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The Society of Nuclear Medicine & Molecular Imaging

PET Imaging for Solid Tumors Post
. CMS Final Decision (CAG-00181R4)

This webinar is being recorded and will:
* Review the CMS Final Coverage Decision (CAG-00181R4)

+ Discuss coding, billing, implementation and logistics for:

* NOPR PET studies with dates of service (DOS) prior to the
CMS Final Decision

* FDG-PET studies with DOS immediately post the CMS Final
Decision
* NOPR (NaF-PET) Registry
* Address participants’ questions
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Detailed Agenda

Brief Review of PET Reimbursement History
Review of the Final Decision (CAG-00181R4)
NOPR Logistics — Transition ltems

Medicare Claims Processing Logistics and Updates

¢ Transition ltems
+ NOPR and MACs

« Advanced Beneficiary Notice
* Medicare Administrative Contractors

NOPR (NaF-PET) Registry

Medicare Coverage Decisions

 National Coverage Decisions (NCDs)
 National Coverage (positive decision)
» Coverage with Evidence Development (CED)
» National Non-coverage (negative decision)
* Not medically necessary
* No National Coverage Decision

* Left to contractor (MAC) discretion
* Local Coverage Determinations (LCDs)

June 19, 2013 ©2013 Merlino Healthcare Consulting Corp. Pg. 2



M erlm 0 ... SOCIETY OF

NUCLEAR MEDICINE
I] AND MOLECULAR IMAGING

° Changes in National Coverage for PET
2013 CMS Decisions

1. Final Decision March 7, 2013
* MITA Request — FDA-approved PET Tracers
2. Final June 11, 2013

* NOPR Request — Expand coverage and end
CED for FDG-PET

3. Draft decision due July 9, 2013
Final decision due October 2013

* Lilly Request- Amyloid PET Imaging

AT

PET NCD — Exclusionary Policy

The NCD states in part,

+ Except as set forth below in cancer indications listed as
"coverage with evidence development", a particular use
of PET scans is not covered unless this manual
specifically provides that such use is covered.
Although this section 220.6 lists some non-covered
uses of PET scans, it does not constitute an exhaustive
list of all non-covered uses.

L= Use G0235 for non-covered PET studies.

June 19, 2013 ©2013 Merlino Healthcare Consulting Corp. Pg. 3
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¢ March 7, 2013 — Final Decision
CMS Expands Local Coverage Options

* Unless there is a specific national coverage determination,
local Medicare Administrative Contractors (MACs) may
determine coverage within their respective jurisdictions for
PET using radiopharmaceuticals for their EDA-approved
labeled indications for oncologic imaging for products
approved by the FDA after September 1, 2012.

* C-11 Choline (FDA approved 9/12/12)

* Potentially could apply to:
* FLT, F-DOPA, Ga-68 DOTATOC/DOTATATE

¢ March 7, 2013 — Final Decision
CMS Expands Local Coverage Options

+ The effect of this decision is to remove the national non-
coverage for FDA-approved (post September 1,2012) labeled
oncologic uses of radiopharmaceuticals that are not more
specifically determined nationally.

* This decision does not change coverage for any use of PET
with F-18 FDG, NaF-18 sodium fluoride, ammonia N-13, or
rubidium-82 (Rb-82).

+ This decision does not prevent CMS from determining national
coverage for any uses of any radiopharmaceuticals in the
future, and if such determinations are made, a future
determination would supersede local contractor determination.

L
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History of Medicare Coverage
Oncologic PET

1998

1999

2001

Evaluation of solitary pulmonary nodules and
initial staging of NSCLC (non small cell lung cancer)

Suspected recurrent colorectal cancer,
Iymphoma, melanoma (covered after public meeting,
with considerable restrictions)

Further expanded coverage for six prevalent

cancers (PET must either resolve inconclusive results of
standard test or replace standard test)

History of Medicare Coverage
Oncologic PET

2002

2004

2006
2009

2009

Individual requests submitted and some
approved for several other cancers

Proposed mechanism for expanded
coverage (CED)

National Oncologic PET Registry

Expanded Coverage and New Structure
(April 3, 2009)

Initial Staging Cervical Cancer
(Correction-November 10, 2009)

10
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N\ History of Medicare Coverage
Oncologic PET

2010 Single-scan limit for initial treatment

strategy evaluation (08/04/2010)

RT planning, Evolving cancer / delay in treatment,
CMS Final Decision to leave to contractor discretion

2011 Final Decision for '8F-NaF Bone PET

2010 Limited coverage with CED (02/26/10 CMS
notification)

2011 NOPR Opened the NaF Registry 02/07/2011
PET for Solid Tumors (CAG-00181R4) (6/11/13)

1"

Covered, CED & Non-Covered Oncologic PET Indications
on or before June 11, 2013

FOOTNOTES:
Cancers and Indications Eligible for Entry in the NOPR 1. Some Medicare contractors include anal cancer in their local coverage of "calorectal
T T e ——— Ve e oy o 4y 300 SRR T cancer”; for PET facilities erved by those carriers, PET for subsequert treatment
ey g e A 53 112 5 ) O evaluztion of anal cancer would be a covered indication.
red sy -k sop o 4 for initial staging for axillary lymph nod tients with breast
e e 3 -
w“ - 'h'm‘m 2. PET is non-covered for initial staging for axillary lymph nodes in patients wif reast

cancer and of regional lymph nodes in patients with melanoma, butis covered for
detection of distant metastatic disease in high-risk patients with breast cancer or
melanoma.

