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Overview of Presentation

WHAT IS TIHE INSTITUTIONAL REVIEW BOARD
(IRB)?

WHOIS ON THE IRB?

WHATF ISSUES MUSHF BE'CONSIDEREDIIIN
HUMAN SUBJECT RESEARCH PROTECTION?

WHAT IS THE PROCESS FOR' APPROVAL?




Why: Does NITTF Have an IRB
and What Does It Do?



Purpose of IRB

Pretection off the rghts e hitman
supjects in NIl -aifiliated researnch
studies

s Review! all research activities doene by,

INUITF faculty, stafifi, and/or students with
Rbman subjects
Research located on campus
Done; in' collaboration with) ether universities
Funded andfnon-funded

MYTH: The IRB is only concerned with medical or drug testing.




Covered Activities

According| to the, United States” Deparrtment: ofi
IHealth andl Human: Services:

[HUman Subiects are living Individuals about
WHOmM| anl InVestigator conducting researeh
ebtains (1) data frem an intervention or

Interaction withrthe individual, or (2)ridentifiable
INfOrMation.

MYTH: IRB approval is only needed if sensitive information is collected.

Research is defined as systematic investigation,
INCltiding research development, testingland

evaltiation, designed to develops or contribute to
new: knewledge.

MYTH: IRB approval is needed for all data collection with humans.



Activities That Do Not: Reguire
IRB Review

Student class evaltiations! tor provide
INStructor fieedback

Satisifaction surveys torguide
administrative decisions

Marketing| eutreachrterguide
development of university: materials




Value of IRB for Researchers

An extra set of “eyes” to ensure
RUmMan subjects: protection: are
considered

Collaboration; between IRBrand PIs

Reseurce for faculty’ andl students

s Development of policies and educational
materials




Whoris on the IRB?



IRB' Membership

A Minimum of' 5 Membersiwith' Varying Backgrounds
Appointed by the Senior VP for' Researchiand Development

= NJIT Faculty andl Staff;
llara Alvarez, Biomedical Engineering
RoxannerHiltz, Information; Systems
Maxine: Kahn, Sponsored! Researchr Administration
Judithr Shefit, Ofifice off Research and Development
Laurent Simen, Chemical Engineering
Brian Tierney, University: Counsel

s Faculty at Other Institutions
Phylis Peterman, Rutgersi— Newark

s Community Members
Ashutesh Sharma,, Vyiteris, Inc.

s Outside Consultants (as needed)




What: Dees the IRB Consider
When Making Decisions?
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Guiding Ethical Principles

Respect!for Persons
Censent, Privacy, Confidentiality

Beneficence
Risks Versus Benefits

Justice
EqUIty.

Belmont Report, 1979 s




Criteria for Approval

Risks te Subjects are Minimized &
Reasenable;

x Definition off Minimal Risk:

Tihe prebability’and magnitude of harm or discomiiort
anticipated in the research are Noet greater In and of
themselves firom! these ordinarily: encountered! in: daily: life
Or during the periormance; ofi reutine physical or
psychielogicall examination ox tests.

s Minimal Risks Expedited ReVIew! @ memben

a More than Minimal Risk: Full ReView! Entire committee)
The IRB decides what can be expedited and what needs full review . s




Criteria for Approval

Selection off Subjects is Equitable.

s Stricter’ standards are noet Impoesed on
Certain greups ol people.

s [Individuals know! hew! and Wiy they:
WEere selecteds




Criteria for Approval

Informed Consent: off SUDJects s
Obtained.

s [nformed consent IS the voluntary,
choice; off anl individual to participate in
eseanch.

MUust understandl itS purposes;

PrOcedUres; risks, Denefits,
compensation, alternatives, etc.

Must get assent of children.




