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Agenda for Today

* Review the Medicare billing guidance for the study,
including the basics of the CPT and HCPCS codes as well
as national payment rates in the varying patient settings

- Review the basic set up necessary to begin billing New
IDEAS studies as well as the patient copayment and cost
sharing

* How to work with your local Medicare Administrative
Contractors (MAC) or Medicare Advantage Plans to resolve
any denials

* Questions will be taken at the end of the presentation



Transmittals, Change Requests, MLN Matters Articles

CMS GUIDANCE
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°  Who is Eligible for NEW IDEAS?

* First, those Medicare patients that meet the NEW
IDEAS study criteria

» Second, must have Medicare as “primary” not
secondary insurance plan

- Third, must have Medicare “Part B” or Medicare

Advantage plan as “primary”.

- Patients may have Medi-Gap plans that would generally be
secondary to pick up co-payments and deductibles.




N\ Important PET Transmittals
\ Beta Amyloid PET Imaging

CMS Transmittals for (CAG-00181R4)

CMS Manuals Pub 100-03 NCD 220.6.17
Claims Processing Chapter 13 Section 60.14-16

For information on Medicare National Coverage Determination (NCD) for
Beta Amyloid Positron Emission Tomography (PET) in Dementia &
Neurodegenerative Disease;

Transmittals 164 & 2915 (CR 8526, March 27, 2014)
The official instruction, CR 8526, is in two transmittals issued to the A/B MACs.
1. This transmittal updates the "National Coverage Determinations Manual"

and it is available at http://www.cms.gov/Requlations-and-
Guidance/Guidance/Transmittals/Downloads/R164NCD.pdf

2. This transmittal updates the "Medicare Claims Processing Manual" and it is
at http://www.cms.gov/Regulations-and-
- Guidance/Guidance/Transmittals/Downloads/R2915CP.pdf




N\ Important PET Transmittals
\ Beta Amyloid PET Imaging

HCPCS Updates and Clarification via MLN Matters:

MM8526 — 2915CP / 164 NCD updated July 7, 2014

MM8888 — R3097CP updated October 2014 A9586 changed status
indicator from “N” not covered to “C” Carrier Priced

MM9636 — CR 9636, R3518CP issued May 6, 2016, updated &
implemented July 5, 2016 added Q9982 and Q9983 effective for DOS
July 1, 2016.

Transmittal 3524 — CR 9661, issued May 13, 2016 deleted C9458 and

C9459 while adding Q9982 and Q9983 to hospital OPPS claims,
effective for DOS July 1, 2016, implemented July 5, 2016.

Transmittal 1708 — CR 9751, issued August 19, 2016 added Q9982 and
Q9983 to the national coverage updates, effective for DOS January 1,
2017, implemented January 3, 2016




"\ ® Medicare Advantage Plans Chapter 4, Section 10.7.3 -
Payment for Clinical Studies Approved Under
\ Coverage with Evidence (CED)

(Rev. 120, Issued: 01-16-15, Effective: 01-01-15, Implementation: 01-01-15)

* In National Coverage Determinations (NCDs) requiring CED, Medicare
covers items and services in CMS-approved CED studies. MAOs are
responsible for payment of items and services in CMS-approved CED
studies unless CMS determines that the significant cost threshold is
exceeded for that item or service (see 42 CFR 422.109). Approved CED
studies are posted on the CMS Coverage with Evidence Development
webpage (see https://www.cms.gov/Medicare/Coverage/Coverage-with-
Evidence-Development/Amyloid-PET).

- Billing instructions are issued for each NCD.

https://www.cms.gov/Requlations-and-Guidance/Guidance/Manuals/downloads/mc86¢c04.pdf

cost-sharing would be based on similar services/coverage areas 3


https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/mc86c04.pdf

Reimbursement Policy
- Medicare Advantage Plans

Medicare Advantage (MA) beneficiaries are eligible to be included in
the registry, and CMS will make payments to the MA plan for
enrollees for covered routine clinical trial costs (including services
provided under coverage with evidence development).

Beneficiaries enrolled in Medicare Advantage (MA) plans are
responsible for cost-share applicable to their MA plan, meaning that
the co-payments and deductibles are NOT waived. The PET provider
should bill the MA enrollee for any cost-sharing, including both co-
payments and deductibles.

The complete requirements for payment may be found in the Medicare
Claims Processing Manual, Transmittal 2955



Important PET Transmittals
> Clinical Trial Number on Claims

For information on Mandatory Reporting of an 8-Digit Clinical Trial
Number on Claims, see Transmittal 2955 (CR 8401, May 13, 2014) at
http://www.cms.gov/transmittals/downloads/R2955CP.pdf

* Currently in use for all CED programs, including Beta Amyloid
* http://clinicaltrials.com/
* MM8401 or below.

* MLN Matters Article SE1344 at http://www.cms.gov/outreach-
and-Education/Medicare-Learning-Network-
MLN/MLNMattersArticles/downloads/SE1344.pdf

« Medicare Q&As
https://www.cms.gov/Medicare/Coverage/Coverage-with-

Evidence-Development/Downloads/Mandatory-Clinical-Trial-
|dentifier-Number-QsAs.pdf
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° NEWIDEAS is a
. CMS Approved Clinical Trial

https.//www.cms.gov/Medicare/Coverage/Coverage-with-
Evidence-Development/Amyloid-PET.html

+ Study Title: New IDEAS: Imaging Dementia-Evidence for
Amyloid Scanning Study
Sponsor: American College of Radiology
ClinicalTrials.gov Number: NCT04426539
New IDEAS Study site: https://www.ideas-study.org/
CMS Approval Date: 04/21/2020

See sample claim forms for proper location and reporting of the clinical
trials number on Medicare Claims.
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CPT, HCPCS, Hospital Revenue Codes & ICD-10-CM

CODING & REIMBURSEMENT
BY SETTING OF CARE

%K
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. ® Abbreviations: APC, Ambulatory Payment Classifications; DRG, Diagnosis-
Related Groups; HOPPS, Hospital Outpatient Prospective Payment System;
IPPS, Inpatient Prospective Payment System; MPFS, Medicare Physician Fee
» Schedule; RBRVS, Resource-Based Relative Value System, POS, Place of
Service IDTF, Independent Diagnostic Testing Facilities

Hospital On Campus- | Off Campus- Physician Imaging
: Hospital Hospital outpatient outpatient
Inpatient : P
IPPS/DRG Outpatient Outpatient Services Centers (IDTF)
OPPS/APC OPPS/APC RBRVS/MPFS RBRVS/MPFS
The setting the beneficiary
POS 21 22 1 9 1 1 received the technical
component (TC) of the service.
Medicare
program $ Part A Part B
Local Fiscal Intermediaries (old) Carriers (old)
Medicare
contractors/ Medicare Administrative Contractors (MAC) (current
administrators www.cms.hhs.gov/medicarecontractingreform/
of the policies

I\ . POS 15 = Mobile Unit / Facility/ unit that moves from place-to—place
D equipment to provide diagnostic and/or treatment services.

