
UNITED STATES DEPARTMENT OF COMMERCE 
BUREAU OF INDUSTRY AND SECURITY 

WASHINGTON, D.C. 20230 

In the Matter of: 1 
1 

GE Healthcare Bioscience BioProcess Corp. ) 
800 Centennial Ave 1 
P.O. Box 1327 
Piscataway NJ 08854 

1 
1 
1 

Respondent 
1 
1 

ORDER RELATING TO GE HEALTHCARE BIOSCIENCE BIOPROCESS COW., AS 
SUCCESSOR TO WAVE BIOTECH, LLC 

The Bureau of Industry and Security, U.S. Department of Commerce ("BIS") has notified 

GE Healthcare Bioscience BioProcess Corp. ("GE Bioscience") of its intention to initiate an 

administrative proceeding against GE Bioscience pursuant to Section 766.3 of the Export 

Administration Regulations (the "~e~ulations"),' and Section 13(c) of the Export Administration 

Act of 1979, as amended (the " ~ c t " ) , ~  through the issuance of a proposed charging letter to GE 

Bioscience that alleged that GE Bioscience, as the successor corporation to Wave Biotech, LLC, 

is liable for nine violations of the Regulations. Specifically, these charges are: 

' The Regulations are currently codified in the Code of Federal Regulations at 15 C.F.R. Parts 
730-774 (2009). The charged violations occurred between 2004 and 2007. The Regulations 
governing the violations at issue are found in the 2004 through 2007 versions of the Code of 
Federal Regulations (1 5 C.F.R. Parts 730-774 (2004 - 2007)). The 2009 Regulations set forth 
the procedures that apply to this matter. 

* 50 U.S.C. app. $$2401-2420 (2000). Since August 2 1,200 1, 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 13,2009 (74 Fed. Reg. 41,325 (Aug. 14,2009)), continues the Regulations in effect 
under the International Emergency Economic Powers Act (50 U.S.C. $ 1701, et. seq.). 
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Charges 1-8 15 C.F.R. 5 764.2(a) - Engaging in Prohibited Conduct by Exporting 
Bioreactor Kits Without the Required Licenses 

On eight occasions between on or about August 18,2004 and on or about March 27,2007, GE 
BiosciencelWave ~iotech'  engaged in conduct prohibited by the Regulations by exporting 
bioreactor kits, items classified under Export Control Classification Number ("ECCN) 2B352 
and controlled for chemical and biological weapons proliferation reasons, from the United States 
to India, Mexico, the People's Republic of China, Singapore and Taiwan without the Department 
of Commerce licenses required by Section 742.2 of the Regulations. In so doing, GE 
BioscienceIWave Biotech committed eight violations of Section 764.2(a) of the Regulations. 

Charge 9 15 C.F.R. 5 764.2(a) - Engaging in Prohibited Conduct by 
Reexporting to Israel Bioreactor Kits Without the Required License 

On or about March 9,2006, GE BioscienceIWave ~ i o t e c h ~  engaged in conduct prohibited by the 
Regulations by reexporting a bioreactor kit, an item subject to the Regulations, classified under 
ECCN 2B352, and controlled for chemical and biological weapons proliferation reasons, from 
Ireland to Israel without the Department of Commerce license required by Section 742.2 of the 
Regulations. In so doing, GE BioscienceIWave Biotech committed one violation of Section 
764.2(a) of the Regulations. 

WHEREAS, BIS and GE Bioscience have entered into a Settlement Agreement pursuant 

to Section 766.1 8(a) of the Regulations, whereby they agreed to settle this matter in accordance 

with the terms and conditions set forth therein; and 

WHEREAS, I have approved of the terms of such Settlement Agreement; 

IT IS THEREFORE ORDERED: 

FIRST, GE Bioscience shall be assessed a civil penalty in the amount of $126,000, the 

payment of which shall be made to the U.S. Department of Commerce within 30 days of the date 

of this Order. Payment shall be made in the manner specified in the attached instructions. 

