
Integrating Your IBC & IRB: Integrating Your IBC & IRB: 
Coordination & CollaborationCoordination & Collaboration



ObjectivesObjectives

Background about UK ResearchBackground about UK Research
Mission of the IBCMission of the IBC
Interaction with the IRBInteraction with the IRB
Timely Approvals of HGT TrialsTimely Approvals of HGT Trials



University of KentuckyUniversity of Kentucky

UK is #1 employer in Lexington, KYUK is #1 employer in Lexington, KY
Students: Students: 
26,64826,648
Faculty & Staff: Faculty & Staff: 
13,24713,247
Laboratory Space: Laboratory Space: 
1,321,271 sq. ft.1,321,271 sq. ft.



Research at UKResearch at UK

Total Research Funding for 2008: Total Research Funding for 2008: 
$294 million $294 million 
NIH: NIH: 
$88 million$88 million
NSF:NSF:
$18 million$18 million

USDA: USDA: 
$8 million$8 million



The IBC at UKThe IBC at UK

•• MedicineMedicine
•• AgricultureAgriculture
•• PharmacyPharmacy
•• DentistryDentistry

Colleges the IBC has worked with:Colleges the IBC has worked with:
•• Public HealthPublic Health
•• EngineeringEngineering
•• Arts & SciencesArts & Sciences
•• NursingNursing





NIH Mandate to Institutional NIH Mandate to Institutional 
Biosafety Committee (IBC)Biosafety Committee (IBC)

Section IVSection IV--A, IVA, IV--BB

Ensure rDNA research does not Ensure rDNA research does not 
endanger the safety of: endanger the safety of: 
••ResearchersResearchers
••Workers Workers 
••Research Subjects Research Subjects 
••Community Community 
••EnvironmentEnvironment



What if I donWhat if I don’’t register?t register?
Section ISection I--DD--22

Noncompliance may result in:Noncompliance may result in:
••Suspension, limitation or Suspension, limitation or 
termination of NIH fundstermination of NIH funds
for rDNA research at that for rDNA research at that 
institutioninstitution

••Requirement for prior NIH Requirement for prior NIH 
approval of any or all rDNA approval of any or all rDNA 
projects at that institutionprojects at that institution



UKUK’’s IBCs IBC
Section IVSection IV--BB--22

Registers all research involving:Registers all research involving:
•• Recombinant nucleic acidsRecombinant nucleic acids

DNA, RNADNA, RNA
NIH GuidelinesNIH Guidelines

•• Infectious agentsInfectious agents
UK MandateUK Mandate
HumansHumans
AnimalsAnimals
PlantsPlants
InsectsInsects



The IBC at UKThe IBC at UK
Issues from Issues from 

human gene transfer human gene transfer 

to field trials of transgenic plantsto field trials of transgenic plants



Assembling an IBCAssembling an IBC
Section IVSection IV--BB--22

Membership Membership 
•• No fewer than 6 individualsNo fewer than 6 individuals
•• Appropriate rDNA expertise Appropriate rDNA expertise 
collectivelycollectively

Medical Center: Microbiology, Medical Center: Microbiology, 
Biochemistry, Pediatrics/PhysiologyBiochemistry, Pediatrics/Physiology
Agriculture: Plant Pathology, Agronomy, Agriculture: Plant Pathology, Agronomy, 
Animal Science, Veterinary ScienceAnimal Science, Veterinary Science
Liberal Arts: BiologyLiberal Arts: Biology



Assembling an IBCAssembling an IBC
Section IVSection IV--BB--22

Membership Membership 
•• Laboratory technical staffLaboratory technical staff
•• Veterinarian from DLAR/IACUCVeterinarian from DLAR/IACUC
•• Ad hoc members as neededAd hoc members as needed

Blue mold expertBlue mold expert
Gene transferGene transfer
Infection controlInfection control
Field trialsField trials



Assembling an IBCAssembling an IBC
Section IVSection IV--BB--22

Membership Membership 
•• Expertise in assessment of risk to Expertise in assessment of risk to 
environment and public healthenvironment and public health

•• MD with expertise in Human Gene MD with expertise in Human Gene 
TransferTransfer

•• At least two members not affiliated At least two members not affiliated 
with the institutionwith the institution



Assembling an IBCAssembling an IBC
Section IVSection IV--BB--22

NonNon--institutional Members:institutional Members:
•• Representatives of community Representatives of community 
interests with respect to health and interests with respect to health and 
protection of the environmentprotection of the environment

•• Safety officer for the city/county Safety officer for the city/county 
school systemschool system

•• Equine veterinarian from area equine Equine veterinarian from area equine 
clinicclinic



UKUK’’s IBCs IBC

Three year termsThree year terms
Appointed by the UK PresidentAppointed by the UK President
Subcommittee of Subcommittee of ““Committee on Committee on 
Environmental Safety & HealthEnvironmental Safety & Health””
Does not formally report to Does not formally report to 
Research or ProvostResearch or Provost
•• They are the final They are the final ““clientclient””, however, however



