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During the Forum:
We ask you to please

e Mute your mic to avoid background noise
e Keep your camera off to conserve bandwidth

e Join via Microsoft App to facilitate identifying uT
Health San Antonio domain

e Use the chat feature and a moderator will respond to your
guestion.
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Initial Research Feasibility

Participant Recruitment Marketing Strategies

Budgeting for Recruitment

Velos eResearch, Pre-Screening

UT Health San Antonio IRB Guidance
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Initial Study Feasibility




Study Feasibility

When assessing the feasibility of a study Design
study, the following should be
considered as applicable: T roment

Competing vs.
Complementary Projects

e Study Design
e Patient Population & Enrollment CResources

e Competing vs. Complementary
Projects

e Operations and Resources
* Financials
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Study Design

Do we have experience in the
therapeutic area or indication
being evaluated?

e |sthe Study Design considered
scientifically sound by the local
investigator?

e Does the study have reasonable
Inclusion & Exclusion Criteria
given the study indication?

e Practical frequency of; visits,
events or procedures.

Study Design
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Patient Population & Enrollment

 Direct access to the patient
population being evaluated

Patient Population &
Enrollment

e Given inclusion/exclusion do
you think you can meet
enrollment expectations

e Barriers to enrollment
e Study Design
i Alternative treatments
* Cost to patients

e Subject time commitment or
expectations

San Antonio
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Recruitment & Marketing
Strategies for Clinical Trials

Linda Lopez-George , M.A.
Director of Research Marketing, Basic & Translational Science
Marketing, Communications & Media




THREE WAYS TO INITIATE SERVICE

Clinical
Trials
Portal

Service
Catalog

Email to
Linda
Lopez-
George




Clinical Trials Portal

CTO Budget Analyst will initiate contact on behalf of the
investigator when preparing a budget to negotiate with
industry sponsor clinical trial

Recruitment & Marketing Team initiates the Service Request
ticket and begins to prepare marketing plan designed to
achieve the recruitment goals and provides the quote to the
CTO within three (3) weeks.

Communication among the CTO and research team is
managed through the service request ticket.
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Service Catalog
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Responsibilities to Attain KPIs




Client Proposal

San Antonio
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Client Proposal

San Antonio
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Sponsored Ad Prepared for IRB Review
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Organic Tactics

> Institutional
Digital
newsletters

» News story

pitched to
the media

> UT
Health San
Antonio
social media

>

platforms
(Twitter and
Facebook)

External
digital
newsletters
(Bexar
County
Medical
Society)

» Outreach
Events (UTSA
football
home game)
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Budgeting for Recruitment
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CTO Standard Budget Approach

Draft Coverage Analysis Step — Identification Point

e CTO Budget Team will identify
whether a Sponsor's budget
includes Advertising Budget

e When Research Teams
anticipate the need for
advertising funds, CTO Budget
Analyst can request funds
during negotiation
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Ongoing study financial considerations

...once the study is ACTIVE

Health




Velos eResearch, Pre-Screening

Jason Bates




Tracking Recruitment Effort in eResearch

eResearch provides functionality to track recruitment efforts under each study:

After navigating to your study
1. Navigate to the Forms Tab

2. Select Recruitment Log and New

You are working on study: CTMS 21-0013

a P
o Form Name: Recruitment Log m e
‘ Previous entries for form: "Recruitment Log" Filter By Date Al
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Utilizing Recruitment Logs

1. To Start you will need to insert a start date

2. Patients can be entered by typing in the row, or

3. Users can use the search function to pull the patient in from Velos or EPIC

Click on the Patient Lookup to populate the log with patient information.
When you are finished, you must scroll to the bottom of the log and click the SUBMIT button to save the log entries.

Recruitment Log
UT Health San Antonio

If the patient information is not found using the lookup, you may mai

NOTE: Do not print PHI/PII data. To print/export a version of this log with PHI/PIl removed, from the main toolbar menu, select Reporting >

Type = Custom Reports >> Recruitment Log

Initial Entry Date: 08/02/2021

Potential Study Candidates
Patient ID . Last Name
2

Patient 453456 Patient

Lookup

| Latent 60731483 PRELUDE

. % 60608581 CADENCE

First Name

Recruitment

PATIENT

PATIENT

Middle Name

JANUARY

UPGRADE

O

DOB

01/01/1985
01/01/1980

10/02/1965

UT Health

San Antonio




U

s w N e

DOB

01/01/1985

01/01/1980

10/02/1965

tilizing Recruitment Logs

Document the subject status and date
Include a reason
And comments as applicable

To save any update scroll to the bottom of the page and select submit.

Patient Study ID Status Date Status Reason Comments
N/A 08/18/2021 |Excluded | Inclusion/Exclusion Criteria does not meet qualifications
08/19/2021 |Qua|ified for Screening |N/A i’:gﬁ?zggqedmed for screening c

N/A 08/20/2021 |Exc|uded | Subject Not Interested
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Recruitment Log — Reports

Pull De-ldentified list to share with sponsor or for invoicing supporting
documentation.

1. Navigate to Reporting from the Velos eResearch top menu

2. Select Report Central
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Recruitment Log — Reports
Within Reports Central

1.