' The alleged violations were committed between August 2004 and March 2007, prior to GE 
Bioscience's acquisition of Wave Biotech on April 16,2007. The charges attribute the described 
pre-acquisition actions to GE Bioscience because it is liable for the alleged violations as 
successor to Wave Biotech. 

See note 3, supra. 
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SECOND, that, pursuant to the Debt Collection Act of 1982, as amended (3 1 U.S.C. $9 

3701-3720E (2000)), the civil penalty owed under this Order accrues interest as more fully 

described in the attached Notice, and if payment is not made by the due date specified herein, GE 

Bioscience will be assessed, in addition to the full amount of the civil penalty and interest, a 

penalty charge and an administrative charge, as more fully described in the attached Notice. 

THIRD, that the timely payment of the civil penalty set forth above 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 GE Bioscience. Accordingly, if 

GE Bioscience should fail to pay the civil penalty in a timely manner, the undersigned may enter 

an Order denying all of GE Bioscience's export privileges under the Regulations for a period of 

one year from the date of this Order. 

FOURTH, that the Proposed Charging Letter, the Settlement Agreement, and this Order 

shall be made available to the public. 

This Order, which constitutes the final agency action in this matter, is effective 

immediately. 

I 
David W. ~ i l l 7  ' 
Assistant Secretary of Commerce 

for Export Enforcement 

Issued this 5- day of ,qb7 ,2010. 
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SETTLEMENT AGREEMENT 

This Settleincnt Agreement ("Agrcement") is 111adc by and belwcen GE 

I-lcalrhcase Bioscience BioP~.occss Corp. ("GI; Biosci~ncc'~) and the Bureau of Indust~y 

and Security, U.S. Deparlmenl of Comn~ercc ("BIS") (collcctively, the "I'arties"), 

pursuant to Section 766.18(a) of the Export Ac l~~~ i~~ i s t r a l i o~~  I<cgiilatiolls (thc 

"~egulations"),' issued pursuai~t lo the Export Administratioil Act of 1979, as amcndcd 

(the "~ct").' 

WI-IEItEAS, G E  Bioscicncc filed a voluntary sclf-disclosure with BIS's Office of 

Export Enhrcc~nent; 

t 'The lieg~~lalioi~s are cu~cnt ly codificd i n  the Code of Federal Regulatiol~s at 15 C.F.R. 
I'arts 730-774 (2009). The charged violations occurred bctweeil2004 and 2007. The 
Itegulations governing the violatio~ls at issue are found in the 2004 tllrough 2007 versioi~s 
of the Code of Federal Regulatioi~s (1 5 C.F.R. Parts 730-774 (2004 - 2007)). The 2009 
Regulations set forth the procedures t11i1t apply 1-0 this matter. 

50 U.S.C. app. 3s 2401-2420 (2000). Since August 21,2001, thc Act Ilas been in lapse 
and the Prcsidc111, through EXCCU~~VC Ordcr 13222 of August 17,2001 (3 C.F.R. 2001 
Co111p. 783 (2002)), wl~ich Ilas becn cxtendcd by succcssive Presidential Notices, the 
most recent being that of August 13, 2009 (74 Fcd. Itcg. 41,325 (Aug. 14,2009)), 
contin~ics t11c Rcgulalions 111 cffcct undcr thc Intcmational Ei~~crgcncy Econoi~~ic Powcrs 
Act (50 U .S.C. 1 70 I, el. .secj.). 
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WI-LEREAS, BIS Ilas notil7cd GE Bioscic~icc of its intcn~ion 10 initiatc an 

ad~~~inistrativc proceeding against it, pursuant to the Act and the Regulations; 

Wl-lEREAS, BIS has issued a 1)roposed Charging Letter to GE Rioscicnce that 

allcged that GE Biosciencc, as the successor corporation to Wave Biotech, LLC ("Wave 

Biotech"), is liablc for nine violations of the Export Administration Rcgulalions, 

specifically: 

