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Recently updated Clinlcal Research SOPs:3

« UCH-OCR-REV-SOP-002-Submission Process for UC Health Research Approval

« UCH-OCR-OPS-SOP-018-Coverage Analysis and Research Encounter Form Submission Process for Human Subjects
Research at UC Health

All OCR SOPs are accessible at the following link.
And from the UC Health intranet home page utilizing the Policy Portal Search function
or reach out to the Office of Clinical Research with any questions or concerns.


https://secure.compliance360.com/ext/6K8aGacElpl4CcacGU7G4A==
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Virtual UC RPAC Researcher Inito Session

Come learn about the newly forming UC Research Participant Advisory Council (UC RPAC)! The UC RPAC will serve
as a free (through the CCTST) tool for researchers to receive invaluable participant/community feedback about their
research — from design to dissemination. At the info session, we’ll discuss:

What is a Research Participant Advisory Council (RPAC)?
How would it benefit your research?
How can you get involved?

The info session will be on April 22, 2024 from 3 - 4pm on Microsoft Teams.
RSVP: https://forms.gle/Cb4UoV25XPS5vQ2w8
Teams link: Join the meeting now
Meeting ID: 243 794 393 310
Passcode: xy5dxc

Contact Mo Kelly for more information: Kelly3amu@ucmail.uc.edu or (513) 400-4024



https://urldefense.com/v3/__https:/forms.gle/Cb4UoV25XPS5vQ2w8__;!!Ga0q2A!nHiPmK5f3uvsviHV5NdHZlLL9GkijqvbXCYNpR3Cw2gedfxrRzzJx4DIAY5xOAcCooO9fED6SpcLpzv7I9CCYg$
https://urldefense.com/v3/__https:/teams.microsoft.com/l/meetup-join/19*3ameeting_ODAwYWMzZTUtM2Q4MC00YjAyLWFlMTMtYWNiYjgzMGQ5ZmE4*40thread.v2/0?context=*7b*22Tid*22*3a*22f5222e6c-5fc6-48eb-8f03-73db18203b63*22*2c*22Oid*22*3a*222c9fa2f3-8d2a-4bef-9d2f-4797b73f4c11*22*7d__;JSUlJSUlJSUlJSUlJSUl!!Ga0q2A!nHiPmK5f3uvsviHV5NdHZlLL9GkijqvbXCYNpR3Cw2gedfxrRzzJx4DIAY5xOAcCooO9fED6SpcLpzui2VnRVg$
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UC / UC Health
Clinical Research Orientation and Training
(CRO&T)

Thursdens June 13%, 2024}
900 am = S300 B
IN] PERSON presentaiticon

MISE Reoem G054
The last day of registration is

Friday, June 7th, 2024

Reglister Here

Please reach out to Nate Harris,
harrisnlQucmail.uc.edu for any questions
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Today’s Presentations

BMI RAP Subsystem Overvi
BMI RAP Subsystem Overview
Discover how the BMI RAP Subsystem bridges the gap between the UC IRB RAP system and the UC Health Clinical Trials website. With this tool,

accessing and managing your study details becomes easier and more user-friendly. You can also easily publish or unpublish your study with just a
few clicks.

Jason Keller, MS

Associate Director, Data Services
UC Center for Health Informatics
Department of Biomedical Informatics



& BIOMEDICAL INFORMATICS

BMI RAP Subsystem
- Overview -

Jason Keller, MS
Associate Director, Informatics Services

UC Center for Health Informatics

Jason.Keller@uc.edu

April 18, 2024
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CHI Services

Need UC Health patient data or custom IT solutions for your research data?

Whether you're looking to collect it, clean it, query it, visualize it, explore it, analyze it or mine it - CHI's team of IT professionals and data scientists can
help.

Use the menu to the left to browse our services, or request a general consultation if you're not sure what you need.

