UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF FLORIDA

B.C,
CASE NO. 04-617 17-CIV-COHN ‘ FLEShy
UNITED STATES OF AMERICA JAN 5 2004

CLARKNCE Mlﬂ\gu‘é’;
. . LERK U.A. BIST. -
Plaintiff, 5 OF FLA. FT. LAUD.

VS.

DR. CHAD LIVDAHL, N.DD,, DR. ZARAH
KARIM, N.D., TOXIN RESEARCH
INTERNATIONAL, INC., POWDERZ,
INC., THE COSMETIC PHARMACY,
INC,, and Z SPA INC,,

Defendants.

_____________ S

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

[, Anita IY'Entremont, hereby declare and state as follows:

l. I am a Registered Nurse, employed at Hudson Dermatology, 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. In January, 2004, | 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.” [ 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. [ introduced myself, and stated that [ was calling on behalf of a

dermatologist’s office. | explained to the TRI representative that [ was unhappy with the

N



results our office had gotten in using Allergan’s BOTOX® COSMETIC in the treatment
of wrinkles. T then asked what the recommendations were for storage, shelf life, and
reconstitution for TR1's product.

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

I then requested an order form from TRI. TRI sent it to me. Once received, on February
6, 2004, I placed an order for | Vial, 500/[U Vial, of TRI’s Botulinum Toxin Type A, for
$1,250.00. (Exhibit 2)

Approximately two and a halt weeks later, I'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.

On February 24, 2004, | then attempted to contact a representative at TRI. I called and
left a message. I explained that I was calling on behalf of a dermatologist’s office, and
had no use for their product, because we did not conduct research, rather we treated
patients. I then requested a refund.

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 ciearly
marked everywhere you look on our product, website and printed material that itis 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



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. [ again
reiterated that [ 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. [ then safely disposed of TRI’s product into a sealed biohazard sharps
container, and did not administer it to any patients.

10. On December 23, 2004, [ 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 Type A. It also stated, in bold wniting, that 1f the incident [in Florida] had affected
our research in a negative manner, that TRI would be obliged to send us one (1)
complimentary 500 U (Sng) vial with our next order. Upon receipt of this facsimile, |
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, | declare under penalty of perjury that the foregoing is
true and correct to the best of my knowledge.

Executed this D day of Qj‘u‘% 2005 . /ln
(/’. .‘

ta D’Entremont
Registered Nurse
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- Client Name: ooy Qegmbsoieco

Date:_ 2oy

Order Form
- Print auduscthil!om when ardering by mail or fax.

also QUT € tials,

FOR RESEARCH PURPOSES ONLY

Toxin Research Intermational, Inc.
P.O. Box 89357, ‘Lucson, AZ 85752
Tel. 1-866-306-0874 Fax. 520-572-7814

(1Vial; 500 TU/Vial $1,250)
(2 Vials: 500 YU/Vial $2,000)

(MasterCard Visa, ar Check)
Credit Card Number: W??ﬂx Date: 02 [0
* Name on Card: \\reg s ® ACARLALANTAL i
* Address Card is Billed to:
\225 Cojfolate V. STE.A
City: WO State: O Zip: YN 3G
- Email .&M&.@_\Amm_oﬂ__mw
Person Ordering: ] AEMONT, «
Ship to Name: \! M&x&e@
Address: \32.S c o CofATE DE . vE.A
City: QuDsoN . State: &Y\ Zip: U366
Telephone: 320\ oSe-d4a00 | Faxi (236 o50-(IC0

£ & & ¥ * % »

~ QUANT. ' DESCRIPTION PRICE TOTAL

AVIAL. | Soo xu/visl, 11, 3D.60 L, ASO00

-All items are shipped UPS next day on ice.
- -Orders recejved after 12 pm on Thursday, will be sent on the following
Monday, Saturday delivery is available upon request.
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TOXIN RESFARCH INTERNATIONAL, INC.

P.O. BOX 89357 TUCSON, ARIZONA 85752 USA
1 oM

A Very Stable Clostridjum botulinin Toxin Type A

- Facyimile Tranamitinl Shest
To: Aunlts Frowm: Taxly Ressarch iuterpational
Conm:. Dr, ml_l Data: Feh, 24, 2004
Fax Number: 330-650-6900 hl-_hduﬁi!_&uﬂ 3
Phone Nomber: 330-680-4200 Telephens Number: 1-865-306-0874
- RE:;  Botulinum Toxia A Fax Number: 1-520-572-7814

Hi thave, _

Wa rectived s call from you today about wanting to return our product duc to you nat naticing that
our product is NOT meant for kuman vss. ] spoka bo the compamy Manager and acconnting
department nad according to our Company returns pollcy (which | rave attached and it is also on
our website we do mot make retoros bazed on thase conditions). We have clearly marked everywhere
you look on our product, wobsite nnd prrinted material thst it bs a rcsearch product. We st stuiv
that for legal purposss to protect aurvelves, Our product iy simply Botulinam Toxin Type A which is
axactly the sume as any Botulinum Toxin Type A that you wied in the past. Soery for any
incanvenicuee It was sursly oot intended. We hope you {ind some use for aur product, and again we
spolagize but all sales arc final.

Best Regards

Susayn,




FOR IMMEDIATE RELEASE 12/22/04 7:00 PM EST

For rpom
Not for Human Use

TOXIN RESEARCH INTERNATIONAL, INC,

2.0, BOX 89357 TUCSON, ARIZONA 85752 USA

WWW. TOXINRESEARCE.COM
Clostridium botulinum toxin type A
Decamber 22, 2004
Dear Sir'Madam:

1 am sure that you are all aware of the unfortunate events that have occurred in Florida in recent

Toxin Research International, Inc. (TRI) wonld officially like to inform you that it had no
involvement in this incident. '

The FDA, in fulfilling irs duties, evidemly falr obligared to investigate TRI. Contrary to the
inaccurate statements made by the media, TRI is, aud always has, cooperated to its fullest
extent with the FDA and its investigstion.

We wish 10 extend to you our deepest apologies for any incanvenietice that this may have
saused to you and your research as we are aware that product inoconsistency and delays during a
project may result in invalid outcomes.

Please inform us, in writing if this incident has affected your research in a negative
manner. If so, we would be obliged to send you one (1) complimentary S00IU (Sng) vial
with your next oyder.

We look forward to restoring your complete confidance in our proaduct and our company.

We wish you 2 Happy Holiday Seasan and a wonderful New Year!

Sincerely,

Dr. Chad Livdahi ~ CEO
T.R.IL




