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UT Southwestern HRPP Timeline

Since 2016
AAHRPP App
Submitted
f“““e‘%ﬂ Dr. Peterson
| & ¥ Onboard RSM Office
Allow AAHRPP AAIH-VIR;{P 'P 1 Est.
External Application Accredited
IRB Submitted ccredite
Rellince 1 New A AHRI'JP I?e-
Leadership accre(“ihelhtoatlon
f‘“’ Full @%19“ ‘
e elRB
HRPP Dept. elRB LITE Reg Support Redesign
Established R Office Est. begins
CTSA
v Awarded

Initial
Accreditation

-QAM Est.
-P&P Manual v
l AAHRPP Site
OHRP Audit Visit

UT Southwestern
Medical Center



Human Research Institutional Official
Eric Peterson, MD, MPH

Vice Provost, Senior Associate Dean of Clinical Research, and VP Health System Research

Office of Clinical Research
Bhanu Pappu, PhD

Associate VP, Clinical Research

Human Research Protection Program
Rhonda Oilepo, MS, CIP, CHRC, CHPC

Assistant VP, Human Research Administration

U\ AN /

UTSouthwestern
Medical Center



HRPP Departmental Offices

| : -

IRB Office

— Research Review

—  Privacy Board
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Regulatory Support
Department and Monitoring
(RSM)

Administration

Federal Reporting

Agreements

Recordkeeping

Quality Assurance &
Monitoring (QAM)

Regulatory Support
Office (RSO)

HRPP Fees
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CRC Education
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Study Monitoring

<

FDA Audits

<

4

IRB Quality

FDA Submissions
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IRB Metrics:

Available on the HRPP

website
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Human Research Protection Program
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Number of New Study Approvals 2019 - 2023
(Calendar Year)

184 183 192 180 177 174

2021 2022

= Fxempt ™= Expedited ™ Full Board - Decision ™= Reliance Total
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IRB Metrics — Turnaround time 2019-2023

Exempt New Studies Expedited New Studies
Median Turnaournd in Calendar Days Median Turnaournd in Calendar Days
(Submission to Final Approval (Submission to Final Approval)
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QAM Visits by Type
Calendar Year 2023 (n=101)
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Observations by Deficiency Category
Calendar Year 2023

Informed Consent

m Compliance with Policies/Regulations
Protocol Compliance

M Regulatory Documents (GCP)

m Source Documentation (GCP/ALCOA)
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FDA Inspection Assistance in 2023

One FDA Inspection (2 studies reviewed)

oStudy 1:

o Outcome: FDA Form 483 with VAI
Recommendations

oStudy 2:

o Outcome: No findings
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RSO Metrics

. ‘
>
5

f\

UT Southwestern
Medical Center



Metrics — Regulatory Support

linicalTrials.gov Support by Type
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Research
Matters
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Feedback Surveys \
Completed

Calendar Year 2023 i \

(n=167) '
—
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What are we doing well?

]

Information Sharing Training and Education Quality of Presentations
and Materials

\
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What can we do better?

-

Communication Improvement Technology and System Enhancement
Respond timely to emails Website
Communicate required study changes clearly Forms
elRB System
A UT Southwestern

Medical Center




Study Startup - Ql Project
Supported by CTSA, Office of Clinical Research

HRPP/IRB

SAER

SPA

Standardize processes

LA

Improve
Communication

Goal:

Study Process Map Identified .
Startup .
Minimize Handoffs
.
.
o*
e Develop resources/guidance
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Challenges, Changes,
and Accomplishments
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Challenges
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2023 Challenges

fiif - -

STAFF VACANCIES STUDY BACKLOG DECREASED IRB
TURNAROUND TIMES

24 UT Southwestern
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2023 IRB Backlog

Pre-Review

Schedule IRB Review

. Exempt Review Research
. Full Board
Approve Research
‘ Expedited . ‘ ‘

« Approved Studies ‘ ‘
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Personnel Changes

Office & Staffing Changes

Kimberly Mapes

Director, Regulatory Support and Monitoring
(new office)

Erik Soliz

IRB Manager
(new position)

Hend Nadim

HRPP Program Manager - Expedited
(Replaced Chuck Akers retired)

Regulatory Manali Thakkar
Su pport & HRPP Program Manager - Full Board

. . Qua|ity (Replaced Kimberly Mapes promoted)
Monitoring

(RSM)

Regulatory
Support
Office

Assurance

Monitoring Tara Garcia

HRPP Program Manager - Full Board
(new position)

Sandra Morones
Clinical Research Educator
Moved to OCR

(still affiliated with HRPP)

Raj Varadarajan

Regulatory Scientist

Moved to Pediatrics — Gene Therapy
(no longer with HRPP)

UT Southwestern
Medical Center
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2023 Accomplishments

Key Achievements

Decreased Non-Committee

Turnaround
Restructured IRB Office
Exempt 12 days (Nov ‘23)
Expedited 20 Days (Nov ‘23)

Cleared IRB Backlog

Hired Advarra (short term)
Cleared >370 minimal risk submissions

Study Initiation Reviews (QAM)

Early QA review of studies
June 2023

FDA Inspection - IRB CRC Foundations Course

No findings Courses, videos, handbook
February 2023 July 2023
UT Southwestern
Medical Center




J Clinical Research Education — Feedback

“...there was no clear training plan or format,
| was trained by the person who was retiring
but she was ill equipt to ensure all necessary
training was advised...”

“...the training was laid out in an
understandable fashion and
continued to build on the foundation
of the original courses. It was great
to see repeating information that
would jog my memory because it
helped me with progressing toward
more knowledge in latter courses”.

