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FIGURE 12 IRB Review Times

e Mean

95% Confidence Invertval

Number of Days
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to Review to to Review to Exempt
by the Approval by the Approval Determintation
Convened by the Expedited by the
IRB Convened Procedure Expedited
IRB Procedure

FIGURE 12: Review times were reported as the time from submission of the
protocol to the IRB office to review by the convened IRB; review by an IRB
member using the expedited procedure; or review resulting in an exemption
determination.




Resources, Audits, Deviations, and
Complaints

TABLE 1  IRB Staffing and Funding Levels

All . $787,372

1-100 . . $266,510

101-500 . $325,404

501-1,000 : $655,602

1,001-2,000 . $892,045

2,001-4,000 . $1,632,680

4,001-6,000 . $2,760,639
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Risk of Drug/Device

* Drug: by Discovery

* Device: by Design

—S1gnificant risk device

—Non-Significant risk device



Total lives lost per year
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How hazardous 1s health care?
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Note: both dimensions are logarithmic scales)T = :RiihEl & BAIE
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Common Rule -
Minimal risk vs. Greater than minimal risk & %8 &%
Children : = #8J& % (45 CFR 46.406 )

Minimal risk
Minor 1increase over minimal risk
Greater than minimal risk

NBACZZ 3 1RBs

AR R A BT E > BATHRA TR R R
AR Sl

CFR = Code of Federation Regulation

NBAC = National Bioethics Advisory Commission



Categories of Risk
J & 5 4%

<& Categ()ry 1 - ﬂr:;‘g /J N EL Fﬁ‘ Minimal Risk
& Category 9 - ﬁi&ﬁ‘?’i /J N ELFXAK' ¢ {_E_/{;"i Fﬁﬁ: L,»s % 'J %:1
¢ Category 3 -#2i@ i/ MNAK & BEF 5 - 127 fE3¥

ho¥t S-Jo g o) T AR

& Categ()ry 4 - R % Ak % é&{ﬁﬁ 7}% @'i? Jpa %J'”};E A Z

R BERRIBANERER -




e R TV

fEr 8¢
c T RMMEREE TR AREREZS -
R &

« R2AIRB# F(IRBEHRITHKZ/NE)

« RBHH R EXEH  REAFABRLE > &
LB E TR ZARZIEBIBEREREL T A °

« IRBREZ ®@EM(RIRE)AHRA > BB BB -

c BT RAMMEBETEHR T E > HEMEXIRB > M
B 7 IRBE 350N R AL 2oy HIE -




TABLE 2 Number of Internal Audits Conducted by Organizations within
the Past Year

Max 308 946