3. PET is non-covered far "diagnosis” of breast cancer to evaluate a suspicious breast mass.
However, PET is covered for initial treatment strategy evaluation of a patient with axillary
nodal metastasis of unknown primary origin or with a paraneoplastic syndrame potentially
caused by an occult breast cancer.

FET is non-covered for "diagnosis” of cervical cancer. However, PET is covered for i
staging of cervical cancer.

To qualify as a covered indication for subseguent treatment strategy evaluatlnn thyroid
cancer must be of fallicular cell origin, must have been praviously treate
thyroidectomy and radisiodine ablation, and the patient must have a sarum
> 10ng/ml. and a negative whale-body 1-131 scan. Patients wha do not qualify for this
covered indication (e.g., because tumor is of other than follicular cell origin, the

s not elevated, or I-131 whole-body imaging was not performed or is
positive) can be entered on NOPR.

IS

al

w

IMPORTANT NOTES:
+  The scientific evidence concerning the clinical utility of FDG-PET is generally less robust for
cancers and indications that are currently covered by Medicare only in the NOPR than for
cancers and indications that are currently covered without the requirement for clinical

& e 1 data submission to the NGPR. For this reasan, Medicare has conditioned coverage of FOG-
Tt 3 PET under the NGPR on the collection of clinical data. These data will be used to help
3 T = determine the clinical utility of FDG-PET for conditionally covered cancers and indications.
L L The billing physician remains responsible for documenting medical necessity, whic
& T required for the coding and billing of both covered and NOFR-eligible PET studies.
& t o Eligibility for the NOPR does not constitute a clinical management recommendation for the
: i nem use of PET for the conditanally covered cancers and indications, by cither the Medicare
Towm roa) 3 T e 1 program or NOPR. Referring and interpreting physicians are thus advised to
L= L} + oo | Fefer to the published iterature to better understand the potential lmitations of FDG-PET
L - 2 for NOPR-eligible uses.
1 z | e +  The ICD-5-CM codes in the table above are provided for reference purposes only and for
5 = guidance in completion of the cancer type on the pre-PET form for cases included in the
I = o NOPR. Each provider should refer to the coverage policy of its respective Medicare
{ - | i contractor to determine which ICD-3-CM® codes are indicative of medical necessity. Note
= e also that, although PET is covered to aid in the diagnosis of strongly suspected cancers,
1 e I e claims submitted with the appropriate nan-cancer 1ED-3-CM® code(s) may not be paid
T < < without medical necessity appeal.
Totms AT = =
g I A I L3 * PETimaging of the brain with CPT code 78608 i< coverad for those cancers and
i o v c i niem 2k ndis covered anly under NOPR for those cancers
sy s3me e T e T T andmdmatmnsmdmated by ™ NDPR inthe table above.|
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°*  FDG-PET (CAG-00181R4)
. Final Decision Summary

CMS is ending the requirement for Coverage with
Evidence Development (CED) for oncologic
indications contained in section 220.6.17 of the
Medicare National Coverage Manual.

« “CMS is adopting a coverage framework that
ends the prospective data collection
requirements by NOPR under CED for all
oncologic uses of FDG-PET imaging.”

13

°*  FDG-PET (CAG-00181R4)
. Final Decision Summary

Effective Date for Ending Data Collection:

- Effective for claims with dates of service (DOS)
on or after June 11, 2013

Because of late afternoon announcement by
CMS, NOPR will complete data collection for
all scans done on June 11, 2013.

 CED for NaF-PET is not affected and continues.

14
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°*  FDG-PET (CAG-00181R4)
. Final Decision Summary

Limitation on Coverage:

« Three (3) FDG-PET scans will be nationally
covered for oncologic indications when used to
guide subsequent physician management of
anti-tumor strategy after initial anticancer therapy.

 Additional scans will be permitted at MAC or MA
Plan Contractor discretion.

AT

15

°*  FDG-PET (CAG-00181R4)
. Final Decision Summary

Coverage of Prostate Cancer:

* Use of FDG-PET/CT “when used to guide
subsequent anti-tumor treatment strategy for
patients with cancer of the prostate is reasonable
and necessary under § 1862(a)(1)(A).”

