Human Studies Subcommittee (IRB)
VA New Jersey Healthcare System
DVA New Jersey Health Care System ¢ 385 Tremont Avenue ¢ East Orange, NJ 07018

Committee Review Statistics
01/01/2005 - 12/31/2005

Notification 100
Acknowledged 3
Approved 95
Disapproved 1
None Required 1
Items Reviewed 182

Other 4
Acknowledged 1
Approved 3
Items Reviewed 10

Investigator's Brochure Update 24
Acknowledged 4
Approved 20
Items Reviewed 46

Study Closure 54 \
Approved 53
Disapproved 1
Items Reviewed 215

Continuing Review 116 \
Acknowledged 1
Approved 99
Deferred 4
Disapproved 8
Tabled 4
Items Reviewed 1,391

Amendment 124 \
Approved 118
Deferred 2
None Required 1
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Tabled 3
Items Reviewed 1,029
Follow-up/Monitoring 26 \
Approved 19
Disapproved 3
Tabled 4
Items Reviewed 102
Previously Tabled Protocol 10 \
Approved 9
Deferred 1
Items Reviewed 82
Previously Tabled Amendment 3
Acknowledged 1
Approved 2
Items Reviewed 6
Previously Tabled Continuing Review 1 \
Approved 1
Items Reviewed 3
Advertisement 1 \
Approved 1
Items Reviewed 3
Safety Supplement Update 2 \
Approved 1
None Required 1
Items Reviewed 11
SAE Report - VA/On-Site 78
Acknowledged 41
Approved 10
Deferred 3
None Required 24
Items Reviewed 133
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SAE Report - Sponsor/Off-Site 171
Acknowledged 134
Approved 6
Deferred 1
None Required 30
Items Reviewed 220

Initial Review 55 \
Approved 44
Deferred 2
None Required 1
Tabled 8
Items Reviewed 1,287

HIPAA COMPLIANCE 2
Approved 2
Items Reviewed 3

Expedited Review Referred to Full Board 2
Approved 1
Deferred 1
Items Reviewed 12

HSS Meetings (01/01/2005 - 12/31/2005): 24
Total Review Events: 773

Approved: 484

Disapproved: 13

No Action Taken: 0

Tabled: 19

Total Items Reviewed: 4,735
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