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July 2023 Study of the Month:

Adolescent Migraine Study

The Periscope Study

What
The purpose of this study is to evaluate Ubrogepant for
the treatment of migraine in children and adolescents.

Who
Adolescents aged 12-17 years, who experience 1-4
migraines per month.

Pay
Eligible participants will be compensated for their
time and travel.

Details
For more information, contact Heather Williamson
at (513) 558-6612 or Heather.Williamson@uc.edu.

s & @ Hedlth.
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28-22 IRB # 2021-1122
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Please visit the SOCRA website for more details.

The Registration Deadline is Monday, August 28, 2023

Regqister Here

CCHMC CRP will be hosting open review sessions prior to the exam date for
anyone interested in August (Dates and times TBD) hosted on Microsoft Teams
(link to be provided).

For any questions or further information, please contact the CCHMC CRP Group at CRP@cchmc.org
or Nate Harris at harrisnl@ucmail.uc.edu



https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.socra.org%2Fcertification%2Fccrp-certification-exam%2Fexam-outline%2Ftesting-after-october-20-2019%2F&data=05%7C01%7Charrisnl%40ucmail.uc.edu%7C596358f37b56402ea15b08db4746a1fd%7Cf5222e6c5fc648eb8f0373db18203b63%7C0%7C0%7C638182140911027753%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=78%2FP9bpvRJmUWLfFlY7ge%2BExDUtisoqQ6uxqP8tM1hg%3D&reserved=0
mailto:CRP@cchmc.org
mailto:harrisnl@ucmail.uc.edu
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Office of Clinica__l._.Researth
| FirstFriday

Friday, August 4t , 2023

The Elephant, the Astronaut, and Shadows of the Cincinnati
General Hospital:

Curiosities Found in Four Decades at the University of Cincinnati.

David F. Schwallie
Retired Senior Director and Senior Associate General Counsel
for Corporate Risk Management
Office of General Counsel
UC Health
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The Linking of Studies:
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Clinical Research Administrator Epic Research Analyst
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TODAY'S PRESENTERS

Adam Alexander
Clinical Research Administrator

Jeffrey Zamor
Epic Research Analyst

TAKING YOU ON AN EPIC JOURNEY
..[HROUGH EPIC!
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RESEARCH IN EPIC

REDCap
BEFORE WE CAN LINK (UCH Facility Kuali, Icertis, &
. . . . A | UC REDCap
Epic aims to provide a research-enabling pproval) (Contracting) RAP:s‘t’::fS’ 'RB

platform to “improve patient experience,
optimize patient care, and enhance operational / / /

research efficiency”.

- Explore Feasibility - Data . SignalPath Complion SDes
- Recruit Participants

- Organize Studies Sreenphire

- Route Billing to appropriate payers MIDAS Recruitment Apps

...and it records medical information too
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RESEARCH IN EPIC

WHAT DOES EPIC NEED TO PERFORM ITS ROLE? ANYTHING ELSE?

Needs to know about the study - Which users need access to study

info
Needs to know which patients are

associated with the study Monitor access too

Charges/fee schedules for research

Needs to know which encounters .
billing

are associated with the study

: Related adverse events?
Needs to know which orders are

associated with the study Research consents?



“...50, what’s the process?”

inking of Studies 10

- KARA BAKER
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UCH Research Approval
Pre-Approval

=
: Coordinator
)}
— fi) urt;m't:of/t:ldi)rlj receives REF form
> RIFE)IgCa & shares with
_g P team members
-+
wn
s,
»
o Completes Billing Creates Aooroval Completes UCH s
@) review study-specific REF docu?sen tedin Approval Letter &
(@) -using CPT codes form & uploads it to REDCa sends to Study I
from Dept or MCA REDCap P Team ‘% /fé ’g
AT/
IDS conducts
HAPPENS?
" IIS conducts
- imaging protocol
O review Approvals
O doaumented in
—
Q Lab conducts REDCap
S Lab review
@)
WCH reviews any
study requiring
services at WCH
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EPIC STUDY SETUP

Study Approved

:

S} 170 el Footprints Protocol/billin
REDCap entered into o Eest calendar creategd Study Reviewed and
spreadsheet and 9 i ’ —p> Billing status set to
. submitted to using coverage O
formatted to Epic : Active
IS&T analysis as reference
template

Study Study
information Guarantor

uploaded to Account
Epic created
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EPIC RESEARCH FILE STRUCTURE

