individmls signed handwritten consent forms
consenting to be imjected with Borulinum Todn Type A. As the
declarat:.ans of Doctox Santos and Scberes: state, on the second
day they witnessed injections by the famth presenter here, or
the four:h presenter I should szy, Doctor Robert S. Baker.
They witnessed injecticns by Doctor Bakex of &

substano: that he terved @perirental and its parpose being to
trest wrinkles. After Doctor Baker injected these peminar
atterdee; with the wrinkle -- with this eqerimental wrinkle
treatmen:, Defendant Chad Liwdahl addressed the seminar
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enhancement. hands on workshop and deongtration, Saturday, July
15th, 2003. And ag we acxoll down, Sunday, July 20ch, 2003,
10:45 to 12:45. Botulimum Toxin Type A tutcrial. Also
previcusly on Saturday, July 15th, 3:00 p.m. to 4:00 p.m.,
Botulimm Tecin Type A. ’

The presenters at the seminar include the Defendants,
Zalwa Karim and Doctor Chad Livdahl. Another presenter at this
seminar is Bach McOmb D.0., M.D., Ph.D. Tuming our attention
awy from thig for a moment, I'd like to tum the Cort's
attenticn to an emil of March 18th, 2002, from Doctar Bach
MOb.

Tueschay, March 18th, 2003, to Chad at Powderz dot oom,
subject, regarding compaunding workehep July 19th, 20th. ~ Dear
Chad, thanks for the email. I hope all is going great with you
guys. I do a fair awomnt of Botax and Restylane and I am quite
proticient with a needle from my years of prolow. @ would be
delighted to participate with you in providing a hands o
training on the two tecnigues.

Just let me know any further details, and I'l1 help
put things together, et cetera. TDoctor Bach McComb is writing
that he imoes about Botax® intended use. Tuming our attention
back to the seminar, as we stated, Doctor Bach McCorb was one
of the presenters. Now, the United States is not --

The defendante’ prodict is not the case of, as we
know, Doctar Bach McConb and his three patients axe infected

attendees.

Doctar Livdahl addressed the attendees and stated that
TRI's product was available in move units and wes cheaper
priced thm Allergan’s Botax. And Doctor Livdahl stated,
accoeding to Doctor Scheron and Santom, that although their
label said for investigational use anly, it had the equivalent
atfect an huwem beings. :

Aurther, Doctor Livdahl represented that TRI‘s product
would last longer than Allergan’s product. In fact, Doctor
Baker ectved thege sentiments. Rurther testimoy, as attached
Agent leeds’ declaration, is frum Doctar Helen Ixnatelli of
Sumy Isles, Florida, of the Skin, Vein, laser, and Anti-Aging
Clinic, who stated that Doctor Baker ‘said TRI's product is wore
potent. than Allergmn‘a.

MgRin, intended use, Your Haxx. let’s focus the
(rt’s attention an the fact that defendants’ solicitation to
non-resesrch physiciang is again evidence of their intended
uee. I have here a cold call scripr recovered prsuvant to
search warrent. (old call script. Good morning, afteamoon,
evening. This is Doctor Blank for Doctor Blank, is he or she
available. No. Is the mrse that does the dexnm filling
available.

This is Doctor Blank fram Rowderz Madical Compounding
calling about our future coametic oompaunding workshop coming
w in July. The sare cogmetic workehop where we saw that
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DIRNCT EOMNTHATION
BY MR. GBIRXE:
Q- Susm, 1 firxst talked to you on Decerber 4th, d you
rewnter that?
A. 1 %, eir.

Q. Ard you called me from Tuceen, Arizons -- or I called you
when you were in Tucecn, Arizona?

A. Ansther agent called you, and then you and I got on the
phone.

Q. And at that time, you had a sesrch warrant for a copeny
called TRI?

That’s correct.

Ani nobody else, just TRI; is that right?

‘hat's correct.

Anj you were in the offices of Powderz, the Qoametic
Conpast/, and TRI?

A. We were in the suite that is weed by all of those
ampenies, that’'s oorrect.

Q. Wel, they're separate suites; aren’t they?

e ¥ o »

lacds - Direct

press they’ve been reeding lately about the botulism cnee?
A. No, sir, Idm’'t know that.

Q. Maybe you have sore infarmation, or the FOA does that you
koow, how did you eliminate TRI from the botulism coee that
happencd here in Fort Lauderdale?

A, Winen we recumed from the eesrch werrant -- you're
referring to the four pecple who are in the hospital due to
their injections at the Mdvanoed --

g
§

. With respect to that case, after we returmed from the
sexrch warrent in Arizona, 1 interviewsd a gentlemn namd
Thomes Ioya (phonetic). We got beck an Sunday, I believe that
wag Decenber 5th, and on the evening of Decenbex 6th, I
interviswed Mc. Toya, who told me that M. MoGonb had asked him
£o go t> the List Laboratories website and to see if he could
arder awy Botulinum Todn.

