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Discuss the importance of the MCA in the context
of Research Billing Compliance

Review Linking to Research Studies in Epic

Describe the process for Research Billing Review
in Epic
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Components of Research Billing in EPIC

1. Medicare Coverage Analysis (MCA)

2. Standard of Care Processes that affect
Research Billing Compliance

3. Linking to Research Study in EPIC

4. Research Billing Review



What is a Medicare Coverage Analysis?

Analysis required for all clinical trials involving tests, procedures, and
interventions associated with a clinical trial that are invoiced to third
party payers (i.e., Sponsors) to determine what costs, if any, can be
covered by Medicare.

The MCA is one of the most useful documents for building a clinical
trial budget and ensuring clinical trial billing compliance.

LSUHSC CTO Training - Medicare Coverage Analysis for Clinical Research



https://www.lsuhsc.edu/administration/academic/ors/clinicaltrials/docs/CTO_Professional%20Development%20Training_Medicare%20Coverage%20Analysis.pdf

Understanding the MCA

...and Why It Is IMPORTANT

* The Principal Investigator (Pl) has the ultimate responsibility
for achieving research billing compliance..... but the full
support of the study team is needed to do so successfully.

* The Pl has primary responsibility to understand and comply
with rules for billing Medicare, Medicaid and third-party
payors for services, drugs, devices, tests and procedures
rendered in the clinical research context.

* Other site personnel (including patient service representatives,
billers, coders, clinic administrators, etc.) are responsible for
working with the Principal Investigator and study team to
ensure that services for patients enrolled in research studies
are scheduled, coded, billed and documented appropriately.
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Risks Associated with Research Billing Non-Compliance

1. Billing for services that are already paid by the sponsor
(double billing)

2. Billing for services promised free in the informed consent
3. Billing for services that are for research-purposes only

4. Billing for services that are part of a non-qualifying clinical
trial and do not qualify for coverage



Federal False Claims Act

Federal False Claims Act (FCA) establishes liability for anyone who submits a false claim for
payment to the government
Specific intent not required

False Claims Act applies to clinical research activities and failure to comply with the rules may
lead to fines and penalties

Under the False Claims Act, those who knowingly submit, or cause another person or entity to
submit false claims for payment of government funds, are liable for three times the
government’s damages plus civil penalties of $10,781 to $21,563 per false claim.

Study documents and MCA must be aligned to assure compliance with clinical trial billing rules
and the regulations that protect human subjects



For Immediate Release....

Research Billing Non-Compliance in the Headlines

PRESS RELEASE

The Scripps Research Institute To Pay
$10 Million To Settle False Claims Act

Florida Research Hospital Agrees to
Pay More than $19.5 Million to Resolve

Liability Relating to Self-Disclosure of Allegations Related To Mischarging
Improper Billing for Clinical Trial NIH-Sponsored Research Grants
Costs

Friday, September 11, 2020 For Immediate Release

Thursday, January 4, 2024 For Immediate Release

PRESS RELEASE

Duke University Agrees to Pay U.S.
Emory University To Pay $1.5 Million To $112.5 Mlll.lon to Settle False.Cla%mS
Settle False Claims Act Investigation Act Allegations Related to Scientific
Research Misconduct

PRESS RELEASE

Wednesday, August 28, 2013 For Immediate Release

Monday, March 25, 2019 For Immediate Release

Department of Justice

FOR IMMEDIATE RELEASE CIv
HURSDAY, APRIL 14, 2005 (202) 514-2007
WW.USDOJ.GOV TDD (202) 514-1888

UNIVERSITY OF ALABAMA-BIRMINGHAM WILL PAY U.S. $3.39 MILLION
TO RESOLVE FALSE BILLING ALLEGATIONS




The 3 C’s of Research Billing Compliance

1. Coordination of study information across multiple study
documents

2. Communication of relevant study information to the billing
process

3. Cooperation among departments and offices that may not usually
work together



The 3 C’s of Research Billing Compliance

Information that must be coordinated and communicated to minimize
compliance risks

