
   
   

 
   
   

   

  

     

 

      

         

             

            

 

          

               

              

   

            

         

              

UNITED STATESDISTRICT COURT
SOUTHERN DISTRICT OF FLORIDA

CASE NO.
18U.S.C.j371
18U.S.C.j981(a)(1)(C)

UM TED STATES OF AM ERICA

V.

ANG ELA M ARIA GIRON,

Defendant.

/

INFORM ATION

TheUnitedStatesAttorneychargesthat:

GENERAL ALLEGATIONS

AtalltimesrelevanttothisInformation:

1. Clinical investigations,also known as clinical trials,were research studies

conductedonvoltmtaryhlzmansubjectsdesignedtoanswerspecitk questionsaboutthesafetyor

effectivenessofnew drugs.Drugdevelopers,ortGsponsors,''initiatedandtookresponsibilityfor

clinicaltrials.

TheUnitedStatesFoodandDrugAdministration(1TDA'')wasresponsiblefor

ensuring thatdrtzgs intended forhtlm an use were safe and effective. The FDA relied on the

tnzthfnlnessandacctlracyoftheresultsofclinicaltrialstomakeregulatorydecisionsaboutthe

approvalofnew drugs.

Beforebeginningaclinicaltrial,sponsorswererequiredtoprovidetheFDA with

extensive information regarding the proposed trial,including a detailed investigationalplan

knownasaçEstudyprotocol.''Thestudyprotocoldescribed,amongotherthings,theeligibilityand
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exclusioncriteriaforsmdysubjectselection,schedulesoftestsandprocedures,druganddosage

regimens,adescriptionofobservationsandmeaslzrementstobemadetofulfilltheclinicaltrial's

objectives,thelengthofthestudy,andthehealthoutcomestobemeasuredbythestudy.Clinical

tzialswererequiredtobeconductedaccordingtothestudyprotocol,aswellasanyapplicablelaws

andFDA regulations.

4. Sponsorsgenerallyretainedcontractresearchorgnnizations(C(CROs'')tooversee

andmanagevadousaspectsofclinicaltrials. Sponsorsand CROstypically contracted with

multipletrialsitestoperform clinicaltrials.Undersuchanarrangement,eachindividualclinical

trialsitewasresponsibleforidentifyingandscreeningsttldysubjects,enslzdngthesubjectsmet

eligibilitycriteria,ezlrollingthem intotheclinicaltrial,perfonningtheclinicaltrial,gatheringdata,

andreportingthedatatothesponsorand/orCRO,inaccordancewiththestudyprotocol.

5. Sponsorsgenerallycontractedwiththird-partycompaniestomanagethesttldydata

system,processthesttzdydatasubmittedbytheclinicaltrialsites,andtotrack,sendtoandreceive

from theclinicaltrialsitesthestudymedications.Sponsorsalsogenerallycontradedwiththird-

partylaboratoriestoreceive,test,andanalyzesamplesobtainedfrom subjectsthatweresentby

theclinicaltrialsitestothelaboratodes.

6. AnlnstitutionalReview Bordwasanorganizationformallydesignatedtomonitor

andreview aclinicaltrialthroughoutitscomse.AnInstitutionalReview Boardhadtheauthority

toreview,requiremodilcationsto,ordisapproveresearch.

7. Each clinicaltrialsite had a clinicalinvestigator,also known asa principal

investigator.Theclinicalinvestigatorwastheindividualresponsibleforconductingtheclinical

investigationatthatclinicaltrialsiteandenstlringthatthecliicaltrialwasconductedaccording

tothestudyprotocolandincompliancewithallapplicableFDA regulations.Responsibilitiesof

theclinicalinvestigatorincludedpersonallyconductingorsupervisingtheclinicaltrial,including
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allrequirementsregardingthequaliscationofthesubjects;obtaininginformedconsentfrom

subjects;dispensingstudymedication;collectingandreportingdata;reportingadverseevents;and

enslzringthatallemployeesworldngonthestudymetthosesnmeobligations.