Slide copyright MHCCC 2016
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Medicare Payment Systems
Basic Comparison of MPFS vs OPPS

MPFS is a system that pays for - All services under the Hospital OPPS
covered physician & IDTF services are technical and are classified into
furnished outside the hospital. groups called Ambulatory Payment
Under the MPFS a relative value (RvU)  Classifications (APCs) groups. Services
is assigned to each service to capture in each APC are grouped by clinically
the direct and indirect (overhead) similar services that require the use of
practice expenses typically involved in similar resources.

furnishing the service. AMA along with « A payment rate is established for each
professional societies develop inputs APC using two-year-old hospital
and values by survey not claims data. claims data adjusted by individual
The higher the number of relative hospital’s cost to charge ratios.
value units (RVUs) assighed to a * Currently, diagnostic

service, the higher the payment. radiopharmaceuticals are bundled into
Radiopharmaceuticals are paid at the APC rate and considered SUDD“eS.

AWP or invoice cost.
Prugs are paid at ASP + 6%.

Both OPPS and MPFS have local wage adjustments, these slides list national rates.



~°  Procedure Coding — NEW IDEAS

CPT Code Description

7881 1 Positron emission tomography (PET) imaging; limited area
(eg, chest, head/neck)

7 8 81 4 Positron emission tomography (PET) with concurrently
acquired computed tomography (CT) for attenuation
correction and anatomical localization imaging; limited area
(eg, chest, head/neck)

CODING TIP: Do NOT use CPT 78608
Brain imaging, positron emission tomography (PET); metabolic evaluation

CODING TIP: Report CPT 78811 along with MRI codes for studies ordered
& performed with PET/MRI

CODING TIP: Report CPT 78811 OR 78814, not both, plus any required
modifiers and HCPCS radiopharmaceutical codes supplied.




e Diagnostic Radiopharmaceutical (Dx Rp)

Packaged Payment or Contractor Priced
" Must participate in CED Trial for Amyloid Agents

2021 HCPCS Level Il Codes

Trade 2021 SI/ APC
HCPCS Name Description 2020/2021 2g21 MPFtS
Level Il Company OPPS Payment aymen
Neuraceq™
e Molecularimagng | Florbetaben F-18, diagnostic, per Contractor
(formally Piramal) ’ P
Q9983 NDC #y 54828- | study dose, up to 8.1 millicuries 9 Priced
001-30 Most likely at
c .
Vizamyl™ | ¢y 40 metamol F-18, diagnosti Invoice Cost.
-18, diagnostic, per k * This settin
Q3982 SO0 | study dose, up to 5 millcuries N o J
-067- a ypically does
g not accept C
Amyvid™ . _ . codes, use
A9586 Lily Florbetapir F-18, diagnostic, per e Q9983, Q9982
NDC # study dose, up to 10 millicuries d OR A9586
0002-1200-01

o MPFS does have 20% co-payment
Patient deductibles apply to both HOPPS and MPFS
technical, professional and global rates



~°  Procedure Coding — NEW IDEAS
. . National Payment Rates- Technical

78811-Tc PET imaging; limited area $1,272.05 Contractor Priced
(eg, chest, head/neck) OPPS CAP
$1,272.05

78814-Tc PET w/ CT for AC and $1,443.00 Contractor Priced
anatomic localization OPPS CAP
$1,443.00

imaging; limited area (eg,
chest, head/neck)

MPFS NF= Non-Facility, Physician Office, Independent Diagnostic Testing Facility Setting (IDTF)
Co-Payment is 20% of the above national rates. Additionally, beneficiaries may have
deductible responsibilities.

@ Rates will vary geographically. Figures are national rates.



°  Procedure Coding — NEW IDEAS
. . National Payment Rates- Professional

CPT Code Description

78811-26 PET imaging; limited area (eg, chest, $72.58 $14.52
head/neck)

78814-26 PET w/ CT for AC and anatomic $104.33 $18.21

localization imaging; limited area (eg,
chest, head/neck)

MPFS NF= Non-Facility, Physician Office, Independent Diagnostic Testing Facility Setting (IDTF)

; é Rates will vary geographically. Figures are national rates.



Co-Insurance — New IDEAS
. Medicare Patients

Co-Insurance includes co-payments & deductibles
Would apply as does any procedure or service. There is no
added co-payment for participating in the NEW IDEAS study.

* Yes, co-insurance for PET Procedure (2021 ~$254-~$289.00)
* Yes, co-insurance for PET Reading (2021 ~$15-$18)

* Yes, MPFS-Physician office, IDTF, HCPCS Dx Rp co-
Insurance would apply (typically 20%, as with any other drug or Rp)

* Yes, co-insurance and deductibles apply for MA plans, each

patient and each plan can have differing co-insurance, therefore check
individually for each plan and each patient.