* Whatiis billable and not billable

* Whoisenrolled in a research study

*  Which services are required by the protocol

Within an academic medical setting, many different parties are involved in
developing study documents that have important information for billing:

*  University/Campus

* School of Medicine

* Medical Center

*  Physician Offices

*  Sub-contractors/Private Physician Groups



The Pl and SC should be the Protocol

EXPERTS for Non-Study Staff

Principal
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The MCA is our cheat sheet to

WHO pays WHAT

Research Billing Terms & Definitions

* Study related: A service/procedure that must happen for a research study and occurs
after the subject has signed the research consent.
*  Study-related services may bill to insurance (designated as M on the MCA)

* Routine Care Costs aka Standard of Care: A study-related service that also happens
as part of a subject’s standard medical care and is not promised free from the
sponsor is designated as M on the MCA. M services bill to insurance.

* These costs may include doctor visits, hospital stays, and lab and imaging tests.

* Research Sponsored (S): A study-related service that only happens for research, or is
promised free from the sponsor (even if it is part of a subject’s standard medical care)
will be designated as S on the MCA. S services must bill to the sponsor.

* These costs may include the investigational intervention (such as the drug
being tested), extra doctor visits, electrocardiograms or blood draws, certain
lab and imaging tests, and questionnaires performed solely for research

purposes.
13



MCAs can be simple and easy to

understand ....

[s=Paid for by study and cannot be billed to insurance
INV=Invoiceable services paid by study

M=
M/
[X=This is a non-billable item and will not generate a charge.
INC= This is not a billable charge.

outine cost in a qualifying clinical trial and can be billed to Medicare
outine cost in a qualifying clinical trial and can be billed to Medicare. If not covered by insurance, will be covered by sponsor per Non-SOC below.

VISIT SCHEDULE

CPT Code

MODIFIER
TYPE

Baseline/
Screening

Surgery Visit

Post
Surgery/
Discharge

Week 6 +14
days

Month 3
130 days

Month 6
130 days

Month 12
160 days

Month 24
160 days

Unschedule
d

COMMENTS

[PROTOCOL RELATED ITEMS & SERVICES

Informed Consent Process

Eligibility Confirmation

[Demographics

Medical History

Physical Exam

|Post Surgery/Discharge, per investigators discretion

[Neurological Examination

|Post Surgery/Discharge, per i discretion

X-ray (AP, lateral, flex/ext films)

72050

For Surgery Visit, Pre- and post-implant images will be coll

lintra-operative fluoroscopy instead of standard x-rays. For Post

\Surgery/Discharge Visit, Neutral AP and Lateral X-ray only, per
s discretion.

using

“»

Osteoporosis

CT scan

72125

=<

CT scan optional to rule out any bony abnormalities. For 12m and 24m,

sagittal and coronal are required

MRI

72156

<

MRI required for all patients, unless Inclusion #2b is determined using x-
Irays or CT

Surgical Procedure

[For investigational portion of surgery, device is provided by sponsor.

Pregnancy Test

81025

Females of childbearing potential only.

[Nicotine Intake

[VAS pain

NDI

|5F-12 and EQ-5D-5L

aln|nlu|z

wlu|n|n

wlu|n|n

wlu|n|a

Satisfaction Survey

[Employment Status

“

“

[

Adverse event

Concomitant medications

P Y 7S 23 [P (P ()