8. Theclini'ca1investigatoralsowasrequired,byregulation,toprepareandmaintain

recordsrelating to clinicaltrials. Theserecords,known asçtcasehistories,''included adequate

recordsofthedispositionofthestudydrug,includingdatesandquantitiesofdrugsdispensedto

subjects;irlfonnedconsentformsandmedicalrecordsforeachsubjectparticipatingintheclinical

trial;andrecordsofa11observationsandotherdatapertinenttotheinvestigationforeachsubject

adm inistered anexperim entaldrug.Theclirlicalinvestigatorhadtheauthority to delegatecertain

responsibilitiestoclinicaltrialsitestaffworkingontheclinicaltrial.

9. TheFDA had theauthority to inspectaclinicalinvestigatorto ensurethatthe

clirlicalinvestigatorwascomplyingwitha1lapplicablelawsandregulationsinconductingclinical

trials.TheFDA'Sinspectionauthorityincludedtheauthoritytoreview caseMstoriesandother

recordsmaintainedbytheclinicalinvestigator.

10. A clinicalinvestigatorprovidedtothesponsorand/ortheCRO informationabout

eachsubjectscreenedforandemolledinthesmdy,indudinghisorhermedicalhistoty,laboratov

results,andreactiontothedrugtmderstudy.Thesponsorthenprovidedtheinformationtothe

FDA foritsuseinevaluatingwhetherthedrugwassafeandeffectiveandshouldbeapprovedfor

itsintendeduse.

TheDefendantand theCo-conspirators

11. AMBResearchCenter,lnc.(ûGAMBResearchCenter'')wasamedicalcliniclocated

inM inmi,Floddathatconductedcli/caltrialsofnew drdgsforphnnnaceuticalcompnniesandother

SPOnSOrS.
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12. DefendantANGELA M ARIA GIRON wasaresidentofM iami,Floridaandwas

theclinicalinvestigatorfortheCDAD clinicaltrial.

Co-conspirator1wasaresidentofM iami,Flodda.Co-conspirator1wastheco-

ownerofAM B ResearchCenterandservedasitsVice-president/Director,P
.
residentD irector,lead

smdycoordinator,clinicalresearchcoordinator,andstudycoordinator.

14. Co-conspirator2wasaresidentofM inmi,Florida.Co-conspirator2wastheco-

owner of AM B Research Center and served as itsVice-president/Director,clinicalresearch

coordinator,andstudycoordinator.

15. Co-conspirator3wasaresidentofM inmi,Florida.Co-conspirator3 served as

recruitinganddataentryspecialist,sitemanager,andphnnnacistatAM B ResearchCenter.

TheClinicalTrial

16. Co-conspirator 1,Co-conspirator 2,and Co-conspirator 3 conducted various

clinicalttialson behalfofsponsorsand CROslocated throughoutthe United StatesatAMB

ResearchCenter.

In oraround M arch 2016,AM B Research Centerwas contracted to condud a

clinicaltrialdesignedtoevaluatethesafetyandeffkacyofan investigationaldrugintendedto

treatpersonswithClostridillm diftkile-associateddiarrhea.

18. PriortobeginningtheCDAD clinicaltrial,Co-conspirator1,onbehalfofAM B

Research Center,entered into attclirlicalTrialAgreement''with the CRO and sponsor.The

ClinicalTrialAgreem entrequired,nm ongotherthings,thatAM B Research Centerconductthe

CDAD dinicaltrialinstrictaccordancewiththeClinicalTrialAgreementandstudyprotocol.The

ClirlicalTzialAgreementalso required AMB Research Centerand any persons or entities

4
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performing servicesonitsbehalftoactinaccordanceandcompliancewithallapplicableFDA

regulations.

TheClinicalTrialAgreementrequiredAM B Research Centertoobtaininformed

consentf'rom subjectstoparticipateintheCDAD clinicaltrial,andtonotifytheCRO,sponsor,

andInstimtionalReview Boardinm itingofanydeviationsfrom thestudyprotocolandtoreview

a11casereportformsandcasehistoriesforaccmacyandcompleteness.

20. Thestudyprotocolrequiredsubjectstomeetcertaineligibilitycriteriatobeemolled

intheCDAD clinicaltrial.Forexample,amongotherthings,thesttzdyprotocolreqtliredsubjects

tohaveadiagnosisofmild-moderateorsevere CDAD;firstocc= enceorfirstrecurrenceof

CDAD withinthreemonthsofenrollmentand diarrheawithin 24holzrspriorto enrollment;a

positiveClostridillm dix ciletestandstooltestfrom thesnmestoolsnmplecollectednomorethan

72 holzrspriorto enrollment;and signed written irlformed consentformsbefore any study-

mandatedprocedlzrecouldbeconducted.