* MACs are likely to monitor for appropriate patient use

16
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°*  FDG-PET (CAG-00181R4)
. Final Decision Summary

Use of PET for Surveillance:

+ CMS acknowledged that “we are now aware that many
patients may expect to undergo more than one FDG-
PET scan during later phases of their medical
treatment.”

* By nationally covering three scans, the Final Decision
provides “administrative flexibility to enhance patient
access to needed medical care, and reduce potential
overutilization of FDG-PET scans that would not be
found to be reasonable and necessary.”

17

°*  FDG-PET (CAG-00181R4)
. Final Decision Summary

Scanner Technology:

+ CMS clarified that “we include integrated FDG-
PET/computerized tomography (FDG-PET/CT) and
integrated FDG-PET/magnetic resonance imaging
(FDG-PET/MRI) in the term FDG-PET as used in this
decision unless context indicates otherwise.”

+ “However, we [CMS] are not with this reconsideration
determining any change in coverage either for CT or
for MRI.”

18
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°*  FDG-PET (CAG-00181R4)
. Final Decision Summary

Anti-Tumor Treatment Strategy (ATS):

+ The completion of initial anticancer therapy (that is, the
conclusion or termination of all anticancer therapies in the
initially intended (combination) treatment regimen)
marks, in time, the starting point of subsequent ATS
planning (and the completion of initial ATS planning).

+ ‘Watchful waiting’ represents a widespread clinical
approach for patients with certain cancers, we (CMS) do
not intend that it is a ‘therapy’ to be included in an initial
treatment regimen.

< p<pThis definition differs from that CMS used previously.
o Language in Manual now will stand! 19

CMS Decision Framework

Framework differentiates PET imaging into use for:
« Anti-tumor treatment strategy (ATS)

 |nitial treatment strateqgies (ITS)
(formerly diagnosis and initial staging)
+ Subsequent treatment strategies (STS)

(formerly treatment monitoring and restaging/
detection of suspected recurrence)

20
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Identifier for CMS PET Claims
> HCPCS Modifier
PET Oncology Modifiers
Effective October 30, 2009 on Claims
HCPCS Descriptor With DOS April 3, 2009 for covered
C B T Oncologic-Related Clai
laims DOS February
Positron emission tomqg_ra_lphy (PET) or PET/ PET tumor initial
Pl computed tomography initial treatment strategy
of tumors that are biopsy proven or suspected treatment strategy
(eye) ?;skii?:;g cancerous based on other diagnostic “Diagnosis” or
“initial staging”
PS Positron emission tomography _(PET) or PET/ PET tumor subsequent
computed tomography (CT) to inform the
subsequent treatment strategy of cancerous treatment strategy
tumors.when the beneficiary's t_reating physician “Restaging” or
determines that the PET study is needed to B o
W inform subsequent anti-tumor strategy. monitoring
Ay
21

Initial ATS Nationally Covered
Effective June 11, 2013

+  CMS continues to nationally cover one FDG-PET study for
beneficiaries who have cancers that are biopsy proven or strongly
suspected based on other diagnostic testing when the beneficiary’s
treating physician determines that the FDG-PET study is needed to
determine the location and/or extent of the tumor for the following
therapeutic purposes related to the initial anti-tumor treatment strategy:

+ To determine whether or not the beneficiary is an appropriate candidate
for an invasive diagnostic or therapeutic procedure; or

» To determine the optimal anatomic location for an invasive procedure; or

* To determine the anatomic extent of tumor when the recommended anti-
tumor treatment reasonably depends on the extent of the tumor.

L

22

June 19, 2013 ©2013 Merlino Healthcare Consulting Corp. Pg. 11



NATIONAL ONcOLOGIC PET REGISTRY,

M erlm O ... SOCIETY OF

I] NUCLEAR MEDICINE

‘ CMS NON-Covered Indications
. for FDG-PET

P
Foym,

Initial Treatment Strategy

+ Breast cancer diagnosis (to determine if mass on physical
examination or mammography is benign or malignant)

+ Detection of axillary nodal metastasis in newly diagnosed
breast cancer

+ Detection of regional nodal metastasis in newly diagnosed
malignant melanoma

+ Diagnosis of cervical cancer
+ Diagnosis and initial staging of prostate cancer

-

23

Medicare Non-Covered
. PET Procedures

i_! :: : E] Description |

G0219 | PET imaging whole body; melanoma for non-covered
indications Initial staging regional lymph nodes

G0235 | PET imaging, any site, not otherwise specified

G0252 | PET imaging, full and partial-ring PET scanners only, for
initial diagnosis of breast cancer and/or surgical planning for
breast cancer (e.g. initial staging of axillary lymph nodes)

For PET examinations that do not correspond to any
Medicare-covered conditions, providers may choose
to obtain a signed ABN from the patient.

24
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N\ Subsequent ATS Nationally Covered
. Effective June 11, 2013

« Three (3) FDG-PET scans are nationally covered when
used to guide subsequent management of anti-tumor
treatment strategy after completion of initial anti-tumor
therapy.