(A/R Transactions

Willow Inpatient record) —

Research Workflows cover a wide " AR
esearc
variety of Epic modules EPT —— | Participants record) ~_ PRL
. Pati d Protocol
Examples of areas impacted by Research ( at'/entrecor ) Smirtrsoe? fﬁc{,rd)
Cadence
EpicCare Ambulatory HAR
EpicCare Inpatient (HOSF’“"“'A;CO”“t RSH
Hospital Billin recore) (Study Record) o
P & / (Linked Protocol
Prelude record)
Professional Billing \ /
Radiant ETR
HTR

ORD
|__—— (Orders record)

(Hospital
Transactions record)
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EPIC STUDY MAINTENANCE ACTIVITY

l& Chart Review O My Reporl & Study Maintenance = O Pt Research $

Research Study Maintenance - LEARNING [LEARNING]

General Info

5 General Information

The place to update study info in Epic.  |ammree | momsor

Report Groupers Study Name Study Code
- Some examples of fields in Study uaycanis | | LEARNING LEARNING
M a | nte n a n Ce ' Automated Actions Discount Percent Approved Amount

Billing Setup

Eouvioy Seitipas
-

O
&

N
IRE #
- NCT #

IRB Approval Information

M StU dy P | Approval Number

- Study Coordinator(s)
Used for access, e.g. MyChart recruitment

Approval Date Expiration Date

Show Date History

reports
- Billing Contact Info sendBils o @
- Links (e.g. to research imaging protocols) » S B
ress tate
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EPIC STUDY SETUP

Study Approved

:

S} 170 el Footprints Protocol/billin
REDCap entered into o Eest calendar creategd Study Reviewed and
spreadsheet and 9 i ’ —p> Billing status set to
. submitted to using coverage O
formatted to Epic : Active
IS&T analysis as reference
template

Study Study
information Guarantor

uploaded to Account
Epic created
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EPIC STUDY SETUP - STUDY GUARANTOR ACCOUNT

Patient Record Study Record

Create Create Hospital Create Study
Guarantor Acct. Account Guarantor Acct.

Create Study

Charge Capture and Routing Hospital Acct.

PB Charge HB Discharged- PB Charge HB Discharged-
Review Not- Billed Checks Review Not- Billed Checks

Bill Insurance/ Bill Insurance/

Guarantor Guarantor Bill Study Bill Study
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EPIC STUDY SETUP - STUDY GUARANTOR ACCOUNT

& Billing Setup
Guarantor type:  Research PE pricing contract:
Debit GL string: Credit GL string:
HE fee schedule: |UC HEALTH RESEARCH FEE SCHEDULE... HB fee schedule usage: |Price charges with this fee schedule

@ Service Areas

Service Area Hospital Account Location Guarantor
UC HEALTH SERVICE AREA [10] UNIVERSITY HOSPITAL PARENT LOC LOCATI... REVILLA-ENROLL HD-UCMC RESEARCH [631]
Administrative patient record:  REVILLA-ENROLL HD-UCMC RESEARCH [E2308978] Create Billing Records

Allowed Procedures

Procedure Allowed Count
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EPIC STUDY SETUP

Study Approved

:

S} 170 el Footprints Protocol/billin
REDCap entered into o Eest calendar creategd Study Reviewed and
spreadsheet and 9 i ’ —> Billing status set to
. submitted to using coverage O
formatted to Epic : Active
IS&T analysis as reference
template

Study Study
information Guarantor

uploaded to Account
Epic created
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RESEARCH STUDY MCA/BILLING GR

CONCEPTUAL DIAGRAM OF THE
MCA/BILLING GRID

In a research billing protocol, you can list:

- (RSH) Research \WWhether a charge is
covered by the study and should route to
the research account, or...

- (SOC) standard-of-Care If the charge is not
covered by the study but is done in the
context of the study and should route to
the patient’s non-research account.

D

July 2023 Lunch & Learn / The Linking of Studies

| |Procedures [ Evaluation Management

Protocol Related [tems and Services

CPT [ HCPCS
[Sample codes)

This Medicare coverage analysis is intended asa general guidelinefor use in determining which items and services a

Screening
Period

Cycle 1 Cycle 2 | Cycle 3+

Post-treatment Follow-up

re billable to Medicare based upon current benefit policies, coy

D1 |D3 (D38| D15 D1 D1

SFU Every |Every&
(28 days | 8 weeks | months
after after after
EOT) EOT EOT

-28d to-
1d

t7d +7d

+7d +14d +30d

1. Support for Coverage un
2. Routine costs to be justi
Complications with source
3. Additional support or Li

12-lead ECGs; Triplicate

93000-93010

5

5-C2
then 5
q2c

*ECG performed in triplica
* Billable to sponsor.

