
PROPOSED CHARGING LETTER 

CERTIFIED MAIL - RETURN RECEIPT REQUESTED 

Toxin Technology, Inc. 
7 165 Cur t i s  Avenue 
Sarasota, FL 3423 1 

Attn: Raoul F. Reiser, PhD. 
President 

Dear Mr. Reiser: 

The Bureau of Industry and Security, U.S. Department of Commerce (“BIS”), has reason to 
believe that Toxin Technology, Inc. (“TTI”) has committed 93 violations of the Export 
Administration Regulations (the “Regulations”),’ which are issued under the authority of the 
Export Administration Act of 1979 (the “Act”).2 Specifically, BIS charges that TTI committed 
the following violations: 

Charges 1 - 92 15 C.F.R. 6 764.2(a): Exports of Various Toxins without the Required 
Licenses: 

As described in greater detail in Schedule A, which is enclosed herewith and incorporated herein 
by reference, on 92 occasions, from on or about July 1,2000 through on or about December 5 ,  
200 1, TTI engaged in conduct prohibited by the Regulations by exporting various toxins, 
including staphylococcal enterotoxins (ECCN3 IC35 1) and shiga toxins (ECCN 1 C35 I), items 

~~~ 

The Regulations are currently codified in the Code of Federal Regulations at 1 

15 C.F.R. Parts 730-774 (2005). The charged violations occurred from 2000 through 2001. The 
Regulations governing the violations at issue are found in the 2000 - 2001 versions of the Code of Federal 
Regulations (1 5 C.F.R. Parts 730-774 (2000-2001)). The 2005 Regulations establish the procedures that 
apply to this matter. 

50 U.S.C. app. $9 2401-2420 (2000). From August 21, 1994 through November 12,2000, the Act was 
in lapse. During that period, the President, through Executive Order 12924, which has been extended by 
successive Presidential Notices, the last of which was August 3,2000 (3 C.F.R., 2000 Comp. 397 (2001)), 
continued the Regulations in effect under the International Emergency Economic Powers Act (50 U.S.C. 
$ 9  1701 - 1706 (2000)) (“IEEPA”). On November 13,2000, the Act was reauthorized and it remained in 
effect through August 20,200 1. Since August 21, 2001, the Act has been in lapse and the President, 
through Executive Order 13222 of August 17, 2001 (3 C.F.R., 2001 Comp. 783 (2002)), which has been 
extended by successive presidential notices, the most recent being that of August 2, 2005 (70 Fed. Reg. 
45273 (August 5 ,  2005)), has continued the Regulations in effect under the IEEPA. 

The term “ECCN” refers to an Export Control Classification Number. See Section 772.1 of the 3 

Regulations. 
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subject to the Regulations, from the United States to the countries set forth in Schedule A 
without the Department of Commerce licenses required by Section 742.2 of  the Regulations. In 
so doing, TTI committed 92 violations of Section 764.2(a) of the Regulations. 

Charge 93 15 C.F.R. §764.2(i): Failure to Comply with Recordkeeping 
Requirements: 

From on or about July 1,2000, through on or about December 5,2001, TTI failed to comply 
with the recordkeeping requirements set forth in Section 762.2 of the Regulations. Specifically, 
TTI failed to retain export control documents (including Shipper's Export Declarations and 
ainvaybills) in connection with the exports described in Charges One through Ninety Two. In so 
doing, TTI committed one violation of Section 764.2(i). 

* * * * 

Accordingly, TTI is hereby notified that an administrative proceeding is instituted against it 
pursuant to Part 766 of the Regulations for the purpose of obtaining an order imposing 
administrative sanctions, including any or all of the following: 

The maximum civil penalty allowed by law of $1 1,000 per violation;' 

Denial of export privileges; and/or 

Exclusion from practice before BIS. 