21. Thesttldyprotocplcontainedexclusioncdteriathatprollibitedinvestigationalstaff

sitemembersortheirrelativesfrom participatingintheCDAD clirlicaltrial.

22. The smdy protocolrequired each subjectto be assigned a lmique subject

identification mlmber. The clinicalinvestigator/delegate was required to keep a subject

identifkationcodelistshowingthesubject'snsme,dateofbirth,address,oranyotherlocally

acceptedidentifiers.
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23. ThestudyprotocolrequiredsubjectsparticipatingintheCDAD clinicaltrialto

completeastooldiary,aCDAD DaysymsProQuestionnaire,aquestipzmaireentitledçGW ork

ProductandActivitylmpairment:CDAD,''andasmdydrugjournal.Thesubjectswererequired

toprovidethetwocompletedquestiormaires,stooldiary,andstudydrugjournaltoAMBResearch

Center,from whichAM B ResearchCenterwasrequiredtoenterthedataintheappropriatestudy

database.

24. The ClinicalTrialAgreementbetween AMB Research Center,the CRO,and

sponsorincludedabudgetandscheduleofpaymentsthesponsorwouldpayAM BResearchCenter

perenrolledsubject,providedthatAMBResearchCenter'sserviceswereproperlyperformedin

accordancewiththestudyprotocolandtheClinicalTrialAgreement.Thescheduleofpayments

intheClinicalTrialAgreementincluded each informed consent,exnmination,procedure,test,

CDAD questionnaire,officevisit,interview,orothereventrequiredlmderthestudyprotocol,in

additionto otherfeesand conditionalprocedures.TheClinicalTrialAgreementalso included

paymentsthesponsorwouldpayAMBResearchCenterforscreenfailedsubjectsfoundineligible

toparticipateintheCDAD dinicaltrial,includingapplicablevisitfeesperformedinaccordalwe

withthestudyprotocol.TheCliicalTrialAgreementrequiredthatAM B ResearchCenternotbe

paidforsubjectswhowereenrolledwithoutaproperlyexecutedconsentform andwhodidnot

meeteligibilityandexclusioncriteria.

25. TheClinicalTrialAgreementandstudym otocolrequiredAM B ReserchCenter,

intllrn,topayindividualsubjectsfortravelcostsnottoexceed$120.00peremolledsubjectin

accordancewith thestudyprotocolscheduled visit. Reimblzrsementforsubjecttravelcosts

exceeding$120.00requiredptiorwrittenapprovalfrom theCRO orsponsor.

26. TheClinicalTrialAgreementprovidedforsubjectstipend/compensationtobepaid

toAM B ResearchCenteronaquarterlyb:sisbasedoncompletedvisits.PtlrsuanttotheClinical

6
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TrialAgreement,AM B ReserchCenterwasrequiredtupromptlyrefundtotheCRO anypatient

stipend/compensationpaidbytheCRO toAM B ResearchCenterthatwasnotacmallypaidtothe

subject.

TheClinicalTdalAgreementrequiredAM B ResearchCentertoberesponsiblefor

compensatingallotherentitiesandindividualsinvolvedinconductingthestudy.

COUNT I
Conspiracy

(18U.S.C.j371)

TheGeneralAllegationssectionoftllisIntbnnationisre-allegedandincorporated

asthoughfullysetforthherein.