Charges 1-8 15 C.F.R. 8 764.2(n) - Engaging ia Prohibited Conduct by 
Exporting Bioreactor Kits Without tlic Required Licerises 

On eight occasions bctwccn on or about August 18,2004 and 011 or about March 27, 2007, 
GE Bioscienc JWavc 13iotecllbcngaged in conduct prohibited by the Rcg~~lations by 
cxportillg biorcactor kits, itenls classificd undcr Export Control Classification Number 
("ECCN") 28352 and controllcd lor cllcmical and biological weapons prolif'cration 
rcasons, from tlic Unitcd States to India, Mcxico, tlic Pcople's Rcpublic of China, 
Singapore and Taiwan without the Department of Conl~ncrce liccnses required by Scction 
742.2 of the Regulations. In so doing, GE Bioscicncc/Wave Biotcch com~nitted eight 
violations of Section 764.2(a) of tlic Regulations. 

Charge 9 15 C.F.R. 5 764.2(a) - Eagaging in I'rohibited Cotiduct by 
IXeexporting to Israel Bioreactor Kits Without the Required 
License 

On or about Marc11 9, 2006, GE BioscienccIWavc Biotech4 ccngaged in conduct 
prohibited by the Regulations by reexporting a biorcactor kit, an itcm subject to the 
Regulations, classificd under ECCN 2B352, and controllcd lor chenlical and biological 
weapons proliferation rcasons, fro~n Ircland to Israel without the Departinent of 
Co~nmerce licci~se required by Section 742.2 of thc Regulatiolls. I11 so doing, GE 
Bioscience/Wave Biotech committed one violation of Section 764.2(a) of the Rcgulalions. 

3 l'hc allegcd violatioils wcrc co~nmittcd bctwccn A L I ~ L ~ S ~  2004 and March 2007, prior to 
GE Bioscicncc's acquisition of Wavc Biotech on April 16, 2007. The charges attribute 
thc dcscribcd pre-acquisition actions to GE Bioscicilcc becausc it is liablc for tlic allegcd 
violations as successor to Wave Biotcch. 

See note 3, S Z ~ I I Y I ,  
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WI-IEREAS, GE Biosciencc has rcvicwed the Proposed Charging Lettcr and is 

awarc of the allegatioiis ~iladc against i t  and tlie admir~istrative sanctioils wllich could be 

imposed against it if thc allegations are found to be true; 

WI-IEIIEAS, GE Bioscience fully undcrstaiids thc lcr~ns of this Agrccment and 

tllc Order ("Order") lhal llic Assistant Sccrctasy of Com~i~crcc for Export Enforcement 

will issilc if' hc B P P ~ O V C S  this Agrccnicnl as the fillill  resolulion ofthis matter; 

WHERt3AS, GE Uioscience entcrs iiito this Agreement voluiitasily and with full 

knowledge of its rights; 

WIIElII<AS, GE Biosciciice statcs that no pr01-rliscs or rcprcscnlations havc been 

made to i t  other than thc agreements and considcl.atiol~s hercin cxpl-essed; 

WI-IEItEAS, GI3 Rioscicncc neithcr adinits iior dciiics t l ~ c  allcgatioils contained in 

tllc I'roposcd Charging Letter; 

WI-IEREAS, GE Hioscici~cc wishes to settle and disposc of all iuatters alleged in 

the Proposed Cllarging Lcttcr by cntcring illto this Agrccment; and 

WI-IEItEAS, GE Bioscicncc agrces to bc bound by the Order, if issued; 

NOW 'Tl.IEREI:ORE, tllc I'artics hcrcby agrcc as follows: 

I .  BJS has jurisdiction under tlic Regulations in coniicction with the illattcrs 

alleged in tlie Proposed Charging Letter. 

