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1. SDSU HealthLINK Center Mission

2. Introduction to main features of the RealTime Clinical Trial
Management System (CTMS) for human subject studies

3. Available to SDSU, SDSU IV, SDSURF, and partner organizations
at a discounted rate!



About the Center
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Center

« Established in September 2018

* Funding: National Institute on Minority Health and
Health Disparities (U54MD012397) & the SDSU
HealthLINK Endowment (S21MD010690)

Dr. Guadalupe X. “Suchi”
Ayala, Dr. Kristen J. Wells,

Co-Director Co-Director
Professor of Public Health Professor of Psychology

* Mission
1. Support development of research capacity, collaborations, and innovative investigations and solutions

2. Foster meaningful, high quality, transdisciplinary research that advances health equity



Zoom poll:
1. Does your study involve human subjects?
2. Does your study involve protected health information (PHI)?

3. How are you managing your current study?



Electronic Data Capture Systems for Research
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protected health No Google Form
information (PHI) Qualtrics Survey

involved?

International behavioral/survey REDCap Cloud

Domestic behavioral/survey REDCap Academic & mEMA/llumivu

On-site visit scheduling

(e.g. physical exam, clinical test etc)
Accounting to track payments $$
Auditor access ready
Web Integration
Mobile Communication

==y Clinical Trial Management (CTMS)




WHAT CAN CTMS DO FOR YOU?

COMPLIANCEASSURANCE

e eDOCS is Part-11 and HIPAA Compliant.

* Provides a platforin to facilitate inspections, audits and study
record requests.

» Complete remote monitoring and query discussion board for
sponsors, CROs, and IRBs.

» Ability to request unlimited eSignatures in our system that are
FDA-compliant.




WHAT CAN CTMS DO FOR YOU?

TRACK FINANCIALS

 Track revenue, costs and profitability.

¢ Build your budget templates according to the study event schedule.

¢ Create and send invoices to sponsors for completed/monitored
visits or for other study revenue items as needed.

STORE eREGULATORY DOCUMENTS

* Standardize eRegulatory binders while maintaining flexibility in
one secure location for quick and easy access.

¢ Unlimited users and unlimited storage.

* Provide proficiency in your regulatory workflow for studies.

ACCESS REPORTS

* |Instant access to study financials brings your site’s financial health
into focus in real-time.

¢ Ensure subject recruitment is on time and within budget with
multiple reports specifically for recruitment.

» Track advertising budgets and effectiveness of your campaigns.

» Assess productivity of recruiters, coordinators, and providers.




INTEGRATION CAPABILITIES

o MailChimp integration allows for
database re-marketing and robust

WHAT CAN CTMS DO FOR YOU?

engagement with study applicants.

» Facebook campaigns can be linked
within RealTime-CTMS allowing leads
to drop directly into study recruitment
rosters.

» Build landing pages seamlessly for
each study with website integration.

» Integration with other leading vendors
for subject recruitment and business
development.




Summary: RealTime CTMS is a secure & cloud-based

solution for managing your human subjects study HealthLINK
Center

® Secure HIPAA-compliant hosting

® Manage requlatory records electronically

® Collect electronic source data

® Calendar, scheduling, and track study participant visits
® Appointment reminders & retention

®  Customize procedures

® Delegate project staff roles

[

Protocol compliance checks to ensure subject safety and eligibility
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2. Introduction to main features of the RealTime Clinical Trial
Management System (CTMS) for human participant studies

a. DEMO 1: Tracking study regulatory compliance documents




REAL

Eliminate paper-based
logs to improve

compliance




Stax audit ready | o

RealTime
eDOCS

What's in it for you?

Centralize regulatory binders securely in one secure location.

Easily track personnel curriculum vitae, professional licenses, and certifications.
Informed consent tracking for all subjects in a study.

Convenience and flexibility with electronic signatures.

Benefits for Sponsors/CROs

e Sites can grant remote access to monitors and sponsor contacts, in turn reducing travel costs for sponsors.
e Accelerate the process of updating trial master files.