P PN (28 29 P P 1S




...or MCAs can be very complex
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1@21Days | Treatment Cycl — £oo
Screenng._[CI01™ [eio7 [cioue Jcioas [e1pas oot Tcooas [covws [caose oot [caor [capus csoas [coas [eavse caor Jeanr eaia Jeaoos Jeioas Long Te ongTel . Tel gl 05 ]
rformed concert o0 D
nduson/Exch S0 o
Demographic and baseline dsease
characnss s soree.
T S ) S ) ) s ) o Sy s A A | o
so0 |0 {0 |50 | <60 | o0 |0 | sp0 | sba S0 |50 | <60 {0 |50 | som | o0 |50 | 560 | oo o0 | s | b0 | S0 |50 |50 |00 |50 | 5o | o0 |50 |50 |50 | 500 [Theiznoa bl eem orservee
S0 |50 S0 st S0 o0 S0 0 <60 b0 |50 |50 00|00 |50 | sb0 | S0 [ThiIsnota bl tem orserves
S0 [ stn S0 | s0 S0 |00 S0 |00 500 | sba | s0 |50 | so0 | _spa | s | sba | sta sovee,
S0 650 50 | ssha S0 | st 500 | s 500 | sba |0 |56 | so0 | o |50 | sba | sta o,
A
s s s s s s |cudetnes teretre e reated an shoukd bepad for by th sponsor
s s s s s
syl xam appears essonse and nesesany st freguencyfor e cinesl mansgementcf he
to assess the pz ll t, monitor, and
212Pb-DOTAMITATE: fatigue, nausea (ICF p. 11)
nec and AdrenalTomors (42021
122 weeks for B
ring during
we | | | i | we | | onn v | v | || | e festment ang cung e s 03101
v | | | | YT O VPR VPR R VPO VP IV P
M1 w1 w1 | w1 mi | w1 // wi | owo | owma | owe | ome | ome | own | owma [ wm
Aitovathoer o0 o
hs i effects of pregr 12).
| Pregnancy Test For WOCBP SUNV) | SOINV) SINV) | SINV). SUNVI | S(INV). / SONV) | SNV | SUNVI | SNV | SUNV) | SiINVI | SUNVI | S{1Nv) | siiw)| Theref ould be considered research-related and paid for by the sponsor.
sy sun | sty sy | sowy | suoon | suma | st | st | sumon |/ s | stoog | s
ETT ETTIET) saron st st [-sanon s [~siowr [-savon s [ sivw)
S T e S0 o0 [0 <00 [ sbo 0 [ 500 [ so0 |50 [ 500 | so0 | s0o [Thiisnots bilbie Femorsenvee
212P0-DOTANTATE By e sponsor (roosa, .32 T
2z m nein) xein) reseocheated
T o T sy, 5
2120b-DOTAMIATE Adminsto i a0,
_ M1
i
ore . i \“%o e Lo.6) bynco 303
1§
amino s s \S \ (oo, o303
T ator il By
A infusion i a0,
i
i
T e m -5 Therefors €
ssso) shoud b pldfor by th sponsor
This e E Trereore &
e, e ) ons IR
iseE e Sepat—g ko e st A
AN "o’ oL Noe Tor oY ] . e .
0\C ice 3 0 23 ] .
3 o CeS—nie &N 302 T d complestio ighblood sgar (C e, 1) nd
\ d\ed o e S 20 ‘(\a‘%e T uringthe fst 100 daysoffollow-up s supported by NGD 310,
W Ul _xn oarC ety 2 N2
\ “a(ge Res di S ‘318/ o and Adrenal BCand
WA No ¢ o""“e < ene! = e postrestment for patents receving 177Lu-Dotstate (NE-G 2of 3). Whie it
O! \O' \TE, 3
< ot pal e 92 o N> o . o ndUpTaDate
> Soune s e 2] " e T
clnicl chemistry m | w v | v | wANR R % Teo'e we | | wn o | own wl |l vl s | s s s | s| s[5 |moflowupes
ERENS) @ 3 OV v
s cupicer w | w wl w | o \o|® S0 00! e vl |l w wlwlwlwlwl sl ol sl sl slols
3 6\S
*/ h e pe. 11,
and 310, end 1505,
Acording o the NGO Guidelines fo Neurosndosrine and AdranalTurmars (2621, BC and sarum
e post ratmentor Conng 171 Dottate (V-6 2013, While t
o g3 review of NCCN Guidelnes and UpToDte.
hertors, andpakt o by the sponsor
we | s | v | e || e wn | | | e | we | e o | | wel o [ w ]| s | o] s | o s | s| s [motolouuppms
we | wn | v | | wn | e | | e | e wn | v e | | o vl || o | o] ol ol o] ol
= oo T
comuiion s an i or by the sponsor
Fromro) ETY)
= 7 fore EshouiTbe g
Vi sroogy () s {orbythe sponor
g s
Coverage o 52106 Trertors ehouiab e
Virus Serology (epatitis 8) s e




Lessons Learned

Never assume that RESEARCH means that everything required by
the protocol is FREE

Let the normal processes that are currently in place for non-
research patients continue to function for your research patients
(i.e. prior authorizations, scheduling, etc.)