If TTI fails to answer the charges contained in this letter within 30 days after being served with 
notice of issuance of this letter, that failure will be treated as a default. See 15 C.F.R. 
fj$ 766.6 and 766.7. If TTI defaults, the Administrative Law Judge may find the charges alleged 
in this letter are true without a hearing or further notice to TTI. See id. The Under Secretary for 
Industry and Security may then impose up to the maximum penalty on the charges in this letter. 
See id. 

TTI is further notified that it is entitled to an agency hearing on the record if TTI files a written 
demand for one with its answer. See 15 C.F.R. 0 766.6. TTI is also entitled to be represented by 
counsel or other authorized representative who has power of attorney to represent it. See 15 
C.F.R. $ $  766.3(a) and 766.4. 

The Regulations provide for settlement without a hearing. See 15 C.F.R. 9 766.18. Should TTI 
have a proposal to settle this case, TTI or its representative should transmit it to the attorney 
representing BIS named below. 

See 15 C.F.R. $ 6.4(a)(2). 
11.573-1 
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The U.S. Coast Guard is providing administrative law judge services in connection with the 
matters set forth in this letter. Accordingly, TTI’s answer must be filed in accordance with the 
instructions set forth in Section 766.5(a) of the Regulations with: 

U.S. Coast Guard ALJ Docketing Center 
40 S. Gay Street 
Baltimore, Maryland 2 1202-4022 

In addition, a copy of TTI’s answer must be served on BIS at the following address: 

Chief Counsel for Industry and Security 
Attention: James C. Pelletier 

United States Department of Commerce 
1 4‘h Street and Constitution Avenue, N.W 
Washington, D.C. 20230 

Roo111 14-3839 

James C. Pelletier is the attorney representing BIS in this case. Any communications that TTI 
may wish to have concerning this matter should occur through him. He may be contacted by 
telephone at (202) 482-5301. 

Sincerely, 

Michael D. ‘Turner 
Director 
Office of Export Enforcement 

11573-1 
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LJNITED STATES DEPARTMENT OF COMMERCE: 
BUREAU OF INDUSTRY AND SECUKITY 

VV‘ASFIINGTON, D.C. 20230 

In the Matter of: 

Toxin Technology, Inc. 
71 65 Curtiss Avenue 
Sarasota, F1, 3423 1 

Respondent. 

SET‘lLEhlEN?‘ AGREEMEN‘I‘ 

‘I ‘11 i s S et t 1 em en t A gr eernen t (“Agreement ”) is made bj, and bet iveen 13 e s pond en t , ‘ I’ox i n 

‘I’echnology, Inc. (“ I’TI’’), and the I3ureau of Industry and Security, U.S. Ileparttnent of 

(’ommerce (“13lS”) (collectiL ely referred to as “Parties”), pursuant to Section 766.18(a) of the 

Export Administration Regulations (currently codified at 15 C.F.R. Parts 730-774 (2005)) 

(“Regulations”),’ issucd pursuant to the Export Administration Act of 1979, as amended (50 

IJ.S.(’. app. $ 5  2401 -2420 (2000)) (“.4ct7‘),’ 

’ ’I he charged tiolations occurred froin 2000 through 2001. The Regulations go\ erniiig the 
viol‘itions at issue are found in the 2000 - 200 1 versions of the Code of Federal Regulations (1 5 
C.f: R. Parts 730-774 (2000-200 1 )) The 2005 Regulations establish the proccdurcs that apply to 
th1s matter 

’ Proni Augiist 2 1 . 1904 through No] ember 12, 2000, the Act \vas in lapse. Iluring that 
period, the l’resident, through Iixecuti1.e Order 12924, ~ . h i c h  had been extended by successive 
Presidential Notices, the last of which \vas August 3, 2000 (3 C.F.R., 2000 Comp. 397 ( Z O O I ) ) ,  
conhued  thc Regulations in effect under the International Emergency Economic Poxvers Act (50 
I7.S.C’. i j $  1701 - 1706 (2000)) (“IEEPA”). On November 13, 2000, the Act \vas reauthorized 
and i t  rciiiained in effect through August 20, 2001. Since August 21, 2001, the Act has been in 
lapse and the President, through Executive Order 13222 of August 17, 2001 (3 C.F.R., 2001 
Comp. 783 (2002)), as extended by the Notice of August 2, 2005, (70 Fed. Reg. 45,273 (August 
5,2005)). has continued the Regulations in effect under IEEPA. 