12-lead ECGs; Triplicate [additional)
-Part 1only

33000-53010

For Part 1: Cycle 1 Day 1 an
ONO-7018 administration 3|
* ECG performed in triplicat
* Billable to sponsor.

2D-echocardicgram

93306-93307

5-C5
5 then 5
Qzc

*MNCCH NHL Guidelines do
#NCCH CLL/SLL Guidelines
#Par ONO-7018 18 [v1.0), n
+ OGS 134338 [ECHO] limits|
* Protocol mandated assess
* Billable to sponsor.

Bone marrow examination or other sites [if
applicable)
-NHL Subtypas

38220-33222
28305, 33313,
88311, 850597,

various

S-CR/PD

CR/PD

Screening:

*MNCCH NHL Guidelines do
# Protocol mandated assess|
# Billable to sponsor.

CR/PD:

* LUGAND response criteriz
NHODG-C).

* Unclear all study participa
* Billable to sponsor.

Bone marrow examination or other sites (if
applicable)
W

38220-38222
83305, 38313,
83311, 35097,

al

Qi1-CcR
5-PD

Qi1-CcR
5-PD

Screening:

*MNCCH WM Guidelines vl.
#NCD 310.1allows for the
* Medical record must justi

CR:

*NCCH WM Guidelines vl.
Macroglobulinemia [WM/L|
*NCD 310.1allows for the

19
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RESEARCH STUDY PROTOCOL BUILD

CONCEPTUAL DIAGRAM OF EPIC
PROTOCOL BUILD

In a research billing protocol:

A billing only research protocol defines
how charges related to the research study
should be handled.

- In combination with the patient’s study
timeline, the protocol enables epic to
evaluate the charges for a specific patient
should be directed to the study account,
patient’s account as related to research, or
the patient’s account as not related to
research.

TANG-VTX-2337-HN-001 [925] - View Only - Protocol Builder
I Open [ Save Hl SayveAs IH Resiore ‘ = Add Task =k AddBlankDay =k Add Blank Cycle ‘ = Show - | % TestRelease + Release B»Publish M Retire | O Component Editor [P Sh

Orders | Options Dosing  Notes

TANG-VTX-2337-HN-001

Protocol — Expected Research Charges — 0 lines configured

Cycle 1 — Perform: 1 time. Length: 91 days.

a H Screening — Perform 1 time on day 0 of the cycle. Day length: 1 day. Research tolerance: -0/+0 days.

#  Expected Research Charges — 48 lines configured

Procedure — PR OFFICE/QUTPT VISIT,NEW,LEVL | {GE) [99201A]

Procedure — PR OFFICE/OUTPATIENT NEW SF MDM 15-29 MINUTES [99202]
Procedure — PR OFFICE/OUTPATIENT NEW LOW MDM 30-44 MINUTES [99203]
Procedure — PR OFFICE/CUTPATIENT NEW MODERATE MDM 45-59 MINUTES [99204]
Procedure — PR OFFICE/OUTPATIENT NEW HIGH MDM 60-74 MINUTES [99205]
Procedure — PR OFFICE/QUTPATIENT EST PT MAY NOT REQ PHYS/QHP [99211]
Procedure — PR OFFICE/OUTPATIENT ESTABLISHED SF MDM 10-19 MIN [99212]
Procedure — PR OFFICE/OUTPATIENT ESTABLISHED LOW MDM 20-29 MIN [99213]
Procedure — PR OFFICE/OUTPATIENT ESTABLISHED MOD MDM 30-39 MIN [99214]
Procedure — PR OFFICE/QUTPATIENT ESTABLISHED HIGH MDM 40-54 MIN [99215]
Procedure — PR HOSPITAL OUTPT CLINIC VISIT [G0463]

Procedure — PR ELECTROCARDIOGRAM, COMPLETE [93000]

Procedure — PR ELECTROCARDIOGRAM, TRACING [93005]

Procedure — PR ELECTROCARDIOGRAM REPORT [93010]

Procedure — HC ELECTROCARDIOGRAM [73000001]

Procedure — PR EYE EXAM, NEW PATIENT INTERMED [92002]

Procedure — PR EYE EXAM, NEW PATIENT,COMPREHESV [92004]

Procedure — PR EYE EXAM, EST PATIENT INTERMED [92012]

Procedure — PR EYE EXAM, EST PATIENT,COMPREHESV [92014]

Procedure— PR COMPUTERIZED OPHTHALMIC IMAGING OPTIC NERVE [92133]
Procedure — PR COMPUTERIZED OPHTHALMIC IMAGING RETINA [92134]
Procedure — PR LARYNGOSCCPY FLEXIELE DIAGNOSTIC [31575]