Utilize the current workflows of the clinic/hospital/support staff to
implement the clinical trial.



How do we IDENTIFY Patients in EPIC

as Enrolled in Research?



Linking Patient to the Research Study

iy Maintenance oW Patient Station §= Patient Lists ,0h1'_vF:epcnrtE: E‘%App board r_@_wResean::hEilling Review &, Telephone Call < Encounter = ED Track Board |Media M 1

SnapShot Chart Review | Order Inquiry | Review Flowsheets | Results Review | Allergies History  Problem List Demographics Letters | Research Studies

Research Studies

lTuIaﬂe Asthma Study] < Add || e

Recent

Tulane Asthma Study [10012]

1. Click on the Research Studies button in the main toolbar.
2. Search for and select your patient to open their chart.

3. Within the Research Studies activity, search for the study in the Add study
search field.
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Linking Patient to the Research Study

Research Studies

© View Study List
Tulane Asthma Study

§ Participant Details
Status Status Effective Date,
Enrolled: Other 118/2024 o
Active Start Date  Active End Date

1182024 -

Participant ID
1234567

Patient-Specific Coordinators

Comments

%|BO% O+ P

m
Q

e +" Accept | X Cancel

[
& Study Details
Study Type  Study Code IRB# NCT#
Interventional 10012 102 00704495
Description
Tulane Medical Center is participating in a study of the efficacy of asthma treatment and control in patients
currently being treated with a b andior ic agents but are not using

inhaled steroids. Patients in this study may be receiving a study medication or a placebo.

If you have any patient care concerns potentially related to study, please contact the study team at x5-
5585,

MR Md Investigator Research, MD
Principal Investigator

Patient-Facing Area of Research
Lungs & Breathing
Links

Clinical Trial Info

4. Search for and select an active association status, such as In Screening, Consented, or one of the
Enrolled options. Once selected, the Status Effective Date will auto populate with today’s date. If you
need to back chart (chart for events that happened in the past), change the Status Effective Date and
the Active Start Date will automatically adjust.

5.  Enter a participant ID if the patient’s name is not used in the study and only an ID number.

6. Click Accept to save your changes.
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Research Association Status Definitions

Pre-Consent After Consent

* Identified subject is identified as *  In Screening subject has consented to
meeting prescreening criteria but has participate but has not completed
not been approache screening phase

* Interested subject has been * Consented subject has consented to
approached to participate but has not participate but has not started
signed consent form treatment

* Declined subject is not interested in *  Enrolled — Treatment Phase subject is
participating on active treatment

* Enrolled - Follow Up Phase subject is
still on trial but has completed
treatment phase and in follow up

*  Withdrawn

*  Completed subject has completed all
stu7y visits and is no longer enrolled in
tria

20



Linking Patient to the Research Study

MB ..

Monique-RC Bell
Female, 43 y.o., 1/17/1981 f
MRN: 20032978
Language: English
Code: Not on file (has ACP docs)

COVID-19 Vaccine: Unknown

SnapShot  Chart Review | Order Inquiry  Review Flowsheets Results Review  Allergies History Problem List Demographics Letters |Research Studies

Research Studies

5 View Study List
Tulane Asthma Study

§ Participant Details ¢

Status Status Effective Date
Enrolled: Other 1/18/2024

Active Start Date  Active End Date
118/2024 —

Isolation: None

& Research Participant Participant ID
1234567

Care Team: No PCP

Primary Cvg: None
Allergies: Pollen Extracts

Temp: 98.8 °F (37.1°C) >1 day
Weight - Scale: 90.7 kg (200 Ib)
>7 days

BME—

BP: 128/78 >1 day

Pulse: 79 >1 day

LAST3YR
r Internal Med (2)

A

52 Study Calendar
No study visits

" Additional Info

9 Past Updates

& Study Details

Stwdy Type  Study Code IRB# NCT#
Interventional 10012 102 00704495

Description
Tulane Medical Center is participating in a study of the efficacy of asthma treatment and control in patients
currently being treated with a leukotriene modulator and/or imetic agents but are not using
inhaled steroids. Patlents in this study may be receiving a study medication or a placsbo.