ICD-10-CM - CcMS NCD identified

F03.90
F03.91
F01.50
F01.51
F02.80
F02.81
G31.01
G31.83
G31.84
G31.85
G31.09
R41.1
R41.2
R41.3

Unspecified dementia without behavioral disturbance

Unspecified dementia with behavioral disturbance

Vascular dementia without behavioral disturbance

Vascular dementia with behavioral

Dementia in other diseases classified elsewhere without behavioral disturbance
Dementia in other diseases classified elsewhere with behavioral disturbance
Pick’s disease

Dementia with Lewy bodies

Mild cognitive impairment, so stated

Corticobasal degeneration

Other frontotemporal dementia

Anterograde amnesia

Retrograde amnesia

Other amnesia (Amnesia NOS, Memory loss NOS)



Resources, Tips, Sample Claim Forms, New IDEAS Billing Denial Form

LOGISTICS

R 21



Logistics — CED - Claims

* Implement policies to HOLD claims until all
elements of New IDEAS are met

* applies to technical and professional
- Keep a copy of the e-mail from New IDEAS in
your billing records in case of audit

* Implement policies to notify and share with those
billing professional component

If you participated in NOPR, treat similarly.
22



Amyloid PET Report Form

* This form becomes available when the
Amyloid PET Completion form has been
submitted.

* This form must be submitted within 7 days
after the PET is completed.

* Following fields are required:
- Date of PET report

- Selection of interpreting physician
- Entering COMPLETE text of PET report (copy/paste)

NEW

IDEAS-Study.org i@EAs




Interpreting physician will see

available PET Assessment Forms

for completion.

Imaging Dementia—Evidence

Case Registration

LA ST Patient Status: Eligible x | Available Form: PET Assessment *

PET Repon Case# Stage Status Patient Registration Forms
PET Assessment e 29 PET Scan Form Mary Poppins 12/29/2015
Completed
1818 Market Street, Suite 1720, Philadelphia, PA 19102 | IDEAS-Study@acr org | v 3.0 122 2266

IDEAS-Study.org

NEW

IDEAS




When Amyloid PET Report form has
been submitted, the PET Facility will
receive the following email.

Practice ID#: 2005

Practice Name: Harvard

PET Facility ID#: 8006

PET Facility Name: Resolution Imaging
Patient SSN: ******771

Case #: 29

PET Scan Completed: 12/29/2015

The Amyloid PET Report Form has been successfully submitted for
the above referenced patient.

NEW

IDEAS-Study.org i@EAS




Independent Diagnostic Testing
.  Facilities - IDTF

This is NOT a new policy rather a Reminder for
IDTFs; IDTFs must notify CMS for any new service
or equipment added to site:

» Complete an 855B form and send to your Medicare
Administrative Contractor, as required.

» Complete for any CPT or HCPCS codes (or
equipment) if not already listed.

- Wait for the MAC to send you a confirmatory letter
before you begin performing new services.

26



PET Resources —
. CMS, SNMMI & NEW IDEAS Websites

- CMS Coverage Database:
https://www.cms.gov/medicare-coverage-database/new-search/search.aspx

- SNMMI PET PROS Referring/Interpreting Physician Resources — Elements of
PET/CT Reporting & Q&As:

http://www.snmmi.org/Membership/Content.aspx?ltemNumber=5181

* New IDEAS: Imaging Dementia — Evidence For Amyloid Scanning
https://www.ideas-study.org/During-Study/Resources

* New IDEAS Claim Forms — https://www.ideas-study.org/During-Study/Medicare-
Reimbursement

27
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N Reimbursement Info New IDEAS web site
https://www.ideas-study.org/

Original IDEAS Study | Search Q Log In/ Register
Orinal OEAS Sty | Search @

iDEAS - - s aoas D
| Getting Started ¥ During Study ¥ For Patients Find a Site » Getting Siarted ¥ During Studv ¥ For Patient Find a Site v
= . sl lEAs efting stare uring study or Patients Ind a sie

Imaging Dementia Evidence
For Amylsid Scanming

Heme » During Study

During Study

Access respurces and information for active referring sites and/or imaging facilities to successfully paricipate in the New IDEAS study.

| need additional information ¥

Study Resources » Marketing Toolkit »

News Find a site

MNew Research Study To Demonstrate Value Of Brain PET Scans In Diagnosing

Medicare
Reimbursement »

heimer's In Diverse Populations.
IDEAS Finds Small Drop in Hospitalizations
JAMA Study: Alzheimer's Diagnosis, Management Improved by Brain Scans

View all news

AN

ZIP code finder
See list by state

Contact Us The New IDEAS Study

50 5. 16th St., Suite 2200 Sponsored and managed by Log In / Register
Fhiladelphis, PA 19102 American Collega of Radiclogy™ 9 e
4= a 215-574-3150
Get Additional Information Diected by
newideas@scr.org Alzheimer's Association Become a participating site
Advised by
Frequently asked Request data Become a Centers for Medicare and Medicsid Senices

questions » from IDEAS Study » participating site » 28




° Reimbursement Info New IDEAS web site

https://www.ideas-study.org/During-
Study/Medicare-Reimbursement

Medicare Reimbursement for Amyloid PET Scans

The Centers hedicane & Medwaid Services (CMS) ssued a National Coversge Determination (NCD) on September 27, 2012, which allows conditional
coverage of amyioid PET under Coverage with Evidence Development (CED

Clinical Study Approval

Study Title: Imaging Dementia—Evidence for Amyloid Scanning (New IDEAS) Study
Sponsor: American College of Radiology

ClinicalTrials.gov Number; NCTO4428530

CM 5 Approwval Date: 042172020

CMS Transmittals and MLN Matters Articles

* Transmittal R1T530TN and MM3751 (Released Movember 17, 2018) - Ceding Revisions io National Coverage Determination (NCDs)

* Transmittal RZ355CP and MME401 (Releasad May 14, 2014) - Mandatory Reporting of an &-Digit Chnical Trisl Number on Claims

* Transmittal 2315CP. Transmittal 164NCD. and MME526 (Released March 27, 2014) - Medicare National Coverage Determination (NCD) for Beta
Amyloid Positron Emission Tormography (PET) in Dementia and Neurodegenarative Disease

Reimbursement FAQ

&

Can a parlicipating physician other than the one who starled it complete the post-PET clinical assessment form?

29



Sample Hospital Technical Billing NEW

Medicare / Managed Medicare i@EAS

Hospital Outpatient\Prospective Payment System lmaging Dementia—Bvidence
(HOPPS) Setting For Amyloid Scanning
Any Hospital [BR XXXXXXXXX

One Hospital Road
Any City, Any State 00010

Form Locator 18-28:

©1123 Any Street Any City Any Staga - Enter the condition 30" Qualifying Clinical
kil SN T = “ - Trials Non-research services provided to all
rEe xc.cnl'.uzn wlm patients, including managed care enrollees
- enrolled in a Qualified Clinical Trial.