WHEREAS, TTI filed a voluntary self-disclosure with BIS's Office of Export 

Enforcement in accordance with Section 764.5 of the Regulations concerning the transactions at 

issue herein; 

[L;III;AS, 1-31s has liotified T I  I of its intention to initiate an administrati\ e proceeding 

against 1 I I ,  pursuant to the Act and the Regulations; 

M'l IEREAS, BIS has issued a proposed charging letter to 17 I that alleged that 

'I T I  committed 93 i tolatioils of the Regulations, specifically: 

1 02 C'rol~rtions of 15 

I&qirired I,icen.,rs From on or about July 1 ,  2000 through on o r  about December 

5 ,  2001, r7'I engaged in conduct prohibited bq the Regulations by exporting toxins, 

including staphylococcal enterotoxins (FCC"' IC35 1 ) and shiga toxins (ECC" 

IC35 I ), ilcms subject to the Regulations. from [he [Jnitcd Slates to \arioiis 

countries tnclud~ng, Japan, brance, a i d  the I Jnited K$ngdom, i f  ithout the 

1)cpartment 0 1  C'omnierce licenses required by  Section 7-12.? o f  the I<egulations. 

One I'iolLt(im of 15 C I?' K 3-64 .?(i)- Fmlirre to ~ ' o v i p l j ~  Ir3iili RscordkeepirZg 

Kecpir.enicnt.s From on or about July 1, 2001, through on or about December 5 ,  

200 1.  I I 1 failed to comply \\ ith the recordkeeping requirements sct forth in  

Section 762.2 of the  Regulations. Specificallq, 1 1'1 failcd to retain export control 

documents (including Shipper's € port Declarations and ail 11 a) bills) in connection 

F R j 7 4 4  2((1) - Esports of liirioiis ' I ' o x h  iriitlioict the 

2. 

' 'l'he term * ' I K T N ' '  refers to an tixport Control Classification Number.  S ~ C J  Section 772.1 of'the 
Regiilat ions. 

Selllenient Agtcement 
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with the exports described above. 

WI IIIRI?AS, 7'7'1 has reirien.ed the proposed charging letter and is alvare of the allegations 

made against i t  and the administrati1.e sanctions ivliich could be imposed against it if the 

allegations we found to be true; 

W1 IEREAY, '1'11 fully understands the terms of this Agreement a i d  the Order ("Order") 

that the Assistant Secretary of Commerce for Export Enforcement ivill issue if he approves this 

Agreement as the tinal resolution of this matter; 

WIII 'R€AS, 'I"l'1 enters into this Agreement \roluntarily and with full knowledge of its 

si g ti ts; 

W I1I~Kl1AS. 'I ' '1l states that nu proniiscs or representations 1iai.c  beet^ made to it other than 

the agreerneuts aiid considerations herein expressed; 

WI-IErIi:AS, T1'I neither admits nor denies the allegations contained in the proposed 

charging letter; 

WI IEIIEAS, T.1'1 Lvishes to settle and dispose of all matters alleged in the proposed 

charging letter by entering into this Agreement; and 

WI IEfII%S, '17'1 agrees to be bound bl, the Order, if entercd; 

NOM: '1'1 I l ~ l ~ l ~ l ~ O I < l ~ ,  the Parties hereby ngrec as  follo\vs: 

I .  J3IS has jurisdiction o ~ ~ r  T'I.1, under thc Rrgulatioiis. in  con~icctioi~ lvith the matters 

alleged in  the proposed charging letter. 