+ Coverage of more than three FDG-PET scans to guide
subsequent management of anti-tumor treatment strategy
after completion of initial anti-tumor therapy shall be
determined by the local Medicare Administrative

Contractors.
s 'J The “count” for this provision starts on June 11, 2013. |
L 25
¢ ®

Achieving Favorable Outcomes of
. Coverage at MAC Discretion

Reporting Guidance for Oncologic ¥F-FDG PET/CT Imaging

Ryan D. Niederlgnhr]. Bennett S. Greenspan?, John O. Prior?, Heiko Schider®, Marc A. Seltzer®,
Katherine A. Zukotynski®’, and Eric M. Rohren®*

'Deparment of Nuclear Medicine, Kaiser Permanente Medical Center, Santa Clara, California; *Department of Radiology, Medical
College of Georgia/Georgia Regents University, Augusta, Georgia; *Department of Nuclear Medicine, Lausanne University Hospiral,
Lausanne, Switzerland: *Department of Radiology, Memaorial Sloan-Kettering Cancer Center, New York, New Yark: *Department of
Radiology, Dartmouth-Hitchcack Medical Center. Lebanon, New Hampshire; ® Department af Medical Imaging, University of Taronta,
Toronto, Ontario, Canada; "Department of Radiology, Harvard Medical School, Boston, Massachusetts; and *Department of
Diagnostic Radiology and Nuclear Medicine, University of Texas M.D. Anderson Cancer Center, Houston, Texas

Leaming Objectives: On successful completion of this activity, participants should be able to discuss (1) the elements of a concise and complete oncologic
“F-FDG PET/CT report; (2) the importance of obtaining and including in the report a focused history of the patient malignancy and treatments; and (3) the
importance of interpreting both the ®F-FDG PET and the CT findings of PET/CT and of integrating both the metabolic and the anatomic components in the
report.

J Nucl Med 2013; 54:756-761

26
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° [
National FDG PET for Solid Tumors and Myeloma effective June 11, 2013
Initial Treatment Strategy Subsequent Treatment Strategy
Tumor Type (formerly “diagnosis” & “staging”) {formerly “restaging” and “monitoring
response to treatment”)
Colorectal Cover Cover
Esophagus Cover Cover
Head and Neck Cover Cover
(notthyroid or CNS)
Lymphoma Cover Cover
Non-small cell lung Cover Cover
Ovary Cover Cover
Brain Cover Cover
Cervix Cover with exceptions* Cover
Small cell lung Cover Cover
Soft tissue sarcoma Cover Cover
Pancreas Cover Cover
Testes Cover Cover
Prostate Non-cover Cover
Thyroid Cover Cover
Breast (male and female) Cover with exceptions® Cover
Melanoma Cover with exceptions™ Cover
All other solid tumors Cover Cover
Myeloma Cover | Cover
All other cancers not listed Cover I Leukemia I Cover

N\ Nationally Covered effective June 11, 2013
. Monitored by MAC

Prostate Cancer for Subsequent Treatment Strategy:
+ CMS reversed its position in proposed decision.

« Will provide coverage for FDG-PET for subsequent
treatment strategy in prostate cancer.

+ “CMS anticipates that post-coverage analysis (PCA)
will confirm the NOPR public comments noting that
physicians selectively employed FDG-PET for
subsequent anticancer treatment planning in
appropriate patients.”

28
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National Coverage Change
Effective June 11, 2013

Thyroid Cancers for Subsequent Treatment Strategy:

* Prior to June 11, 2013: FDG-PET covered for thyroid
cancer of follicular cell origin, previously treated by
thyroidectomy and radioiodine ablation, with current serum
thyroglobulin > 10 ng/mL and negative whole-body 1-131
scan.

« Other patients could be entered into NOPR.

* On or after June 11, 2013: this qualification is removed.

W
. e

29

National Coverage Important Notes
Effective June 11, 2013

Check your Medicare or Third Party Payer local medical

coverage policy for specific ICD 9 or ICD 10 codes:

+ The billing physician remains responsible for documenting
medical necessity, which is required for the coding and
billing of all covered PET studies. Referring and interpreting
physicians are thus advised to refer to the published
literature to better understand the potential limitations of
FDG-PET.

* We strongly advise conversations between referring MD
and radiologist to determine usefulness of FDG-PET.

[ |
L
& [l

30

June 19, 2013 ©2013 Merlino Healthcare Consulting Corp. Pg. 15



< ... SOCIETY OF
Merllno N NUCLEAR MEDICINE
' = [I AND MOLECULAR IMAGING

*  FDG-PET NOPR Logistics
. Claims DOS on/or prior to June 11, 2013

* These claims were entered into NOPR prior
to the CMS Final Decision.

+ Facilities should continue through the entire
process of data collection and entry within the
required time frame.