If you have any patient care concerns potentially related to study, please contact the study team at x5-
55565,
MR Mdlnvestigator Research, MD
Principal Investigator

Patient-Facing Area of Research
Lungs & Breathing

Links.

Clinical Trial Info

Documentation

&= Adverse Events Data Capture %= Tasks

7. Notice a Research Participant banner will appear on the Storyboard. This will alert
every provider that views the chart of the patient’s participation in a research study.

8. You will be able to click on Participant Details hyperlink to view the study report, which
will display study details, linked encounters and linked orders

21



Link Encounter to Study When in an

Encounter

1. Click on the Research Studies button in the main toolbar.

2. Search for and select your patient to open their chart.

3. Within the Research Studies activity, search for the study in the
Add study search field.

@ Chart Review E& Synopsis . Rooming Screenings 9 Plan MAR @ Wrap-Up |Research 5T'-'di“®
search Studies
+ Add Show: 4 Pre-Consen

i Active on My Studies

Tulane Asthma Study & @

Status Effective Date  Active Stari Date  Study Type Siudy Code |RB#

i 11072024 1102024 Interventional 10012 102

Md Investigator Research, MD
MR Principal Investigator

&2 Adverse Events  [F] Data Capture %= Tasks .
INKS

Description Clinical Trial Info
Tulane Medical Center is participating in a study of the efficacy of asthma treatment and control in patients currantly baing
treated with a leukotriene modulator andlor sympathomimetic agents but are not using inhaled stercids. Patients in this study

may ba recaiving a sludy medication or a placeba.

If you have any patient care concerns petentially related to study, please contact the study team at x5-5555

Mest Study Visit
Mo upcoming study visits
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W Nhoe

Link Upcoming Visits to Studies via

Appointment Desk

Click Appts on your main toolbar.

Look up your patient and click Accept.

Right-click the upcoming appointment.

Select Link to Research Study to confirm association or to
link the appointment to the research study.

Click X Close when all updates for the encounter are

complete.
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Link Upcoming Visits to Studies via

Appointment Desk

| Adsx, Nais-RC

Lppt Desk
i Appointment Desk

M Bkt § OnoClcr = 4 Wokin SSHequest= [ Repods=  § Patent Opiens = d@Ptng = 5 Fom Rsprins
Mate-RC Alas
Male, £8 oo D4 T 1AES

il o Patient Summary (Edit #) -
—d &

T9TZ

MIEN: 20032654 Alas, Nate-RC (B8 yrs) Mobia E-mmall
ML Vi 2800 Madrid D : Prefeered Language Hame
PRIVATE: Nome Warna W1 53593 155-24-1237 English BOB-555.7572 Proventive Car
Logal Name M. Imiorprad Weork
COVID-19 ¥soone Unknoan Alas, Nale-RC Mo

4 Russarch Panticipand
7 My LEMIC Haalth: Inactive Guaranior Accounts.

[eana McQueenie, MD
w PP - General

Mew i SEO P SELF 000

CincslHaichidole

COVERADE & FINANCLE

Guoacantor PF = Self [ 1) Ao Hams AocsVarBml  Cancel Chedn o Aana T T Clwss r— ryTr s W
- SO0 -
Edit Apcosrsment Mobes

Changs Apporises

Sell-Pay

Eusture
N SHOWS Euhn Edli Aol o
0% Al departmenls CEH Ercounder Omn T o Faa o Prasdar Appoinimani Deparmen ORD B B¥  Pocodre
OO biman Mo |®as&3§ LTI U S —— BT Murse Famiy MeScna  USICNO MED CLM ACS el waim
B T [E#bDad]