Settlement Agreement 
Toxin Technology 
Page 3 of 6 



2. The following sanction shall be imposed against TTI in complete settlement of the 

violations of the Regulations relating to the transactions detailed in the proposed charging letter 

and the voluntary self-disclosure: 

a. TTI shall be assessed a civil penalty in the amount of $255,750, of which $7,500 

shall be paid to the U.S. Department of Commerce within 30 days fiom the date of 

entry of the Order; $7,500 shall be paid to the U.S. Department of Commerce not 

later than May 15,2006; $7,500 shall be paid to the U.S. Department of Commerce 

not later than June 15,2006; and $7,500 shall be paid to the U.S. Department of 

Commerce not later than July 15,2006. Payment of the remaining $225,750 shall 

be suspended until April 15,2007, and thereafter shall be waived, provided that 

during the period of suspension, TTI has committed no violations of the Act, or 

any regulation, order, or license issued thereunder and TTI has made the payment 

of $30,000 described above in a timely manner. Payment shall be made in the 

manner specified in the attached instructions. 

The timely payment of the civil penalty agreed to in paragraph 2.a. is hereby made 

a condition to the granting, restoration, or continuing validity of any export license, 

License Exception, permission, or privilege granted, or to be granted, to TTI. 

b. 

Failure to make timely payment of the civil penalty set forth above may result in 

the denial of all of TTI’s export privileges under the Regulations for a period of 

one year from the date of imposition of the penalty. 

Settlement Agreement 
Toxin Technology 
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3. Subject to the approval of this Agreement pursuant to paragraph 8 hereof, TTI hereby 

waives all rights to further procedural steps in this matter (except with respect to any alleged 

violations of  this Agreement or the Order. i f  entered), including, Lvithout limitation, any right to: 

( a )  an administrati\ e hearing regarding the allegations in any charging letter: (b) request a refund 

of any cit,il penalty paid pursuant to this Agreement and the Order, if entered. (c) request any 

relief from the Order, if' entered, including without limitation relief from the terms of a denial 

order under 15 C'.F.I<. $ 764.3(a)(2); and (d) seek judicial re\.iew or otherivist. contest the validity 

of this Agreement or the Order. if entered. 

4. llpori entry ofthe Order and timely payment of the $30,000 civil penalty, RIS will not 

initiate any further administrative proceeding against I T 1  in  connection ivith any violation of the 

Act o r  the Regulations arising out of the transactions identified in the proposed charging letter and 

t he v o l ~ i  I 1 t ;try scl I 4  i sc lo sure 

5 .  HIS I\ i l l  make the proposed charging letter, this Agreement, and the Order, if entered, 

available to the public. 

6 .  I'his ilgrecment is for settlement purposes only. I'herefore, if this Agreement is not 

acccpted and thc Order is not issued by the Assistant Secretary of Commerce for Export 

I~nforccnient pursuant to Section 766.18(a) ofthe Regulations. no I'arty m a y  itse this Agreement 

in anj aclniinistratii c o r  judicial proceeeding atid the Parties shall not be bound bj. the terms 

c ( ) n t a i n ecl i 11 t h is A gre e ni e11 t i n an j. SLI bse c1ii en t admi n i s t ra t i \,e o I j ud i c i a 1 proceeding . 

7. N o  agreement, understancling, representation or interpretation not contained in this 

Agrccmcnt m a y  be i ised to i w y  or othernise affect the ternis of this ilgreeineiit or the Order, if 

entered, nor shall this Agreement serve to bind, constrain, or othenvise limit any action by any 

Settlement Agreemeol 
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other agency or department of the IJnited States Government with respect to the facts and 

circumstances addressed herein. 

8 .  ‘I’his Agreement shall become binding on the Parties only if the Assistant Secretary of 

Commerce lor LIxport Enforcement approves it by entering the Order, which will have the same 

force and cflect as a decision and order issued after a full administrative hearing on the record. 