2. Thc followiiig sanctioil shall be in~posed agaii~st GE Bioscieilce in 

coiiipletc settleine~lt of the allegcd violatioi~s of thc Rcgulatioils relating to the 

transactions specilically detailed in tlic I'roposcd Charging Lettcr: 

a. GE Bioscience shall be assessed a civil penalty ill thc a~ l~oun t  of 

$126,000, tlic payment of wllich shall be iiladc to the U.S. Departiilent of' 
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Commcrcc withi11 30 days of lhc datc of thc Ordcr. I'ayment shall bc made in thc 

manner specified in the attacllcd instructions. 

b. The tiinely payment of the civil 1)enalty agreed to in paragraph 2.a 

is hereby made a condition to t11c granting, 1.cstoratio11, or continuing validity of 

any cxport liccnsc, pcrinission, 01. privilcgc grantcd, or to bc grantcd, lo GE 

Bioscience. Failurc to make tiincly paymcnt of the civil penalty set forth abovc 

may result in t11c denial of all of GE Sioscicncc's export privileges for a period of 

one year from t11c datc of imposition of thc penalty. 

3 .  Sul?jcct to thc alq~roval of this Agrecmcilt pursuant to paragral~h 8 hel.eof, 

GE Biosciencc 11weby waives all rights to l i~rt l~cr 111-occdiual stcps in this mattcr (exccpt 

with rcsllcct to any allcgc<i violatio~ls of this Agl.ccmcnt or t11c Ordcr, ifissucd), including, 

without limitation, ally right to: (a) an admi~~istrative hcaring icgarding 111e allcgatio~ls in 

any charging Icttcr; (b) requcst a rcf~111d of any civil penalty paid pu~suant to this 

Agrccmcnt and d ~ e  Ordcr, if entcred; and (c) seek judicial review or otl~erwise contcst tllc 

validity of this Agrecment or t11c Order, if issued. 

4. Upon cntry of thc Ordcr, BIS will not initiate any f~~r thcr  administrative 

proceedings against GE Hioscic~~ce i11 coi~i~cction wit11 any violatio~l of: tlle Act or thc 

liegulations ai-ising out of'tlle transactions specifically detailed in the Proposed Charging 

Lcttcr. 

5 .  131s will makc the I'roposcd Charging Lcttcr, this Agrceinent, and tllc 

Ordcr, if issucd, available to thc public. 

6. This Agrecment is for sctrlement purposes only. Therefore, if lhis 

Agrccmcnt is ilot acceptcd and the Order is not issucd by t11c Assistant Secretary of 
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Coi.nmercc for Export Enforccmcilt pursuant to Section 766.18(a) of thc Regulations, no 

I'arty may use this Agrccmcnt in any administrativc or judicial procccding and thc I'artics 

shall 1101 bc bo~~i ld  by tllc tcri11s contai~~cd in this Agrccmcnt in ally subscqucnt 

administrativc or jndicial procccding. 

contained in this Agrce~~lcnt may be uscd to vary or otherwise affect tlle lerins of this 

Agrccmcilt or the Orda-, if issucd; nor sllall this Agrccmcilt scrvc to bind, constraii~, or 

otllciwisc limit ally action by any otllcr agcilcy or department ofthe U.S. Crovcrt~incnt 

wit11 SCSIICC~ to tllc facts aid circumstances addrcsscd hcrein. 

8. This Agrcc~~~cnt  shall bccoinc binding 011 tlic Partics only if thc Assistant 

Secretary of Coinmcrcc Tor Export EnSorcc~~~cnt approvcs i t  by issuing tllc Order, wllich 

will havc thc sainc Torcc and cffcct as a dccisioll and ordcr issucd aflcr a full 

administrativc hcaring 011 the rccord 

9. Each signatory affirms that llc has anthorily to cntcr into this Scttlcmcnt 

Agrccil~cnt ant1 to bind i t  rcspcctivc pasly lo thc Icrills and conditions sct fbrth l~crcin. 

BUIIEAU OF INDUSTRY AND SECULIITY 
U.S. DEPARTMENT 01; COMMEIICE 

Acting Dircctor 
O E c e  of Export Enforcement 

Datc: ~f / ~ T / z ~ J  0 

GE I-IEALTI-ICARE BIOSCIENCE 
BIOI'KOCESS CORl'. 