« Data entry for “open” NOPR-2009 cases will no
longer be possible after July 10, 2013 (end of the
30-day window for entering post-PET form after

.-__.'f-.____f;scan).
B 31

*  FDG-PET NOPR Logistics
Claims DOS on or after June 11, 2013

* Any case registered on or before the close of
business on June 11, 2013 without scan
completion on or before June 11, 2013 will
be cancelled and the $50 case registration
fee will be automatically refunded to the site’s
escrow account.

* NOPR-2009 is closed for new FDG-PET patient
_registration for scans performed after June 11.

32
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NATIONAL ONcOLOGIC PET REGISTRY,

N\ How do we get a refund of balance in our
escrow account, now that NOPR-2009 has
ended?

Those sites no longer wishing to participate in NOPR may submit a
request to withdraw from the NOPR and have the balance in its escrow
account refunded; alternatively, balance can be used for NaF-PET.

If your site wants to end its participation, send request to the following:
OPTOUT_NOPR@acr.org

Please ensure that the request includes the following information:

NOPR facility ID number

NOPR facility name

Name of person submitting request

Phone number of the person submitting request

Date of request

Payee information (i.e., name and address)

NOPR will acknowledge receipt of your request and send a refund check to
the payee as indicated in the request with 7-10 days.

»
.)".
Foym,

33

General Claims Processing
- Questions: Ending Data Collection

* Question: Today, on June 19, 2013, | tried to
enter a patient into NOPR-2009 but the web site
does not seem to work. Is the system down? Can |
enter the data later?

* Answer: NOPR-2009 is closed to new patients
because of the June 11, 2013 NCD publication.
You can locate the detailed decision at:

e http://www.cms.gov/medicare-coverage-
database/details/nca-decision-memo.aspx?NCAId=263

34
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NATIONAL ONcOLOGIC PET REGISTRY,

General Claims Processing
. Questions: Ending Data Collection

* Question: Should I still append the QO (zero) modifier for
my claims with DOS on or after June 12, 2013 that used to
be covered under CED, but now are covered?

* Answer: No, appending the Q0 modifier signifies that
subject participated in a clinical trial, such as NOPR. Since
NOPR-2009 closed EOB June 11, 2013 for new patients, we
do not believe appending the modifier is appropriate or
consistent with correct coding principles.

* (Answer continued on next slide.)

General Claims Processing
. Questions: Interim Claims Processing

* Question: should I still append the QO (zero) modifier for my
claims with DOS on or after June 12, 2013 that used to be covered
under CED, but now are covered?

« Answer continued: No; Pending CMS Transmittal & MAC /
MA Plan Implementation, claims will very likely deny

+ QO modifier, or other NOPR claims processing items such as V70.7
and condition code — no longer appropriate

* MACs given 30 to 60 day time period to get systems ready
« Alternatively, you may want to consider holding those newly
covered indication claims and wait for your MAC instructions
* To be clear providers should NOT hold claims that were
4 covered prior to the June 11" NCD.

36
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Limitation on Coverage
. Questions:

Three (3) FDG-PET scans used to guide subsequent physician
management of anti-tumor strategy after initial anticancer therapy.

* Question: If a patient had two PS studies prior to
June 11, 2013, are those counted?

« Answer: No, the counting begins with the NCD
publication on June 11, 2013.

37

Limitation on Coverage
. Questions:

Three (3) FDG-PET scans used to guide subsequent physician
management of anti-tumor strategy after initial anticancer therapy.

* Question: What if the patient or referring physician tells
us that patient has not previously had = 3 PET studies, but
we later find out had 3? Will Medicare deny coverage?
Can we appeal to the local Medicare contractor?

* Answer: The NCD allows for medically necessary scans
beyond 3; specifically, if there is medical necessity for more
than 3 PET scans, appeal to the local MAC providing
documentation. Without documentation of medical

«~ necessity, claim likely will not be paid on appeal.

L=

38
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*  Limitation on Coverage
. Questions:

Three (3) FDG-PET scans used to guide subsequent physician
management of anti-tumor strategy after initial anticancer therapy.

* Question: Can you please clarify if the limitations
that are referenced in the NCD are per cancer or
per patient?

* Answer: The limits are per patient per cancer.

39

*  Limitation on Coverage
. Questions:

Three (3) FDG-PET scans used to guide subsequent physician
management of anti-tumor strategy after initial anticancer therapy.

* Question: Is there a time limit for a recurrence of
a cancer specified in the NCD? Is the limit of three
PS scans per year or per patient lifetime?

* Answer: The limits are per patient per cancer over
the patient’s lifetime (with the count beginning on
June 11, 2013).

* A time limit is not referenced in the NCD.

[ |
L
& [l
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° Medicare Advantage Plan “NOPR-2009”
Cases: Whom do we bill?