ST []Smith, Stephek s.

b

WENTHIWIE |"‘*—‘ w oas  “Ehe e n.::xl”""

01/17/1934/ M
FERCE B

et

\CooRATrEE

Managed Medicare (e.g., Medicare MA Plan)
Submit claim to MA Plan, NOT MAC. MA plans vary, however

Typically require prior authorization and may dictate imaging site
be part of their network, however out of network can be possible.

AL G
AICART

£

£oce Form Locators 39-41:
| D4 04426539 Enter code D4 & Clinical Trials No. 04426539
If paper claim include CT, CT 04426539
if electronic submission do not include the CT

IDEAS PET, limited 78811 Q0 01/01/2021

«| 0343| F-18 Florbetaben , Per Study Dose = Q9983 Q0 01/01/2021]

F-18 Flutemetamol, Per Study Dose = Q9982 Q0
F-18 Florbetapir, Per Study Dose A9586 Q0

XXXX.XX
Form Locator 46:
Enter the number of units based on the CPT
or HCPCS code description

l Form Locator 42:
Enter revenue codes.

0404 PET Procedures

0343 Diagnostic Radiopharmaceutical

Form Locator 44:

Enter CPT or HCPCS code for procedure, radiopharmaceutical and modifier
(Chose only one procedure and HCPCS radiopharmaceutical code
based on equipment PET or PET/CT and tracer administered.)
78811 PET limited or 78814 PET/CT limited
Q0 (zero) Investigational clinical service provided in a clinical research study

in an approved clinical research study
Choose the radiopharmaceutical administered:
Q9983 Florbetaben F-18, diagnostic, per study dose, up to 8.1 millicuries
Q9982 Flutemetamol F-18, diagnostic, per study dose, up to 5 millicuries
A9586 Florbetapir F-18, diagnostic, per study dose, up to 10 millicuries

! Form Locator 67 & 67 A-C:

Enter ICD-10-CM code for principal diagnosis in FL 6
F03.90 Unspecified dementia w/o behavioral disturbance

Enter CED Identifier in FL 67 A-C in primary or
secondary diagnosis position, may vary by MAC
2006 Encounter for exam for normal comparison and

. ey el "
control in clinical research program ‘ ‘ ‘ | | g A
‘ 28 S URLD T MAVE Iﬂ'rLI H FEUALD S LNICUE 0 | 1 OROUP AN E 2 HEURANCE DRCUP PO
Smith, Stephen S. ‘ ‘ 123-45-6789 ‘ Medicare XXXXXXXXX r
AFTHORESTHON CODES |FWA. VENT (ONT ROL MUUEER - % EePLOVER MAE 1
: =k e
184 | 7006 s i | il
: - [ | i
B g o ) i’l.ﬂ._ |
LA !fMT
T T | - Bl ]
T [ : [rrer
@ RERARHE B  orvEn | = }m: |
:: : Lans !fl‘dT
= omEn | ™ |:s..' |
ﬂ- LAST FET .
T e T AR (A T LR R AT RS (85 THE Rl s AeFLY T0r T MG L AN AHE MATIE & P T s
©Copyright 2021 Merlino Healthcare Consulting Corp. NUBC ==

CPT codes, descriptors and 2-digit modifiers only are copyright, 2020 AMA. All rights reserved.



Sample Physician Professional Billing

NEW

Medicare/Managed Medicare

ERE 4 T
Hospital Outpatient Prospective Pa I o
¥ HopPS) Settin e u
HEALTH INSURANCE CLAIM FORM F"“'SA"WI ?;"s”‘“’__ visence %
APPROVED BY MATION AL UNIFORM CLAIM COMMITTEE 0212 o '“y . CI""Ing o
[TT]Pca PICATTT] +
1. MEDIC ARE MEDIC AD HAMPLIS CHAMP 44, GH%%';H PLAN EILK LUNG OTHER |1a. INSURED'S | I BER (For Program inltem 1)
:l iMedican #Jl:l Mo dica #JI:‘ iof DoD#) I:‘ iMferner FDHJD o) D e D (o) 123-45-678B89
2.PATIENT'S MAME (Last Mame, First Mame, Middle Intial) L PAT\ENT'S EI\RTH DATE i
Smith, Stephen S. 01 17 934 ME
S PATIENT'S ADDRESS (Mo, Street) [ PAT\ENT RELAT\ONSH\P TO NS gat?agteld Metdlcr;;ep(le g NMc)e_lqllGZlg TAAAPIIan) h
ubmit claim to an, plans vary, however
Selt Spouse[ | Child A n ) 2L . ) A N
125 phy Supeer el REE‘VED FORNDUCC USED Typically require prior authorization and may dictate imaging sit
Any City be part of their network, however out of network can be possibl

Tl LP COUE TELEP HUNE (INdUde Area L ode )
00010 555 5555555
3 |tem NO. 21 & 24E: 11.INSURED'S POLICY GROUP OR FECA NUMBER
] 9876543210
° Enter ICD-10-CM code for principle diagnosis in Item No. 21A. LRCRELD ek Bk ke
8 Enter CED identifier in ltem No. 21B, check with payer for placement 01 17 1934 " Gl |

te) | b. OTHER CLAIM 1D (Designated by NUCC)

Enter ICD indicator 0 for ICD-10-CM
Enter Dx Ref. letter(s) corresponding to the procedure in Item No. 24E

c.INSUR ANCE PLAN NAME OR PROGRAM NAME

Medicare Or MA Plan
d. 1S THERE ANCOTHER HEALTH BENEFIT PLAN?

o]

F03.90 Unspecified dementia w/o behavioral disturbance

=]

X ves [ Jno J yos complets itams 8, Sa, and Sd

13 INSURED'S OR AUTHORIZED PERSON'S SIGNATURE | authorize
Ty | payment of medical bene ft to the undersigned physician or supplier for
services described below.

| 2006 Encounter for exam for normal comparison and
1 control in clinical research program