Procedure — PR LARYNGOSCOPY,DIRECT DIAGNOSTIC [31525]

Procedure— PR NASCPHARYNGOSCOPY [92511]

Procedure — PR ESOPHAGOGASTRODUCDENOSCOPY TRANSORAL DIAGNOSTIC [43235]
Procedure — PR ECHO HEART XTHORACIC,COMPLETE W DOPPLER [93306]
Procedure — CHG GATED HEART, PLANAR SINGLE [78472]

Procedure — CHG GATED HEART, MULTIPLE [78473]

20
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STUDY CALENDAR TIMELINE

July 2023 Lunch & Learn / The Linking of Studies
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TANG-VTX-2337-HN-001-UCMC
§ Participant Details

Status
Enrolled

§3 Study Calendar

No study visits

4 Create a Timeline

& Additional Info

“) Past Updates

Edit TANG-VTX-2337-HN-001 (Ver. 1 of 1)

Day

Cycle 1 (Length in weeks: 13)

Screening

Day 1

Day 8

Day 15

Day 22

Day 24 (day of surgery)

30 Day Follow Up

90 Day Follow Up

Expected

5/26/2021 (£0)

5/27/2021 (-0/+7)

6/3/2021 (-0/+7)

6/10/2021 (-0/+7)

6/17/2021 (-0/+7)

6/19/2021 (-0/+7)

6/25/2021 (-0/+7)

8/24/2021 (-0/+7)

Tolerance

[ ]

| 5127/2021 to
|6/312021 to
6/10/2021 to
|6/17/2021 [to
6/19/2021 |to
| 6/25/2021 [to
812412021 to

Accept

5/26/2021

6/3/2021

6/10/2021

6/17/2021

6/24/2021

6/26/2021

71212021

8/31/2021

Cancel
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EPIC STUDY SETUP - RECAP

Study Approved

:

S} 170 el Footprints Protocol/billin
REDCap entered into o Eest calendar creategd Study Reviewed and
spreadsheet and 9 i ’ — Billing status set to
. submitted to using coverage O
formatted to Epic : Active
IS&T analysis as reference
template

Study Study
information Guarantor

uploaded to Account
Epic created
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LINKING OVERVIEW

What is Linking? Why is it Important?
- Associating research-related activities is

encounter, or order with a study

Failure to bill the study for non-standard-
Epic’s way of matching certain data to a of-care research activities = billing fraud

study to allow for correct attribution of

study activities So, we need to make sure our billing is

accurate!



THERE ARE 3 KINDS OF LINKING

1L PATIENT

2. WIS
3. ORDER
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Patient Linking

Study Record
(RSH)
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RESEARCH IN EPIC = PATIENTS, PARTICIPANTS, & A PROCESS

Identify —
Potential |=
Candidates @\ | Screen
interested
Candidates

Candidates in
repo rt Contact

Candidates
about study
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RESEARCH IN EPIC = ASSOCIATING PATIENTS WITH A STUDY

O My Reports @ Study Maintenance O Pt Research Studies ¢&h Research Billing Review §§§ Rsch Admin

[Ele &
THE PROCESS / ;

1. Click the Research Studies activity in the e Sex .
toolbar / S
m Recent Patients &
2. Find your patient using the patient search -
tool €) srapshor P problem List
Research Studies N _
3. In the Research Studies activity, Search for — § Participant Detalls
. . e Status Status Effective Date
the study you would like to add the patient to o P o

Active Start Date  Active End Date

v

4. Add participant details and click Accept

Participant ID

& Active

Patient-Specific Coordinators

LEARNING &

";I.Enmlleﬂ“'- Status Effective Date Active Start Date  Study Type Study Code
= BITR2023 BI7/12023 Interventional LEARNING
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Visit Linking

Patient

Encounter

Encounter
Encounter

Encounter

Study Record
(RSH)
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LINKING VISITS = WORKFLOW T (WITHIN CHART)

Opens the patient’s
clinical encounter
workspace

Navigates to the
Research Studies
activity in the
patient’s chart

& Research Studies ¢

& Active
LEARNING &

+ Add

(Emrolled) Status Effective Date  Active Start Date  Study Type  Study Code
WSO e 61712023 Interventional LEARNING

2023

¥z Tasks

Show: |4 Pre-Consent (0) I Inactive (0) [ Deleted (0) &

&3 Link encounter

Does the
visit contain research-
related activity?

No

Is the
standard care visit
inappropriately
linked?