* For claims DOS prior to June 12, 2013, bill the MAC

* For claims DOS on or after June 12, 2013,
continue to bill the MAC (pending further
instructions from CMS)

* Providers should obtain preauthorization / precertification
as usual, you may or may not get approval. If the study
clearly meets the new NCD guidelines, perform the study.

» Expect claim denials for interim until CMS transmittal is out with
instructions and timing.

. * Alternatively hold the claim.

_

41

Resources
. SNMMI Payer Relations Kit

* How to Deal with Denials

Understand Reasons for Denials

Unaware of local coverage determinations
Clerical errors

Dealing with Denials

+ Tips to Regular Contact with Payers
+ Attend CAC meeting
+ Attend local educational seminars
+ Send new guidelines & literature to Medical Director

-\t:(.

42
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N\ Resources

Example Re-Determination Request

WPS Medicare Pert B Date: 11/12/0%
ATTN: Appesls Department

P. 0. Box 14260

Madisan, WI 53708-0123

TO THE MEDICARE CLAIMS APPEALS REVIEW UNIT:
A “RE-DETERMINATION 18 REQUESTED" on the following claim. Please see all
attached information, desumentation and BOB for correct information
X Letter of Medical Necessity attached

X Operative/Office notes attached. Please review Procedure Code for payment of
servies provided to Patient Name [D#9999999999A on Date of Service, We feel that the
attached information shows that procedure wis medically necessary.

Coding/bundling issue.

Other-

Please see atiachments,

MIR Rep Name

Appeals Unit Representative
Telephone: (314} 747-9999
Fax: (3141 747-5999

Place on provider letterhead

Attach report alone, (if report
contains details history)

If report does not contain
detailed history, additionally
attach Letter of Medical
Necessity including a detailed
history, or progress notes (or
other medical documentation)
from phone calls or directly
from the referring physician.

Advance Beneficiary Notice (ABN)
. Form CMS-R-131 (03/11) - Effective Jan 1, 2012

A. Notifier
B. Patient Name:

C. identification Number

Advance Beneficiary Notice of Noncoverage (ABN)

NOTE: If Medi
Mecicao doss ot poy o
n to think you iay not pay for the . elo
. E. Reason Medicare May Not Pay: | F. Estimated
Cost

Form Number

WHAT YOU NEED T0 DO NOW:

o sanyquesuonsmnyo may have after you finish reading.

bout your care.

Choose an DP receive the D. listed above.
& D at e Note: 1iyou ehocse Opllon 1 0¢ 2, w may hal yo0 t USe any ober insurance
ot yos et v, chears cannet v s ol e

G. OpTIONS! Checknmyonebnx We cannot choose a box for you.

O OPTION 1. | want the

—listed above. You may ask to be paid now, but
alsowant Modicara bilod fur an offcal decision on payment, which s sent o me on  Modicare

(CMS-R-131 3/11)

O OPTION2. Iwantthe D.

O OPTION 3.1 don't want the D.

H. Additional Information:

loesn't pay, | ar
payment, but | can sppea\ o adhoars oy ollowing he irectons on the MeN. I Medicare
does pay. you will refund any payments | made to you, less co-pays or deductibles.
—iisted above, but do not bill Medicare. You may
‘ask to be paid now as | am responsible for payment. | cannot appeal if Medicare is not billed.
__listed above. | understand with this choice |
am not responsible for payment, and | cannot appeal to see if Medicare would pay.

This notice gives our opinion, not an official Medicare decision. If you have other questions on
tisnotc o Mecicar biling, cal 1-800-MEDICARE (1-800-833-4227/TTY. 1.877-486-2045)
and u cop,

0938-0566

means that you

‘ 1. Signature:

notice.
J Da!e ‘

T CMIS-R-131 (03711

Form Approved OMB No. 0933-0566

Form OMB No.
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A/B MAC’s Awards*
Grey = Pending Disputes

J6 (G) J8 (1

F (2&3)

i National Wisconsin
Noridian on *
Administrative Government Physician National
Services Services Government

Services Services

J1E)

Noridian

J5(G)
Services Wisconsin
Physicians
Service

Palmetto

J10 (J) umet

Cahaba
GBA

H (4&7)
Novitas

(Formerly
Highmark)

J9 (N)
First Coast
Service

Options

J1 (E)
Noridian
Administrative)
Services

(*Status May 2013)

e Medicare Administrative Contractors
(MAC) A/B Consolidations situs vay 2013

Jurisdiction # States Included in Jurisdiction Awarded / Imp. Date
Palmetto GBA - Current MAC
1(E) American Samoa, California, Guam, Hawaii, Nevada, & Northern Mariana Islands Noridian Awarded Sep 2012; Protest

Denied Apr 2013. Implement Sep 2013

Alaska, Arizona, Idaho, Montana, North Dakota, Oregon, South Dakota, Utah,
F(2&3) Noridian (NAS) - Fully Implemented)