‘;‘ 4 PATIENT AND INSURED INFORM,

acnen Signature On Ey{ I \ DaTE 04\01 16 qonep Signature on File
14 DATE oF CUlRRENT ILLNESS, INVWPREGN CY (LMP) [15 \H\?? DATE e od. ¥ 16.DATES PAT\FNT UNABLE TO WORK K CURRENT OCCUPAT\ON
i i aual | QuaLi i i i FROM i i TO i i
T ME Fn:r:nmw PROVIT] R OTHER R 17a|iGN‘ 9999994999
DK Dr. Neurclofist K| N\ gesaaedess Item No. 24G:

19, ADDITIONAL CLAIM INFQEMATION (Designatefl by MUCC)

CT04426539
sl‘r\r-\owvala [ |’uRE OF ILLNESE ORN RV Relate A-L 10 services line below (24E)

Enter the number of units based on the CPT
or HCPCS code description

|
23.PRIOR AUTHORIZATION NUMBI

G3184 B [Z006 &l
E Fell G|

. J. |
o A DATE(S) OF SERVICE

R B W N

B. C D. PROCEDURES, SERVMCES, OR SUPPLI E . @ | J =
From Ta ngo} (€ xplain Unusual Circum stances) WGNOS\S Dé EPSDT o REMDERING Q
oD ¥y MM DD Y | SERVICE EMG CPTHCPCS MODIFIER POINTER FCHARGES ul Plan QUAL PROVIDER ID . & E
=
401 2 040116 2 | 78811 | 26 g0 ikx, | aB | 20000 1 WPl | 9993999999 §
1 1 z
o
u
T
Item No. 19: [
Enter Clinical Trials Number CT04426539 (Mandatory requirement effective Jan. 1, 2014) if filing paper claim #
Use CT in front of 8 digit number. If filing electronic eliminate the CT and only list 8 digit number. <]
b
<
Item No. 24D: o
Enter CPT or HCPCS code for procedures interpreted by the physician in the hospital outpatient setting S
o
78811 PET. limited svef for MUCC bse
26 Modifier, Professional Component
Q0 (zero) Investigational clinical service provided in a clinical research study 7650
that is in an approved clinical research study
CHECK with payer for KX, may or may not be required, is required for NaF NOPR studies.
KX Requirements specified in the medical policy have been met, proven or strongly
suspected of being cancerous based on other diagnostic testing.
NUCC [nstruction Manual available at: wwaw.nuce org PLEASE PRINT GR TYPE APPROVED OMB-0838-1197 FORM CMS-1500 (02-1 2)‘ =
Notes ©Copyright 2021 Merlino Healthcare Consulting Corp.

CPT codes, descriptors and 2-digit modifiers only are copyright, 2020 AMA. All rights reserved.



Sample Physician Office NEW

EGEE Medicare/Managed Medicare .®EAS T

%% Non-Hospital Technical I . . . E

HEALTH INSURANCE CLAIM FORM imaging Dementia—Rvidenca: 7
For Amyloid Scanning =

APPROVED BY MATION AL UNIFORM CLAIM COMMITTEE 0212

[TT]Peca PICA i

1. MEDIC ARE MEDIC AD CHAMP 44, GROUP FECA OTHER |1a. INSURED® Lihi BE R (For Program inltem 1)
:l (Matficars #)I:l (M dica i #)D {Db‘ DDD#J D Mfambar FDM)D {TE%)ALTH PLAND ?L}:;'JLUNG
2.PATIENT'S MAME (Last Mame, First Mame, Middle Intial) L PAT\ENT S EI\RTH DATE
Smith, Stephen S. 117 1934 | Managed Medicare (e.g., Medicare MA Plan)
5. PATIENT'S ADDRESS (Mo, Street) 5 paTENT RELATIGNGEAR To i Submit claim to MA Plan, NOT MAC. MA pIans vary, however
123 Any Street seit[3¢] seouse[ | chid[ | Typically require prior authorization and may dictate imaging site
o srae s reserven rornoccuse | be part of their network, however out of network can be possible.
Any City - - L
Il ZIP CODE TELEPHOME (Indude Area Code)
00010 555 5555555
! Item No. 21 & 24E: 11. INSURED'S POLICY GROUP OR FECA NUMBER
] 9876543210
* Enter ICD-10-CM code for principle diagnosis in Item No. 21A. e i Sk
8 Enter CED identifier in Item No. 21B, check with payer for placement 01 17 1934 " Fl]

Enter ICD indicator 0 for ICD-10-CM

de) | b. OTHER CLAIM |D (Designated by NUCC)
Enter Dx Ref. letter(s) corresponding to the procedure in Item No. 24E :

c.INSUR ANCE PLAN NAME OR PROGRAM NAME

Medicare Or MA Plan
d. 1S THERE ANCOTHER HEALTH BENEFIT PLAN?

o]

F03.90 Unspecified dementia w/o behavioral disturbance

=]

X ves [ Jno J yos complets itams 8, Sa, and Sd
13 INSURED'S OR AUTHORIZED PERSO0N'S SIGHATURE | authorize

|+ Z006 Encounter for exam for normal comparison and
1 control in clinical research program

‘ “—— PATIENT AND INSURED INFORMA™

ry paym ent of medical bene fts to the undersigned physician or supplier for
services described below.
senep Signature On E‘% I \ DATE 04‘01 16 sonep Signature on File
14, DATE OF CURRENT ILLNESS, INVMPREGN Y (LMP) 15\»—1\?? DATE I\ 16
i ! h | i e
N ik QuAL: auaLf i I | Item No. 24G:
T ME Fn:r:nmw FR iy R OTHER R 173|1€N 9999994999 18
DK pr. Neurclofist el N gaBBREHRES Enter the number of units based on the CPT

19, ADDITIONAL CLAIM [MF!

