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Introduction to Clinical Research at Baylor St. Luke’s Medical Center

Baylor St. Luke’s Medical Center (BSLMC) is home to world-class clinical care and supports top-tier clinical
research through its collaborations with academic and private practice investigators. The purpose of this
guide is to provide research staff with an overview of services, procedures, and requirements for
conducting clinical research at BSLMC.

Principal Investigator Responsibilities

Prior to enrolling participants in any research project conducted at BSLMC, it is the responsibility of the
Principal Investigator to obtain both:

(1) IRB approval from a BSLMC-accepted IRB, and
(2) Administrative approval from the BSLMC Research Office, and/or
(3) Review and approval from CommonSpirit Health Research Institute (CSHRI)

BSLMC uses an administrative review and approval process to assist with oversight and
management of research in BSLMC facilities. Before beginning any research at BSLMC, Principal
Investigators must first obtain administrative approval. Approval requires submission of a
completed Administrative Application, which is reviewed by all BSLMC areas directly impacted by
the study as well as executive leadership. The administrative approval process includes a review
of each protocol to ensure patient safety, operational and financial feasibility and hospital

compliance.
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The BSLMC Administrative Approval Process
Initiation

To initiate the BSLMC administrative review and approval process, Investigators must submit a BSLMC
Administrative Application.

Application requirements include submission of study documents. You may give BSLMC Research Office
view-only access to your IRB submission as shown in Appendix |, or you may attach the documents to your
Administrative Application.

See Submitter/PI Guide in Appendix II.

Supplemental forms are required if your study includes investigational device purchase, research pricing,
access to PHI without subject authorization, or the Clinical Research Center. More information on this is
below. Sample forms are available in Appendix Il. Contact the BSLMC Research Office (713-798-6024;
BSLMC Research@bcm.edu) with questions.

Upon submission of the Administrative Application, the BSLMC Research Office initiates the review and
approval process.

Review
The BSLMC Research Office conducts administrative review of the application, which includes:
e Verifying IRB approval
e Verifying CITI training for research personnel identified on the IRB application. Current training
requirements are described on the administrative application.
e Verifying BSLMC credentialing for the principal investigator (see Badging and Credentialing, below).

e Providing research pricing and executing a fee schedule for research procedures conducted at BSLMC.
See next section, Research Pricing and Fee Schedules, for more information.

e Obtaining approval from hospital areas affected by the study, as indicated in the Administrative
Application.

e Obtaining approval from any BSLMC special committees that may apply (i.e. Radiation Safety).

e Routing drug studies to the BSLMC research pharmacy for review.

e For device studies, routing device purchase agreements and related documents for BSLMC review,
verifying CMS coverage and obtaining charge codes. See Device Study Impact Analysis for more

information on this process.

e Ensuring study teams conduct in-services for BSLMC staff in areas utilized by the study. See Patient
Care In-Services.

e Conducting a CommonSpirit Health compliance review to ensure compliance with HIPAA
authorization requirements and conflict of interest disclosure and verify regulatory committee
approvals and compliance with CSH national policies. See Appendix Il for sample review template
and description.
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Approval

The Research Office works with the Principal Investigator and study team to clarify any logistical, financial or
regulatory issues. Following completion of administrative review, the Research Office routes the application
for BSLMC executive review. The BSLMC Research Office will notify study teams of approval/disapproval.

After Approval

Once a study receives administrative approval, the BSLMC Research Office creates a study-specific record
in Epic if applicable. This record is associated with patient encounters to allow billing to the study account.
See Appendix VIl for details of information entered into the Epic study record.

In addition, the BSLMC Research Office adds the approved study to the BSLMC public clinical study
recruitment website. The searchable website is accessible to the public through the BSLMC research
website and serves as a recruitment aid for trials conducted at BSLMC.

Renewal of administrative approval is not required. However, study teams should notify the BSLMC
Research Office of changes that may impact BSLMC. This includes changes in study status, modifications to
visit procedures that may affect billing, and principal investigator changes.

Reference: BSLMC Policy & Procedure, Protocol Administrative Review.

Research Pricing and Financial Agreement

Components of Medical Charges For
Research

Research utilizes many different departments of the hospital. Sending a subject to a department for a procedure could
generate a variety of charges. There are also often hidden charges. that make it difficult to get a total cost. If you call
to ask a department about how much something costs, understand you may be just getting one of these charges. For
example, if you call the hospital and ask how much an endoscopy will be, they will give you the endoscopy charge
(hospital charge) and not the professional fees (physician fee) associated with the procedure.

Professional Y Other ch
Fees ~N— { e charges

7

Professional fees are the \§ =
charges for the physician, ( \ \‘ \
radiclogist, pathologist. T~ o
anesthesiologist, etc. For -t \
example, if your subject has

an ultrasound guided liver
biopsy you will have a

Procedure or appt

There are often other charges that may
appear on bills, for example, for lab
work or medications that fall outside

hospital charge for the of the study.
procedure, a professional fee
from the pathologist and and a =
separate professional fee from \ ,,.{R;
the radiologist. / . e -
) o Hospital charge
Outpatient Clinics

Hospital charges are all the costs accrued while your subject

For every appointment you have there may be separate
fees. For instance, an appointment in an outpatient clinic
can have a charge in addition to the physician’s charge
called a facility fee. This may or may not be applicable
to your research.

is in the hospital or visiting for an outpatient visit. Examples:
surgery. ER visit, nutrition appointment, in-patient stay,

etc. If you stay in the hospital, these charges will include all
the costs associated with your hospital stay — medicines, bed
usage, nursing time, etc.

BSLMC provides discounted hospital pricing for research procedures and tests. The BSLMC Research Office
coordinates with BSLMC Finance to obtain a study-specific research pricing based on the schedule of events
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provided by the study team in the Administrative Application. Study teams may contact the BSLMC Research
Office at any time for assistance with BSLMC pricing for study feasibility or budget preparation purposes.

To ensure complete and accurate pricing, the study schedule of events submitted with the administrative
application must clearly delineate each procedure as billable as conventional care or research and include CPT
and ICD-10 codes for outpatient and inpatient procedures, as applicable. Approved pricing is integrated into a
study-specific fee schedule that requires principal investigator signature. The fee schedule itemizes the
research pricing for any protocol-required tests/items covered by the sponsor. See example Fee Schedule

in Appendix Il.

Although not required for administrative approval, study teams are responsible for completing the Medicare-
required Qualifying Clinical Trial coverage analysis before study initiation and providing upon request to the
BSLMC Research Office.

Please note: Professional fees are supplied by outside providers and their fees are billed separately from the
hospital charges. The BSLMC Research Office can provide the study team with some contact information for
research price negotiations with hospital-contracted professional providers.

BSLMC Patient Financial Services utilizes the pricing provided in the Financial Agreement to create research
invoices. See Research Charge Routing and Review, below, for more information on this process.

Reference: BSLMC Policy & Procedure, Billing Compliance - Research

Ethical and Religious Directives

Ethical and Religious Directives (ERD) guide healthcare conduct at BSLMC. The Research Office has a
policy regarding ERD requirements while supporting research at BSLMC. The Research Office includes
review of consent forms for ERD in the compliance review.

Patient Care Area In-Services

BSLMC staff directly involved in study conduct must be informed and/or trained in the study purpose and
procedures. During the administrative review process, the BSLMC Research Office will provide the study
team with a list of units where in-service is required. The study cannot begin until all appropriate in-services
have taken place.

Request for Access to PHI for Research Purposes without Patient Authorization
Individuals engaged in research at BSLMC who wish to access Protected Health Information (PHI) for
research or feasibility purposes without a patient’s authorization must document the access by
completing the Request for Access to Protected Health Information for a Research Purpose without
Subject’s Authorization form (see sample in Appendix I1).

This includes studies where the requirement for subject authorization has been waived by the IRB or
decedents only are being accessed, or the information gathered will be preparatory to research.
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Researchers must complete and maintain a copy of the request form for each study or access request. A
copy of the form must also be provided to the office providing access (such as Health Information
Management), as applicable.

Research Credentialing for Badging and Epic

Non-clinical, non-BSLMC employees who are involved with any research study at BSLMC must complete
the following steps to obtain site access, EPIC & other IT system accesses, and an issuance of a BSLMC
badge. Additional  information can be found on the BSLMC research  website:
https://www.stlukeshealth.org/locations/baylor-st-lukes-medical-center/research/conducting-
research-baylor-st-lukes-medical-center

e |nitial Application:

o Submit the following documents to the BSLMC Research Office:
= BSLMC Research Credentialing Initiation Questionnaire
=  TB Symptom Review Form
= |mmunization Records
= Negative Drug Screen

e Renewal:

o Once approved, your BSLMC non-employee contract will be valid for one year. It is your
responsibility to renew. Watch for notifications from the HR system in advance of
contract expiration and submit the following prior to expiration for renewal to BSLMC
Research Office (bslmc_research@bcm.edu).

