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Research Matters Housekeeping
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If you have any questions, Sessions are recorded. Attendance certificates will be We want to hear from you!

please type them in the Q&A. Recording and documents will se.nt to thf)se wh.o logged in Provide feedback by visiting:
be posted to the Research with a valid email address
Matters website, under Training (signed in and joined through

and Resources. Teams).

If you do not receive a
certificate, email
HRPP@UTSouthwestern.edu
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https://www.utsouthwestern.edu/research/hrpp/training/research-matters.html
https://www.utsouthwestern.edu/research/hrpp/training/research-matters.html
mailto:HRPP@utsouthwestern.edu

Agenda

* HRPP Department Updates

 Institutional Review Board (IRB) Office, Meyad Bird, Director of Institution Review Board

« “Consent Observations” presented by Scott Meyers, BS
« “State of the HRPP"” presented by Rhonda Oilepo, MS, CIP, CHRC, CHPC

* Open Q&A Session

UT Southwestern
Medical Center
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UTSouthwestern
Recruitment Materials and Compensation Medical Center

 Compensation may be included on recruitment materials; however, the IRB may
determine that the amount should not be disclosed on the advertisement.

* |RB Considerations on when it may not be best to include the amount on the
recruitment materials include:
* When compensation is different in each group a protocol
 When displaying compensation amounts is not in the best interest of the
population being researched

* When there may be a high dollar compensation where is not a clear
explanation of procedures



Reliance studies can be submitted before external UTSouthwestern
IRB approval Medical Center

* Allows for early on some
ancillary reviews

* Early performance site
access




Use of NCI CIRB/NMDP/TrialNet Studies

UT Southwestern
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Submit study to eIRB IRB pre-review Pending ancillary Study Returned in elRB
Any local context information conducted reviews and External to IRB Office

required by the reviewing IRB Work with research team to IRB approval e After external IRB approval
must be completed by IRB get study in “accepted” state Study will be returned with and ancillary approvals are in

staff
note to only return when place

external IRB approval and *|RB Office will re-review to

ancillary approvals are in place ensure no other changes
affect IRB Acceptance

Study ACCEPTED by IRB

office




Use of WCG/Advarra Commercial IRBs

UT Southwestern
Medical Center

Clearance to submit
to elRB

o After

received or if
affiliate sites are involved
clearance to submit occurs
after receipt of

Reliance Request

submitted

and the

* Not required for Children’s Health

IRB pre-review
conducted
Work with research team

to get study in “accepted”
state

Pending ancillary
reviews and External
IRB approval

Study will be returned with
note to only return when
external IRB approval and
ancillary approvals are in

place

Study Returned in
elRB to IRB Office

. After external IRB
approval and ancillary
approvals are in place

IRB Office will re-
review to ensure no
other changes affect

IRB Acceptance

Study ACCEPTED by

IRB office




Reliance on all Other External IRBs

UT Southwestern

Medical Center

Reliance Request
submitted

Clearance to submit
to elRB

o After
received by research
team
e|mportant to ensure UTSW IRB
has received entire Reliance
package from External IRB
*Reliance Package = Reliance
agreement & Local context form
(aka, protocol specific document)
from reviewing IRB

IRB pre-review
conducted
Work with research team

to get study in “accepted”
state

Pending ancillary
reviews and External
IRB approval

Study will be returned
with note to only return
when external IRB
approval and ancillary
approvals are in place

Study Returned in
elRB to IRB Office

After external IRB
approval and ancillary
approvals are in place

IRB Office will re-
review to ensure no
other changes affect

IRB Acceptance

Study ACCEPTED by
IRB office
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