“...in the interest of uniformity, this
training should be mandatory for
everyone involved in research, no matter
how long they have been on staff”

“While this training was
very informative and
helpful, | could have used it
much earlier in my time

here.”

“...a condensed version
of the take home points
for each module that
can be saved for future
reference would be
excellent”

“There should be hands
on training/classes
available when needed.”

“There should be a lead contact person who
has experience in clinical research who can
help with questions, concerns or percept new
employees and others when help is needed”

wwestern
Medical Center
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Consent Template Generator

Supported by CTSA



Consent Template Generator
Linked to 37 Fields in eIRB @

X —

Signature

Block(s) P

[e]

Cost and
Compensation

-

Return of
Results

Drugs/
Devices

CoC, GDPR

i

Study Title,
Pl, Sites,
COl, etc. 01

03 04

02 05

06

Consent TEMPLATE




S|l Database

Supported by CTSA



Sponsor-
Investigator
Database

Tracking,
Notifications &
Reporting

®r@r@>®

ClinicalTrials.gov

Updates from
clinicaltrials.gov

FDA IND/IDE

Updates from FDA
NexGen Portal

Updates from elRB

Notifications

Sent to Pl when action
is required

Si
Database

Accurate/Current Data

Receive status of
clinicaltrials.gov
requirements automatically

Improve Compliance

Status of FDA submissions
easily tracked

Synchronize Data

Integrate IRB approval
status with FDA and CT.gov

Pl support

Reminders assist Pls to
comply with requirements

UT Southwestern
Medical Center
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*Coming Soon*

Summer 2024 elRB system redesign

FEATURE FEATURE

Auto-generated letters for
NHR Projects (form Y1)

37



REDCap Part 11



REDCap 21 CFR
Part 11
Certification

fEDCa

Research Electronic Data Capture

P

This Photo by Unknown Author is licensed under CC BY-SA-NC

FDA Requirement

Collection and storage
electronic data
e Not certified for electronic

signatures (e.g., informed
consent)

Requires additional
training by study
teams



https://guides.uflib.ufl.edu/datamanagement/tools
https://creativecommons.org/licenses/by-nc-sa/3.0/

IMed Consent



iMed Consent
= Epic-housed application

= Allows for electronic consenting of

patients

= HIPAA compliant

ALY | =21 CFR Part 11 Compliant

- g(\o.\\)‘ o = Captures electronic signatures

IR = Signed informed consent immediately

stored in participant’s Epic medical record

» Point-of-care and mobile sign capabilities

41

UT Southwestern
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Clinical Research Coordinator
Education and Events

Supported by CTSA




Clinical Research Coordinator Workforce Development

Clinical Research Foundations,
Skilled, Advanced Courses

Researcher Handbook

Videos

Comprehensive website

UT Southwestern
Medical Center




Clinical Research Coordinator Workforce Development

Annual Research Professionals

Day
e :
ducation Monthly Lectures

Social Events

Networking Awards

UT Southwestern
Medical Center



Clinical Research Coordinator Workforce Development

Identify and assign mentorship
pairs

Education Monthly meetings
Training for mentors

Support for participants

etworking

UT Southwestern
Medical Center



Clinical Research Coordinator Workforce Development

Paired with a more senior
coordinator

Hands-on training exercises

Education
Gain real-world experience

Real-world examples

on
Training

UT Southwestern
Medical Center



CRC Mentorship Program

Clinical Research Foundations Mentoring Program
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Locate the Schegule of Events in one of the mentee’s study Dr\ﬂv:vls g i
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Updated February 20, 20 tee is not assizned o any current studies that have a Schedule of Events,

Time and Events Schedule (Schedule of Procedures) f
Single A ing Dose, First-time-in-human (FTIH), IND-e
Phase 1/Phase I Clinical Study Protocol (Clinical Pharmacology £

WL Protected Health Information (PHI) Review
PHI is often defined as different things by
differant sources. Some sources mistakenly

V. Schedule Next Meeting and doumload Module 3

A\117+  Activity booklet for each module

" Schedle the next mesting for Module #3 now before tis meeting ends. We recommend!
- Da/XX i of PH a5 st et et e, e v 310 ot you o et P 1 s anenout o e
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information. According to this secton, hesith information means any information, including —
genetic informarion, whetner oral or recorded in any form or medium, that s ereated or elpful Resources:

Tecencd G eoth creprovide heats plan, publ ealn outhr, emglor e st For tips on completing your assignad modules within CIT| and/or aecitional information regarsing
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Urine Drug Te
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information
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Foons Progianay Tos o ot informai . for cinical researchers
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etW O r I n g 3 February 20, 2024 14 information has become  protected _hea

Now that you have a better understanding of the terms, quiz yourselfl

+ I someone records data in a UTSW EDC system while reviewing individually
identifiable health information in the Parkiand EMR system, is this now considered
PHIZ(TorF)

+ 153 report containing the number of HIV cases in the state of Alaska an exsmple of
PHIZ(TorF)
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2024 Initiatives

Consent Template
Generator

iMed Consent

REDCap Part 11

CRC Education and Events

Decrease in Study Startup
Times
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Medical Center




Have ideas for future
Research Matters topics?

@IIIID—

Let us know!

HRPP@UTSouthwestern.edu



mailto:HRPP@UTSouthwestern.edu

Thank you!

 We'd love to hear your feedback. We
invite you to provide your evaluation of
Research Matters and of the Human
Research Protection Program.

* Visit:
https://ais.swmed.edu/redcap/surveys/?s
=3PRJFCFJJW

UT Southwestern
Medical Center
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