The Consent Process

Subjects must sign a consent ferm.  The infermation
contained in the consent formi must:

Make clear that the activity Invelves| research and
describe the overall experience that will be encountered;

Explain the procedures), Including any: pasts that are
experimental (e.g., a new: drug, extra tests, separate
ieéSearchi records, or flipping a: coini for randem
assignment);

Identify the total number of study’ participants;




The Consent Process

Include; the expected! lengths of time; It will take for study.
Visits or scheduled procedures, as wWell' as, the total
expected! length of participation;

Infierm’ participants that participation may: be
discontinued! at any: time without penalty’ or less of
Penefits fox refusing ter participate o discontinting

PartiCIipation.

[DIsclese Whether participation| IS going torbe either
aNONYMOUS or confidentials

Anonymous - Data that is recorded such that no identifier whatsoever exists to
link  ar subject’s identity to their response.

: If participants are not asked their names, research is anonymous.

Confidential - There exists a documented link between| a subject’s
identity and his/her response in the research.




Criteria for Approval

Safiety: off Subjects is Monitored.
= MUSt have; procedures fer handling

IS Or Unintended

adverse effec

CONSEQUENCES.

s MUust dectiment the training ofall
research stafi In these procedures.




Criteria for Approval

Privacy and Confidentiality’ are Protected:

s Study records are kept in' allocked file
cabinet.

s Study records do; not have participantsy
names; but Use research identification
AUMETS.

s Names ofi subjectsiare not included! in study.
FEPOFKLS.

s Pheto releases are obtained Iif Necessary.

s Glidelines for web-based surveyingl are
fellowed.




Criteria for Approval

Additional Safieguards are Implementealior
Vulnerable; Pepulations: (Children), priSeners;
WOMER WO are pregnant, persons with
cognitive; Impairments or' those Who; are
economically er'educationally’ disadvantaged).




Students are Vulnerable Subjects

There isian Inherent Power Differential Between Students and
Faculty:

Students Should Not Be Used Just as They are Convenient.

Additienal Safeguards Needed:

s Research faculty sheuld not use current students.

s Students must be' 18 years old.
Base grades points cannot be used! as INCERtIVES.
Limits are placed on'use; off extral credit as Incentives.
Research or extra credit must: bel related to course content.
Alternate; assignments must be availablerand equivalent.
Participation; sheuld not be graded.

Researchers should consult NJI'T IRB! Guidelines for Using
Studentsias Subjects (11/07/06).




What'is the Process; fior Getting
Appreval?
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Important

Must contact the IRBfand get: approval
BEFORE RUManI subjects” research
begins (Incltding pretesting)

s [he IRB may Impact protocels and/or

forms! sorder not want te walt till' they: are
finalized or printed

Must allow: ample time fior process

s FUll reviews) only’ occur once per month
and may. take several meetings




[Helpfiulite consult IRB prier'te
completing, the application

Expedites, review: time
Reduces need for revisions
Reduces miscommunications




Application: Process

Getapplication materals from Website to
make sure using current ferms.

Faculty must: be co-Plsi (for expedited
ieviews) or PIs for research (for fiull
[EeVIEWS).

s [Faculty contact information must be listed on
consent: form.

= [Faculty: must submit documentation that
supervising| students.




Application: Process

All'members ofi the researnch team must sign
CORMICt oF Interest statements.

= Do not get incentives fer subject recruitment: or
study outcomes.

Do not have substantiall financial investment in
drugs, preducts; etc., Whichrmay. Interfiere with

judgment.




Application: Process

IHUMan subjects” protection training| is
ieguired for all members; of the research
team.

s Office for HumanResearchi Protection (OHRP) at

s Researchers must keepr copies of thelr training
certificates.

IRBf applications’ must: contain consent
forms, advertising materials, questionnalres
OF SUKrVeys.




What'is My Respoensibility: Once
My Research is Approved?



Investigator Respensipilities

All Prejects;are Approved fior One; Year

m Can be Renewed — Must Eill Out Contintation
Application and Self-Audit

Cannoet Change: Forms) or Pretocols witheut IRB
Approval

Must Comply: with All Approved: Protocols

Musti Notify: IRBWhenResearch Completed

Must Notify: IRB' iff Adverse Conseguences O



THANK YOU

Questions; andl ANSWErs