= |mmunization Records

= Proof of annual influenza vaccination

= Proof of annual TB testing

= Badge request form (if applicable)

= Email BSLMC Research Office if your BSLMC Epic or other BSLMC IT accesses
need to be renewed at this time.

Conditions of Badging:

e External Research Personnel must complete human subject’s protection training through CITI
(Biomedical Research and HIPAA).

e External Research Personnel are required to introduce him/herself to hospital area manager upon
receiving access to a hospital unit.

e External Research Personnel are required to follow all applicable BSLMC Policies & Procedures.
Failure to do so may result in loss of privileges.

Research Pharmacy

BSLMC Pharmacy Research Services supports research drug and biologic dispensations for studies
conducted at BSLMC. Pharmacy Research Services is compliant with the Texas Board of Pharmacy
regulations, United States Pharmacopeia (USP) Chapter 797 pharmaceutical sterile compounding
regulations and with state, federal and CHI Institutional Review Board regulations for the conduct of
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research. BSLMC requires that all investigational product entering BSLMC facilities be dispensed through
the BSLMC Research Pharmacy. Study teams wishing to utilize pharmacy services should indicate
requirements on the administrative application and provide applicable study documents, such as
investigator’s brochure or pharmacy dispensing protocol. The pharmacy will contact the study team
regarding study needs and create an agreement describing pharmacy services and pricing for the study.

Location:

Baylor St. Luke’s Medical Center
Pharmacy Department, Room Y404
6720 Bertner Avenue

Houston, TX 77030

Contact:

Punit M. Hinsu, PharmD, MBA, MPH
Clinical Pharmacist Il

Research & Investigational Drug Service

Office: 832.355.4893

Fax: 832.355.4794

Pager: 713.605.8989 Pin #25403
Email: phinsu@stlukeshealth.org

Pathology

The BSLMC Pathology Department is an active participant in the hospital’s administrative review process
for research protocols. All hospital-based tests and/or tissue collection needs should be outlined in the
Administrative Application.

Location:

Baylor St. Luke’s Medical Center

1** floor, Room P120 (by purple elevators)
6720 Bertner Avenue

Houston, TX 77030

Laboratory Tests

Clinically indicated and research-specific laboratory tests associated with an IRB-approved research
protocol may be sent to the Pathology laboratory for testing if the test is offered on the laboratory test
menu. Tests performed on-site are discounted for research purposes. Tests sent to other labs by the BSLMC
lab cannot be discounted. Prices are subject to change annually.

Tissue Collection

Tissue collection procedures at BSLMC must be reviewed and approved by BSLMC Pathology before
collection can occur. Tissue samples for research are only to be collected under IRB approved protocols
and only after receiving BSLMC administrative approval. Study teams shall submit the tissue collection
information on the BSLMC administrative application. BSLMC Pathology will review the study information
and work with the study team on specific processing based on study needs.
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When a research participant is scheduled for a procedure that involves research tissue procurement, the
study team shall inform Pathology in advance via email and submit an Epic requisition for the collection.
Pathology shall review the requisition and contact the study team with any questions. Tissue shall be
collected, processed, and dispensed in the manner approved by Pathology. The principal investigator is
responsible for coordinating collection between the clinical team, study team, and Pathology.

Tissue will not be collected without a signed informed consent on file. The informed consent should be
attached to the Epic requisition and/or sent to Pathology before collection occurs. Tissue may not be
collected outside of the approved collection process without prior notification and approval of Pathology.

Reference: BSLMC Policy & Procedure Research Tissue Collection Process.

Research Visits

Scheduling research visits at BSLMC

Research visits at BSLMC are scheduled through BSLMC Patient Access Services’ call center. Study-specific
information is required to ensure the visit encounter is correctly entered into Epic. The steps for research
visit scheduling are as follows:

1. Complete the BSLMC Call Center/Registration Research Form (see sample in Appendix Il) by filling
in the IRB #, the ordering physician name, diagnosis, research coordinator name and contact
number, fax or email for confirmation of scheduling information. Research patient visits should be
scheduled at least two business days in advance when possible.

a. Inthe comments section you may request a date for the test or any other specifics.

b. The Research Registration form is available on the BSLMC Research website

2. Prepare Physician’s Orders for visit. The physician order must contain:
Date/Time

Diagnosis

Specific test order

Any special instructions for the test

Physician signature

® a0 oo

3. Fax the registration form, Physician’s orders, and signed research informed consent form (ICF) (if
available) to the number indicated on the form.

a. BSLMC will attach the consent to the patient’s medical record. This step is required for
hospital compliance purposes and research identification. If the ICF is not available at the
time of scheduling, the study team is responsible for ensuring it is forwarded for
association as soon as available. Please refer to the section, Associating Patient Records
with Informed Consents (below) for specific details.

4. Patient Access Services will verify insurance and contact the patient to schedule the visit.

5. Patient Access Services will create a medical record number (MRN) and Hospital Account Record
(HAR) if none exists for the patient. A new HAR is created for each visit.

6. Patient Access Services will then contact the research coordinator indicated on the form to confirm
date and time of visit.
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7.

Once the visit has been confirmed by Patient Access Services, the patient’s medical record and HAR
must be associated with the study-specific research record in Epic. Study personnel with Epic
access may complete this task or notify the BSLMC Research Office to make the association. Please
see the next section, Associating Patient Records and Linking Visit Encounters to Epic Research

Records (below) for specific details.

Scheduling Research Subjects in the Operating Room (OR)

To ensure all research subjects scheduled in the OR are identified, prepared, and managed according to
study protocols and institutional policy.

1.

2.

Initial requirements:
a. Obtain BSLMC administrative approval for the research project.
b. Conduct an in-service training for OR staff, ensuring they are informed of study protocols,
patient handling, and documentation requirements.
Steps to scheduling and communicating research procedure in OR
a. Flag Research Patient in Epic
b. Upload the signed research consent form to the patient’s EMR.
i. Refer to the BSLMC approval letter for the timeline requirement on uploading
consent documents, as this must align with hospital and study guidelines.
c. Place Orders for Procedure and Required Tests:
i. Enter the order for the procedure and any related tests in Epic.
ii. Associate each order with the correct research diagnosis code (Z00.6) and study
protocol to ensure procedural accuracy and proper billing.
d. Schedule Patient via the Applicable OR Department:
i. Coordinate with the OR scheduling team to reserve an OR slot that accommodates
study requirements.
ii. Provide the OR department with necessary patient and procedural information,
ensuring transparency on any special needs or timing requirements.
e. Communicate with OR Team:
i. The study team should notify the OR staff and any relevant departments about the
scheduled research procedure.
ii. Confirm that all team members are aware of the research-specific requirements
and have access to the patient’s flagged record and consent in Epic.
f.  Study Coordinator Presence during procedure:
i. The study coordinator must be present or on standby during the entire procedure
to:
1. Coordinate any research-specific aspects of the procedure.
Answer questions from the OR team and address any unexpected study-
related requirements.
3. Ensure the study is conducted in compliance with the approved protocol

By following this guide, the research and OR teams can collaborate effectively to provide safe,
compliant care for research subjects undergoing OR procedures. This structured approach
supports both patient care and adherence to research protocols from scheduling through
completion.
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For questions, contact BSLMC Research Office via email at BSLMC_Research@bcm.edu, 713-798-
6024

Associating Patient Records and Linking Visit Encounters to Epic Research Records

Association of patient records and linkage of research encounters (visits) to study-specific research records
in Epic are required to ensure research billing compliance. Study teams must notify the BSLMC Research
Office of research encounters prior to the date of the encounter. BSLMC Research Office will verify the
patient record is associated to the research record and the encounter is linked appropriately in Epic. Failure
to associate patients and encounters with the research record will result in charges automatically routing
for standard clinical billing to patients and/or their insurance.

Reference: BSLMC Policy & Procedure, Billing Compliance - Research
For stuady teams without Epic access

The study team must notify the BSLMIC Research Office via email prior to or on the date of the visit using
the following template. Please note this information must be sent in a secure fashion.