Folder template for storing regulatory documents
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Meonitoring

Contact List
Monitor Visit Letters

Site Visit Log

Study Materials
Non-Drug Shipment Receipts/Records

Reference Materials
Inclusion/Exclusion Criteria
CRF

Source Documents

Study Logs

Study Manuals

Subject Materials

SAEs/Deviations

Deviations

SAE Reporting Forms

Delegation Log and Staff Training

Site Delegation Log

Study-Specific Training Records

Drug Accountability

Drug Accountability Log
Drug/Device Receipts
Non-Drug Supply Receipts/Records

Supply Destruction Records

Form FDA 1572/Statement of Investigator

FDA 1572/Investigator Statement

Protocol/Amendments

Protocol Clarification Letters
Protocol Signature Pages

Protocol/Amendments

Institutional Review Board (IRB)
FWA and IRB Registration Number
Informed Consent Forms

Notice of Approval/Reapproval

IRB Submissions

IRB Approvals

IRB Recruitment Materials

IRB Rosters

IRB Correspondence s

Financial Disclosure Forms

Financial Disclosure Forms




Storing staff/site certificates with version control!
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B Huang W. CITI Certifications I

i i »
[@ Huang W. HSR Biomedical Researchers | &
Seq Version File Comments Status Expires

1 W.Huang-HSR_Biome... CURRENT (D Expires 10/JUL/2026 O«

(@ Huang W. HSR Soc-Beh &
Seq Version File Comments Status Expires

1 W.Huang-HSR_Socia... CURRENT  (© Expires 10/JUL/2026 0 &

J
@ HuangW.IPS &
Seq Version File Comments Status Expires

1 W.Huang-IPS_citiC... CURRENT  ( Expires 07/JUL/2026 o



Automatic notifications of upcoming

regulatory document expiration HealthLINK

Center

Expiring Document Notification - SDSU (External

. RealTime-CTMS eDOCS <eDOCS-Notifications-NoReply@realtime-hostOl.com>

@p toWhuangS ~

Hi Wendy Jia Men,
You have a docume  expiring on 13/MAR/2024

» Site ID: SI' 5Ll

» Document ID: 36

« Document: test_expiring

+ Document Type: Site Document

Login to Realtime to review and update this document here

REAL

Notice: Please Do Not Reply to this email. This email was sent from a notification-only email address and

NAGEMENT SYSTEMS



Generate reports on your study documents
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Welcome Wendy Jia Men Huang (PDT)

Q E A L R e p o rt S sSosuU Heal:thNLKDEEm;L (:"rl'l::-lf

CLINICAL TRIAL MANAGEMENT SYSTEMS

£<4 Current Subject: W Test 3, Test 3 IL I ao u'o w Current Study. W SDSU HealthLINK Center - NIH - HLINK CRC Service and Space Use
@ |

! Clinical Studies » Reports

STUDIES

SELECT REPORT SELECT REPORT CRITERIA FOR GENERAL SITE DOCUMENTS REPORT - MS
SUBJECTS

-
CONTACTS R inSITES
Creates an Excel or HTML report, based on a selected date range and document search criteria, that shows the following document information:

REPORTS Quick search Category, Folder, Document Title, File Name, Status, Expiration Date, Document Version, and Date Uploaded. The HTML report allows you to click
on the document and the report will take you directly to that document to view.

MY DOCS AND ALERTS eDOCS Document Tracking -
General Site Documents Report - MS Select Uploaded Date Range

vonitor Query Report (eDOCS) - M5
MY TASKS Signature Status Report - M5 Start Date 01 =~ / JAN ~ [ 2024 v EndDate 26 w [/ MAR w [ 2024 w
Study Documents Report - MS
User Document Report - MS
~ eSOURCE
Alert Tracking Report - M5
UNIVERSITY Monitor Query Report (eSOURCE) - MS

Subject Source Data - MS HEYE
/ Select Report Criteria
Subject Source Data - Single Page - M5 po

ACCOUNTING Variable Mapping Report - MS

Managerial
ADMINI ST RAT| ON Central Campaign Results Overview - MS Al Current Site Documents i
Recruiter Status - MS
Subject Birthday Locator - MS

) ¥ a)l r

- bl A B cns s B e BAE | |

CALENDAR

Show Me:

1 Matrnit 2 Cuaal



Generate reports on your study documents
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General Site Documents Report - MS
26/MAR/2024 10:28:38 (America/Chicago)