POPULAR SERVICES

TriNetX TriMetX is an intuitive, elegant, and fast system for querying UC Health's Epic data holdings. TriNetX can define approximate patient cohort availability
. User defined by clinical criteria such as diagnoses, demographics, dlinical procedures, [ab results, and medications. These gueries can be used for feasibility,
8 CHI Terms of Service Account participant accrual, hypothesis generation, or defining  clinical data extract. TriNetX queries can be mediated by CHI or, with training, conducted
Creation directly by investigators. If TriNet{ does not have the detailed elements requirad, we will escalate the request to a search within Epic. (See 'Study

[8) CHI Data Use Agreement i
A £ Feasibility directly from Epic’)

General Discuss with CHI about your data, technology development, or data analysis needs. We have Epic-certified analysts, application developers and data

Consult scientists on staff. along with closely aligned data science faculty. From study design, to designing ways for more effective utilization of bichealth data.
to enhancing your grant submissions, our integrated group in Biomedical Informatics can help enhancing your bichealth data science. If you are 2
student, we can provide certain subsidized services, see Terms of Service.

Study TriMetX is an intuitive, elegant, and fast system for gquerying UC Health's Epic data holdings. TriNetX can define approximate patient cohort availability
Feasibility defined by clinical criteria such as diagnoses, demographics, dinical procedures, lab resuits, and medications. These gueries can used for feasibility,
using participant accrual, hypothesis generation, or defining a clinical data extract. TriNetX queries can be mediated by CHI or, with training, conducted
TriNetX directly by investigators. If TriNetd does not have the detailed elements requirad, we will escalate the request to a search within Epic. (See 'Study

Feasibility directly from Epic’)

Clinical CHI can provide fully identified data sets from UC Health's Epic Electronic Health System and other clinical systems for research use. Fully identified
Data data sefs can include HIPAA identifiers that reguires an approved IRB protocol.

Extractions:

FULLY

Identified

— Data Sets

ﬁ Data for Data-intensive grants increasingly require demonstrated expertise in data scence and robust data analysis plans. CHI can increase competitiveness of
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Design Problem

* The new IRB RAP system (~2018) does not have the capability to process and display
studies on the public website for participant recruitment and informational purposes.

* Very limited fields in RAP data export

* Study teams need access to manage their studies

* Studies need to be categorized to improve findability on the public website.
 Different systems with different login credentials

/I

o
N j‘> http:// %

Incompatihi Incompaﬂhle\
Legacy ePAS Datastore RAP Data store UC Health Data store
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DESIGN

Design Solution

* Create a user-friendly intermediate system that would allow study teams:

o Access and manage their studies
o Display and remove studies from the public website

o Add a user-friendly title and additional necessary information such as (Study Abstract, Type,
Age Range, Contact Information, Eligibility Criteria, Keywords, and Categories)

o Login using UC central login

* Push [selected] data from RAP anrd-eRAS-to the subsystem.
* Add additional information to align with the website UI.

* Generate data from subsystem in a compatible format for the UCH Clinical
Trials office to update the website.
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PROCESS

UCH Database

Each week study updates from BMI RAP
subsystem are uploaded to the UC Health system

RAP

Each week download the report
with studies from RAP database

@ All study related updates are stored in the sub-system

BMI RAP subsystem

br@ﬁ
O

Import the fresh RAP report
into the sub-system

Sends auto-email to Pl and RC
with embedded URL link to BMI
RAP portal (see next slide)

@ Hedlth

Office of Clinical Research

SPONSORS & CROS

UC Health | Office of Clinical Research

Search Clinical Trials

PATIENTS & COMMUNITIES

(513) 475-8000 MY UC HEALTH

RESEARCHERS

Search Clinical Trials

Search results for Breast Cancer.

Found 5 clinical studies.