Email to: BSLMCPatientNotifications@bcm.edu

Subject line: [secure] Research Patient Notification

Patient Name:

Patient DOB:

BSLMC MRN:

Study Name:

IRB #:

IDE #:

Enrolling Physician:

Date of Consent:

Date of study-related encounter:

Study-related tests/procedures on this
encounter:
Additional information:

For study teams with Epic access

Study teams with Epic access can associate the patient to the research study account and link the encounter
for study procedures/tests using the below procedure. However, study teams must also notify the BSLMC
Research Office of the association, as described in the above section.
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To associate a patient record to a study in Epic

Step 1: Click on the “Pt Research Studies” button:

Research Home ~ ¥~
My Reports - Favorites # ™ In Basket Glance #
Last Retresh. 11.50.05 AM Reftosh. 11.50.05 AW
Report Name Resuts Status N Total
~ Unorganized (11) Research ADT Event Notification 7
CHI Research Coordinator Review Neaded-Baylor Other Ready to run My Open Encounters 0 2
SLH HB Research Coordinator Review Enolment Date Ready to run Appointment Notification 0 €

Step 2: Enter the patient’s name, MRN, or SSN and click on “Find Patient”:

@ i
Research Home -

-
Favorites and Subscribed Reports # =ln Basket Glance a
Report Name Search for a Patient x
» Unorganized (14} T
7 Validate patient demographics and creats a new record If multiple fields do not match B2Eh 82
1 &
Name/MRN SSN S Birth D Telaphans Zip Cod
Quick Launch to Research Activities o = ot i s 1
o
Pationt Res fides Lo %9 4
‘atient Research Studis Provider Eind Patient ~
[ My Batients @ $ Clear 58
Rgsults | Racent Patisnts -
0 get started.
d patients,
X Cancel

Step 3: Enter the IRB number for the study in the box provided and click “Add” OR click the “Add” button
to search for the study:

on dp Encountar |

Research Studies

& snapShot J®F ChartReview problem List

Research Studies

& Add

Code: Mot on file
(no ACP docs)
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Step 4: Enter the following information and click “Accept”:

Coordinators (only Epic users can be entered in these fields)
b. Status: Several options available when the magnifying glass icon is clicked (Enrolled,
Ineligible, Completed, etc.)
c. Active Start Date: Date the Research Informed Consent Form (ICF) was signed
i. NOTE: If a patient signs the ICF while admitted in the hospital and the ICF date is
dfter the admission date, the admission date must be entered as the Active Start
Date. For all other patients, the actual ICF date should be entered as the Active
Start Date.
d. Comments: Free text field can be utilized to add research notes or to document the

ation s Encounter | B @ & B Log Out

EpicCare Q

& snapShot U@F ChartReview Problem List [ESECIEIETEE
Research Studies
4 Back to List

Not on file COREVALVE PIVOTAL
{no ACP docs)

§ Participant Details
Status Start End

I e o]

Participant ID

Patient-Specific Coordinators

Comments

| B2 3+ & D

m
Q

MNext Dept Appt: None

|:> +" Accept ¥ Cancel

The patient’s record is now associated with the study.
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To link a specific encounter (visit) to the stuady in Epic

Step 1: Click on the “Patient Station” button. The “Patient Lookup” box will appear: Enter the patient’s
name, MRN, or SSN and click on “Find Patient”:

el =

Research Home - o -
Favorites and Subscribed Reports # = In Basket Glance
Report Name Search for a Patient %
> Unorganized (14} New
% Validate patient domographics and create a new racord if muliple flelds do not match el 82
t G
Name/MRN ssM s Birth Dat Teleph Zip Cod
Quick Launch ta Research Activities - = e it Do 1
Patient Research Studies S 363 4
e Provider Find Patient ~
[ My Batients @ * Clear 59

Results | Recent Patients b

tto get started
ned patients

Search for

See rec

X Cance

Step 2: Double click on the research related encounter (visit):

e Hworkgueuss [Bb Hospial Account fgg Crart [ Wewia wanager P cas - & @ £ @ - Grlogon

EpicCare (|

. P Print Forms
' @o Last refreshed: 9/15/2021 2:18:00 PM DS X
~_

I8Legend ¥ Filter £ Retresh | 4 New Encounter ] New Haspital Qutpt
Current | ++70ars wizmie- s |

Male, ¢ 0 §
Encounter |Etatus [Dan [Time_ JLacation Provider Picl Resson | Account CEN Comtact #
MRH: 8 I
& a8y Ad
C =8
Al
& FINANCIAL INF A
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Step 3: Click on “Research Association”:

Here you can link or unlink an encounter to the research study.

P Search (Ctrl+Space)

BB Rsch Admin O Pt Research Studies O My Reports {i Patient Station s Encounter & Research Billing Review [T Hospital Account Media Manager g Workqueue List fg Chart & Documentation i R
= SEREN = X

@ LENTRIES STl Registration

‘ 0@ Registration =1 Pat Guarand Cvg 4+ Add Guarantor 1Y Audit Trail TS View MSPQ U Patieni FYl # Travel Screening #° Fall Risk More ~

if}l’-l'?':* Sl (2 Research Encounter Association Fesearch Studies © T ¥
pot Info

Demographics Linked '-'-‘31(
Additional Pat Info

Studv Code Principal Investigator

Patient Contacts ‘\E_nrolled,‘ Joseph S Kass, MD
Enc Guar & Cvgs
+" Close + Previous J Next
Payments
Px/Dx.
Care Teams il Client Billing #

COVID-19 Vaccine: Overdue for

dose 6 Additional ltems Client
& Research Participant Documents -
- Benefit Inft
/' MyChart: Code expired eneitinfo
Appt Details

© No HIPAA
Care Team: No PCP

Other Information

Seec B

Client Billing

Step 4: Click on “Complete Reg”:

After encounter has been linked, click on Complete Reg at bottom right of the page.

v Complete Reg

The encounter is now linked with the study.

Responsibility for maintaining current research patient status in Epic

Study teams are responsible for maintaining current research patient status in Epic. Statuses include
Identified; Interested; Ineligible — did not meet full criteria; Declined; Waiting for consent; Enrolled;
Completed; Disqualified; and Withdrawn.

Study teams with Epic access may make this change directly in Epic. Study teams without Epic access must
notify BSLMC Research Office when a patient goes off study by secure emailing
BSLMCPatientNotifications@bcm.edu with the patient’s name, medical record number or date of birth,
IRB# and off-study status (Completed, Disqualified, Withdrawn).

Reference: BSLMC Policy & Procedure, Billing Compliance - Research

Associating Patient Records with Research Informed Consent Forms

Baylor St. Luke’s Medical Center requires that signed research informed consent forms are associated with
research patients’ electronic medical records for all studies utilizing informed consent. The BSLMC Research
Office conducts monthly reviews of all research encounters and will notify study teams of missing research
informed consent forms.
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If the patient is consented outside BSLMC, study teams should fax the signed research informed consent
form along with the call center registration form when scheduling the patient’s BSLMC visit (see Scheduling
Research Visits at BSLMC, above). The Call Center will associate the research informed consent form with
the patient’s medical record.

If the patient is consented at BSLMC, a copy of the signed research informed consent form should be sent
to BSLMC Health Information as soon as feasibly possible. The signed research informed consent form can
be placed on the patient chart by the study team, and it will be scanned into Epic for association with the
patient’s medical record within 48 hours of discharge.

Alternately, consents can be delivered to BSLMC Health Information Management office
(6720 Bertner Ave., Room G-153) attention of HIM Request Desk Supervisor/HIM Request Desk. They can
also be emailed toCrystalyn Jones crystalyn.jones@coniferhealth.com; Monica Perez
monica.perez@coniferhealth.com; Thipprapa Thippayasri Thipprapa.Thippayasri@coniferhealth.com;
and Yvonne Lopez yvonne.lopez@coniferhealth.com with Research Consent as the email subject line or
faxed to 832-355-2661. When faxing the consent forms, please include a cover page with your contact
information and include the patient name, date of birth, date of service and BSLMC MRN if known so
that HIM can contact you if they cannot readily identify patient on consent form. Inter-office mail should
not be used.

The informed consent should list the patient name, date of birth, date of service, and patient MRN or CSN.
HIM will scan the informed consent into ChartMaxx, which makes the content available in the Epic media
tab. Informed consents are typically scanned within 48 hours.

