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Steps to Apply for Accreditation

Self-Assessment

( )

Review HRPP
Using
Evaluation
Instrument

Modify HRPP
to Meet

AAHRPP

Standards

Application

Section A:
Application Form

Section B:
Overview of HRPP

Section C:

Element-by Element Index
to Supporting Documents

Section D:
Supporting Documents

Section E:
IRB Roster(s)

Section F:
Minutes and
Correspondence

Section G:

List of Active Protocols

Section H:
Key Personnel

at Step 1

Submitted
> and Step 2

Submitted
> at Step 2

Evaluate
policies and
procedures

l

Evaluate
practice
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Some Mistakes to Avoid (1)

There is a healthy tension between the IRB and

the investigator community.

Worrisome indicators:

e Investigators love the IRB and never find
themselves in conflict with the IRB.

e« The IRB consistently completes reviews
within the i1nvestigators’ time requirements.

e Too much investigator satisfaction with the
IRB and too little friction with the IRB.

- IRBEWIFEEIRRERE

47 Source: AAHRPP,
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Some Mistakes to Avoid (2)

HRPP constantly evaluating itself and
improving

« |RB Chairs and members evaluated regularly

« |RB staff evaluated regularly

« Adequacy of resources evaluated regularly

« |RB policies reviewed/updated regularly

* Minutes, other IRB records, and consent documents evaluated regularly
» Investigators’ perception of IRB evaluated regularly

Site visitor thinks.. BHIEREE R#F?

e They are complacent

e Unshakable belief that “we are OK”

 People assume that past problems are permanently
solved

e Lack of follow-through for unglamorous,
repetitive tasks 48 Source: AAHRPP,

modified At FEHR



Some Mistakes to Avoid (3)

Institutional Official reports

Clear policies and procedures to ensure that any of the following
determinations of the IRB are promptly reported to OHRP (and FDA and
NIH Institute, as indicated):

« Unanticipated problems involving risk

 Serious or continuing non-compliance

« Suspension or termination of a study

Site visitor thinks.. BOAIZSE » FEAEAE LER ?
e Is there an institutional reluctance to report?

e Do other offices (e.g., Legal, Compliance, Dean,
etc.) have the authority to suppress mandatory
reporting actions?

e Are there euphemisms for “suspension” created to
evade mandatory reporting? Source: AAHRPP,

modified A% FEHR
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