CHIT P

Link Anaussk

Peeg Appoimtrent Canfact

Wi g
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Reports for Linking Upcoming Visits to Studies

LCMC ES Appt Search for Research

7 Coordinators

SDExpand oy Appts & Research Studies % Encounter [& Link to Research Study

Description Detail List ~ Explore
Reports created from this template search for appointments matching the criteria specified.
For example, it may be used to find all appointments for patients enrolled in a particular T Bt
research study. 3 5
Linked Participant ID Visit Date Time Linl Department ProviRes Appt Status Visit Type Linked Study Code  Linked Start Date
Apr
EJGH OP ONCOLOGY EJGH OP ONCOLOGY, Sch INFUSION TX
A CHAIR 3
’ & LCMC ES Appt Search for Research Coordinators
EJGH OP ONCOLOGY EJGH OP ONCOLOGY, Sch INFUSION TX
FAST TRACK CHAIR 2
~ 7 < SpcenlingBepciiyents EJGH OP ONCOLOGY EJGH OP ONCOLOGY, Sch ONCOLOGY
FAST TRACK CHAIR 1 LAB
W 7 < Upcoming Appointments (ALPHAMEDIX) EJGH OP ONCOLOGY EJGH OP ONCOLOGY, Sch INFUSION TX
e FAST TRACK CHAIR 2
* Z=1 Upcoming Appointments (CAMURUS) @ EJGHOP ONCOLOGY EJGH OP ONCOLOGY, Sch CALCULATED ALPHAMEDIX-02  11/08/23
< INFUSION BED 2 INFUSION 1
¥ > Upcoming Appointments (CRINETICS) & EJGHOP ONCOLOGY EJGH OP ONCOLOGY, Sch CALCULATED ~ALPHAMEDIX-02  01/08/24
(&) INFUSION BED 1 INFUSION 1
* . . @& EJGHOP ONCOLOGY EJGH OP ONCOLOGY, Sch CALCULATED ~ALPHAMEDIX-02  01/22/24
o 7 o Upcoming Appointments (FUSE) { INFUSION BED 2 NEUSION
w Vad o Upcoming Appointments (Neulasta)
xd Pl Upcoming Appointments (REFINE)
a

e Search in Reporting Workbench for LCMC ES Appt Search for
Research Coodinators.

* Modify report with Study Code and Save Report as Favorite.

» Select visits to be linked and Click Link to Research Study.

* Can be used to link Past or Upcoming Appointments
Reach out to me if you need additional guidance on setting these up. 25



Linking Orders to Research Study When in

an Encounter

SICEIRY Visit Checklist  This Visit

@ DxAssociation  # Edit Multiple @ Estimate « & Providers

= CC Results
(@ This patient has active treatment/therapy plans. [CJ

| 2 Signed This Visit v
-‘ 8 sig Create Panel
2 Unsigned — Outpatient Orders (Incl Rx)

CBC with Differential - Please order CBC unless diff clinically indicated

O M Expected: 4/30/2024, Expires: 4/30/2025, Lab Collect, STAT, When auto diff is abnormal, we will
reflex to order Manual Differential

22 Routing
Financial

Comprehensive Metabolic Panel

Op M Expected: 4/30/2024 Approximate, Expires: 4/30/2025, Lab Collect, STAT

CT Abdomen Pelvis w wo Contrast

@ M Expected: 5/11/2024, Expires: 4/30/2025, Routine, Ancillary Performed, Reason for Exam:
Metastatic disease evaluation

% New Interactions

Options ¥ (&

| [} show medications documented this visit

CT Chest with Contrast

@) M Expected: 5/11/2024, Expires: 4/30/2025, Routine, Ancillary Performed, Reason for Exam:
Metastatic Disease Evaluation

1. At the top of the Orders Panel, select Options.

2. Then Click Research Association.

3. In pop up, Select the check box next to the Order
to Associate under the applicable study.

Associate Research Studies

\q,\" S S
\N\c &
CBC with Differential - Please order CBC unles...
Comprehensive Metabolic Panel
CT Abdomen Pelvis w wo Contrast
CT Chest with Contrast
+ Accept X Cancel