Eric Roman 
President 
GE I Iealthcarc Bioscicncc BioProcess Corj~. 

Datc: - 



PROPOSED CHARGING LETTER 

REGISTERED MAIL - RETURN RECEIPT REQUESTED 

GE Healthcare Bioscience BioProcess Corp. 
800 Centennial Ave 
P.O. Box 1327 
Piscataway NJ 08854 

Attn: Eric Roman 
President 

Dear Mr. Roman: 

The Bureau of Industry and Security, U.S. Department of Commerce ("BIS"), has reason to 
believe that GE Healthcare Bioscience BioProcess Corp., of Piscataway, New Jersey ("GE 
Bioscience"), as the successor corporation to Wave Biotech, LLC ("Wave Biotech"), is liable for 
nine violations of the Export Administration Regulations (the "~e~ulations"),' which are issued 
under the authority of the Export Administration Act of 1979, as amended (the " ~ c t " ) . ~  
Specifically, BIS charges that GE Bioscience is liable for the following violations: 

Charges 1-8 15 C.F.R. 5 764.2(a) - Engaging in Prohibited Conduct by Exporting 
Bioreactor Kits Without the Required Licenses 

As described in greater detail in the attached Schedule of Violations, which is incorporated 
herein by reference, on eight occasions between on or about August 18,2004 and on or about 
March 27,2007, GE BioscienceIWave ~ i o t e c h ~  engaged in conduct prohibited by the 
Regulations by exporting bioreactor kits, items classified under Export Control Classification 

The Regulations are currently codified in the Code of Federal Regulations at 15 C.F.R. Parts 
730-774 (2009). The charged violations occurred between 2004 and 2007. The Regulations 
governing the violations at issue are found in the 2004-2007 versions of the Code of Federal 
Regulations (15 C.F.R. Parts 730-774 (2004-2007)). The 2009 Regulations set forth the 
procedures that apply to this matter. 

50 U.S.C. app. $8  2401-2420 (2000). Since August 21,2001, the Act has been in lapse and the 
President, through Executive Order 13,222 of August 17,200 1 (3 C.F.R., 2001 Comp. 783 
(2002)), as extended most recently by the Notice of August 13,2009 (74 Fed. Reg. 41,325 (Aug. 
14,2009)), has continued the Regulations in effect under the International Emergency Economic 
Powers Act (50 U.S.C. $ 1701, et seq.). 

The alleged violations were committed between August 2004 and March 2007, prior to GE 
Bioscience's acquisition of Wave Biotech on April 16,2007. The charges attribute the described 
pre-acquisition actions to GE Bioscience because it is liable for the alleged violations as 
successor to Wave Biotech. 
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Number ("ECCN") 2B352 and controlled for chemical and biological weapons proliferation 
reasons, from the United States to India, Mexico, the People's Republic of China, Singapore and 
Taiwan without the Department of Commerce licenses required by Section 742.2 of the 
Regulations. In so doing, GE BioscienceIWave Biotech committed eight violations of Section 
764.2(a) of the Regulations. 

Charge 9 15 C.F.R. § 764.2(a) - Engaging in Prohibited Conduct by 
Reexporting to Israel Bioreactor Kits Without the Required License 

As described in greater detail in the attached Schedule of Violations, which is incorporated 
herein by reference, on or about March 9,2006, GE BioscienceIWave ~ i o t e c h ~  engaged in 
conduct prohibited by the Regulations by reexporting a bioreactor kit, an item subject to the 
Regulations, classified under ECCN 2B352, and controlled for chemical and biological weapons 
proliferation reasons, from Ireland to Israel without the Department of Commerce license 
required by Section 742.2 of the Regulations. In so doing, GE BioscienceIWave Biotech 
committed one violation of Section 764.2(a) of the Regulations. 