0 .  1:ach signiitoq affirms that he has authority to enter into this Settlement Agreement and 

to bind his rcspcctive party to the ter1r.s and conditions set forth herein. 

Michael 11. ‘I’urner 
I1irec t o r  
0 fli c e o 1‘ 1 :x port 1 i 11 lorc e men t 

Iiaoul F. Reker, I’hD. 
President 

Settlement Agreement 
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UNITED STATES DEPARTMENT OF COMMERCE 
BUREAU OF lNDIJSTRY AND SECURITY 

WASHINGTON, D.C. 20230 

In the Matter of: 

Respondent 

ORDER 

‘Ilic Bureau o f  I tidiis t t-y and Security. Un i  tcd S t Lites Depart mcnt of C‘o iiimerce (“F3.Q”) has 

notificd ‘I’oxin rl’echiiology, Inc. (“TTI”) of its intention to initiate an  acIminis(rati\.e proceeding 

aga i I i s t T‘I I pi I rsi I ;in t to S ec t ion 700.3 o f t lie Ex port Ad niini s t ra t io ti I< eg u I at ions (c ti rren t 1 y 

codified at IS C ’ . F . R .  Parts 730-774 (2006)) (“Regulations”)’ and Section 13(c) of the Export 

Administrati~~ti Act of  1070, a s  aniendcd ( 5 0  U.S.C. app. $5 2401-2420 (2000)) (“Act”),‘ by 

issuing ;I pimposed charging letter issued to TTI that alleged that TTI cotiiniittcd 03 violations of 

the I?cgiilations. S p x i  Iicallp, tlie charges are: 

\ 

’ l’he charged t8iolations occutred from 2000 through 200 1 .  The Regulations goveining 
the \~iolations at issue are found in  the 2000 - 2001 versions of the Code of Federal Regulations 
( 1  5 (’.F.K. Parts 730-774 (2000-2001 )). The 2006 Regulations establish the proceedtires that 
apply to this mattcr. 

From August 2 I ,  1094 through Notmibe r  12, 2000, tlie Act \i.x in lapse. During that 
period, the f’resident, throiigh Executive Order 12924, \vliich had been extended by successive 
~’resitlcntial Notices, the last o f  which \vas August 3, 2000 (3 C.F.R., 2000 C’omp. 307 (2001 )), 
continucd the Regtilutions in  effect under thc International Emergency Econotnic Powers Act (50 
t1.S.C. $9 1701 - 1700 (2000)) (“IEEPA”). On Noveniber 13, 2000, the Act \\‘as reauthorized 
atid it reniained i n  effect through August 20, 2001. Since A~igiist 21, 2001, the Act has been in 
lapse and the Presidcnt, through Executive Order 13222 of August 17, 2001 ( - 3  C.F.R., 2001 
C‘omp. 783 (2002)), as extended by the Notice of A~ig~is t  2, 2005, (70 Fed. Reg. 45,273 (August 
5 ,  2005)), Iias contintied the Regulations in effect under IEEPA. 



1 . 92 I’iolntions of 15 C’.F.R. ,+‘764.2((1) - E.ypor.ts of Vurioiis Tosiris IiitJioi(t the 

R c y i r i t ~ d  Licwises: From on or about July 1 ,  2000 through on or about December 

5 ,  200 I ,  TTI engaged in conduct prohibited 171, the Regulations by exporting 

toxins, including staphylococcal enterotoxins (EC‘C‘N’ 1 C35 1 )  and shiga toxins 

(FC‘C’N IC35 1 ), items sul?-ject to the Kegulations, from the United States to 

various countries including, J a p i ,  France, and the United Kingdoni, \vithout the 

Depart men t of  Corn tiierce 1 i censes required by S ec t i on 742.2 ( )  f the Regu la lions. 