Reference: BSLMC Policy & Procedure, Associating Patient Records with Informed Consents - Research

V7. December 2024 — ed. December 12, 2024 — A. Esquivel Page | 20


mailto:crystalyn.jones@coniferhealth.com
mailto:monica.perez@coniferhealth.com
mailto:Thipprapa.Thippayasri@coniferhealth.com
mailto:yvonne.lopez@coniferhealth.com

Pw Baylor St. Luke’s
¥ Medical Center

Research Charge Routing and Review

BSLMC Research
Billing Process

Administrative
Approval Letter
Is sent

Study is set up
in EPIC

Schedule pt
through Call
Center Form

Before pt visit,
register patient

Process payment
To BSLMC

To register a patient

send email to:
BSLMCPatientNotifications
@bcm.edu.

Receive invoice
for payment

Patient has
procedure or appt

Review and transfer
charges in EPIC
Via Billing Report or

Paper Bill '

Visit charge assignment

Following each study visit, the study team is required to assign visit charges as either standard of care and
billable to the patient/insurance or as research and billable to the study account. Charge assignment must
be completed within two business days of receipt of the billing report/paper bill. The process for this varies
based on Epic access.

Research coordinators with Epic access can review charges for research patient visits on the Research Billing
Review report, five days after closure of the encounter, transferring research items from the patient
account to the study account, as shown below.

Coordinators without Epic access must review patient accounts on a clinical form and paper bill sent by
Patient Financial Services, identifying which items on the bill are research and returning the itemized list to
Patient Financial Services for transfer to the research study account, as shown below.

Any charges remaining on patient accounts after charge assignment will be billed routinely to the patient
and/or patient’s insurance.

Reference: BSLMC Policy & Procedure, Billing Compliance — Research
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Charge assignment for coordinators with Epic access

To find the Research Billing Review report, go to My Reports>Library and search for “Research”. This will
bring up all existing reports; see section Patients Needing Research Billing Review — CHI. You can find and
“star” your report for easy identification.

il dmin S PtR arch Studies O Wy Reports §l Patient Station s Encountar | SR rch Billing Re iy Workgueues

| & # §# 0] | B Repors
L AR Library

2 research OsSearch X Clear
My Reports
77 [ CHI Research Coordinator Review Needed-Baylor Other
ke MCT ONC Patients on Research Protocols
q Finds all patients with active research protocols.
Library 4y SLH HB Research Coordinator Review Enrollment Date

This report displays patients needing billing review, enroliment date.
b ¢ SLH HB Research Coordinator Review Needed ALT

This report displays paitients needing billing review.
% ¢ S5LH HB Research Coordinator Review Needed Fondren

This report displays patients needing billing review Fondren

)¢ S5LH HB Research Coordinator Review Needed OCR
This report displays paitients needing billing review OCR.

W S5LH HB Research Coordinator Review Needed SCC
This report displays patients needing billing review SCC

S5LH HB Research Coordinator Review Needed THI CV Surgery Research
This report displays patients needing billing review THI CV surgery research.

I

W SLH HB Research Coordinator Review Needed THI Valve
This report displays patients needing billing review THI Valve

30 S5LH HB Research Coordinator Review Needed-Carranza
This report displays patients needing billing review.

T SLH HB Research Coordinator Review Needed-Gutierrez
This report displays patients needing billing review.

b~ ¢ S5LH HB Research Coordinator Review Needed-MRI Research
This report displays patients needing billing review.

7 SLH HB Research Coordinator Review Needed-Non Epic A-LZZZ
This report displays patients needing billing review.

37 5LH HB Research Coordinator Review Needed-Parker
This report displays patients needing billing review.

77  SOU HB Research Charges with 624 Revenue Codes - Last 30 Days
This report displays research charges with 624 revenue codes for the last 30 days.

% ¢ 50U HB Research Coordinator Review Needed Cancer Center
This report displays patients needing billing review, Baylor other

ke 50U ONC My Patients-Research Participants
Find your patients who are enrolled in research studies.

37 S0U ONC Patients on Research Protocols
Finds all patients with active research protocols.

To view accounts ready for review, select your report and click Run. It may take a few minutes for the
report to open.
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My Reports - Favorites # G
Last Refresh: 09:25:53 AM
Report Name Results Status
~ Unorganized (11)
CHI Research Coordinator Review Needed-Baylor Other Ready to run
SLH HB Research Coordinator Review Enrollment Date 549 Ready to view
SLH HB Research Coordinator Review Needed ALT 0 Ready to view
SLH HB Research Coordinator Review Needed Fondren Ready to run
SLH HB Research Coordinator Review Needed OCR Ready to run
SLH HB Research Coordinator Review Needed SCC Ready to run
SLH HB Research Coordinator Review Needed THI CV Surgery Research Ready to run
SLH HB Research Coordinator Review Needed THI Valve Ready to run
SLH HB Research Coordinator Review Needed-MRI Research Ready to run
S0OU AME My Patients Enrolled in a Clincial Trial (specify study) Ready to run
S0U HB Research Coordinator Review Needed Cancer Center Ready to run

Running — 10 %

0 results match search criteria

The report collates any patient records in the selected study billing review. Select the patient for review to
open the account review screen.

dies ,o My Reports G Patient Station s Encounter I Q R reh Billing R ¢ e Workgueues F,'\ Hosy weoount Pi Chart [LELTERTEGED

% L] | E Reports

SLH HB Research Coordinator Review Needed OCR [38269466] as of Thu 9/16/2021 9:28 AM
¥ Filters ,ogptmns - Q Billing Review #2 Patient Station Ai'Besearch Studies

Reports
¥ Patient MRM Research Study Research Study Mr Last Rvw Dt Last Review User Start Date Last Study k Last Study R
H-45229 CCSC-004 SYM 0B/23/2021 MATHEW, RYAN nRinnanat 08232021 MATHEW,
RYAM
{:I H-459132 TRAVERSE 07/20/2021 PLASCENCIA, RENE D
ey H-46569 ADAGIO ©3-200
H-450891 GUIDE-HF 10/21/2020 HAROLD, STEPHEM 102172020 HAROLD,
STEPHEM
SLH HB Hesea... H-43132 TRAVERSE 07/20/2021 PLASCENCIA, RENE D
H-458229 CCSC-004 SYM...  08/23/2021 MATHEW, RYAN 0B8/2372021  MATHEWY,
RYAM
H-45229 CC3C004 SYM...  05A06/2021 MATHEW, RYAM 0B/06:2021  MATHEW,
RYAN
H-45229 CCSC-004 SYM 0B8/06/2021 MATHEW, RYAN 0B/0B/2021  MATHEW,
RYAM
H-48229 CCSC-004 SYM...  08/2372021 MATHEW, RYAMN 0B/2372021  MATHEWY,
RYAM
H-45229 CCEC-004 SYM...  05/23/2021 MATHEW, RYAN 0B/2372021  MATHEWY,
RYAN
H-458229 CCSC-004 SYM...  08/31/2021 MATHEW, RYAN 0B8/31/2021  MATHEWY,
RYAM
H-45229 CCSC-004 SYM...  08/31/2021 MATHEW, RYAMN 0B/31/2021  MATHEWY,
RYAN
H-45229 CCSC-004 SYM 08/31/2021 MATHEW, RYAN 0B/31/2021  MATHEW,
RYAM
H-48229 CCSC-004 SYM...  09/09/2021 MCCOMBS, ANME K 09/0972021  MCCOMBS,
ANMNE K
H-45229 CCEC-004 SYM... 09092021 MCCOMES, ANNME K 09/09/2021  MCCOMBS,
ANNE K
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On this page, transfer charges considered research by clicking on the box next to the specific charge. When
all research charges are selected, click on the Research Correction button, select Research-related, and
select the correct study for charges. Uncheck Patient/Insurance if selected.

Research Billing Review for

G@HI N
CReresn ¥ Frters @ Pasent Studes § Study Matenance
Showing hospital accounts that were not previously reviewed, re related 10 the study, and are configured as needing review.
& Intercept 747-303 ——
Resesreh Charge Correction %
Study Code Study Status Study Type protocals
1502227181 = Research-Reloted?
N
enrcllment status Active Start Date Aciive £nd Date  v-- [0
rolled 5/4/2020
e Stug [ Show inactive
i =
5 us ABDOMEN COMPLETE Visit at Bsime Otm Ultrasound ‘ 2]
Protocol
06/13/23 Stugy-Relatea e
Mark as Reviewed [
Treatment Day

& Charges | < Encounters & Account Activities

MariRer Iype e | CPT®/MCPCS Code | Sue Date | Encounter  Review Status | srotacol Cay [[HBRY other =

Routine  Investigational Device
Non-Study Charges -

@ Research Comect All Select Al = Deselect Al e
Bill Rvw  Svc Date Post Date Code P aty Amourt
osp13/z0ns osr13/2023 76700 " ' 317000
X o

Click Accept, then OK, then Refresh button on the top left of your page and verify the correct charges
transfer to the research study account. If correct, and there are no other charge transfers, click on Mark
Account as Reviewed at middle right. Enter a note that the account was reviewed, then click Accept.