Q. And how could that eliminate TRI?

A. Actaally it didn't eliminate them, other than after that we
fand ot that he had ardered cne huxtred micxoxams.

Q. Wha: is that -~ twenCy thousand times strongex?

A. I°w been told by experts at the COC and the FR that that
aromnt 8 twerty thousand times the amount of toxin that you
would g:t for instance in Boto.
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A It didn't appear that way, no, sir.

Q. Aayway, you asked me -- you said that you were baving some
mmmm.-umaxg-umm
over there to help you cut, beceuse it wald help out your
pecple. Do ycu remesber that?

A. Idm't revetber saying we had a problem with the
ocamputers. xmmwummdmm. I think we
were 1ooking for a representative of the aamany. (ne of the
thinge we were concerned aboust was securing the location when
the warrat was ompleted.

Q. But the TI perecn frun TRI came over to assist you in the
amputers? )

A. Yes, sir, he did.

Q. And then they informed you of the badap conputers?

A. They didn’t -- Mr. Livdahl did not talk to me, he talked to
Special Agent Scheurer, ’

Q- Ckay. And then subsequent to that time, you talked to sare
of the attendees of the Fowdarz’ woxkshop?

A. Actually there were agents in my office who gpoke with
those doctors, who then relayed the infarmation to me, and 1
P it in the atfidavic,

Q. Gay. So you didn’t perecnally talk to theme

A. Mo, sir, I did not speak to the pecple in the affidavit,
o, . .
Q. All right. So you have o idea, for exanmple, how mxch

]
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— _lexds - Direct

Q. And you ok a hudred and thirty-four viale of TRI‘S
product, and I assune you tested it?

A. It is being tested, sir. We have rot gotten the results
yet.

Q. In any event, this product that was twenty thousand times
stronger than Botox, and we’ve heard evidence that Botax ard
TRI's product have a similar amunt of Botuliram Tokin Type A,
then you sliminated not anly my client, bt you eliminated
Botax?

A. Thet's cxyect.

Q. Oay. So you're quite certain of those two things?

A. I am as the lead agmt n the case, I am fairly certain
and have no reasmn tO believe that it was any toxin other than
the List toodn that cmwed the injury to those four pecple.
Q. Has there been sare release by the FoA that the taxin fond
wes twenty thousand times stroger than either the TRI product
cr the Botox product, or any other Botulimum Tein Type A?
A. We generally do not iscus press releages regarding ongoing
criminal investigations, which this is. But what we do
namally do is ask that our affidavits to cur search werrents
be sealed.

In this case, o that the goverrment could get that
informaticn aut, the FOA was asked to give permission that the
affidavit that was filed in syport of the search warrant at
List Laboratories be unsealed, in effect not be sealed.

RO
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to regearch institutions and Licensed physicians condxting
repearh anly.

Again, for all the reasans previcusly stated, this was
clearly talse.

TE OURT: I'm sxry, Yo time has exqired.

MS. ROSDBAM: Ckay, dxkm. |

THE COURT: Thank you very much.

M3, ROSRMBINM: Thank you.

THE COURT: Mr. Gelwke.

MR. GERME: Thank you, Your Hnor. May it plesse the

Qxt.

THE COURT: Yes, air.

MR, GEIHRIE: Botulinum Toedn Type A is Botax. It is
aleo TU. It is a scientific texm. Botox just has a patent an

that nime. There is nO way that my client had his TRI product
inject:d by Doctor Baker into huven beings at those Powderz’
oanfexvnces.

There’s affidavits of doctors who they don't really
have a clear recollection. But all those recollections sxe
after there was a spensational botuliom case, which we now know
involved twenty thousand times the amount of taxin that either
Botox ¢ TRI‘s product had.

My client, Chad Livdshl, wants to have an FOA gproved
product..  He’s going to grest expense to huild a laboratory in
Tucaon, Arizona. Fe’s wanting to & it right. He’'s selling

nancgrems, nanograms of ane billionth of a gram. That’s a
product that doctars Who are in privete practice can use.
Basically, my clients are here todsy. They’re teetifying,
they’re telling their stoxy.

Ad their story is thet Chad Livdahl wents to get his
product cut. He wents to eell it as a ressarch product at this
time. He wantg to get FIR apxoval. He wents to do it right.
He's woking evexybody sign forme.  He's making everybody agree
thie is only used for resesxch. And cthat’s what it is, it’s
only used for research.

1 do not believe the governent has met their hurden
that my client has sald this as a drug. And the nore cowon
theory f preliminary injunction should be instituted heve, and
that is that thexe should be a substantial likelihood of
success an the marits. There should be irreparsble harm,
inadequacy of other remedties at law, and the public intarest
for the issumnce of a preliminary injunction.

Here there are adequate remedies thar this Gowt could
irposs -3 my client to sell this product. Having the
purchasars of such a [x state in wh detail is
appopr iate what they’re gaing to do with the praduct, so the
pblic is protected. My client has a husiness he’s rumning.
He's trsing co also to build his laboratory.