Washington and Wyoming

Novitas (Formerly Highmark)

H@&7) Arkansas, Colorado, Louisiana, Mississippi, New Mexico, Oklahoma, Texas Fully Implemented

5(G) lowa, Kansas, Missouri, and Nebraska WPS - New Contract Jul 2012

NGS - A (IL, WI) & NAS-A (MN), WPS-B
Lo " " N NGS - Part A/B Awarded Sep 2012

6 (G) lllinois, Minnesota, and Wisconsin Protest Filed. GAO denied
Implementation (in process) by Sep

WPS - Awarded Sep 2011

8 () Indiana and Michigan ( NGS Dispute Denied by GAO)
(Implementation Completed)

First Coast Service Options, Inc
9 (N) Florida, Puerto Rico, and U.S. Virgin Islands (FCSO) - Fully Implemented
Recompete in progress as of Feb 2013

Cahaba GBA - Fully Implemented

10 (3) Alabama, Georgia, and Tennessee Recompete in progress as of Feb 2013
11 (M) North Carolina, South Carolina, Virginia and West Virginia Palmetto GBA - Fully Implemented

Delaware, District of Columbia, Maryland, New Jersey, and Pennsylvania Novitas (Formerly Highmark)
12(L) For part B services A/B MAC J 12 includes counties of Arlington and Fairfax in Virginia with City of New Contract Sep 2012 — Protest

Alexandria. resolved. Implement by Jul 2103

) NGS - Current J13 A/B MAC
K (13) Connecticut and New York NGS - A/B Cutover (Jun 1, 2013)
; . NHIC - Current J14 A/B MAC

K (14) Maine, Massachusetts, New Hampshire, Rhode Island, and Vermont NGS - A/B Cutover (Oct 18/25, 2013)
15 (1) Kentuckz and Ohio CIGNA Gov Svcs - Fully Implemented
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Questions Post Webinar

+ Contact your local MAC or : o
payer for specific guidance. -

* SNMMI Members S ——

» Practice management, coding
corner, submit a question to
the C&R SNMMI committee. ~ “ =
s

« HPRA@snmmi.org

47

NOPR

NATIONAL ONCOLOGIC PET REGISTRY

NOPR (NaF-PET)

* The June 11, 2013 NCD does not change the
coverage policy for NaF-PET bone imaging, which
is still covered by Medicare only under CED.

* NORP remains open for NaF-PET Registry data
submissions.

* NOPR will be asking all sites to opt in or out of
NaF-PET registry and to provide updated site
information if opting in.

CcANCERP ETREGISTRY.ORG
N

June 19, 2013
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Continuing Education Credits
. Live Session

This program is approved for three type of credits:

* Post the Webinar Look for an E-mail and
complete the evaluation, select the type of CEU

SNMMI- contact: jschoolnik@snmmi.org
* Nuclear Medicine Technologists — VOICE
» Physicians, Nurses, etc — CME
Merlino Healthcare Consulting Corp.
+ Billers and Coders — AAPC
» For Live Credits e-mail: training@merlinohccc.com

49

Continuing Education Credits
. Recorded Instructions

This program is approved for three type of credits:

SNMMI- contact: jschoolnik@snmmi.org
» Recording Link: http:/interactive.snm.org/index.cim?PagelD=12734
* Nuclear Medicine Technologists — VOICE
+ Physicians, Nurses, etc — CME

* Merlino Healthcare Consulting Corp.
+ Billers and Coders — AAPC

« For On Demand AAPC Credits
http://www.merlinohccc.com/presentations.html
* National Oncologic PET Registry-
<47 + www.CancerPETRegistry.org

7~ + Handouts and Recording ONLY no credits available. 50
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CONTACT:

1850 Samuel Morse Drive, Reston, VA 20190 S SQCIETY OF

Submit Coding Questions to coding corner, log in NUCLEAR MEDICINE

and send question, or e-mail: HPRA@SNMMI.org AND MOLECULAR IMAGIN

Phone: (703) 326-1187

Questions

CONTACT:

address: P.O. Box 5569, Magnolia, MA 01930
voice: 888-606-4222
e-mail: denise@merlinohccc.com Consulting COI‘p

PET Resources — CMS, SNMMI & NOPR Websites

¢ CMS Coverage Database:
http://www.cms.gov/mcd/search.asp?from2=search.asp&

- PET PROS:
http://interactive.snm.org/index.cfm?PagelD=9273

52
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PET PR®S

PET Professional Resources and QOutreach Source

. http://interactive.snm.org/index.cfm?PagelD=9273

coLocic PET REGISTRY,

» Relerring Physicians Referring Physician Resources

¥ Interpreting Physiclans

Flements of PETSCT Heporting

* Technologists + Sample Physician Request Form for Dncolog PET/CT & comprehensive guide on elements of PET/CT
——— Imaging m m reporting (induding sample reports).
¢ Palients + Sample Physician Reguest Form for Brain PET rting {.pdf)

grting {.pdf)

imaging T8

SNM Related Sites A-Z:
» PET COE Homupage

» MI Home

gcision Memo for PET (FDG) tor Solid Tumors
y

» SNM Home I (MaF-18) to Identify
Cancer (February 2010}
Biling of NgF PET Bong Scans