Research Review [9198]

5 Add Note & Research Review
D% | @3+

5 | 100%

(@ This action will mark the hospital account as reviewed.

Reviewed technical research charges for study 15-02-227-181.

Summary: |

IE

" Accept | ¥ Cancel

Study User Reviewed will appear on the account.
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|Research Billing Review for g @0" %

O Bemesn Y Fiters (& Pationt Studies (8} Stucy Maintenance

were ot previ fewed. are related to the study, and are configured as needing review.

@ Intercept 747-303 Additional info

Study Code Study Status Study Type NCT £ IRE £ Associated Protocols
15-02-227-181 - - 10/23/15 -

Enrollment Status Active Start Date Active End Date Coordinators

Enrolied 5/4/2020 - JanaLee

8 Us ABDOMEN COMPLETE Visit at Bsimc Otm Ultrasound

06/13/23 Study-Related Hespital Account | Outpatient | DNE
self-Pay

[ st ¥

ferrey FEsquivel
'

Clicking on Charges shows reviewed charges with a green check mark.

— Charges
Rassanch Camacian wﬁﬂﬂm

PostDade Code Duscripion Ay &mount
DT HCTH000) . HC EEQ AWSKENSLEEF & SLEEP 1 124200
[ of DU ] oaiiFine HGORBODD.. HC SLEEP APNEA ASSESSHENT 50 i 200

w wrodlpad By Revenis Code
Chargd grouper | Revenus Code =
Cascmglinn ok Teaal
ROCH & BOARD - SEMHPRIVATE TWO BED (WEDICAL OR GENERAL) - GEMERM CiA. 1 1,634.00
LABCRATORY - GEMERAL CLABBIFICATION 1 185.00
NUCLEAR MEDICBE - GENE RAL CLASAFICATION 1 Z:0.00
OTHER DIAGHOETIC SERVCES - DEMERAL CLASSFICATION 1 E20.00

HCA20000.. HE ROOM CHARGE EEMIPRNATE 1,004 {6
HC3000DD . HC A8 CRCWRLITO DFF 15500
HC340000 - HC INTESTINE MG MECHEL LOC 2a0m
HCEED00.. HE SLEEP STYUNATTRARESR EFFT 520 0

| Post Date  Code Descriplion iy Amcual
i
4
1
M

Transaction now shows charges moved to research accounts.
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WL VZOUED

AcctSummary

Status Summary

T Inquiry
Liability Bucket

Coverage Info

Transaction Inquiry - 10 of 12 Accounts
[®) & = BacetList ¢ Acctacions - B AcctActiities @ Stop BIIDNB 3 GoTo ~ of Einish

rTotals Hospital Balan

Charges: 10,519.00 || Prebilled: 0.00 Self-pay: 2,389.50

Payments 3602.97 || Insurance 0.00 Charge Grouping | ~
Adjustments: -4,626.53 | Undistributed: 0.00 Current balance: 2,389.50

Functions “ Restrictions

T View all transactions

Charges Moved To Research Accounts

Transaction now

shows charges moved
to research accounts

Claimin® | Deselectall Groupers |
" TargetHospital Account Research Study aly Total
Gadalgiy F 10051021985 - Jumpto Accourt [H-37488]LOKONOO1 11 230575
Abstracing Itemized Charge Listing
Cade Inegration Svc Date Post Date Code-Description Rev Code CPTBIHCPCS Code - Modifier aty Amt
— 01052017 01132017 HC25800001-50DIUM CHLORIDE PER 500 HL 0256-PHARMACY - IV SOLUL 4 17.00
Audit Trail 010512017 01132017 HC25800001-50DIUM CHLORIDE FER 500 HL 0258-PHARMACY - IV S0LUL 1 328
— 01052017 01132017 HC25800001-50DIUM CHLORIDE PER 500 HL 0256-PHARMACY - IV SOLUL 1 275
A 010512017 01132017 HC27200769-HC DISK BIOPATCH J3J 0272 HEDICALSURGICAL 1 2500
Patient Contact & 010512017 011312017 HC35000018-HC CT GUIDE FOR NEEDLE PLCMNT 0350-CT SCAN - GENERAL ... 77012 (CPT®) 1 2141.00
010512017 01132017 HCE3600020-MDAZOLAN 1 HGML SOLN 2 WL VIAL 0636-PHARMACY - EXTENSL..J2250 1 050
Account History 011052017 011312017 HC63600020-FENTANYL PER 0.1 MG 0636-PHARMACY - EXTENSI..J3010 1 4125
Enterpise Gua 010512017 01132017 HCE3000002HC SINPLE RESEARCH DISPENSING 0630-PHARMACY - RESEAR. 1 3500
Charges Grouped By Revenue Code
| DeselectAll Groupers |
Rev Code Desciption ay Total
~ 0252 PHARMACY - NON-GENERIC DRUGS 1 4075
o 06% PHARNACY - EXTENSION OF 025X - DRUGS REQUIRING DETAILED CODING (4) 262 1047825
2 0998 ZERO DOLLAR CHARGES 2 0.00
Itemized Charge Listing
SvcDate Post Date Code-Description Rev Code CPTBIHCPCS Code - Modifier aty Amt
|— 0110612017 011312017 HC25200001-SODIUM CHLORIDE 0.9% (NS) 0.9 % SYRG 10 ML SYRINGE 0252-PHARMACY - NON-GE. 4075
011052017 0110512017 HCE3600020-ONDANSETRON 4 HGI2 HL SOLN 2 L VIAL 0636-PHARMACY - EXTENSL..J2405 18 400
|— 0110512017 0110512017 HC63600020-DEXAMETHASONE PER 1MG 0636-PHARMACY - EXTENSI..J1100 4325
0110512017 HCE3600020-PACLITAYEL PROTEIN-BOUND PART FER 1 MG 0636-PHARMACY - EXTENSI..J0254 180 964350
0110512017 HC63600020-GEMCITABINE PER 200 MG 0636-PHARMACY - EXTENSI...J9201 630.50
0110612017 HCE3600020-HEPARIN (FF) 100 UNITAIL SYRG 5 L SYRINGE 0636-PHARMACY - EXTENSL.J1642 50 117.00
|— 0110512017 0110512017 HC99800001-HC RM/BED $0 0998-ZERO DOLLAR CHAR. 0.00
I 010812017 011082017 HCO9800057-HC IV SEDATION 50 0098-ZERO DOLLAR CHAR 000

Charge assignment for coordinators without Epic access

Coordinators must review the clinical form and patient bill to correctly assign charges, as shown below:
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Sample Clinical Form for research visit,

Clinical Form (FR2) sent by Patient Financial Services to
Today's Date: hune 14,2023 study team, along with patient bill.
mmmnwﬂ R :'xr:k:j.?ag-sw-zms Coordinator should Complete this
PATIENT NAME: form and indicate whether the
MEDICAL RECORD - . . .
OATE o sehvice associated bill is all research, all
SAANCE standard of care, or mixed. When only
e e s e oy ot St g i some items are research, these should

o p—— be circled on the bill.

ks this patie nt enralled in this protacel/study? Yes Ma
Is this patient account research related? Yes Ma
Did patient hawe a research device or procedure? Device Procedure
Wias device/procedure received on THIS date of service? [ ™
Is this patient & Screen Failure? Yes [

Initial

Circler on itemized statement any services that are NOT standard of care. Indicate on itemized
statement which research-reloted items are billed to the study occount and which (if any) are
billobie to inswrance.

D0 NOT ISSUE PAYMENT UINTIL YOU RECEIVE THE MONTHLY STUDY ACCOUNT INVOICE

Whale claim Research Only, transfer ail charges to Research Accaunt.
DO NOT ISSUE PAYMENT LINTIL YOU RECEIVE THE MONTHLY STUDY ACCOUNT INVOICE

_Whole ciaim Standard of Care, bill entire daim to insurence.