Ot ic  I’ioltrtiori of ’  1-5 C’. F. K .  $?64.2(i)- F~ril irrx~ to C biupl j ,  ir,itli Kec.o~,tlketJi.l,itig 

1 ~ c r i i i i r . c ~ t i i c ~ i i t . s ;  From on or  about .IiiIy 1 ,  2001, through on o r  about December 5 ,  

2001 , ‘ I T 1  failed to comply \vith the recordkccping requirements set for th  in 

Section 702.2 01’ the Regulations. Specificall),, ‘1Y‘l frliled to rctain export control 

doc it t ii e ti t s ( i I ic 11 i d  i t i  g S h i pp cr ’ s Ex 17 o rt D c c 1 ar at I on s ;i I id ;I i t-w a yb i 1 1 s ) i 11 

cotinectinn ivitli the exports described abo\.c. 

L .  3 

Whereas, 131s at id  ‘ I T 1  ha\Jing entered into a Settlenient Agreenicnt piirsuant to Section 

760. I X ( a )  of’the I<egulations \vhcrcl>>, they agtwd to settle this niattcr it1 ;iccorcl;ince \+.it11 the 

terms atid conditions set ftxtti therein, aiid 

Whet-ens I ha\re approved the lei-ms of the Settlenient Agreement: 

t‘r IS m x i i i m u  o R i x i u m :  

FIi<S’r~, that ;i ci\.il penalty in the amount of$255,750. of\+.liich S7.500 shall be paid to 

the U.S. 1)cpartment of(’ommercc \+.i t t i in 30 d a j ~  from the date of entry of the Order; $7,500 

sliall be paid to the U.S. Department of(’ommercc not later than Alay IS, 2000; $7,500 shall be 

paid to thc 1J.S. Tkpnrtment o f  Commerce not later than .lune 15: 2000;  and $7,500 shall be paid 



to the [J.S. Ilepartment of Commerce not later than July 15, 2006. Payment of the remaining 

$225,750 shall be siispetided until April 15, 2007, and thereafter shall be waiived, provided that 

during the period o f  suspension, TT1 has  committed 110 iiolations of the Act, or a n y  regulation, 

order, o r  license issued thereunder and TTI lias made the payment o f  $30,000 desct-ibed above in 

a timely tii;ititicr. Pa>mcnt shall lie madc in the mantier specified in the attaclicd instructions. 

( 'ONI,,  that, piirsuant to  the Debt Collection A c t  of' 1982, ;is amenclcd (3 1 U.S.C. 

Cj$ 370 1-372011 (ZOOO)) ,  the ci\,il penalty on.ed under this Order xcrues  interest as more fiilly 

described in tlie attac~licd Notice, and, if payment is not made by the due date qiecilied herein, 

TTI will Iic assessed, i n  addition to the full amount o f  the civil penalty and interest, ;I pctialty 

charge and ; i t1  ;icttiiinistl-ati\;e chat-ge, as inore fiilly described i n  [lie attached Notice. 

' I l l  I R I ) .  that [lie tiniely pnytiicnt of the ci\,il penaltl' set forth aboi.c is hereby tnadc a 

condition to the granting, restoration, o r  continuing validity of any  export license, L.icense 

fisceptioti, Iicrtiiission, o r  Iit-i\.ilege granted, or to lie granted. to TTI .  Accordingly, i f  I'TI should 

fail to pay the ci\.il pen;iIty in  ii tiniely nianner, the undersigned niay enter an Order denying all of 

'I'll 's export pi-ivilegcs iitider the Regulatiotis for a pcriocl of one >.eat- fi-om the date of cntry of 

this Order. 

f;OI J R ' I ' I  I ,  that tlie proposed charging letter, tlie Settlement A4grcemetit, and this Order 

shall bc made nvailable to the piihlic. 

'l'liis Ordcr, \\ liicli constitutes the linal agency action in this matter, is effective 

inimcdiatcly. 

I __ __ 
Darryl II'. Jacks&# 
Assistant Secretary of C'ommerc I: 
for Expo I-t E t i  forcement 
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