TAMOL) [5 MCPR IV, NDC 171

SO Imy TR CT04426509 " or HCPCS code description
5dQ6701
21 DIAGNOSIS OR I\KURE OF ILLNESS OR |

ol | Charges are for sample only, PET site to set rates
L
1 23.PRIOR AuTHORIZAT\ON‘NLlMEE /

FLI E 3 < ! J
DIAGHOEIS b EPS"T D RENDERING
POINTER FCHARGES upgs Plan QUAL PROVIDER ID . #

~ G318B4 B [Z006

E F
fi] Item No. 24B:

. J. |
A DATE(S) OF SERVICE B. Enter Place of Service number.
From To i
o 11- Physician office

MM DD YY MM DD ERVIC

nalos

104505 04 05/ 2 11/\ 78814 | TCigQo: | | AaB | 3000 00| 1 WPl | 9999999999
B 1
04125 2 \
1

11| | 29599 @ Q0! '\ | as | 3135 00| 1 wei | 9999999999

PLIER INFORMATION

Item No. 19:
Enter Clinical Trials Number CT04426539 (Mandatory requirement effective Jan. 1, 2014) if filing paper claim

Use CT in front of 8 digit number. If filing electronic eliminate the CT and only list 8 digit number.

Item No. 24D:

Enter CPT or HCPCS code for procedure, radiopharmaceutical and modifier

(Chose only one procedure and HCPCS radiopharmaceutical code based on equipment PET or PET/CT and tracer administered.)

18811 PET limited or 78814 PET/CT limited

TC modifier, Technical Component

Q0 (zero) Investigational clinical service provided in a clinical research study in an approved clinical research study

Radiopharmaceuticals are contractor priced, may require invoice or additional information in box 19, 24 or other, check individual payer policy.
CHECK MAC and DOS for appropriate code that the payer may accept for payment.

Q9983 Florbetaben F-18, diagnostic, per study dose, up to 8.1 millicuries

Q9982 Flutemetamol F-18, diagnostic, per study dose, up to 5 millicuries

A9586 Florbetapir F-18, diagnostic, per study dose, up to 10 millicuries

R ©Copyright 2021 Merlino Healthcare Consulting Corp.
CPT codes, descriptors and 2-digit modifiers only are copyright, 2020 AMA. All rights reserved.



Sample Independent Diagnostic Testing Facility (IDTF) NEW

Eis® Medicare/Managed Medicare O@ EAS T

=E¥%8 Non-Hospital Technical I i

HEALTH INSURANCE CLAIM FORM Imaging Dementia—Evidence &
For Amyloid Scanning 3

APPROVED BY MATION AL UNIFORM CLAIM COMMITTEE 0212

—rrl PICA PICA ’_m i

1. MEDIC ARE MEDIC AD CHAMP 44, GROUI FECA OTHER [1a. INSURED® (For Program in ltem 1)

:l Modicars x;l:l (Medicacs x;l:‘ [D';AingpDL}LJS D ihdambor waI:‘ fngtALTH PLAND %@LUNG
2.PATIENT'S MAME (Last Mame, First Mame, Middle Intial) L PAT\ENT S EI\RTH DATE
Smith, Stephen S. 117 1934 | Managed Medicare (e.g., Medicare MA Plan)
5. PATIENT'S ADDRESS (Mo, Street) 5 paTENT RELATIGNGEAR To i Submit claim to MA Plan, NOT MAC. MA pIans vary, however
123 Any Street seit[3¢] seouse[ | chid[ | Typically require prior authorization and may dictate imaging site
o srae s reserven rornoccuse | be part of their network, however out of network can be possible.
Any City - - L
Il ZIP CODE TELEPHOME (Indude Area Code)
00010 555 5555555
E Item No. 21 & 24E: 11. INSURED'S POLICY GROUP OR FECA NUMBER
] 9876543210
* Enter ICD-10-CM code for principal diagnosis in Item No. 21A. e i Sk
| Enter CED identifier in Item No. 21B, check with payer for placement 01 17 1934 " Fl]
[

Enter ICD indicator 0 for ICD-10-CM

de) | b. OTHER CLAIM |D (Designated by NUCC)
Enter Dx Ref. letter(s) corresponding to the procedure in Item No. 24E :

c.INSUR ANCE PLAN NAME OR PROGRAM NAME

Medicare Or MA Plan
d. 1S THERE ANCOTHER HEALTH BENEFIT PLAN?

o]

F03.90 Unspecified dementia w/o behavioral disturbance

=]

X ves [ Jno J yos complets itams 8, Sa, and Sd
13 INSURED'S OR AUTHORIZED PERSO0N'S SIGHATURE | authorize

|+ Z006 Encounter for exam for normal comparison and
1 control in clinical research program

‘ “—— PATIENT AND INSURED INFORMA™

ry paym ent of medical bene fts to the undersigned physician or supplier for
services described below.
senep Signature On E‘% I DATE 04‘01 16 sonep Signature on File
14 DATE OF CURRENT ILLMESS, INVMPREGN CY (LMP) |15 OTH?? DATE 16
: i H | e

N ik QuAL: auaLf i I | Item No. 24G:
T ME Fn:r:nmw FR iy R OTHER 1.;al:I-Gl 9999994999 18
DK pr. Neurclofist il 888B8BEHBES Enter the number of units based on the CPT
19 ADDITIONAL CLAIM INFQEMATION (Designstel by MU CT04426539 20 or HCPCS COde deSCprtIOﬂ
NEURACEC (FYORBETABEN) [8 MCJR IV, NDC 5482800130
21 DIAGNOSIS OR I\KURE OF ILLNESS OR | e A-L 1o services ine befow (24E) 1D Ind 0 i 22/ Chal‘ges are fOrsample On/y PETSIte tO Set I‘ates

1 : ]

» 163184 o |Z006 2 .| ‘ .
= ¥ [ 23.PRIOR AUTHORIZATION NUMEE,
] ] vl Item No. 24B: |
A E

LA TEE OFSERVICE Bl Enter Place of Service number. @rues | = 2 B EPSDT i HERBELING 3
MM DD ¥Y MM DD ggpwc 81- IDTF POINTER FCHARGES i 4 AL PROWIDER D # E
1 z
D4iD4 2 0404, 2 Bl | 78814 | Tcigo: | | AaB | 300000 1 we| 9999939999 | o
—— 3 7 1 Z
2 0404 2 o04f4 \ | a8 | 2968 00| 1 wi | 9993999993 i
NEURAC] ! 5

Item No. 19:
Enter Clinical Trials Number CT04426539 (Mandatory requirement effective Jan. 1, 2014) if filing paper claim

Use CT in front of 8 digit number. If filing electronic eliminate the CT and only list 8 digit number.