CATEGORY FOLDER % DOCUMENT TITLE & FILE NAME STATUS
Site Calibrations E?:t‘i";‘)'::“‘ Maintenance and Cali b5 py Report_6.30.2021 DXA PM report 6.30.21.pdf

Site Calibrations pawoment Maintenance and GOl pia p Report 6:30.2022 DXA PM Report 6.30.22.pdf

R ns‘_«cm Certificatio Fﬁiomfety 1BCH  1nc members.pdf S—

Equipment Maintenance and Cali DXA PM Report_6.24.23_P03014

Site Calibrations DXA PM 6.24.2023

brations 1.pdf
HLINK_Phlebotormy Blood Sample
Standard Operating Procedures Phlebotomy Suite SOPs Blood Sample Process Procedure  Processing Procedure_V1_5-10-2
2 CH.pdf
Personnel _C]TI Certifications test_expiring test.pdf Current

__Cal Dept of Pu
Personnel _ Licenses _ Xray Lics blic Health Permit_valid until 8-2 Current

4-2024 (2).pdf

All Current Site Docurments

Raport Run: 26/MAR/2024 10:28:38 (America/Chicago) by Wendy Jia Men Huang

EXPIRATION DATE *

13/MAR/2024

24/AUG/2024

DATE UPLOADED =

12/JAN/2024 00:58

12/JAN/2024 00:59

19/FEB/2024 23:15

12/JAN/2024 01:00

14/FEB/2024 22:10

12/MAR/2024 20:47

14/FEB/2024 22:08



eSignature tracking
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E Clinical Studies » Administration » Documents

MANAGE ~ MANAGE QC Audit Trail: eSign Test: Confidentiality agreement
STUDIES  ENTITIES  VISITS = ok

[ Action Type v ] [ User v |

General Site Documents  EEGIORNG:V ,
YREE signed by | o~ 15/AN/2024 8:32:00 AM PST 7 99.132.72.193

Filter: | All Site Locations N Updated by system on 15/JAN/2024 8:32:00 AM PST /99.132.72.193

M Updated by [ o 15//AN/2024 8:31:00 AM PST/ 99.132.72.193

Search documents for this sectic B
viewed by | o~ 15//AN/2024 8:30:00 AM PST / 99.132.72.193
+ Add Category
Viewed by || o~ 15/)AN/2024 8:29:00 AM PST 7 99.132.72.193
<+ Site Calibrations Viewed by [ o 15//AN/2024 8:28:00 AM PST/ 99.132.72.193

L] o e e e | e
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b. DEMO 2: Study homepage & scheduling participant visits

c. DEMO 3: Web integration for recruitment




Example homepage with multiple studies
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Welcome Chuck az Admin s o M s
! Dynamisch CTMS L L L]
CTMS

Clinical Studies oot B et

» Current Subjec: W Test1004, Test 1543 Quick search '0 u'ﬂ E@ ﬁo Current Study: W Abbott - Print Encounter - 8.20 - CAH
;|

=] Clinical Studies Status Filer| Al Active Studies v

i

‘= 1 SPONSOR CLINICAL DESCRIPTION  PROTOCOL CUSTOMID  STATUS OPTIONS GOAL SCHED SCRN FAIL RAND COMP % GOAL

e e .
- = B CAH - Testing E D 7 ‘: +
AMAG CAH - Test -9.28.2021 ; B¥m 0

rollin
Region - Euro Enralling

i e il D0&E%a0

n Novartis 7 S el C7E4E2 Enroliing 0 0 0 ad 0 ) %
placerat, augue. 52d -

<3

Type 2 Diabates - Adults 22589-INT-300 Enroling I___J D a =+ o 3 B8 2 5 f
o —
= T BO&E o0&
Abbott el e Communication Enrolling 0 1 0 0 0 ) -9

Control Testing .
S Control Testing




Study-specific homepage:

Recruitment Roster HealthLINK

Center

= b - 3

O O b reskmehos.com

Recruit Roster (Enrolling)

. Clistead Saudien = DO MOT USE - Admin and Uter Training-0:0 NOT USE (L B STUDY FOR TRAIMING) = iz Fex Emrollirg