26



inking Patient to the Research Study

Research Studies

5 View Study List

EJGH ALPHAMEDIX-02

# Participant Details # # Additional Info <D Past Updates

Status Status Effective Date

Enrolled: Treatment Phase 11/14/2023

Active Start Date ~ Active End Date

11/9/2023 —

Participant ID

Patient-Specific Coordinators
CR  Connie Romaine, RN BV  Brianne Voros

Comments

#5Study Calendar [ Hide Past
Date Encounter Type Dept Provider
Past
111012023 (5 HOV - HOV - Completed EJGH OP ULTRASOUND EJGHUS OP 3 HR
11012023 (5 HOV - HOV - Completed EJGH CARD TESTING LCMC CV EJGH CARD TEST ECG H
11/13/2023 CT CHEST WITH CONTRAST Visit - Canceled EJGH OP CT SCAN EJGHCTOP 1 HRg
11/13/2023 CTABDOMEN PELVIS WOW CONTRAST Visit - Canceled EJGH OP CT SCAN EJGHCTOP 1 HR4
11/13/2023 Rare Cancer Established Patient Visit - Completed ZZZEJGH YEN RARE CANCR  Mary Alice Hobbs-Maluccio, MD P~
111312023 G HOV - HOV - Completed EJGH MRI EJGH MRI 3T s
11/14/2023 Research Initial Evaluation Visit - Completed ZZZEJGH YEN RARE CANCR  Mary Alice Hobbs-Maluccio, MD s
11/14/2023 Infusion, 90 Minutes Visit - Completed EJGH OP ONCOLOGY Sherry Sherwood, RN P

Once linking begins, you will be able to click on the Participant Details hyperlink to
view the study report, which will display study details, linked encounters and linked

orders in the Study Calendar. .



Professional Billing Charges

* Currently, Professional Billing Charges are billed outside of Epic
through ACS (in most cases)

* Therefore, these charges are not captured in Epic. Because these
charges may be reimbursed by the sponsor, some important
safeguards are required to flag research patients when the billing
report is sent to ACS.

This can be accomplished with the diagnosis code

Z00.6: Examination of participant in clinical trial

This will FLAG the patient as enrolled in a clinical trial and prompt ACS
to reach out to the Study Coordinator.
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CMS —Z00.6 and Q0/Q1 Modifiers

CMS requires that the following diagnosis code be used on Medicare
research claims to identify Medicare patients who are participatingin
a Qualifying Trial:

* Diagnosis code Z00.6: Examination of participant in clinical trial

In addition, the claims must include one of the following modifiers to
differentiate between routine and investigational clinical services:

* QO - Investigational clinical service provided in a clinical
research study that is in an approved clinical research study.

* Q1 - Routine clinical service provided in a clinical research

study that is in an approved clinical research study.
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Coding Office Visits with Modifiers

Wrap-Up
[§5Images ] Benefits Inquiry -8, Dictations ~ 4 Open Orders §R Care Teams % Links ~ ] Preview/Print AVS i FC Checklist More ~
Patient Instructions Follow-up Communications Review Visit Diagnoses LOS Charge Capture

& Level of Service

NEW1 NEW2 news [T nNews &
RET1 RET2 RET3 RET4 RETS
IPREV18-.. IPREV40-.. IPREV65+ PPREV1S.. PPREVAO0..
PPREVG5+ TCM14Day TCM7Day  NoFee
.'.\

LOS: IF‘R OFFICE OUTPATIENT NEW 45 MINUTES [99204]

| Modifiers: =

Additional E/M coded Click to Add

Billing area:

* QO - Investigational clinical service provided in a clinical
research study that is in an approved clinical research study.

* Q1 - Routine clinical service provided in a clinical research
study that is in an approved clinical research study.
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Best Practice

BestPractice Advisory -

@' DID YOU ADD Z00.6 TO YOUR VISIT DIAGNOSES?

