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Oversight for Human Research

e Office of Human Research Protection
(OHRP)

 FDA

e New York State


http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm
http://caselaw.lp.findlaw.com/scripts/getcode.pl?frame=right2&code=NY&ls=claws&law=91&art=94

OHRP

o Reviews institutional campliance with
federal regulations governing the
proetection of human subjects in HHS-
sponsoered research (=30,000 protocols)

o Evaluates all'written substantive
allegations or indications of
nencompliance with the HHS
fegulations



IRB Members

o At least five members, with varying
packgrounds

o Sufficiently qualified through the

experience, expertise and diversity of
its members

o At least one member whose primary.
CONCEerns are in scientific areas, whose
primary cencerns are in henscientific
areas, unaffiliated with rnstitution



Criteria for Approval

Risks to subjects are minimized

Risks to suljects are reasenable in
relation to anticipated benefits

Selection of subjects Iis equitable

Informed consent Is sought and
documented

Adeguate provision for menitering data
and protecting privacy/confidentiality:



Required Elements of Informed
Consent

o Statement that the study invelves
fesearch, an explanation of the
puUrposes of the research and the
expected duration of the subject's
participation, a description of the
precedures to be followed, and
identification ofi any procedures which
are experimental




Reguired Elements....

Foreseeable risks or discomforts
Benefits to the sulbject or to others
Appropriate alternative procedures

Extent to which confidentiality will be
maintainead

Whether any compensation or treatments are
avallable If Injury eeccurs

Whom to contact

Statement that participation Is voeluntary,
refusall to participate will invelve no penalty
or less of benefits



Waiver of Consent

The research Involves no more than minimal
risk to the subjects;

TThe waiver or alteration will' not adversely
affiect the rights and welfare of the subjects;

TThe research could not practicably be carried
out witheut the waiver or alteration; and

Whenever appropriate, the subjects willi be
provided withi additienal pertinent
Information after participation.



Waiver of Documentation of Consent

o The only record linking the subject and
research would be the consent document
and the principal risk would be potential
harm resulting| frem a breach of
confidentialityy OR

o e research presents no more than minimal
risk of harm to subjects and Invelves no
procedures for which written consent Is
normally reguired outside of the research
context.



Additional Protections For...

o Pregnant Wemen,, Human Fetuses and
Neonates

e Prisoners
e Children



Examples off Exculpatory.
Language

o By agreeing to this use, you shoeuld
Understand that you will give up: all
claim to persenal benefit from
commercial or other use of these

substances
o | walive any possibility off compensation

for Injuries that | may receive as a
result of participation In this research



Examples off Acceptable
Language

o By consenting to participate, you
authorize the use of your boedily fluids
and tissue samples for the research

described above

o This hospital Is not able to offer
financiallcompensation nor te abksorb
the costs off medical treatment should
you be injured as a result of
participating in this research



Reguired Training--CUMC

o GCP
o HIPAA
o Research invelving children



Certificate of Confidentiality

o SO that researcher Is net compelled in
any Federal, State, or local civil,
ciiminal, administrative, legislative, or
other proceedings to Identify research
participants

o |ssued by NIH (only after IRB approval)



Finding Funding

Processing

Contracts & Grants B
Research Administration System

CV :M6ES
Administration

Help Me 0
phones, forms, fags, policles W,r




Levels of IRB Review

o Full' Board
o EXpedited
o Exempt



Expedited Review

o Review by IRB Chair or a designated
Voting member or group of veting
members, rather than by the entire IRB
Committee. Federal rules permit
expedited review for certain kinds of
fesearch Invelving ne moere than
minimall risk and fer minor changes In
approved research.



Expeditable Criterion 1.

o Clinical studies of drugs and medical
devices when

— Research on drugs fer which an
Investigational new drug application (IND)
IS not required.

— Research on medical devices fior which (1)
an investigational device exemption (IDE)
IS not required; or (1) the medical device Is
cleared/approved fior marketing and the
device Is being used In accordance with Its
cleared/approved labeling.



Expeditable Criteria 2-4

o Collection ofi blood samples by finger stick,
heel stick, ear stick, or venipuncture.

o Prospective collection of bielogical
Specimens for research purposes by
noninvasive means.

o Collection of data through noninvasive
procedures (not invelving general anesthesia
or sedation) reutinely employed: in clinical
practice, excluding procedures involving X-
ray’s or microwaves.



Expeditable Criteria 5-7

* Researnch invelving materials that have been
collected, or will be collected solely fion
nonresearch purposes.

» Collection of data from voice, video, digital,
or Image recordings made for research
PUrPOSES.

e Research on individual or group
characteristics or behavier or research
emploeying survey, interview, oral history,
flocus group, program evaluatlon Auman
factors evaluation;, or guality assurance
methodology.
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