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

I, Anira	 U'Enrremonr, hereby declare and state as folluws: 

1.	 I am a Registered Nurse, employed at Hudson Dermatology, at the office of Dr. Neera 

Agarwal-Antal, M.D., Board Certified Dem1atologist, 1325 Corporate Drive, Suite A, 

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

2.	 In January, 2004, I received an advertisement in the mail from Toxin Research 

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

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

stated it was for research purposes only, not for human use. (Exhibit 1). 

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

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

dermatologist's office. I explained to the TRI representative that I was unhappy with the 
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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 TRI'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 TRI'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 form from TRI. TRI sent it to me. Once received, on February 

6,2004, I placed an order for I Vial, 500/fU Vial, ofTRl's Botulinum Toxin Type A, for 

$1,250.00. (Exhibit 2) 

6.	 Approximaleiy lWo and a half weeks later, l'R1'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 behalfof a dermatologist's office, and 

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

patients. I then requested a refund. 

8.	 In response, I 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 yOll used in the past." The fax went on to apologize for any inconvenience, 

and concluded by stating, "We hope you tind 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. [again 

reiterated that r was calling from dermatologist'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 

container, and did not administer it to any patients. 

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

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

Toxin Typ~ A. It also staled, in bold writing, that If the incident [in Florida] had affected 

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

complimentary 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 

advertisement to her. 

Pursuant to Title 28 U.S.c. § 1746, Jdeclare under penalty ofpeIjury that the foregoing is 
true and correct to the best of my knowledge. 

Executed this 2 day of ~ , 

J~(~~ 
ta D'Entremont 

Registered Nurse 
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AmaZing Offer! 

BOTULINUM TOXIN TYPE A 
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Client Name: ~iktJt};~~G~ 
Date: Cl.. to· s>'1 

Order Form 
PriDt aDd \I$C tbiI 10l'1li "he. orderiac by mail or fax. 
PJlue abo Jogsdp • cow glyolIT ct'!llp.Uals. 
lI'ORllESEJ\RCB PURPOSES ONLY 

Toxin Research International, Inc. 
P.O. Box 8935". Tucson, AZ 85752 
Tel. 1-866-306-0874 Fax. 520-572-7814 

(1 ·Vial: 500 JUNia! $1,250) 
(2 Vials: 500 JUNia! 52,000) 

(MasterCard~Visa, or Check) 
*	 Credit Card Number: qJfe!! a.j44 ;aIIIt, '«tttIBxp. Date: O*J~ 
*	 Name on Card: \.\EA.Q."5? Ac..a1l.b)AU\»!"AL . 

Addresa C~ is Billed to~* 
\'025 ~ '>i.~o"M'~ Qf,.. ~\ t:. A 

* 

... 
* 

W1;~:1 ~~ ~~~;no: ~ }~~~~~! 
-All item,s are shipped UPS noxt day on ice. ~,. 

-Orders received aft..e.r 12 pm on Thursday, will be sent on the folloW'ing 
Monday, SatUrday delivery is available upon request. 
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TOXIN RESEARCH INTERNATIONAL, INC.
 
P.O. BOX89357 TUCSON, ARIZONA 85'152 USA 

WWW.TOXJNBESLUCtJ.COM 

A Very Stable Clostrhlill111,JDtlJlll"ll/! Toxin Type A 

To:AaIta 

,.Nllftber: 33fJ.6SO-8OO 
Pbane Namber. .no !"!-'Goo 
RII:: BDt8lfaue ~iG A 

Hi1~., 

w. receIved. caU froID JOII todl)' aflcnat bDUD, to NtIu1l ourprodact clue tQ )'011 not aotkf1l1 that 
ORr prodaell. NOT .....t for III........ I ~ IID..,o ClGDlPOY manl._ ud accnanting 
cllpartllLent ..d Dce:ordi", to oar Comptlll1 htDm. poIIq (1tbiclll Iraw atached ..d ,. is .110 on 
0." web.ite we __8 .Dt IIlaIce ....t.,... 'ba1CCl oD ~. coa4Jdou). We b.....c dearty rnark.d e~here 
)'oa look 011 oar prodllOto W'" And ptbatal .....'111....... r~rcbpndQct. We ...IIlIi"'l: 
that for Itpl pUrpola to prot-ct CIU",,1vet. Our prodact II II-.Jy BOUaliDq... ToXin Type A wblch is 
.fl:adly ciao ..mc.. al1)' BCltuu.... Town. Type A daaC)'Oll ... t. the past. SDITY fb~ Dby 
jncaDYOIIICllee Ie saralJ lICK fnlGnduL W. boa- 1GD 11n4 fCI"C use for Gili' prodact. and _,alb we 
apolollze but an arc fiDaL 

Belt RCIII'~bl 

Susan. 



FOR IMMEDIATE RELEASE 12/21/04 7:00 PM EST
 

TOXIN RESEARCH INTERNATIONAL, INC.
 
1'.0. BO:It 8J57 TUCSON. AJIlZOl'(A.I57G USA. . 

Oostridium botu'inum toxin type A 

December 22, 2004 

Dear SirlMadam: 

1 am sure that you are all aware of1ho unfortuDate eveats that have O':aured in Florida in rocoat 
wecka. 

Toxin ~ Intemational. me. (TRI) ~d offi~ially like to inform yoll that it had no 
invol"erneut in 1b.is iDddct. 

The FDA, in fblfUliDg ils duties, evidently felt obligaTed to investisate TRI. Cotltruy to the 
i.nacc:urate statemeatllU4e by 1he media. TRI is. aud always has. COOpel &ted to its fWlest 
extent with the FDA and its invesUp1iQD. 

w. wish to exreud to you our cIoepoIt apologios for uy iDl:OUveDieuce that 1bis may hay. 
~ to )'OIl1DCl )'DID' rcaeanth u lW arc aware that product inoonsistralcy and delays during a 
projec:t may result in invalid outcomes. 

Please IDfonn us, in1I"I'ItInIJftbb IDddcnt hu aJl'ected your reaeardt In a nea-dve 
I'AUIIW'. Itao, we 'llf'ould lie obllpcl to leIU1;you one (1) comp)imenaar,. 500W (5n&) vial 
with JOur oat order. 

We look forward to reCfOring your complete confidence in our product and our company. 

We wich you a Happy Holiday Seucm and a wondc:tfu1 New Year! 

Sincerely, 

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

__----rl.__ 