An Investigation Of Dek And Associated Molecular Markers In Breast Cancer

Investigator: Trisha Wise-Draper
Posted Date: Sep 3,2018

Type of Study: Observational/Survey

A Randomized Phase ITI Clinical Trial Evaluating Post-Mastectomy Chest Wall And
Regional Nodal Xrt And Post-Lumpectomy Regional Nodal Xrt In Patients With
Positive Axillary Nodes Before Neoadjuvant Chemotherapy Who Convert To

Pathologically Negative Axill

Investigator: Jordan Kharofa
Posted Date: Jul 12,2018
Type of Study: Drug

A Phase TT Randomized Controlled Trial Of Genomicallv Directed Theranv After

BMI RAP User Interface

RESEARCH IN THE NEWS

CONTACT US

Search Clinical Trials
Search by Keyword
Search by Category

- Select -

Search

Quick Links

Participate in a Study

Prmnech Avane

1@ i [P Sub System

Publish Study to OCR Website

HCC Recurrence
StudyiD. 2019.0698
Study Status Approvad

Posting Status *

UCAlstedLocations Ot

Assocsted Users

Data for OCR Website




Dear Brett Harnett,

You are receiving this email because you are associated with a study in the Research Administration Portal (RAP) that can be published.

Study ID: 2019-1238
Study Title: BMI Practicum

Your help is needed to publish this study to the UC Health Office of Clinical Research website. Please use the following link to review and publish your
study from the BMI-RAP Subsystem:

https://chi-tools.uc.edu/study/2019-1238/bEGbTgG2tqUvI1qrCvEKWL7cYV9y

You can access this link and make edits directly. You may forward this link to someone (typically research director/manager/coordinator) who can edit
the studies on your behalf. Anyone with access to this link will be able to edit the study information. Alternatively, you can follow the link and select
"Assign Additional User".

In case someone/research coordinators would access the study using the above direct link then they need to make sure that they assign the study to self
in the BMI-RAP Sub-system using the same "Assign Additional User" button. This would help include the study in their list.

Please feel free to email us if you have any questions or issues related to this system at combmichi@uc.edu

Thank you,
UC Dept of Biomedical Informatics (BMI)
BMI wants to help you reach your accrual goals

ADDITIONAL LINKS

To manage all your studies available in the sub-system please login using your UC Credentials. If you do not have UC credentials please follow the
direction on the login screen to request for a CHI account:
https://chi-tools.uc.edu/

View the UC Health Office of Clinical Research website:
https://uchealth.com/research/

Be sure PI and/or point
research coordinator have
correct e-mail address for

their account in the UC RAP
sub-system. If they don't,
when we transfer the study

data from UC RAP, the study

gets associated with a

“dummy” user and the PI will
never get the e-mail that
their study is ready for
reviewing/editing/publishing.



mailto:combmichi@uc.edu
https://chi-tools.uc.edu/
https://uchealth.com/research/
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BMI RAP User Interface

l@ Bivil | RAP Sub—Systern RAPSTUDYLIST  RA4P STUDYADMINLIST  IMPORT DATA  EXPORT DATA B USERGUIDE  VARSHA DIWALE -

RAPSTUDYLIST f EDIT STUDY: 2019-060%

Publish Study to OCR Website

Data for OCR Website e red Tl

HCC Recurrence

Study title®
Study ID 2019-0698
please use layrman-friendly terms
Study Status Approved
Keyrard1# Keyword2 Keynord3
Posting Status o Meyys
Investigator Jordan Kharofa el EE 5 rEEies (2 ot s
Study abstract®
Department COM Rad Onc Physicians
Date Approved July 5,2019

UC Affiliated Locations Other UC Health Affiliated Clinic

Study eligibility criteria (sentence format)
Associated Users Jordan Kharofa

Hannah Heilman

Michelle Marcurm Study contact name® Study contact email® Study contact phone number

+ ASSIGHNADDITIONAL USER

note: vou can also assign yourself to make thisstudy

eagier to find later, Chivrhemmm v i b
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study easier to find later.