UKUK’’s IBCs IBC

Meets monthly with lunch provided Meets monthly with lunch provided 
by Biological Safetyby Biological Safety
Applications, documents posted to Applications, documents posted to 
secure secure SharepointSharepoint IBC website the IBC website the 
week beforeweek before
Minutes kept by Biosafety staffMinutes kept by Biosafety staff
ByBy--laws periodically revisedlaws periodically revised



IBC ReviewIBC Review

Registration documents on Registration documents on 
Biosafety webpageBiosafety webpage

Biosafety staff Biosafety staff 
•• Reviews for completeness, consistencyReviews for completeness, consistency
•• May suggest changes to PIMay suggest changes to PI
•• Perform biosafety auditPerform biosafety audit
•• Research/document particular issuesResearch/document particular issues

i.e., 3i.e., 3rdrd generation retrogeneration retro--viral vectorsviral vectors

•• Coordinate with IRB & IACUCCoordinate with IRB & IACUC
Approval #Approval #’’s checkeds checked



UKUK’’s IBCs IBC

Three Primary ReviewersThree Primary Reviewers
•• All members can access IBC applicationsAll members can access IBC applications
•• 11oo reviewer assignments posted & ereviewer assignments posted & e--mailedmailed
•• 11oo review documents review documents 
•• 11oo reviewers present protocol/application to reviewers present protocol/application to 

full committeefull committee

Full committee discussesFull committee discusses
Consensus, voteConsensus, vote
•• Provisional approval, full approval, send Provisional approval, full approval, send 

back to PIback to PI



NIH OBA provides oversight, guidance, NIH OBA provides oversight, guidance, 
and resources for IBCsand resources for IBCs
•• Risk Assessment Risk Assessment 

•• Containment PracticesContainment Practices

RAC recommends (within 15 working RAC recommends (within 15 working 
days) whether protocol warrants indays) whether protocol warrants in--
depth review and public discussiondepth review and public discussion
•• Novel approach and/orNovel approach and/or
•• Significant scientific, safety, and/or ethical Significant scientific, safety, and/or ethical 

issueissue

IBCs and NIH OBAIBCs and NIH OBA
Section IVSection IV--CC--22



UKUK’’s IBCs IBC

Develops policies, then sends to Develops policies, then sends to 
CESHCESH
•• E.g., Minors in Research LaboratoriesE.g., Minors in Research Laboratories

Mandates onMandates on--line trainingline training
•• Bloodborne pathogensBloodborne pathogens
•• Biological safetyBiological safety

Requires participation Requires participation 
•• Autoclave verification programAutoclave verification program



IBC TrainingIBC Training
Section IVSection IV--BB--11--hh

Institution is required toInstitution is required to
provide IBC appropriate trainingprovide IBC appropriate training
•• Duties, aDuties, as defined by NIH guideliness defined by NIH guidelines

Section IVSection IV--BB--22
At UK:At UK:
•• Monthly & AnnualMonthly & Annual
•• Special topicsSpecial topics
•• Transgenic plant/seed containmentTransgenic plant/seed containment
•• NanoparticlesNanoparticles
•• Field tripsField trips



Research Red TapeResearch Red Tape



Challenges of HGT TrialsChallenges of HGT Trials

Smallest number of protocols/trialsSmallest number of protocols/trials
Most time consumingMost time consuming
Most complex and challengingMost complex and challenging
High profileHigh profile
Highest potential for media coverage Highest potential for media coverage 
(+/(+/--))
Not a typical Not a typical ““drug trialdrug trial””



Documents for IBC ReviewDocuments for IBC Review

IBC registration documentsIBC registration documents
Appendix M (NIH Guidelines)Appendix M (NIH Guidelines)
InvestigatorInvestigator’’s Brochures Brochure
RAC commentsRAC comments
Proposed consent formProposed consent form
Staff trainingStaff training
Patient education materialsPatient education materials
Infection control plan for trial at UKInfection control plan for trial at UK
Current UK SOPs for HGTCurrent UK SOPs for HGT
Approval letter from departmental Medical Approval letter from departmental Medical 
Review BoardReview Board



Risks to the patientRisks to the patient
Risks to health Risks to health 
care workers, care workers, 
community, or community, or 
environment environment 
Containment levelContainment level

HGT: Key Issues for IBC HGT: Key Issues for IBC 
ReviewReview

Appendix MAppendix M--IIII--BB--3, 43, 4



Infection control planInfection control plan
•• Personal Protective Equipment (PPE)Personal Protective Equipment (PPE)
•• Adequacies of facilities, SOPsAdequacies of facilities, SOPs
•• Locations in hospital, clinicLocations in hospital, clinic
•• DisinfectionDisinfection