2. Beginning in orarotmd September2015,and continuing atleastthrough in or

arotmdMarch2018,inM iami-DadeCounty,intheSouthernDistrictofFloddaandelsewhere,the

defendant,

ANGELA M ARIA GIRON,

didwillfully,thatis,withtheintenttofurthertheobjedoftheconspiracy,andknowinglyeombine,

conspire,confederate,andagreewithCo-conspirator1,Co-conspirator2,Co-Conspirator3,and

othersktlownandImknowntotheUnitedStatesAttorney,tocommitanoffenseagainsttheUnited

States,thatis:toknowingly,andwiththeintenttodefraud,deviseandintendtodeviseascheme

and artificeto defraud and to obtain money and property by meansofmaterially false and

fraudulentpretenses,represenGtions,andpromises,knowingthatthepretenses,representations
,

andpromiseswerefalseandfraudulentwhenmade,and,forthepurposeofexecutingthescheme

andartitke,didtransmitandcausetobetransmitted,bymeansofwirecommunicationininterstate

andforeigncommerce,certainm itings,signs,signals,pictures,andsounds,inviolationofTitle

18,UnitedStatesCode,Section1343.
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PURPOSE OFTHE CONSPIM CY

ItwmsthepurposeoftheconspiracyforANGELA M ARIA GIRON andherco-
d

conspiratorstollnlawfully emichthemselvesby,nmongotherthings:(a)secudngcontractsto

conducttheCDAD clinicaltdal;(b)fabricatingandfalsifyingdoclzments,studydata,andother

itemsrelatedtotheCDAD clinicaltrialtoobtainpaymentsandinflatethepaymentsdueandowing

toANGELA M ARIA GIRON andherco-conspiratorslmdertheClinicalTrialAgreement;(c)

receiving payment for the CDAD clinicaltrialby maldng material false and fraudulent

representations;mld(d)usingthefraudulentlyobtainedftmdsforthedefendant'spersonaluseand

benetk,theuseandbenefk ofothers,andtofurthertheconspiracy.

M ANNER AND M EANSOF TIIE CONSPM CY

Themannerandmeansbywhich ANGELA M ARIA GIRON and herco-conspirators

soughttoaccomplishtheobjectandpurposeoftheconspiracy,nmongothers,thefollowing:

4. ANGELA M ARIA GIRON andherco-conspiratorscreatedfalseandfraudulent

study subjectsusing the personalidentitkation information ofnon-smdy participants and

othem iseineligibleindividuals,andsubmitledtheinformationassociatedwiththepurportedstudy

subjectstotheCDAD clinicaltrialdatabasesystemsinordertoinducetheCRO,adingonbehalf

ofthesponsor,tom akepaymentstoAM B Research Centertowhichitwasnotentitled.

5. ln orderto preventthe sponsor,the CRO,and the FDA from lenrning that

ANGELA M ARI'A GIRON andherco-conspiratorscreated falseand âaudulentdataforthe

CDAD clinicaltrialandsubmittedfalseandfraudulentdatatotheCDAD cliniealtdaldatabase

system s,ANGELA M ARIA GIRON andherco-conspiratorscreatedfalseandgaudulentcase

Mstories,laboratorytests,andsubjectstudydocumentsofthepurportedstudysubjectstomakeit

appearthatthesubjectshad,nmongotherthings,satisfiedtheeligibilitycdteriatoparticipatein

8
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theCDAD clinicaltrial,signedinformedconsentformsinthepresenceofANGELA M ARIA

GIRON toparticipateintheCDAD clinicaltrial,signedinformedconsentformsinthepresence

ofthe clinical investigator to participate in the CDAD clinicaltrial,received a physical

received and had taken the study medication,exnmination,provided laboratory samples,

completedthehandwrittenquestiormaires,studydnlgjotmlals,andstool dinries,andreceived

paymentforvisitstoAMB ResearchCenteraspartoftheCDAD clinicaltrial.

6. AN GELA M ARIA GIRON and her co-conspirators falsely and fraudulently

represented thatANGELA M ARIA GIR ON obtained inform ed consent9om a11purported

subjects,asrequiredbythesttzdyprotocol,tobeincludedintheCDAD clinicaltrial.

7. AspartoftheirefforttoconcealthefactthatAM BResearchCenterfalsifiedsttzdy

data,Co-conspirator1sentandreceivedemailsonbehalfofAM B ResearchCenterregardingthe

CDAD clinicaltrial.

8. Asaresultofthefalseand fraudulentmisrepresentationsmadeby ANGELA

MARIA GIRON andherco-conspirators,theCRO,actingonbehal?ofthesponsor,paidAMB

ResearchCentertoconducttheCDAD clinicaltrial.Thereafter,M GELA M ARIA GIRON and

herco-conspiratorsusedthefundsfortheirpersonaluseandbenefit,theuseandbenefitofothers,

andtofurthertheconspiracy.