Studies are published onthe Office of Clinical Research website,

' UC Health Cffice of Clinical Research Website

Categories on OCR website

View All 5tudies
Wiew All Studies
Kaywords
Adalascent Peychiatry/Psy chalogy (3)
AI0E-HN (2]
Bipolar Disorder (2
Breast Cancer (11)
Cancer (70
Cardiclogy (1]
Cardiowascular Disease (3)
Colorectal Cancer (2)
Deprassion ()
Diabetes (1)
Emergency Madicing (2
Endacrinology (1]
Envirenmental Health (1)
Epilepsy (£
Esophageal Diseases (1]
Gastroenterolagy (2
Gvnecologic Oncology (3) -

BMI RAP Sub-system User
Interface

Study age range*

Categories*

L ADDAADCHD

HAnal Cancer

L Brain Tumeor Center
L Cardiology

' Colorectal Cancer
D Emergency Medicine
L Epilepsy

L Gastroenterology
L Gynecolagy

L Hematology/Oncolagy
L Liver Cancer

' Lymphoma

H Mental Disorders

D Multiple Sclerosis

D Meurology

L Meurosurgery

L Orthopedics

= Pain Medicine

' Parkinson's Disease
0 Psychiatry/Psychology
U Ractal Cancar

L Sickle Call Ciseasa
L Stroke

2 Thyroid Cancer

L Ut erine Cancer

Study type*

Obszenvational/Survey

I Adolazcant Psy chiatry/Paychology

I Bipolar Dizorder

I Breazt Candcer

- Cardiovascular Disease

-~ Depression

I Endocrinology

I Esophageal Diseases

- Gastrointestinal Cancer

- Head and Meck Cancer

I Kidney Disease

- Liver Disease

I Melanoma Cancer

- Movernent Disorders

- Mephraology

- Meuromuscular Disorders

I Oncalogy

- Otolarvngalogy

- Pancreatic Cancer

- Phase | Cancer

I Pulmonary Diseases

-l Renal Cell Carcinomarkidney Cancer

- Skin Cancer

- Suraical Cncology

I Transplant Naphrology

- Vascular

L AIDS-HY

~ Brain Tumeor

- Cancer

I Cervical Cancer

- Diabetes

-l Environmental Health
! Fibromyalgia

~ Gynecologic Oncology

Heart Disease

' Leukernia

- Lung Cancer

Mamaory Disorders

I Multiple Myeloma
I Meureendocrine
I Meuroradiology
I Ophthalmalogy
- Owarian Cancer
~! Pancreatic Disease

' Prostate Cancer

Radiation Cncology

~ Rheumatology
~ Speach Pathology
-~ Thoradic Surgery

I Uniwersity of Cindinnati Cancar Instituta

MCEL AMD DOM'T PUELISH WEBSITE
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BMI RAP Sub-system User Interface

Ul

Use the red button on the study edit screen of a published (sent to website) study to remove (unpublished) it from the

website.

RAP STUDY LIST § EDIT STUDY: 20190601

Publish Study to OCR Website

Site for Arnold AxSome MDD study AXS-05-MDD-301

Study ID

Study Status

Posting Status

Invastigator

Dapartmant

Date Approvad

UC Affilisted Locations

Associated Usars

2019-0601

Active

Lazlay Arncld

COM Paychiatry Providers C
My 37, 2019

Sther LIC Health Affilisted Clinic

Lesley Arnold

ASSIGN ADDITIONAL USER

nota: you can also assign yourself to make this

study easier to find later.

Data for OCR Website

Study title®*

The purpose of this study isto evaluate the safety and efficacy of a study medication in adults with depression.

pleasa usa layman-friendly tarms

Keyword* Feyard?
depressicn

ana kayword isrequirad k. "braast cancar')

tudy abstrad®

The purpose of this study isto evaluate the safety and efficacy of a study medication in adults with depression.

Study aligibility criteria (sentence format]

Adults 1565 who have daprassion

Study contact name* Study contad email*

Kerr Earles kerri.earles@ucadu

*raguired feld

Keywaord3

Study contact phone number

5135587104
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BMI RAP User Interface

Link to detailed user
guide

W@ BMmI | RAP Sub-System

RAP STUDY LIST / EDIT STUDY: 20150655

Publish Study to OCR Website

Or, if not selected to publish:

o Your study has been marked as unpublished from the OCR website. It may take several days for the changes to take effect.
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Studies published on OCR website facilitate Participant Recruitment and are for Informational Purpose. Posting of studies on
website is optional.

