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Topics for this presentation

m History and ethical principles

m Which activities need IRB review?
mDifferent types of IRB review

m What is the IRB looking for?

mE Common mistakes




What 1s an IRB
(Institutional Review Board)?



Research Abuses and the Creation
of Research Ethics Codes

The Belmont Report (1979)
mRespect for Persons
mBeneficence

mJustice In distributing burdens and benefits



==
Human Subjects Regulations 45 CFR 46

m Criteria for IRB approval of research
m Informed consent will be obtained and documented
m Risks are minimized

= Risks are reasonable in relation to anticipated
benefits

= Protect privacy and confidentiality

= Provisions for monitoring of data to ensure safety
= Extra protections for vulnerable populations

m Selection of subjects is equitable




What needs IRB review?

Is It research?

mResearch Is “a systematic
Investigation designed to develop or
contribute to generalizable
knowledge”
= Program evaluations and QA/QI activities?
mn GUIDANCE: Is it Research?




What needs IRB review?

Is it research with human subjects?

B Human subject is “an individual about whom
a researcher obtains

mdata through interaction or intervention
and/or

mprivate, identifiable information”




If something 1s “research with
human subjects™...

mExempt - No IRB review — minimal risk

m Expedited IRB review — minimal risk

m|RB review by the convened board (“full
board review”) — greater than minimal risk




* If something is “research with
human subjects™...

Minimal Risk — probability and
magnitude of harm or discomfort
anticipated are not greater than those
ordinarily encountered In daily life or
during the performance of routine physical
or psychological examinations or tests




If something is “research with
human subjects™...

Exempt Status

m Six categories of methods

m Surveys, interviews, educational tests,
observations of public behavior

m At UW: a seventh category of exemption
= No federal funding

= Benign interventions, interactions, observations
with adults

m Research has to be minimal risk




If something is “research with
human subjects™...

Expedited IRB review

mDone by one “designated” reviewer
mSeven categories of methods

mResearch has to be minimal risk



If something is “research with
human subjects™...

Full Board IRB Review

m Composition of IRB
= at least 5 voting members
= varying backgrounds (race, gender, culture)
m appropriate expertise
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What the IRB wants to know

mFrom the subject’s perspective:
mFirst contact/recruitment
m Consent process
mStudy procedures
m Follow up

m How you will store and protect data
and/or specimens



Vulnerable Populations

mPregnant women, fetuses, and neonates
mPrisoners

m Children

m Mentally disabled persons

m Cognitive impairment

m Economically or educationally
disadvantaged persons
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After the Initial Approval

mRenew approval (usually annually)

m Get approval for changes to study
(modification)

mReport problems

m Close study when finished



Common Mistakes!

m Incomplete applications (ex. Didn’t provide
consent form or left questions blank)

m Not enough info about procedures
m Using too much technical jargon

m Not planning ahead - leave enough time for review
m Exempt 1-2 weeks
m Expedited 4-6 weeks
m Full board > 6 weeks
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IRB Review at UW

Zipline electronic IRB system will
be rolled out to Global Health
starting on June 15,2016

http://www.washington.edu/research/hsd/zipline/



http://www.washington.edu/research/hsd/zipline/

m Document management system
m Zipline Smart Forms
= IRB Protocol

m Associated study documents (consent, recruitment,
instruments)
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* How to apply?
= ZIPLINE APPLICATION IRB Protocol

mZIPLINE APPLICATION IRB Protocol, No contact
with subjects
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For questions or to sign
up for HSD’s email
newsletter:

hsdinfo@uw.edu

Amanda Guyton aguyton7@uw.edu
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