Item No. 24D:

Enter CPT or HCPCS code for procedure, radiopharmaceutical and modifier

(Chose only one procedure and HCPCS radiopharmaceutical code based on equipment PET or PET/CT and tracer administered.)

78811 PET limited or 78814 PET/CT limited

TC modifier, Technical Component

Q0 (zero) Investigational clinical service provided in a clinical research study in an approved clinical research study

Radiopharmaceuticals are contractor priced, may require invoice or additional information in box 19, 24 or other, check individual payer policy.
Q9983 Florbetaben F-18, diagnostic, per study dose, up to 8.1 millicuries

Q9982 Flutemetamol F-18, diagnostic, per study dose, up to 5 millicuries

A9586 Florbetapir F-18, diagnostic, per study dose, up to 10 millicuries

Notes ©Copyright 2021 Merlino Healthcare Consulting Corp.
CPT codes, descriptors and 2-digit modifiers only are copyright, 2020 AMA. All rights reserved.



Sample Physician Office NEW

EZE Medicare/Managed Medicar .®EAS T

=8  Non-Hospital Global I . Fa o

HEALTH INSURANCE CLAIM FORM Imaging Dementia—Evidence o
For Amyloid Scanning 3

APPROVED BY MATION AL UNIFORM CLAIM COMMITTEE 0212

[TT]Peca FICATTT] +

1. MEDIC ARE MEDIC AD CHAMP WA GROU FECA OTHER |1a. INSURED® (For Program inltem 1) &

s AL pLav— BEC tung
(€] piactisare ]| ihdoctcace ] OR Goo#) [ iwamoertom[ ] tom ] rem

2.PATIENT'S MAME (Last Mame, First Mame, Middle Intial) L PﬁUENT%EHRTH DQA\IE ’ i
Smith, Stephen S. 01/ 17 1934 [ Managed Medicare (e.g., Medicare MA Plan)
5. PATIENT'S ADDRESS (Mo, Street) & paTENT RELATIoNSHP To - Submit claim to MA Plan, NOT MAC. MA pIans vary, however
123 Any Street seit[3¢] seouse[ | chid[ | Typically require prior authorization and may dictate imaging site
o srae s reserven rornoccuse | be part of their network, however out of network can be possible.

Any City
i

L
ZIP CODE TELEPHOME (Indude &rea Code)

00010 555 5555555
E Item No. 21 & 24E: 11 [NSURED'S POLICY GROUP OR FECA NUMBER

] 9876543210

" Enter ICD-10-CM code for principal diagnosis in ltem No. 21A. NRRER B TR BT SEX
| Enter CED identifier in Item No. 21B, check with payer for placement 01 17 1934 " Fl]
[

Enter ICD indicator 0 for ICD-10-CM
Enter Dx Ref. letter(s) corresponding to the procedure in Item No. 24E

te) | b. OTHER CLAIM 1D (Designated by NUCC)

o]

c.INSUR ANCE PLAN NAME OR PROGRAM NAME

Medicare Or MA Plan
d. 1S THERE ANCOTHER HEALTH BENEFIT PLAN?

F03.90 Unspecified dementia w/o behavioral disturbance

=]

X ves [ Jno J yos complets itams 8, Sa, and Sd

13 INSURED'S OR AUTHORIZED PERSON'S SIGNATURE | authorize
Ty | payment of medical bene ft to the undersigned physician or supplier for
services described below.

|+ Z006 Encounter for exam for normal comparison and
1 control in clinical research program

‘ “—— PATIENT AND INSURED INFORMA™

senep Signature On E‘% I DATE 04‘01 16 sonep Signature on File
14 DATE OF CURRENT ILLMESS, INVNPREGN CY (LMP) |15 OTH?? DATE i § 5 16
i avaL aue | Item No. 24G:
T ME Fn:r:nmw PROVIT] R OTHER P |1G| 9999994999 18
DK Dr. Neurolofist I 8688664368 Enter the number of units based on the CPT
19, ADDITIONAL CLAIM INFQEMATION (Designatefl by MUCC) CT04426539 x 20/ or HCPCS COde descnptlon
21 DIAGNOSS OR I\KURE OF ILLNESE ORN e AL 10 services line helow (24E] 1D Ind 0 22 Chal‘geS are fOrsample Only, PETSIte tO Set I‘ates
» (G3184 5 |Z006 c 5 | \ ,
= ¥ [ 23.PRIOR AUTHORIZATION NUMEE,
] ] vl Item No. 24B: |
24, A . =
LA TEE OFSERVICE u?:.EO Enter P/af:g of Service number. l@rLEs | F 2 B EPSDT i HERBELING 3
MM DD ¥¥ MM DD v | sErac 11- Phys:c:an office POINTER FCHARGES i 4 AL PROWIDER D # E
15y —_— : g
04i07 , 04 07, 2 11 | 78814 | g0 i | | aB | 320000 1 eI | 9999998999 2
1 1 =
2 04/07 2 0447 2 11| | 29586 @.Q0 \ | a8 | 2756 00| 1 wei | 9999999999 i
1 1 7

Item No. 19:
Enter Clinical Trials Number CT04426539 (Mandatory requirement effective Jan. 1, 2014) if filing paper claim

Use CT in front of 8 digit number. If filing electronic eliminate the CT and only list 8 digit number.

Item No. 24D:

Enter CPT or HCPCS code for procedure, radiopharmaceutical and modifier

(Chose only one procedure and HCPCS radiopharmaceutical code based on equipment PET or PET/CT and tracer administered.)

78811 PET limited or 78814 PET/CT limited

No modifier, Global Billing includes Professional and Technical Component

Q0 (zero) Investigational clinical service provided in a clinical research study in an approved clinical research study

Radiopharmaceuticals are contractor priced, may require invoice or additional information in box 19, 24 or other, check individual payer policy.
Q9983 Florbetaben F-18, diagnostic, per study dose, up to 8.1 millicuries

Q9982 Flutemetamol F-18, diagnostic, per study dose, up to 5 millicuries

A9586 Florbetapir F-18, diagnostic, per study dose, up to 10 millicuries

Notes ©Copyright 2021 Merlino Healthcare Consulting Corp.
CPT codes, descriptors and 2-digit modifiers only are copyright, 2020 AMA. All rights reserved.