This patient is
‘ enrolled in a clinical trial.

Please consider:
1. Linking patient to research study
2. Ensuring that all orders are linked to the research study before signing visit.

Click HERE to provide feedback on this BPA

Remove the following orders?
0 Check with your Study Coordinator ©
Expires: 5/9/2020, Routine, Lab Collect

Acknowledge Reason

See comments

+" Accept
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Putting it ALL together



Research Billing Review Process

All charges linked to patients enrolled in a research study in Epic are
flagged and reviewed to make sure they're billed appropriately
through the Research Billing Review Process.

Each charge associated with a research patient falls into one of
three buckets:

* Non-research related. These charges are billed to the patient or
their insurance.

» Research-related, bill to the study. These are research charges
that will be billed to the study or study sponsor.

» Research-related, bill to the patient. These are research-
related charges that are billed to and paid by the patient or their
Insurance.
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Research Billing Review Process

B Calculated Infusion 1 Visit

04/30/24 Study-Related

& Charges | 9 Encounters

~
[ &7

Study-Related - Bill to Study

& Research Correct All = Select All Deselect All
Study R... Svc Date Post Date Code

O 04/30/2024 04/30/2024 36415

O 04/30/2024 04/30/2024 86316

Study-Related - Bill to Insurance/Patient

(& Research Correct All Select All |
Study R... Svc Date Post Date Code

O 04/30/2024 04/30/2024 2500000

O 04/30/2024 04/30/2024 2500002

O 04/30/2024 Pending 2500003

Non-Study Charges

(& Research Correct All Select All Des |
Study R... Svc Date Post Date Code

O 04/30/2024 04/30/2024 96375

O 04/30/2024 04/30/2024 96365

O 04/30/2024 04/30/2024 96366

Error)
BLUE CROSS - BLUE CROSS POS

Radiation/Oncology Series | DNB (DNB

v
Mark as Reviewed

=¥ Account Activities

Group by:  Revenue Code | CPT®/HCPCS Code = Svc Date Encounter = Review Status = Protocol Day m Other v

Procedure
30000030-HC VENIPUNCTURE

30280015-HC LABCORP IMMUNOASSAY TUMOR ANTIGEN QUANT...

Procedure
ONDANSETRON HCL (PF) 4 MG/2 ML SOLN
DEXAMETHASONE SODIUM PHOS 10 MG/ML SOLN

arginine-lysine-sterile water 25-25 mg/mL Soln

Procedure

26000010-HC INJECTION INTRAVENOUS THERAPEUTIC/PROPHYLA...
26000014-HC INTRAVENOUS INFUSION THERAPEUTIC/PROPHYLA...
26000004-HC INTRAVENOUS INFUSION THERAPEUTIC/PROPHYLA...

Study Src

o [

Study Src

Rsh Amount
29.50
89.50

Qty
1
1

Qty
16
10

Qty

Amount
59.00
179.00

Amount
1475
8.75
1,489.75

Amount
500.00
666.00
652.00



Important Takeaways

1. Understanding the MCA is the foundation of
ensuring compliant research billing

2. Linking Patients, Orders, and Encounters on the
front end saves a headache on the backend

3. Communication with all involved is KEY
4. Add Z00.6 diagnosis code with Q0/Q1 modifiers

5. Research Billing Non-Compliance jeopardizes our
ability to continue doing research. We must work
together to ensure that it is done correctly!



Resources

e LSUHSC CTO Training - Medicare Coverage Analysis for Clinical Research

e CITI Training - Clinical Trial Billing Compliance

e CMS.gov National Coverage Determination (NCD) - Routine Costs in Clinical Trials

* HCPCS Modifiers when Billing for Patient Care in Clinical Research Studies



https://www.lsuhsc.edu/administration/academic/ors/clinicaltrials/docs/CTO_Professional%20Development%20Training_Medicare%20Coverage%20Analysis.pdf
https://www.citiprogram.org/?pageID=668
https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?NCDId=1
https://www.cms.gov/regulations-and-guidance/guidance/transmittals/downloads/r1418cp.pdf
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