ERCEAAT ENROLLED - STUCY Gl MERAL ADD #
DL E
BOSTER ROSTER Ll Wep FROGRESS PO SUEEECT

Not Contacied

» Contact Amennpt 02 4 Scheduies (2 5

» Fallow-up by CRC - Shedunc il o s »
» Scheduled For PRE-SCREEN 1 screduins (1] [[oenen i >

Qualified for Screening




Study-specific homepage:
Visit Tracking HealthLINK

Center

RECRUIT  ENROLLED ViSIT BeDOCS STUDY GENERAL ADD
ROSTER ROSTER TRACKING = PROGRESS INFO SUBJECT

StudyArm Visits v Status| A v 1ﬂE-:‘e QOutput | Refresh Display | Manage Study Template

DOB Satus Screen/Rand Visit 1 - Sereening B Visit 2 - Baseline Bl Visit 3- (Fixed A} &

. Vsitd-EDS B
[Linelt... [Lineite...

13/MAR/2020 &

[::14

(8 In Sereening 123/ DUMARI2020 &

=Hr
[

L In Screening

AT ST - domized Toade

--13
r
=

Br

8 Completed 123456/ UI/AUGEDY & Us/AUGI0NS @ 22/AUG/Z0TY

AU VAR o 12345 /12345 0BNOVI201

R o200 (e O1/JUN/2020 08/|UN/2020 15]UN/2020 22UN/2020

EW Completed 240.7.28/ 15/UL2020 22/uL2020

3 N AIADIOn r.:r‘?l AR

W Completed 123456/ 654-3. DI/MAR/2020 § OB/MAR/2020 15/MAR/202

r
-]
—
=
o

G!

<]

=

- z , ————
U Screen Fail Ut/ (02/5EP/2019




CTMS is used for scheduling a visit to the

SDSU HealthLLINK Clinical Research Center

HealthLINK
Center

CTMS: lobby check in
The SDSU HealthLINK Center offers

SDSU, SDSU IV, community partners, a /7 CTMS: recording

space to host Study Participant Visits for medical history

behavior-clinical research trials

&
Dual X-ray Absorptiometry (DXA scan)

CTMS: secure storage of
services for bone health assessments

visit documentations

We use CTMS to manage compliance
and human subjects enrolled in these

studies.




Study-specific homepage:

HealthLINK
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Scheduling a Visit

R San Diego State University Research Foundation on behalf of SDSU HealthLINK CTMS : RealTime-CTMS - Google Chrome =

2% realtime-host01.com/sdsu/index.php?action=calendar&target=editevent&studyid=18&patientid=2&trackingid=2&category=4

i 0z 03 04 05 06
z o7 08 09 10 11 12 13 Event Information
cm™s 14 15 16 17 18 19 20
21 22 23 2 25 26 27
» 28 29 30 31 Your Participation Display on My Calendar Event Status Scheduled v
o
February 2024
ﬁ Su Mo Tu We Th Fr sa Assigned Calendar @ San Diego State University Rese v DXA scanner v Color Code M Biue
o0 0z 03
20 04 05 O 07 08 09 10 Subject D = ; Test - Test2 Test2 - Future Candidates - 510-213-3161 undefined . Location 5250 Campanile Drive , San Diego, CA 92182 °
- 1 12 13 14 15 16 17 £
18 19 20 21 22 23 24 ) a = . v
= K = Start Date : Time 16 v / JAN v/ 2024~ @8 1200 v [JAllDay EndDate:Time 16~ / AN ~ / 2024 ~ @8 1230 ~
25 26 27 28 2
IL" Visit Window 16/JAN/2024 -0 +0 Days
March 2024
Su Mo Tu We Th Fr Sa f C
X © Inform Consent Form
E o1 oz There are no ICF Documents Uploaded for this Study.
03 04 05 06 07 08 09
> 7 08 09 (ICF) & eSignature
= 10 11 12 13 14 15 16
17 18 19 20 21 22 23 4+ View All Available Informed Consents @

24 25 26 27 28 29 30
1

Comments
4

E Save Event & Close Save Event & Return Cancel/Close

Manage Assigned Staff and Resources

San Diego State University Research Foundation on behalf of SDSU v



Study-specific homepage:

Scheduling a Visit HealthLINK

Center
q E A L E(’linical Studies » SDSU Research

ELINICAL TRIAL MANAGEWENT 3YSTENS Foundation/SDSU HealthLINK Center:

ﬁ | Daily | Weekly | Monthly | Chronological | Multi-View | JICERLEI SN | Calendar: | SDSU Research Foundatic v DXA scanner '
DXA scanner

«Previous Today Next» DXA SCANNER sway: EENE

I March 2024
STUDIES Su Mo Tu We Th Fr Sa Week of March 13, 2024

«
of

SUBJECTS i new oo B a0 Mar Mon-11 tar = : _ -
13 14 15 16 Q7 e Eri-13 Mar
CONTACTS 20 21 22 23

REPORTS 08

April 2024

MY DOCS AND ALERTS |t
01 02 03 04 05 09
MY TASKS 07 08 09 10 11 12
CALENDAR W% B W % 3 & |10
Mmf -
May 2024 11
ACCOUNTING M MR

Visit 1 - Test5 Test5 -

ADMINISTRATION LaunchReady DXA CRC -

FAA BT DAL



Auto-appointment confirmation

to the research team members HealthLINK

Center
Q_ Search in mail =+ ® Active v @ &3 S 3 ' o
< O @ B O & m D 10f3 > @
DXA Scan 1 - Test2 Test2 - Future Candidates - 510-213-3161 undefined box x e O
Wendy Jia Men Huang via realtime-host0l.com @& 1:16PM (9 minutes ago) 1 - : @
to Whuangs =
L]
[ Jen | DXA Scan 1 - Test2 Test2 - Future Can... Agenda -
23 View on Google Calendar Tue Jan 23, 2024
Tue pr Tue Jan 23, 2024 2pm - 2:30pm (PST)
5250 Campanile Drive , San Diego, CA 92182 2pn e - st - Futur O
noreply@realtime-host01.com* 204 DXA Scan 1 - Test2 Test? -

Future Can... +
Yes ~ Maybe No More options ser Group Training (T

One attachment - Scanned by Gmail ()

i invite.ics Download



Texting study participants & automatic

appointment reminders (advanced feature

HealthLINK

Communications Preferences

Do ner include = future fecrustng efferte a TEXT Appr Berinders/Manusl Tea  Text Opt-dn/Out Log:  SMS Mobile & 510-212-37181

Marketing Emaile: Triz subjes: coes et

Opt-in/Out: Warwetrg

B0 @Ml BIOrEIE e e -
At Cet-0ut

ReaTima-Pay Card Losst

Participant Portal Connection

Send Welcome Emalil

Each site has its
own phone number

tO text from' Progress Notes Sudy A Stugin v
CONTACT DATE/TIME RESULT / FOLLOW-UP
Srudy Contact Outcoma
DO NOT USE - RT-FAY and TEXT W e Dutcoma Selected w
Sam jores

ORIMARZ02S 1808

Ny Ouroome Seemes W

OEMARI2024 2108

Are you roll avadasia tseayt - STOPwUngus
DO NOT USE - RT-PAY and TEXT Tuxt Wezzape L

Sarm jonez - Ser oz SMS Tex 1o Subjecs

Center

+1(210) 899-5457

Sam @ RTDemo - Are you
still available today? - Reply
STOP to unsubscribe

SDSU, your appt is
scheduled with RTDemo
11:00 am on 13/MAR/2024
(WED) at .

. See you
then! Reply STOP to
unsubscribe

SDSU, confirm your appt
RTDemo: 11:00 am on 13/
MAR/2024 (WED) at .

Reply YES to confirm, NO to
reschedule. New location!
Please note address! Reply
STOP to unsubscribe




Web integration for recruitment

- (advanced feature) | HeaithLiNk

I \plnn; Flourish - San Antonio

Application for Current
Clinical Research Study

- L

Enrolling Clinkcal Research Studies

SEEKING VOLUNTEERS WITH

DEPRESSION, ANXIETY, OR PTSD

Call Today 2

210-949-0122 @

Psychedelics

[ LTI ey &)

CTT samn f Wy wmasviaars we s Dmpeawsnn, konsfy, e P10

wasted® Coca STUDY DETARS 1 aer =orw
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3. Available to SDSU, SDSU IV, SDSURF, and partner organizations
at a discounted rate!
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