RDRC Review Process

.

PI submits protocol to
EHRS

v

EHRS reviews and
evaluates protocols

Expedited Review Process
e Dose <20 mrem EDE or extenuating
circumstances and;
e Standard radiological procedure and,;
e Nota2l CFR 361.1 protocol

v

Appendix A

RDRC Review Process
e Dose > 20 mrem EDE, and/or;
e 21 CFR 361.1 protocol

v

After EHRS review, comments are

sent to Pl

Appropriate revisions are made
by the PI and submited to EHRS

and IRB
v

EHRS sends approval letter to

No Approval Needed
Administration of radiation is for routine clinical
management of patients
No RDRC approval needed

v

Protocol is added to the meeting agenda. Agenda
and protocols are given to RDRC members one
week before meeting

v

RDRC votes for one of the following:
1. Approve unconditionally

IRB and PI
v

Protocol is added to the meeting
agenda and a summary of the protocol

2. Approve conditionally <

3. Defer

4. Disapprove \

X A

Approve Approve conditionally — Defer — protocol is put Disapprove
unconditionally — protocol is put on-hold and on-hold and EHRS
EHRS sends EHRS forwards RDRC’s forwards RDRC’s
approval letter to comments to Pl comments to PI
IRB and PI v *

is presented at meeting

v

RDRC formally approves
protocol at meeting

Appropriate revisions are
made by the Pl and
submitted to EHRS and

IRB
v

EHRS sends approval letter
to IRB and PI

Appropriate revisions
are made by the Pl and
submitted to EHRS
and IRB

v

Revisions are
presented at next
meeting and protocol
is voted on again