*  Billing Specifics — CED- Amyloid

Condition code 30 (for institutional claims only)

Modifier QO (zero)
 On both CPT and HCPCS codes

Form Locator 39 (institutional claims) 1450 claim form
« Clinical Trial Number D4 CT04426539 (paper claim) Or 04426539 (electronic claim)

Form Locator 19 (physician office and/or IDTF claims) 1500 claim form
e Clinical Trial Number P4 ﬂ04426539 (paper claim) OF 04426539 (electronic claim)

ICD-10-CM codes (choose at least 1 from NCD list) Place In primary
position, plus Z00.6 (in secondary position)

GWANN Code |Description

Z00.6  Encounter for examination for normal comparison and control in clinical
research program



General Claims Processing
: Questions: Modifiers on Claims

Q: Do | append the QO (zero) modifier for Amyloid PET scans?

A: Yes, this is appended to the PET procedure code and may be
applied to the Dx Rp depending on the Medicare Administrative
contractor. Update, most MACs are requiring the Q0 on the HCPCS
code in addition to the procedure code.

Q: Do | append the Pl or PS modifier for Amyloid PET scans?
A: No, these are only for FDG and NaF PET studies at this point. If a
MAC requests this, notify NEW IDEAS immediately.

* \ Medicare Claims Processing Manual Chapter 13
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/clm104c13.pdf
36



General Claims Processing
. Questions: Billing Limitations

- Question: Is the limit of 1 scan per year or
per patient lifetime?

- Answer: The limits are per patient over the

patient’s lifetime (with the count technically
beginning at the start of the CMS approved CED
trial).
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A/B MAC Jurisdictions
as of December 2020




* New IDEAS Claim

Check List

Provider Request for IDEAS Claim Processing Assistance
(For use with multiple “LIKE” claims)

ke MAC or MA Plan IcH DOS Appeal Status
1
2
3
[
5
6
7
B
B
0
11
1z
fE]
1
5
Page_ of
[ Check here if additional information is attached.
This form and attachments may be Sent 10 DEAS Srudy@acr.ors OF Faxed 10 888-606-4223.

TIP: Along with completing this
form, use all your appeal rights,
through to ALJ process. Do NOT
rely only on New IDEAS to

resolVe.. semmmemes e

Imaging Demertia  Evidence
For Amyboid Seanning

MEW IDEAS Claim Check List
Request for NEW IDEAS Billing Assistance for Claim Denial
Ensure il the folowing items hove been completed prior to submitting o request for ossistance.

O Review zample claim forms for the site of service that applies to your claim. Verify zll elements on the claim that are
required or recommended are present on the submitted clzim. 3ample claims are located at the following URL:_
https: Wideas-study.org/During-5tud edicare-Reimbursement

O Check the Mew IDEAS Billing FAQ located at the following URL: hitps:/fwww ideas-study.org/Abouwt-Us/FAQ

O Locste your loczl Medicare Administrative Contractor (MAC), Local Coverage Policy or Article and Bulletins for PET
services. Maintain this in your billing department and check for periodic changes. Attoch policy with request for ossistonce,
if applicabie.

O If you are an Independent Diagnostic Testing Facility {IDTF), verify the CMS 255-5 Application has been submitted
adding both the procedure CPT and radiopharmaceutical HCPCS codes, if they are not already listed for your site.
Muaintain this opproval of listed codes in your billing department.

The Below showld be compieted by the person requesting Biling casistance. This should be submiitted by the person that furs the most knorwiedge of
the bitfing, preferably the bifler But moyp be others involed with New (IDEAS, This form show'd pot be completed by an industry representative. Send
completed form and attachments to the New IDEAS-Stody for rovting: Newldeos@ocr.ong

Check anly one:

Prowider type: O WD Office TIDTF O Hozpital Qutpatient

Claém Information: O Single O multiple "Like"™ Claim {complate attached cheet) number of daims:
Medicare type: O Traditional Medicare 0 dpsdicape Advantage (M Plan)

Provider Name: Contact at Provider Site-
Provider Address: Contact Position/Title:
State Service Prowited: Contact Phone:
MAC or M4 Plan Mame: Contact E-Mail

MAC or A Flan Date of Service (D05) or
Phome andior E-mail: Span of dates of issues:
Date Last Communicated Rezson for Denial:
with payer:
Tescription
of th bilking ixsue and
aoffier perfineat
infonmafion:
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: New IDEAS Denial Issues
.  Status MA Plans

- Several MA plans don’t know about

NEW IDEAS - many resolved individually
- NEW IDEAS facilitating and obtaining a copy of a

communication to the MA plans, when available, download

the PDF from the NEW IDEAS web site.

Prior Authorization TIPs: Do NOT give up if MA plan denies on first of second
call; continue to pursue all levels of an appeal of a denial. Be thoughtful and

complete regarding supplying MA plans with New IDEAS and patient
information.

40



NN\ NEW IDEAS Denial Issues Status
. . MA Plans- EXAMPLE

- Some MA plans don’'t know about NEW IDEAS

TIPs: | assisted a provider who was denied through Evicor; a radiology benefit manager
(RBM), for some MA plans. Evicor does approve New IDEAS studies, however providers must
give complete information in order to gain prior authorization.

The office that made the first call (likely the referring MD) to Evicor provided the following
information, “the pt. has mild cognitive impairment - G31.84 and no history or notes. Evicor
then requested additional clinical information.

If the office would have stated the following, “the pt. has mild cognitive impairment - G31.84
and meets the qualifications to participate in the NEW IDEAS study. We have enrolled the
patient in the NEW IDEAS study a CMS approved CED trial 04426539, the patient New
IDEAS case number is __. If additional clinical information is necessary, it would be the clinical
items of the New IDEAS study that allowed the patient to qualify. In this case no peer to peer
wquld have been needed if the clinical information had been provided.
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Thank you!

QUESTIONS

%K
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