9. Toinducethesponsorand/ortheCRO toenterintoaClilzicalTrialAgreementwith

andmovidemoneytoANGELA M ARIA GIRON andherco-conspirators,ANGELA M ARIA

GIRON andherco-conspiratorsmadeandcausedotherstomakentlmerousmateriallyfalseand

fraudulentstatementstothesponsor,theCRO,and/ortheFDA.

OVERT ACTS

Infurtheranceoftheconspiracy,andtoaccomplish,theobjectandpurposethereof,atleast

oneofthefollowingacts,amongothers,werecommittedintheSouthernDistrictofFlorida,and

9
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elsewhere,byatleastoneco-conspirator:

1. ANGELA M ARIA GIRON and Co-conspirator1 signed aletterdatedM ay 7,

2017,addressed to the Institutional Review Board,which contained false and âaudulent

misrepresentations,includingthatANGELA M ARIA GIRON waspresentfora11subjects'

informedconsentandgaveeachsubjectthetimetounderstand,read,andresolveanyquestions

priortosigningtheinformedconsentform.

OnM ay 8,2017,Co-conspirator1emailedthatlettertotheInstitutionalReview

BoardaydcopiedANGELA M ARIA GIRON.

OnOctober2,2017,Co-conspirator1sentanelectronicmailcommtmicationto an

employeeoftheCRO requestingAM B ResearchCenter'sfinalCDAD clinicaltrialsitepaymçnt

wlzichwasbasedonandincludedpaymentsforsubjectswhodidnotparticipateintheCDAD

clinicaltrialincompliancewiththesmdyprotocol.

A11inviolationofTitle18,UnitedStatesCode,Section371.

FORFEITURE
(18U.S.C.j981(a)(1)(C))

Theallegationsofthislnformationareherebyre-allegedandbytbisreferencefully

incorporatedhereinforthepurposeofallegingcriminalforfeituretotheUnitedStatesofAmerica

ofcertainpropertyinwhichthedefendant,ANGELA M ARIA GIRON,hasaninterest.

2. Uponconviction ofaviolation ofTitle18,Ulzited StatesCode,Section 371,as

alleged in thisInformation,the defendantshallforfeitto theUnited StatesofAmedca,any

property,realorpersonal,wlzichconstitutes,orisderivedf'rom proceedst'raceabletosuchoffense

plzrsuanttoTitle18,UrlitedStatesCode,Section981(a)(1)(C).

3. Thepropertysubjecttoforfeitlzreasaresultoftheallegedoffenseincludes,butis

notlimitedto,astlm ofmoneyequalinvaluetothetotalnmountofproceedsthedefendantderived

10
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from theoffenseandfundsinvolvedinorderivedfrom theallegedoffense,andmaybesoughtas

aforfeituremoneyjudgment.

4. Ifanyofthepropertysubjecttoforfeitlzre,asaresultofanyactoromissionofthe

defendant:

a. cnnnotbelocatedupontheexerciseôfduediligence;

b. hmsbeentransferredorsoldto,ordepositedwith,athirdperson;

hasbeenplacedbeyondthejtlrisdictionoftheCourt;

hasbeensubstantiallydimizlishedinvalue;or

hasbeen commingled with otherproperty which cannotbe subdivided without
diffculty,

theUnhedStatesshallbeentitledtotheforfeitmeofsubstitmepropertyundertheprovisionsof

Title21,UnitedStatesCode,Sedion853(1$.

UnitedStatesCode,Section981(a)(1)(C),andtheprocedtzres

forthatTitle21,UnitedStatesCode,Section853,a incorpo tedbyTitle28,U ' StatesCod

Y X ' *

AN ANTONIO GO ALEZ
TED STATESA ORNEY

AllpursuanttoTitle 18,

GUSTAV W .ELDER
DHG CTOR
U.S.DEPARTSG NT OFAJSX CE
CON SUSG R PROTECTION BRANCH

-0
KARI, -DEE CLARK
JESSICA C.HARVEY
TRIAT.AU ORNEYS
U.S.DEPARTX NT OFJUSTICE
CONSUW RPROTECTION BRANCH

11
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UM TED STATESOF AM ERICA

V.