[([[' Health. (512) 475-8000 MY UCHEALTH CONTACT LIS
Office of Clinical Research

SPONSORS & CROS PATIENTS & COMMUMITIES RESEARCHERS RESEARCH IN THE MEWS CONTACT US

UCHealth © Office of dinical Research © Researchers

Researchers

Search Clinical Studies

Search by Keyword

Search by Category

- Select - v

d
Search
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" Health.
Office of Clinical Research

Ul

(513)475-8000 MY UCHEALTH

SPONSCRS & CROS PATIEMNTS & COMMUMITIES RESEARCHERS RESEARCH IM THE MEWS CONTACT US

UCHealth © Office of Cinical Research /- Search Clinical Trials
Search Clinical Trials
Search results for All Clinical Studies.

Found 225 clinical studies.

Prevention Of Hemolytic Anemia Of The Fetus Using A Novel Intravenous Infusion

Investigator: Kara Markham
Posted Date: Jul 5, 2019
Type of Study: Drug

Prevalence Of Psychiatric [llnesses In Patients Undergoing OralAnd Maxillofacial
Surgery Procedures In An Outpatient Setting.

Investigator: Payal Verma
Paosted Date: Jul 2, 2019
Type of Study: Observational/Survey

3000-01-004

Search Clinical Studies

Search by Keyword

Search by Category

-Geled - v

Search

Find the
UC Health Office of Clinlcal Research
on Facebook.

Quick Links

COMNTACT US
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Ul

Studies published on OCR website facilitate Participant Recruitment and are for Informational Purpose. Posting of studies on

website is optional.
UCHealth / Office of Clinical Research

Clinical Study

Prevalence Of Psychiatric [llnesses In Patients Undergoing Oral And
Maxillofacial Surgery Procedures In An Outpatient Setting.
Posted Date: Jul 2,2019

a

Search Clinical Studies

Search by Keyword

Search by Category

Specialties: Depression, Psychiatry/Psychology |

Type of Study: Observational/Survey

Mental illness is highly prevalent among adults in the United States, with almost 1in 5 adults living with some
degree of mental illness [1]. It has been reported that as high as 18-26% of the US population has a mental
disorder at any point during a 12-mo period [2,3]. Psychiatric diseases can place a significant burden on patient’s
diagnosis, treatment and prognosis when compared with patients without a psychiatric condition. Furthermore,
pre-existing psychiatric comorbidities have been found to have deleterious effects on morbidity and mortality in
post-surgical patients across multiple disciplines [4,5,6,7,8]. There has been no major investigations in the past
looking at demographics and presence of preexisting psychiatric disorders in patient cohort with oro-facial
injuries or pathologies except 2 that came across during our literature review [9,10]. In addition, no one has ever
studied oral and maxillofacial surgical patient population in an outpatient setting. Given most of OMS
procedures are anxiety generating for patients, we sought to determine the burden of psychiatric illness in this
outpatient population at University of Cincinnati. We hypothesized psychiatric diagnoses would be common in
this population. This data can further be used in the future to study how these illnesses impact treatment and
prognasis of such patients and can help in better clinical management.

Criteria:

1) Any Patient Age >/=15 Of Any Gender Or Race And Ethnicity That Underwent An Outpatient Oms Procedure
At The Two Oms Clinic Locations (Hh And Mab) Of Uc.

Keywords:
Psychiatric llinesses, Oral And Maxillofacial Surgery

For More Information:

Payal Verma
3154805295
payal.verma@me.com

-Select - v

ind the

F
n UC Health Office of Clinical Research
Facebook.

Quick Links
Participate in a Study

Research Areas
Education & Training
Staff Directory

Contact Us

-haled - L

Help find and index studies in
search results.

—

View All 5tudies
Wiew All Studies
Keywords
Adalescent Psychiatry/Psychology (3)
ADE-HM (2]
Bipolar Disorder (2
Breast Cancer (11)
Cancer (70]
Cardiology (1]
Cardiovascular Disease (3)
Coloractal Cancer (2]
Deprassion ()
Diabetes (1)
Emergency Madicine (2
Endacrinology (1]
Environmental Health (1)
Epilepsy (2
Esophageal Diseases (1]
Gastroanteralogy (2
ynecologic Oncology (3)
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