COMMENTS:

Resewrch Ce

Date signed:
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For Payment Only:
P.0. Box 4288
Houston, Texas 77210-4288

| [
J CHI 5t. Luke’s

Sample patient bill, sent with
the above clinical form. Study
team should circle any items on
the bill that should be charged
to the study account and return
the bill and clinical form to

All other Inquiries Write;
PO, Box 20805 HEalth
Houston, Texas 77225-DA0S
ACCOLUINT Mo GLIARANTOR NOL AORAIT DATE DISCH. DATE PAGE
h PSP 2281565 07/14/2016 07/14/2016 lofl
DOCTOR
BAJAJ, MANDEEP
INSURANCE COMPANY
[ eyl a7y 1  NONE
GROLIP MO POLICY MO, ‘JN'EI\'CE M.
p
INSURANCE COMPANY
2 NOMNE
GROUP NOL, POLICY WO INVIDICE .

Patient Financial Services.

CHARGES

| oE0 | TI14/6

Procedure Code

Description of Sarvice
HCH1000004 [HC MR ABDOMEN

3,085.00

Total Charges: 3,096.00

Patient Financial Services will move all research charges to the study account and mark the account as
reviewed. Any charges not marked as research are sent for standard clinical billing. All remaining charges
will be billed to patient/insurance.

Monthly study account billing

On the fifth (5") of each month, BSLMC Patient Financial Services will send the study team an invoice for
all charges assigned to the study account for the previous month. The study team should review the charges
and work with Patient Financial Services to make any needed adjustments. The invoice should be paid
within three months of receipt. If the study team expects a delay in payment, Patient Financial Services
should be notified to avoid administrative hold on the study.

Reference: BSLMC Policy & Procedure Billing Compliance — Research
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BCM Clinical Research Center

The Baylor College of Medicine (BCM) Clinical Research Center (CRC), managed by the BCM Office of Clinical
Research (OCR), provides both hospital-based and outpatient comprehensive infrastructure and nursing
support to investigators who conduct patient-oriented clinical trials (Phase I-IV), metabolic studies,
translational studies and pilot trials in all clinical areas. The CRC welcomes protocols funded by a variety of
sources — federal, foundation or industry.

About the CRC

The Inpatient CRCis a hospital-based unit located at Baylor St. Luke’s Medical Center (BSLMC) (6720 Bertner
Avenue) 20" floor inpatient unit. There are two dedicated inpatient research rooms to support early phase,
complex, and overnight studies.

The Outpatient CRCis located at Baylor College of Medicine McNair Campus (7200 Cambridge St.
Houston, TX, 77030). There are two dedicated research exam rooms on the 7 floor and an infusion suite
on the 9 floor to support outpatient studies.

In addition to inpatient and outpatient facilities, the CRC also provides nursing support to Baylor’s affiliated
institutes, as applicable.

The CRC is staffed by a team of dedicated research nurses specially trained to perform simple to complex
research studies. CRC staff work closely with study teams to ensure clinical study activities are conducted
safely and appropriately, according to the workflow and sampling schedules of Institutional Review Board-
approved protocols.

Cost Structure

CRC rates are based on resource allocation of services provided, including CRC administrative startup and
management, hourly staffing, CRC location, study funding source, meals, and basic medical supplies. All
other procedures, tests, and supplies will incur a separate charge. Study teams must coordinate with the
BSLMC Research Office during the administrative review process to obtain hospital pricing for research
procedures. See CRC Cost Structure here: https://www.bcm.edu/research/research-offices/office-of-
clinical-research/clinical-research-center/fee-schedule.

Resources and Services

Nursing staff is trained to perform the following procedures. Annual competency-based training insures
proficiency in these test procedures. Training for additional research specific procedures may be added as
new studies are initiated.

e Two dedicated inpatient rooms

e Two dedicated outpatient exam rooms

e Qutpatient infusion suite

e Lab processing area

o Refrigerated centrifuge and -80°C freezer

o EKG
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e Basic medical supplies

e \Vital signs, height and weight measurement
e Observation

e Assistance with physical examinations

e |Vinfusion pumps

e Phlebotomy and blood sampling per protocol
e Central/peripheral line access and site care

e Medication administration

e Adverse event management

e Patient meal services

e Access to BSLMC's pathology lab

e Access to BSLMC's dedicated research pharmacy

Study teams are encouraged to contact the CRC early in planning to discuss study needs. Please submit
your request for support through the OCR online service request form at
https://orit.research.bcm.edu/OCRServiceRequest/Login.aspx to initiate the CRC feasibility process. Also,
see Appendix V for the CRC study initiation workflow. For more information about the CRC, please
consult the Baylor College of Medicine Clinical Research Center Investigator’s Manual, or contact the CRC
at cre-support@bcm.edu.

Device Study Impact Analysis

All device studies that require the hospital to purchase the device must undergo a financial impact analysis.
This process provides for responsible allocation of hospital resources. For all investigational, humanitarian
use, and post-market device studies to be conducted at the hospital, study teams must submit a request
form to determine if their device study requires impact analysis. This process should be initiated as early in
study startup as possible, as findings may impact study budgets.

If the device is provided free of charge by the sponsor, no analysis is required. If the hospital must purchase
the device, impact analysis is required. The analysis is conducted by BSLMC Supply Chain and Finance, and
is reviewed/approved by BSLMC executive leadership.

The impact analysis must be completed and approved by BSLMC leadership before administrative approval
can be given and the hospital can purchase the device.

Please see the sample device assessment request form and impact assessment workflow in Appendix VI.

Reference: BSLMC Policy and Procedure, Impact Assessment of Investigational/Humanitarian/Post-
Market Devices - Research.
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Appendix |

Instructions to provide view-only protocol access to BSLMC Research Office

You may follow the below procedures to provide view-only access to your protocol submission to the
BSLMC Research Office. You may also instead elect to manually submit the protocol documents with your
BSLMC Administrative Application.

Baylor College of Medicine IRB

Check the box for Baylor St. Luke’s Medical Center as a site on the BRAIN ESP1 protocol submission.

CommonSpirit Health IRB

Enter your protocol in the IRBNet system and share the project with Angie Esquivel and Kathleen Tulod of
the BSLMC Research Office

BRANY IRB

Add BSLMC as a site where research will be performed and provide view-only access to Angie Esquivel
(aresquiv@bcm.edu) and Kathleen Tulod (Kathleen.tulod@bcm.edu).
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Appendix Il

BSLMC Application for Administrative Review

* Please visit https://www.stlukeshealth.org/locations/baylor-st-lukes-medical-
center/research/conducting-research-baylor-st-lukes-medical-center for link to online application and

Submitter/PI guide.

Sample Research Fee Schedule

* Information will vary based on your study

Baylor 55 Lubke's P
Medical Center F

June 14, 2023

[Pl Name & Address]

RE: [IRB Protocol #]

[Protocol Title]
Pricing effective date:
Funding Source: Select

RESEARCH FEE SCHEDULE
Services Charges per CPT Charge
procedure Code

PLEASE NOTE:

This fee schedule covers anly the procedures listed above as of the effective date for the study indicated.
These prices may be used for budget negotigtion with the study sponsor.

The Principal Investigotor is responsibie for exploining the financial requirements for standaord of care
SEMVices to study participants.

This fee schedule indicates cost per procedure; billing of services will be for octual utilization.

All visits, tests or procedures required as routine medico! care for research study patients will be billed to
the potient or third porty payer responsible for patient health core expenses.

For guestions regarding this fee schedwle or otherwize, please contact the Research Office ot B5LMC ot
F13-795-6024.

Professional Charges: BSLMC is unable to provide pricing for professional services. For pathology
research pricing, please contact Lynn Bergeron (lynn.bergeron@medarms.com) 2t Community
Fathology. For radiclogy research pricing, please contact Shelby Wujicg

{shelby. mujicz@radpartners.com) at Singleton Aszociztes.

The Principal Investigator's signature below indicates acceptance of the service charges described in this fee
schedule.
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This fee schedule does not constitute BSLMC administrative

approval of the study. This fee schedule merely represents BSLMC
pricing for items identified as research for this study.