Accordingly, GE Bioscience is hereby notified that an administrative proceeding is instituted 
against it pursuant to Section 13(c) of the Act and 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 up to the greater of $250,000 per 
violation or twice the value of the transaction that is the basis of the ~iolation;~ 

Denial of export privileges; andlor 

Exclusion from practice before BIS. 

If GE Bioscience 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. $8 766.6 and 766.7. If GE Bioscience defaults, the Administrative Law Judge may find 
the charges alleged in this letter are true without a hearing or further notice to GE Bioscience. 
The Under Secretary of Commerce for Industry and Security may then impose up to the 
maximum penalty for the charges in this letter. 

GE Bioscience is further notified that it is entitled to an agency hearing on the record if it files a 
written demand for one with its answer. See 15 C.F.R. 3 766.6. GE Bioscience 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. $ 5  766.3(a) and 766.4. 

See note 3, supra. 

See International Emergency Economic Powers Enhancement Act of 2007, Pub. L. No. 1 10-96, 
121 Stat. 101 1 (2007). 
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The Regulations provide for settlement without a hearing. See 15 C.F.R. 5 766.18. Should GE 
Bioscience have a proposal to settle this case, GE Bioscience or its representative should 
transmit it to the attorney representing BIS named below. 

GE Bioscience is further notified that under the Small Business Regulatory Enforcement 
Flexibility Act, GE Bioscience may be eligible for assistance from the Office of the National 
Ombudsman of the Small Business Administration in this matter. To determine eligibility and 
get more information, please see: http://www.sba.gov/ombudsman~. 

The U.S. Coast Guard is providing administrative law judge services in connection with the 
matters set forth in this letter. Accordingly, GE Bioscience's answer must be filed in accordance 
with the instructions 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 GE Bioscience's answer must be served on BIS at the following address: 

Chief Counsel for Industry and Security 
Attention: Eric Clark, Esq. 
Room H-3839 
United States Department of Commerce 
14th Street and Constitution Avenue, N.W. 
Washington, D.C. 20230 

Eric Clark is the attorney representing BIS in this case; any communications that GE Bioscience 
may wish to have concerning this matter should occur through him. Mr. Clark may be contacted 
by telephone at (202) 482-530 1. 

Sincerely, 

John Sonderman 
Acting Director 
Office of Export Enforcement 
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Charge 
No. 

1 

2 

3 

4 

5 

6 

7 

8 

9 

Date of 
Export or 
Reexport 
811 812004 

311 012005 

3/25/2005 

511 212005 

113 112006 

313 112006 

12/1/2006 

3/27/2007 

31912006 

Destination 

Taiwan 

Singapore 

Singapore 

PRC 

Mexico 

India 

Taiwan 

PRC 

Israel 
(fiom Ireland) 

ECCN 

2B352 

2B352 

2B352 

2B352 

2B352 

2B352 

2B352 

2B352 

2B352 

Schedule of Violations 
Description of Commodity 

KIT5OEH 
(25 Liter Working Volume) 
KIT5OEH 
(25 Liter Working Volume) 
KIT5OEH 
(25 Liter Working Volume) 
KIT5OEH 
(25 Liter Working Volume) 
KIT5OEH 
(25 Liter Working Volume) 
KIT5OEH 
(25 Liter Working Volume) 
KIT5OEH 
(25 Liter Working Volume) 
KIT5OEH 
(25 Liter Working Volume) 
KIT5OEH 
(25 Liter Working Volume) 

Quantity 

1 

1 

1 

2 

2 

2 

3 

1 

1 

Value 

$2,000 

$2,500 

$2,500 

$5,000 

$5,000 

$5,000 

$6,000 

$2,125 

$1,750 

Violation 

15 C.F.R $764.2(a) 

15 C.F.R $764.2(a) 

15 C.F.R $764.2(a) 

15 C.F.R §764.2(a) 

15 C.F.R §764.2(a) 

15 C.F.R §764.2(a) 

15 C.F.R §764.2(a) 

15 C.F.R $764.2(a) 

15 C.F.R §764.2(a) 