Links the
encounter to the
study

Unlinks the study
from the
encounter

v

%ompletes the encounter as usuaD

4

No
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LINKING VISITS = WORKFLOW 2 (REPORTING WORKBENCH)

. Reviews the resul .
Runs a Reporting € tcdetterTniEr:]Seu ts Unlinks the
Workbench report to find . Is a study-related standard care visit encounter
. which encounters . . —Yes . ) Yes—» .
upcoming encounters for visit already linked? inappropriately directly from the
. are related to the .
the patients on the study linked? report
study
O My Reports Nf \
¥ ) ﬁ ES Appt Search For Research Coordinators When all upcoming encounters
Links to the study No are appropriately linked to or

unlinked from the study, closes
the report

directly from the report

X

Link to Research Study

ﬁ‘B Expand &Appts :@1 Research Studies e Encounter :@1 Link to Research Study
REVILLA-ENROLL HD-UCMC

Principal Investigator

Study Code IRB#
ENROLL HD-UCMC  2012-2881 Andrew Duker, MD

Detail List = Explore

¥ Close

T FEilter
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LINKING VISITS = WORKFLOW 3 (SCHED/REG)

A clinici . .
rec I{giig?{;j?:\; tezri: tTan:tbs: Yes Accesses the Specialty _| Selects the correct study in
g . .pp Billing Info form the Research Study table
admission.
A
Schedules and registers the encounter as Did the requester indicate that émpletes the scheduling or
L » NO »

usual with a patient/family guarantor the visit is study-related? '\ admission
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Order Linking

Patient

Encounter

Encounter
Encounter

Encounter

Study Record
(RSH)
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ORDER LINKING

To link an order to a study

1. In an applicable encounter, click

& ADD ORDER

2. Find/Select your order

3. Click Dx Association & search for
"Research”

(@) Dx Association

Diagnoses Search - XTRAIN AMY E

research E
Diagnoses
D Name
725319 Research exam
366592 Research requested antenatal ultrasound scan
366593 Research requested ultrasound scan, antenatal
696110 Research study patient

4. Select '‘Research study patient’ dx and
route order for signature as per normal

July 2023 Lunch & Learn / The Linking of Studies

Order linking is based on the ‘Research
Study Patient’ diagnosis code .

Research Study patient code =
ICD-9 V70.7
ICD-10 Z00.6

Orders must be associated before they are
signed!

Correct study will be selected during billing
review

If you have a visit that is unlinked but
orders that are, the visit should be linked
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BILLING REVIEW

Research billing
review

University of -l@

CINCINNATI
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BILLING REVIEW - OVERVIEW

What's the purpose of Research charge What does Research charge review
review? involve?

EPIC research billing features leverage
research study enrollment, the patient
timeline, and research study billing
protocols.

- Allows a double check of charges before
they are billed to either the study or the
patient.

Charges for patients that are linked to
research study in EPIC are evaluated
through billing and routed to either the
study account or patient’s account with
modifiers when necessary.

- Verifies the correct modifiers are
associated with the charge.
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Pre-Encounter Patient Research Encounter Initial Billing Review

BILLING 3 5
c = Patient
8 = Scheduled for Registration Se'Ei;/;rnejtes
R E\/l EW g ko Research Activity/ registers |—» Selects Guarantor
2] 5 Encounter, linked to patient Account
WO RKFLOW Sa research study
o’
T
© GE) Documents Complete
= research encounter,
53 activities in triggering
=) 8 Epic charges to drop
0

— ]

Charges route to non-

Charges routed:

gl

82

E 2 Hospital and Epic database for study- Invoice

o & ; : specific, procedure code- Generated

= Professional Review o ;

= e specific adjustments

< "

o Bl codgs Charges appear for

3 matehecin review in HB "

& Research Fee R h Billi Billing teams

o Schedule to esearch billing uses protocol Billing teams

2] generate charge Review workaueue and REF to manually enters

- amounts and report determine adjusted
research- amounts using

billable values from |=

activities/ database for all

< Billing codes charges and applicable

% matched against Charges appear for marks each research-billable

(4] Medicare Fee review in PB charge charges

é Schedule to Research Billing accordingly

m generate charge Review workqueue

o amounts and report
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.AND THEY LINKED HAPPILY EVER AFTER




QUESTIONS?

University of -l@

CINCINNATI



ADAM ALEXANDER
ADAM.ALEXANDER@UC.EDU

MSB G262 M,W,Th
513-558-9044 (o)
513-319-6121 (c)

Thank you.

JEFFREY ZAMOR
JEFFREY.ZAMOR@UCHEALTH.COM

University of .l@

CINCINNATI
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