Principal Inwvastigator Signature Date
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Sample Request for Access to PHI for Research Purposes Form

) |
\F CHI St. Luke’s Health

Baylor 5t. Luke's Medical Center

Request for Access to Protected Health Information for a Research Purpose without Subject’s
Authorization

Instructions: Research is defined in the HIPAA Privacy Rule as “a systematic investigation, including
research development, testing, and evaluation, designed to develop or contribute to generalizable
knowledge.” In order to comply with HIPAA and HITECH laws and regulations governing covered entities,
individuals engaged in Research at Baylor St. Luke’s Medical Center (BSLMC) must document their
requests to use Protected Health Information (PHI) for research purposes without a patient’s
authorization. Researchers must complete and maintain a copy of this form for all such requests. A copy
of the form must also be provided to the office providing access (such as Health Information
Management), as applicable. Questions regarding this form or related regulations you should contact
BSLMC Research@bcm.edu

Principal Investigator (Pl) Name:

PI Primary Institution/Employer:

Pl email/phone:

Administrative contact name/email/phone:

Research Project Title:

1. [|hereby request to review individually identifiable health records for the named research project
for which the Individual’s authorization is not available. | represent that the PHI to which access
is sought is necessary to the research and will be used solely for the named research project. My
request is based upon the following authorization/justification. | have attached the required
documents as indicated.

|:| Subject’s written authorization WAIVED by IRB (full or partial waiver)
1. Copy of IRB-approved waiver of consent
2. Copy of IRB approval letter

[ ] Decedents’ health Information only.
1. lagree that, upon request, | will provide documentation of the death of the
individuals whose health information | will review.
2. Brief description of research purpose and health information requested
3. Copy of IRB approval letter
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[ ] Information is preparatory to research only. No PHI will be recorded or removed from the
area of review.

1. | agree that no PHI will be emailed or stored on a flash drive, laptop, or otherwise
recorded or removed from BSLMC (the “covered entity”. | agree that health
information will only be recorded in a manner such that the subject cannot be
identified (identifiers include name, MRN, dates, etc.) | agree that if | want to record
any identifiers including dates (of birth, service, etc.), then either a HIPAA waiver or
subject authorization must be obtained. | understand that failure to abide by these
conditions will result in automatic termination of access to PHI for research purposes.

2. Brief description of research purpose and health information requested

4. Type of health information to which access is requested

[ ] Electronic records. Database to be queried:

|:| Paper records: Describe source/location
|:| Imaging
[ ] other: Describe

5. List all individuals who will have access to the requested PHI and their roles (i.e., co-
investigator, study coordinator):

6. Please check one of the following:

[ ] 1 have attached a list of records that | am requesting from Health Information
Management. (The list must include the project title and Pl name, full legal name of
patient, patient’s date of birth or SSN and medical record number when available).

[ ] 1 am requesting that a list of records be generated for me by Health Information
Management. | have attached a description of records | am looking for (include project
title and Pl name)

|:| I and/or the individuals listed above will directly access PHI under preexisting EPIC
authorization and do not require assistance by Health Information Management.

I agree that the information | have requested will only be used for the research purpose as stated in this
form and its accompanying documentation. | will protect the confidentiality and security of this
information while it is in my possession and will destroy identifiers if required by accompanying
documentation.

Signature of Principal Investigator*
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Date

For HIM support, the completed form should be sent to Nanette Moreno, Systems Administrator, Health
Information Management (nmoreno@stlukeshealth.org). No information can be released without IRB
approval.

* Electronic or typed signatures are acceptable if form is sent from Principal Investigator’s email address.
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Appendix Il
BSLMC Research Compliance Review — HIPAA Authorization Language

List of Required Elements

All studies submitted for BSLMC Administrative Approval will receive a compliance review from the
BSLMC Research Office, prior to approval. The following items will be checked for each study.

YES (X) | NO (X)

[ ] | I1CF Compliant with HIPAA Authorization Requirements (see attached)?
Comments:

[l

Is Full or Partial (select one) Waiver needed?

Has Waiver been received?
Comments:

L]

[ ] | compliant with Conflict of Interest Requirements?
Comments:

|:| Involves other St. Luke’s hospitals besides BSLMC (i.e. Woodlands,
Lakeside, Sugarland, Vintage)?

Is this an investigational drug study?

Does the consent form state that abstinence is the only birth control
method that is 100% effective?

Further Regulatory Review Needed?

[ ] Laser Committee Review

[ ] Radiation Safety Committee Review

[ ]1BC review needed

|:| MAC Authorization for Investigational Device Exemption (IDE)

]

[l

Comments:

Other Comments or Review Considerations:
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YES(X) | MO (X)

]

ICF Compliant with HIPAA Authorization Requirements [see attached)?
Comments:

O

Is Full or Partial [select one) Waiver needed?

O

Has Waiver been received?
Comments:

Compliant with Conflict of Interest Requirements?
Comments:

Involves other 5t. Luke's hospitals besides BSLMC (j.e. Woodlands,
Lakeside, Sugarland, Vintage)?

Is this an investigational drug study?

0o

Does the consent form state that abstinence is the only birth contral
method that is 100% effective?

O

Further Regulatory Review Needed?

D Laser Committes Review

[] Radiation Safety Committee Review

D IBC review nesded

[C] MAC Authorization for Investigational Device Exemption {IDE)

Comments:

Other Comments or Review Considerations:

HIPAA

[

V7. De

Authorization Language — List of Required Elements

Description of PHI to be used or disclosed (identifying the information in a specific and meaningful
manner).

The name(s) or other specific identification of person(s) or class of persons authorized to
make the requested use or disclosure.

The name(s) or other specific identification of the person(s) or class of persons who may use
the PHI or to whom the covered entity may make the requested disclosure.
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[

Authorization expiration date or event that relates to the individual or to the purpose of the
use or disclosure (the terms "end of the research study" or "none" may be used for
research, including for the creation and maintenance of a research database or repository).

Signature of the individual and date. If the Authorization is signed by an individual's personal
representative, a description of the representative's authority to act for the individual.

Authorization Required Statements (see Privacy Rule, 45 C.F.R. § 164.508(c) (2))

[

The individual's right to revoke his/her Authorization in writing and either (1) the exceptions to the
right to revoke and a description of how the individual may revoke Authorization or (2)
reference to the corresponding section(s) of the covered entity's Notice of Privacy Practices.

Notice of the covered entity's ability or inability to condition treatment, payment,
enrollment, or eligibility for benefits on the Authorization, including research-related
treatment, and, if applicable, consequences of refusing to sign the Authorization.

The potential for the PHI to be re-disclosed by the recipient and no longer protected by the
Privacy Rule. This statement does not require an analysis of risk for re-disclosure but may be
a general statement that the Privacy Rule may no longer protect health information.*
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Appendix IV

Sample Call Center/Registration Form

]
¥ CHI 5t. Luke's Health

Call Center Research Visit Registration Form

Baylor 5t.Luke’s Medical Center

Use this form for scheduling: Research Coordinator Use Only
RESEARCH STUDY PATIENTS"® Ordering Physician:
IRB # (study account):
Date Consent Signed**: Disgnosis :
Total # pages, including this form: (o RAQ or possble dagnosk)

Create a patient MRHN: YES MO Z00.6,

Res earch Coordinator Name:

f No, indicate Patient's current MRHN:
Contact Number:

Email:
Please call patient to schedule test: Y¥ES N
Please fax with orders and
signed research informed
Please call patient to verify insurance: Y¥ES N

consent form™** to Call Center:
832-398-7728

Coordinators should contact the BSLMC  Call

Test scheduling window (if applicable):

Center at 832-355-0000, option 2 to
{Research protocol requires tests to be done within this confirm dateftim e =cheduled.
time frame. Call Center, please notify coordinator if any problems )
Comments:
PATIENT INFORMAT IOH

RETMAIE FRET MIDOLE NITAL TITLE (= MO, 1l
EEY = D0E MM DT T W ART A STATUE

—M_F SMGLE  MARSIED DNV WIDODW__OTHER
TTA_ME AOORESS CITY ETATE l’z FCO0E

"D MUMEER,

TELEPHOME (HOME CELUL EMPLOYER MMAE

= Mon-Clinical Res earch Center patients anly. Clinical Research Center {CRC) Patients must be scheduled through the CRC.

**Haylor 5t. Luke's Medical Center requires signed research informed consent forms be associated with research patients’
electronic medical records for all studies utilizing informed consent. Csll Center will attach the consent to the Epic MRN, if sent with
this form.  If consent has not yet coccumred, fax cons ent when available to medical records for attachment: 832-355-2881.

For question s, contact the B SLMC Research Office at 713-T98-6024

Fer_ 111517 - Angie Esaulel
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Appendix V
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Appendix VI

Device Impact Assessment Request

Baylor St. Luke’s Medical Center (BSLMC) requires hospital approval of investigational/humanitarian device
purchase and purchase of approved devices not currently stocked by the hospital. Approval is based on an
assessment of the financial and clinical impact to the hospital. The assessment should be completed prior
to conducting budget negotiations with the sponsor.

