
UNITED STATES DISTRICT COURT
S( )UTHERN DISTRICT OF FLORIDA

CASE NO. 04-61717-CIV..cOHN

UNITED STATES OF AMERICA JAU 5 201M

.c.

Plaintiff,

""S.

DR. CHAD LlVDAHL, N.D., DR. ZARAH
KARIw, N.D., TOXIN RESEARCH
INTER~ATIONAL, INC., POWDERZ,
INC.• THE COSMETIC PHARMACY,
INC., Clnd Z SPA INC.,

Defendants.
--.-- . J

DECLARATION OF REGISTERED NURSE ANITA D'ENTREMONT IN SUPPORT OF
UNITED STATES' MOTION FOR PRELIMINARY INJUNCTION

r, Anira rYEmrcmonr. hereby declare ,IIHoI state ill' fullows:

I. [ am a Registered Nurse, employed at Hudson Dennatology. at the office of Dr. Neera

Agarwal-Antal, M.D.• Board Certified Dermatologist. 1325 Corporate Drive. Suite A,

Hudson, Ohio. 44236. I have been so employed since April 29, 2002.

2. Ln January, 2004, 1 received an advertisement in the mail from Toxin Research

International, Inc., (TRJ) for Botulinum Toxin Type A. The advertisement offered. "A

Very Stable Clostridium Botulinum Toxin Type A." I did not notice the labeling that

.tated it was for research purposes onJy, not for human use. (Exhibit I).

3. I then called TRY to inquire further about their product. When I called TRI, 1spoke to a

nale representative. I introduced myself, and stated that I was calling on behalf of a

dcnnatologist's office. I explained to the TRJ representative that I was unhappy with the \
, ~ ,



results our office had gotten in using Allergan's BOTOX® COSMETIC in the treatment

of wrinkles. I then asked what the recommendations were for storage, shelf life, and

reconstitution for TRl's product.

4. The male TRI representative responded to all of my questions. At no time did he infonn

me that their product was not for human use. He explained that TRl's product was no

different than Allergan's product, and that multiple doctors' offices were using TRI's

product.

5. I then requested an order fonn from TRI. TRI sent it to me. Once received, on February

6, 2004, I placed an order for 1 Vial, 500/JU Vial, ofTRI's Botulinum Toxin Type A, for

$1,250.00. (Exhibit 2)

(I. Approximatdy two and a half weeks later, l'RJ's product arrived. When the Botulinum

Toxin Type A arrived, I notice that the labeling said it was for research purposes only,

and not for human use.

7. On February 24,2004, I then attempted to contact a representative at TRI. I called and

left a message. I explained that I was calling on behalfofa dennatologist's office, and

had no use for their product, because we did not conduct research, rather we treated

patients. I then requested a refund.

8. In response, 1 received a fax, dated February 24, 2004. (Exhibit 3). The fax stated that

the company was refusing to refund the purchase money. It stated, "We have clearly

marked everywhere you look on our product, website and printed material that it is a

research product. We must state that for legal purposes to protect ourselves. Our product

is simply Botulinum Toxin Type A which is exactly the same as any Botulinum Toxin
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Type A that you used in the past." The fax went on to apologize for any inconvenience,

and concluded by stating, "We hope you find some use for our product, and again, we

apologize, but all sales are final."

9. After receiving this fax, I called TRI back. I spoke to a female representative. I again

reiterated that I was calling from dennatologist's office, and had no use for a product

whose only function was for research. The TRI representative responded that all sales

were final. I then safely disposed ofTRI's product into a sealed biohazard sharps

l:ontainer, and did not administer it to any patients.

10. On December 23, 2004, I received a facsimile at Dr. Agarwal-Anta1's office, from TRI,

dated 12/22/04. (Exhibit 4) The facsimile was an advertisement for TRI's Botulinum

Toxin Type A. It also stated, in bold writing. that if the incident fin Florida] had affected

our research in a negative manner, that TRI would be obliged to send us one ( I)

\;omplimentary 500 lU (5ng) vial with our next order. Upon receipt of this facsimile, I

immediately notified FDA Special Agent Tina Stasulli Korb. and forwarded a copy of this

<Idvertisement to her.

Pursuant to Title 28 U.S.c. § 1746, Jdeclare under penalty ofpeljury that the foregoing is
true and correct to the best of my knowledge.
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~~ta D'Entrernont
Registered Nurse
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Amazing Offer!

BOTULlNUM TOXIN TYPE A
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Order Form
PriDt..... tbiI ",h. 01 by mail 01' fax.
an' ·.w...",. srrour sred ,
~R.JtI!:SEQ.CB P1JRPOSES omy

Toxin Research Iateraationa!, Inc.
P.O. Box 8935". '1Ucson, AZ 85752
Tel. 1-866-306-0874 FIX. 520-512-7814

(1 ·ViaI: 500 IUIVIaJ 51,250)
(2 Vw.e 500 IUNW 52,000)
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(lvl~ast~Vi.a, or Check)
* Credit Card Number: !lJ"!:I JUlia. ayll. r.«JC'llE.xp. Date: Q~ /Q"l
• Name 011 Card: L\r:F&p.. X Ar..&Ita;AA'lIAL .
III Addrwa Cd is Billed to:
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'roXIN RESEARCH INTERNATIONAL, INC•
•.a. BOX IIDS1 TUCSON, ARIZONA II7S2 tJ'SA

A Very Stable ~affaU!'JIli_I!81!f1l1_ToDD Type A
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12/22/04 7:00 PM EST

TOXIN RESEARCH INTERNATIONAL, INC.
:1'.0.IlOl:~ TDCION. AR'IZ()JQ15712~ .

I am sure !bat you lie all awarD af1he uatbrtuDate eveDU that have ocamecl in Florida ill rocct
weeb,

Toxin 1taIearob I:amMic'G.l. b. (T&l) wosalcl o1BoiaUy lib to iDfotm YOQ 1bat it bad DO
involvemet in tis iD.cicIa. .

'Ibe FDA, m fblftJlma.t1l dDtiII, mdlady tab oblipted to~ TRL CoAtray 1'G 1be
Uw:cUt'ltll ............ by die mediI. TRI b. IUd alwa)'l baa. coopeutoelto its Meat
ex=.t with the FDA ad hi pd•.

w. Wilb to ......d to)'aU CII1r apaIo..fer my~ 1hat1bis may bava
c:IUICld to )'011II1II yaur... * u we..&WID'81Ut prodIKIt iaGoDIildllll.lcy uul delays duriDI a
prajee:t may reault mIavaU4caEmIeI.

P1eaIe IDfoIm., In tneWent" aJI'eded 'Jour I'eM8I'dIIn a nepdft
r........ It-. •• "' _ ....7aII- (1) CJOI............,. 500lU (SIlK) vial
wI8I '1OIIraat Ol'der.

We Ilu farwIrd 110 •.-..,your aaaapl_ oca1id..ce in our productod our COJIlpmy.

We ""illl )'011 a. Happy HoUcSa)' SealCID ad & wemcIerfa1 New Veart

Sw.dly,

Dr. Chad UvdahI - CEO
T.R-I.
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