ANGELA M ARIA GIRON,

/
Defendant.

CourtDivision(selectone)
Z Miami L KeyW est Q FTP
L.FTL L W PB

IJNITED STATESDISTRICT COURT
SOUTHERN DISTRICT OF FLORIDA

CASE NO.:

CERTIFICATE OF TIUAL ATTORNEY *

SupersedingCaseInform ation:

New Defendantts)(YesorNo)
NumberofNew Defendants
TotalnumberofNew Counts

1doherebycertifythat:
1. 1havecarefullyconsideredtheallegationsoftheindictment,thenumberofdefendants,thenumberofprobable

wimessesandthelegalcomplexitiesoftheIndictment/lnformationattachedhereto.

Iam awarethattheinformationsuppliedonthisstatementwillberelieduponbytheJudgesofthisCourtinsetting
theircalendarsandschedulingcriminaltrialsunderthemandateoftheSpeedyTrialAct,Title28U.S.C.j3161.

3 lnterpreter:(YesorNo)YeS
Listlanguageand/ordialect:Spanish

4. Thiscasewilltake 0 daysforthepartiestotl'y.

Pleasecheckappropriatecategoryandtypeofoffenselistedbelow:
(Checkonlyone) (Checkonlyone)
l Z 0to 5days EIPetty
11 L 6to10days L'M inor
Il1 L 11to20days LiM isdemeanor
IV 121to60days E!Felony
V Q'61daysandover

6. HasthiscasebeenpreviouslyfiledinthisDistrictCourt?(YesorNo)No
lfyes,Judge CaseNo.
Hasacomplaintbeenfiledinthismatter?(YesorNo)No
Ifyes,M agistrateCaseNo.

B. DoesthiscaserelatetoapreviouslyfiledmatterinthisDistrictCourt?(YesorNo)Yes
lfyes,JudgeMoore CaseNo. 22-20431-CR (SEALED)

9. Defendantts)infederalcustodyasof
10. Defendantts)instatecustodyasof
11. Rule20from the Districtof
12. lsthisapotentialdeathpenaltycase?(YesorNo)No
13. Doesthiscaseoriginatefrom amatterpendingintheNorthernRegionoftheU.S.Attorney'sOffice

priortoAugust8,2014(Mag.JudgeShaniekMaynard?(YesorNo)No
14. Doesthiscaseoriginatefrom amatterpendingintheCentralRegionoftheU.S.Attorney'sOffice

priortoOctober3,2019(Mag.JudgeJaredStrauss?(YesorNolNo

tzBy:
KARLA-DEE CLARK
DOJTrialAttorney
CourtID No. A5502714
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UNITED STATES DISTRICT COURT
SOUTHERN DINTRICT OF FLORIDA

PENALTY SHEET

Defendant'sNam e: ANGELA M ARIA G IRON

CaseNo: '

Count#:

Title18.UnitedStatesCode.Section371 .

Conspiracy
*M ax.Term ofIm prisonm ent: 5years
*MandatoryMin.Term ofImprisonment(ifapplicable): N/A
*M ax.Supervised Release: 3years
*M ax.Fine: $250,000ortwicethegrossgainorlossfrom theoffense

frRefersonlytopossibleterm ofincarceration,supervisedreleaseandllnes. Itdoesnotinclude
restitutiom specialassessments,paroleterms,orforfeituresthatmaybeapplicable.
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A0455(Rev.01/09)WaiverofanIndictment

U NITED STATESD ISTRICT COURT
forthe

SouthernDistrictofFlorida

UnitedStatesofAmerica
CaseNo.

AngelaMaria Giron,

Depndant

W AIVER OF AN INDICTM ENT

1understandthatIhavebeenaccusedofUneormoreoffensespunishablebyimprisonmentformorethan0ne
year.lwasadvisedinopencoullofmyrightsandthenatureoftheproposedchargesagainstme.

Afterreceivingthisadvice,1waivemyrighttoprosecutionbyindictmentandconsenttoprosecutionby
information.

Defendant'ssignature

Signatureofdefendant'sattorney

Printednameofdefendant'.çattorney

Judge'ssignature

Judge'sprintednameandtitle
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