All device studies conducted at BSLMC must have an approved device impact form before administrative
approval can be provided. Please visit https://www.stlukeshealth.org/locations/baylor-st-lukes-medical-
center/research/conducting-research-baylor-st-lukes-medical-center to submit a device form through the
online application system.
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BSLMC Epic Study Build

The below screenshots show the study information entered by the BSLMC Research Office when setting

up your study in Epic, following administrative approval.

Appendix VII

Research Study Maintenance - COREVALVE PIVOTAL [H-27584]

General Info

Users And Providers
Studies Activity Setup
Report Groupers
Study Calendar
Amendments
Automated Aclions
Billing Setup

Billing Notes
Transaction History
Review Settings

Recruitment

Contraindicated Medi. ..

Adverse Events

& General Information

Study Information
Study Name

COREVALVE PIVOTAL

Discount Percent
NCT Number
01240902

Study Type

Description

MEDTRONIC COREVALVE® U.5. PIVOTAL TRIAL

IRE Approval Information
Approval Number

11172011

Approval Date

Show Date History

Send Bills To.. @
Contact

Jennifer Parenti

Address

6770 Bertner Ave. MC 1-268

City (or ZIP)
HOUSTON

Phone
§32-355-4906

Study Code
H-27584

Approved Amount
Billing Status

Active

Study Status

Expiration Date

State ZIP
X 77030
County

HARRIS

Country

United States of America

Fax

V7. December 2024 — ed. December 12, 2024 — A. Esquivel

In Study Information, BSLMC enters
general information about the study
such as IRB#, study title, NCT#, IRB
approval date, guarantor contact, and
study status.
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i Users And Providers

Study Users

Principal Investigator

[COSELLI JOSEPH STAPLETON [2664) o|
Study Coordinators Nurses
PARENTI, JENNIFER [ZJXP12] PARENTI, JENNIFER LYNN [4148]
ORSI, SARA [Z5A002]
WILLIAMS, GABRIELLE [ZGEW(1]
LIMBRICK-KINSEY, BIANCA V [ZBVL01]
DEAN, JULIETTE L [ZJLADT]
Other Providers Research Contacts
Allowed Providers
@® Report Groupers
Category Groupers Free-Text Groupers
Category 1 Free-text 1
[T Vaivd ol
Category 2 Free-text 2
Category 3 Free-text 3
Category 4 Free-text 4
Category 5 Free-text 5

# Automated Actions

Automated Actions (@)

Trigger Action

| |Appointment Mofification

ADT Event

Follow-Up Extension
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In Users & Providers,
BSLMC Research
Office enters the
study personnel from
the administrative
application (PI, Co-
PI's, coordinators).

In Reporting Groupers,
BSLMC Research Office
assigns a recipient for
reviewing research
charges on the billing
report

In Automated Actions,
BSLMC Research Office

o | Study Follow-Up Action for Appointment Notification enters codes that trigger
SLEH AMB OVERRIDE STUDY NOTIFICATION oF 4 ADT notifications to study

personnel
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4§ Billing Setup
Guarantor type: Rﬁeamh PB pricing contract:
Debit GL string: Credit GL string:
HB fee schedule: |HB SLEH CONTRACT 1 [81] HB fee schedule usage:

@ Service Areas
Service Area Hospital Account Location

CHI ST. LUKE'S HEALTH SERVICE AREA [10] ST. LUKE'S EPISCOPAL HOSPITAL PARENT [10201]

Administrative patient record: COREVALVE PIVOTAL,RESEARCH [E4377222]

Allowed Procedures

Procedure Allowed Count

HC RESEARCH DUMMY CHARGE [HC99800188]

Research Study - COREVALVE PIVOTAL [H-27584]

Account Notes

In Billing Setup, BSLMC
Research Office assigns
the service area, and a
dummy charge to route
charges to a research
work queue.

Guarantor

COREVALVE PIVOTAL,RH

Create Billing Records

In Billing Notes,
BSLMC Research

New Note Office adds any
Jo (2 &) + B 245 relevant financial
| notes for Patient

Financial Services.
Priarity Maote type Summary
Resgearch [99)

Existing Notes for Research Study

P | L. | Studyra, . | Date Time Liser Mote Type Summary Exp Date Status Gen By

S S S S S S S S

Hospital Account status changed from Dischargedd/Mot Billed to Closed.
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A 100524, 08M140L2021 0003, HB, BACKGROUMD  Account St..  Hospital Account Statu...
100324, 094012021 003, HB, BACKGROUMD  Account St Hospital Account Statu.
100325, 09012021 003, HB, BACKGROUMND  Account St Hospital Account Crest...
100324, 03312021 003, HB, BACKGROUMND  Workflow A...  Workflow Action : Codi...
100324, 037312021 003, HB, BACKGROUMD  “Workflow A... Workflow Action : Star...
100324, 03312021 003, HB, BACKGROUMND  Workflow A...  Workflow Action : Codi...
100324, 03312021 003, HB, BACKGROUMND  “Workflow A...  Workflow Action: Codi...
100324, 031402021 003, HB, BACKGROUMD  Account St Hospital Account Statu...
100324, 03012021 003, HB, BACKGROUMD  Account St Hospital Account Statu...
100324, 03012021 003, HB, BACKGROUMND  Account St Hospital Account Crest...

Active System
Active System
Active System
Active System
Active System
Active System
Active System
Active System
Active System
Active System
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Resaarch Study - COREVALVE PIVOTAL [H-27584]

Transaction History

HB Charge Grouping -

I View all HB tr

Guarantor Cor

Transaction History
shows a list of monthly
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Name: Jennifer Parenti

Koo 770 Sen e G 1258 P swsssans charges for the study.
Financial Summary

Approved Amt: 0.00 Outstanding Hosp Accls: 1

‘Guarantor Accounts: 600000150 - CHI ST. LUKE'S HEALTH SERVICE AREA

Charges 0.00 52821022 528,210.22 Prebilled NA 0.00 0.00
Adjs 0.00 -458,082 56 -458,082 56 Undist 0.00 NIA 0.00
Total 0.00 0.00 Total 0.00 0.00 0.00
Hospital Accounts

AcctID Location Adm Date Dis Date Status. Total Chgs Balance
2889344 CHI ST. LUKE'S HEALTH SERVICE AREA VOIDED 0.00
10050100049 ST. LUKE'S EPISCOPAL HOSPITAL PARENT 070172013 073112013 CLOSED 42,174.00 0.00
10050145675 ST. LUKE'S EPISCOPAL HOSPITAL PARENT 08/01/2013 08/3112013 CLOSED 60,765.25 0.00
10050167316 ST. LUKE'S EPISCOPAL HOSPITAL PARENT 09/01/2013 09/30/2013 CLOSED 79,780.00 0.00
10050187929 ST. LUKE'S EPISCOPAL HOSFITAL PARENT 10/01/2013 10/31/2013 CLOSED 80,537.00 0.00
10050210628 ST. LUKE'S EPISCOPAL HOSPITAL PARENT 11/01/2013 1173012013 CLOSED 25,925.00 0.00
10050230827 ST. LUKE'S EPISCOPAL HOSPITAL PARENT 1210172013 12/31/2013 CLOSED 26,773.00 0.00
10050251788 ST. LUKE'S EPISCOPAL HOSPITAL PARENT 01/01/2014 01/3112014 CLOSED 10,734.10 0.00
10050272656 ST. LUKE'S EPISCOPAL HOSPITAL PARENT 0210172014 02/28/2014 CLOSED 10,832.00 0.00
10050292136 ST. LUKE'S EPISCOPAL HOSPITAL PARENT 03/01/2014 03/31/2014 CLOSED 9,666.00 0.00
10050333566 ST. LUKE'S EPISCOPAL HOSFITAL PARENT 0510172014 05/31/2014 CLOSED 11,709.00 0.00
10050354780 ST. LUKE'S EPISCOPAL HOSPITAL PARENT 06/01/2014 06/3012014 CLOSED 8,572.00 0.00
10050375322 ST. LUKE'S EPISCOPAL HOSPITAL PARENT 0710172014 073112014 CLOSED 0.00 0.00
10050395592 ST. LUKE'S EPISCOPAL HOSPITAL PARENT 08/01/2014 08/31/2014 CLOSED 7,095.00 0.00
10050415380 ST. LUKE'S EPISCOPAL HOSPITAL PARENT 09/01/2014 09/30/2014 CLOSED 6,291.00 0.00
10050435157 ST. LUKE'S EPISCOPAL HOSPITAL PARENT 10/01/2014 10/31/2014 CLOSED 20.712.00 0.00
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