Containment Risks

HGT: Key Issues for IBCHGT: Key Issues for IBC
ReviewReview

Appendix MAppendix M--IIII--BB--3, 43, 4



Adequacy of Training, ExperienceAdequacy of Training, Experience
•• PI, StaffPI, Staff
•• Training materialsTraining materials
•• DocumentationDocumentation

Trial DesignTrial Design
•• Appropriate safety monitoringAppropriate safety monitoring
•• Adequate duration of monitoringAdequate duration of monitoring

HGT: Key Issues for IBC HGT: Key Issues for IBC 
ReviewReview

Appendix MAppendix M--IIII--BB--55



Previous studiesPrevious studies

•• Cell cultureCell culture

•• Animal studiesAnimal studies

•• Human studiesHuman studies

HGT: Key Issues for IBC HGT: Key Issues for IBC 
ReviewReview

Appendix MAppendix M--IIII--BB--22



Informed consentInformed consent
•• Benefits not over emphasizedBenefits not over emphasized
•• Risks not minimizedRisks not minimized
•• Benefits to the patient (if any) Benefits to the patient (if any) 
•• Benefits to societyBenefits to society

Patient selection (minimize Patient selection (minimize 
risks, therapy warranted)risks, therapy warranted)
Adequate sample sizeAdequate sample size
Appropriate outcome measures Appropriate outcome measures 
Study designStudy design
•• Trial phaseTrial phase

HGT: Key Issues for HGT: Key Issues for IRBIRB
ReviewReview



Timely ApprovalsTimely Approvals

How long will it take to get approval How long will it take to get approval 
to enroll patients?to enroll patients?
•• Ideally: 2Ideally: 2--4 weeks4 weeks
Have we ever done it that fast?Have we ever done it that fast?
•• NONO
Everyone has to have the same Everyone has to have the same 
overall plan to obtain 2overall plan to obtain 2--4 week 4 week 
timetabletimetable



Or you can end up with this:



Timely ApprovalsTimely Approvals

TrainingTraining

CollaborationCollaboration

CommunicationCommunication

Appropriate Safety DataAppropriate Safety Data



Timely ApprovalsTimely Approvals

TrainingTraining
•• BSO trains BSO trains IRB staff, IRB staff, 

Clinical Research Clinical Research 
AssociatesAssociates

Key words to trigger a Key words to trigger a 
call to Biological Safetycall to Biological Safety
Basic concepts of what Basic concepts of what 
the IBC reviewsthe IBC reviews

•• IRB reviewersIRB reviewers
SubSub--group of IRBgroup of IRB



““Watch WordsWatch Words””
Call Biological Safety:Call Biological Safety:

Gene transferGene transfer
Gene therapyGene therapy
Recombinant nucleic acid (DNA, RNA)Recombinant nucleic acid (DNA, RNA)
Virus (adenovirus, retrovirus, Virus (adenovirus, retrovirus, 
vaccinia virus)vaccinia virus)
Live or attenuated vaccineLive or attenuated vaccine



Timely ApprovalsTimely Approvals

TrainingTraining
Assessing RiskAssessing Risk
••Cannot necessarily follow Cannot necessarily follow 
classical drug trial classical drug trial 
assessment criteriaassessment criteria

••Unpublished proprietary Unpublished proprietary 
datadata



Timely ApprovalsTimely Approvals

CollaborationCollaboration
•• IRB/IBC written SOP on IRB/IBC written SOP on 
coordination for HGTcoordination for HGT

IBC IBC →→IRBIRB→→ApprovalApproval

•• Joint IBC/IRB adverse Joint IBC/IRB adverse 
event reporting formevent reporting form



Timely ApprovalsTimely Approvals

CommunicationCommunication
•• IRB staff IRB staff 
•• IRB committee IRB committee 
membersmembers

•• PIPI
•• CRAsCRAs
•• RNsRNs
•• SponsorSponsor



After All the Approvals:After All the Approvals:

Serious, unanticipated Serious, unanticipated 
adverse events associated adverse events associated 
with gene transfer with gene transfer 
reported to IBCreported to IBC

Reviewed annuallyReviewed annually
•• Same documents to IRB & IBCSame documents to IRB & IBC



Lessons LearnedLessons Learned

Administration of effective Administration of effective 
IBC is a hybrid between IBC is a hybrid between 
cheerleadingcheerleading



Lessons LearnedLessons Learned

AndAnd



A team 
effort is a 
lot of 
people 
doing 
what I 
say:  
NOT!!!



Questions???Questions???



Contact InfoContact Info
Marcia Finucane, MS, CBSPMarcia Finucane, MS, CBSP

Biological Safety OfficerBiological Safety Officer
Responsible OfficialResponsible Official
505 Oldham Avenue505 Oldham Avenue
Lexington, KY  40502Lexington, KY  40502

mfinu2@uky.edumfinu2@uky.edu
859859--257257--10491049