He ahould not be enjoined from rumning his husiness.
He's tacen enamoue grecasticnary steps when he's oold this
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this product to only 1ioseed phyxicians. They're all signing
fooms. They all receive faxes. When they receive a fax --

Wen they call, they receivé a fax that tells them
@xactly what that product is, eactly what it does, and that it
is not for huven uee, that it is for research paposes anly.
That is the only use that prodct has. And Doctor Livdahl has
a right to rely ypon licensed physicians who sign docunents
saying I uderstand this, I agree. They sign the arder farms
that it’'s for research only.

He hae misecuently found out, becmuse of some of
theee affidavits, that there are some doctors who do that.
He's willing to take additional steps to make muye thar it’g
used mly for ressarch. He hos a product he wents to bring to
maxket. He has a product that he is not trying to sell to the
pblic. He‘s mX trying to sell this preduct for doctors to
use an hurens.

He's trying to sell it to doctars who do research.
Pysicians are also researchers. Sare physicians dn't have
large reseaych deparuments. Sare physicians do things becase
they have an intarest in savething, they swant to buy quantities
they can work with. The ten thousand, hundred thousand
nanograms that ¢an be purchased from List Laboratories is a

You've got to take scphisticated steps to deal with
ic. Tt’s much easier using a product that has very few

modxt. He's awmre of FIA rules. He's an intelligent doctor.
He's not txying to sidectep the FOA arx] 9o arourd the lmws, he
wants to work within the law. He wents to come back and get

A apwoval for hia prodxt when he: can maufacture it at his
own facilicy.

He's willing to live with whatever safeguards are
gpraxiate for the public interest, and ta insure that no
humen will use his product.

Thank you.

THE CORT: ‘Thark you, Mr. Gehrke.

Having considered the evidence presented in the
aplicable federal statutes, the Gourt finds that the Ot has
jurisdiction over both the subject watter and the parties to
this action.

The evidence clearly establishes that the deferdiants
knowingly end willfully violated and omntime to violate the
Rederal Food, Dnug, and Ooemetic Act by introducing or causing
to be introduced into interstate cowrerce a misktranded drug;
have further perpetrated a frand upon the thited Stares; ‘and
gave false atatements to a fedexal agercy.

The actions and practices of these defendants have
eqosed the public to a great health risk. There is a
abstantial likelihood that the tnited States will succeed on
the merits of its claim.

Althnuh the defendants’ products bore the label,.

i
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%, for reeearch purposes anly, non-huven uee anly, closed
quot:, or some dexivation therect, the marketing and
promticnal pitch of these defendants and their agents wes
Clearly directed at non-research physicians and for patient
use.

At a sevinar the defendants repwesented their product
was chasper and ucxe effective than Allergan’s Botax Coemetic.
Botcx had been FIR sproved for huen use,  Botulirmm Todin
Type A had nct been PIR appxoved for hurmn use.

The physicians, and ultimately the patients, were
misled by this and other misrepresancations into thinking that
the jefendents’ prodxct wes spproved by the PR and safe for
huren use.

The deferdants made false and fraxulent statements or
repxesentations to agents of the Pederal Drug Administxation.
Doctars Livdahl end Karim stated that they scld their Botulimm
Tedn Type A anly to research institutions and licensed
physicians conducting research, and they had no epecific
knowledge of the uwses TRI custamers might find for Botulinam
Taxin Type A.

A March 12, 2003 emil from Doctor Livdahl clearly
refizes this repxesentation to govermment agents.

Other ingtances of frand, misregresentations, and
mis)eading statevents and ouiseions will be included in greater
Getzdl in a written ardex to follow.

provided in the Court’s written order.

1s there anything further?

This Curt will stand in recess until 8:45 tomorrow
noxing.

lHearing concluded at 4:35 p.m.]

CERTIFICATE
I hereby certify that the fopregoing is an acourate
trascription of proosedings in the above-entitled matter.

Official Pedera]l Oant Reporter
299 East Erowexd Blwdl., Ste. 20D
Rt Lauderals, 333
Telephcne: 954/769-5568
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In smmezy, thege defendants have erployed and -
contine to eploy an intenticnally misleading and deceptive
practice that is likely to result in tragic consecuences to the
UNSUEpPECting CoNBuTmEr .

This (urt finde, without question, immediate and
ixreparahie harm will likely remilt to the United States and to
the public at large if a preliminary imjunction is not granted.

Accardingly, the govermment’s moticn for preliminary
injunction is hereby granted.

The deferdants, their agents and assigns are hereby
preliminarily restrained and emjained from directly or
indirectly doing o cmsing the sale, shipmert, and/cr
distribution of Botulinum Toxin Type A.

The deferdants shall institute a recall of any and all
Botulinum Texin Type A that they have distributed. Deferdants’
recall notice shall be distributed to evexry person or entity
who ey have received their Botulimm Taxin Type A fram the
defendants.

The defencents are further ordered to inmediately tum
over all Botulirmum Toxin Type A in their possessicn or amtrol
to the custody of the food and Drug Administration. The Food
and Drug Administration shall be allowed to make inspecticons
without prior notice, and to monitexr and insure continued
conplimncs with this order.

Additional proscriptions and directives will be.