Select Custom Reports from the dropdown list

2. Select Recruitment Log
3.
4

Select the study
Display

O
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Recruitment Log — Reports

De-ldentified report is rendered which allows several download options.
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Recruitment Log — End of Study

It is important to delete the report at the end of the study, as these are not
subjects who consented for the trial.

1. Navigate to the Forms Tab
2. Select Recruitment Log and New

3. Select Delete and enter your e-Signature to save
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UT Health San Antonio IRB
Guidelines for Advertising to
Research Participants
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IRB Requires Review of Recruitment Material

The information
contained in the
advertisement

The mode of its
communication

The final copy of
printed
advertisements

The final
audio/video taped
advertisements

Amount and
schedule of any
payments
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Intent of
IRB Review

ldentify misleading or coercive
language

No claims that the treatment is safe,
effective, equivalent, or superior to
any other treatment

Do not state or imply favorable
outcome or benefits that may be
different from protocol/consent form

For vulnerable populations,
additional considerations are made
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Advertisements

The name and address of the investigator and/or research facility

The purpose of the research

Basic eligibility criteria

A brief list of participation benefits, if any (e.g., a no-cost health examination)

The time or other commitment required of the subjects

The name and phone number of the person to contact for further information

May include statement that compensation for participation will be provided
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Identifying a list social media sites that are
planned to be used

If public and private group interaction is
planned, that a moderator has approved the
interaction (or confirmation that there is no

1 - moderator)
U = ng SOCIaI Identifying how the research team will
M ed ia to respond to group member messages
Recruit

If additional sites will be used, providing the

Pa rtici pa nts IRB with contents of the information
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Recruitment using Social Media

I’:"\

A plan to address privacy, Include a description of any Include roles/responsibilities for
confidentiality, data security, and identifiable data that will be posting, monitoring, and responding
identity verification for private collected to recruitment communication- may
messaging be a service provided through third

party contract
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Advertisement that do not need IRB review

CLINICAL TRIALS
WEBSITES

Health

an Antonio

<
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Advertisement that do not need IRB review

COMMUNICATIONS
INTENDED TO BE SEEN
OR HEARD BY HEALTH

PROFESSIONALS

Source: https://www.cfp.ca/content/cfp/suppl/2010/12/08/56.12.1375.DC2/Appendices_A-F.pdf
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Advertisement that do not need IRB review

PUBLICITY INTENDED
FOR OTHER AUDIENCES
- FINANCIAL INVESTORS

Source: https://www.alz.org/research
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Advertisement that do not need IRB review

PRESS RELEASES/NEW
STORY

Source: https://news.uthscsa.edu/young-adults-
show-serious-complications-from-type-2-diabetes/
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Institutional Form
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Institutional Form & IRB Forms
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IRB Forms

UT Health Science Center San Antonio
UTHSCSA IRB Application

The Research Application consists of Early Notification for Clinical Trials through the Clinical Trials portal, Institutional Application and UTHSCSA IRB
Application {when using UTHSCSA IRB).

Clinical Trials must be reviewed and cleared by the Clinical Trials Qffice (CTO) before UTHSCSA IRB Application documents may be submitted. CTO
review is not applicable to human subjects research that does not meet the definition of a clinical triafl.

Using this form — To check the checkboxes, double click on the box. To enter text in the text boxes, click once on the gray box and

then type your response.
type y P
| UTHSCSA Tracking Number | |
-
ltem 1 |:| Yes — confirm that a completed Form B-L- Expedited Certification
Is your study eligible for Expedited Review? Form is included with submission and continue with the rest of this

Applicable during initial IRB rgyicw Eﬁ gnew study or.
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Institutional Form & IRB Forms

Item 10
First Contact - Recruitment

select how and where initial contact will be mode with potential subjects; list all applicable

|:| N/ — this study does not involve interaction with living individuals continue to item 17

How will contact be made:

From study staff
to participants

From
participants to
study staff

Briefly describe the plan to contact subjects including
differences between groups (if any) --include details
regarding relationship with subjects (i.e., members of
treatment team will contact...)

Telephone call

Email

Mail

Waiting room {public)

During scheduled visit (private)

Other method:

DNG continue to ftem 11

DYES {check all which apply and the remainder of

this section)

DFacebnak

I:Ilnsta gram
DTwitter

I:I Other:

A

icate the type of recruitment activity using social media
DStatic {o post or advertisement where there is no anticipated interaction)

DlﬁtE ractive (a post or odvertisement where interoction is anticipated)

Dlnteractive with public group(s):

DMcderatcr approval is attached
DA Moderator does not exist

Dlnte ractive with private group(s) — Include evidence of the group’s
moderator approval
Private messaging

If interaction is planned, describe plans for responding to messages:

-
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Questions?




Concierge

4{ September 1, 2021
Wednesday from 9am -12pm

4[ September 7, 2021
Tuesday from 1pm - 4pm

4{ September 15, 2021
Wednesday from 9am-12pm

— | — _ / — _ /

4{ September 29, 2021
Wednesday from 9am-12pm

Register online for virtual concierge: UT Health
https://redcap.uthscsa.edu/REDCap/surveys/?2s=FDYWD3F.D San Antonio