» Tran,
{March 2010)
i< M5 Decision Memo for PET for Initial Treatment
: r-»nﬁ d Tumors and Myeloma {August

Site brought to you by

SNV

FET
Center of Excellence

\.\\w 2009)

The are ded to serve as an

odules (.pdf) 3
educational & oo for refernng physicians, as well as

cancer {.pdf)

Important PET Transmittals

* For information on FDG-PET for solid tumors and myeloma new framework,
see Transmittal R120NCD (CR 6632, May 6, 2010) at
http://www.cms.hhs.gov/transmittals/Downloads/R120NCD.pdf

» PI, PS and Exclusionary language

* For information on FDG-PET for Initial Treatment Strategy (PI) in Solid
Tumors and Myeloma, see Transmittal 124 (CR 7148 September 24, 2010) at
http://www.cms.gov/transmittals/downloads/R124NCD.pdf and
http://www.cms.gov/MLNMattersArticles/downloads/MM7148.pdf

» Allows local contractor discretion when more then one PET study is needed and
identified as (PI) initial treatment strategy

*  For information on Billing Clarification for (NaF-18) PET (Sodium Fluoride -
18) PET for Identify Bone Metastasis of Cancer in Context of a Clinical Trial,
see Transmittal 2096 (CR 7125, November 19, 2010) at

~ http://www.cms.gov/transmittals/downloads/R2096CP.pdf
= PET Bone Imaging Billing Guidance

54
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Advance Beneficiary Notice of Noncoverage (ABN)
Important URLsS

Advanced Beneficiary Notices (BNI)
http://www.cms.gov/Medicare/Medicare-General-Information/BNI/index.html

Revised ABN CMS-R-131 Form and Instructions

http://www.cms.gov/Medicare/Medicare-General-
Information/BNI/Downloads/ABNForminstructions.zip

Revised ABN Manual Instructions - Transmittal 2480 (CR 7821) Jun 1, 2012

http://www.cms.gov/Medicare/Medicare-General-
Information/BNI/Downloads/RevABNManuallnstructions.pdf

Revised ABN CMS-R-131 Implementation Announcement

http://www.cms.gov/Medicare/Medicare-General-
Information/BNI/Downloads/ABNAnnouncementFAQs.pdf

_ Advance Beneficiary Notice of Non-Coverage (ABN) MedLearn Booklet
http://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network- 55

MLN/MLNProducts/downloads/ABN_Booklet ICN006266.pdf

REVISED Advance Beneficiary Notices (ABNs)
Effective January 1, 2012

*  New Form CMS-R-131 (March 2011) continues to combine the ABN-G
(General), ABN-L (Laboratory) and NEMB (Notice of Exclusion from
Medicare Benefits used in voluntary situations) Forms

+ Physicians and other providers must use the new form for claims
submitted as of January 1, 2012

+ Original implementation dates: September 15t and November 15t were
extended:

+ To allow more time for transition
»  To use up leftover copies of old forms

+  Form CMS-R-131 —release date, March 2011 printed in lower left corner

«  ABNSs with release date, March 2008 used for claims with date of service
(DOS) on or after January 1, 2012 are invalid

N \ 56
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Advance Beneficiary Notice (ABN)
. Non-Coverage Modifiers*

GA - Waiver of Liability Statement Issued as Required by Payer Policy, Individual Case
Use this modifier to report when you issue a mandatory ABN for a service as required and it is on file.
You do not need to submit a copy of the ABN, but you must have it available upon request.

GX - Notice of Liability Issued, Voluntary Under Payer Policy
Use this modifier to report when you issue a voluntary ABN for a service that Medicare never covers
because it is statutorily excluded or is not a Medicare benefit.

GY - Item or Service Statutorily Excluded, Does Not Meet the Definition Medicare Benefit
Use this modifier to report that Medicare statutorily excludes the item or service or the item or service
does not meet the definition of any Medicare benefit.

GZ - Item or Service Expected to Be Denied as Not Reasonable and Necessary

Use this modifier to report when you expect Medicare to deny payment of the item or service due to a
lack of medical necessity and no ABN was issued.

*Note: See Medicare Claims Processing Manual, Chapter 1, Section 60 for specific instructions
on filing claims associated with ABNs)
http://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/cim104c01.pdf

57
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Positron Emission Tomography Imaging for Solid Tumors Post CMS Final Decision (CAG-00181R4)
Wednesday, June 19, 2013

Noonto 1 PM EDT

Speakers: Denise A. Merlino, CPC, CNMT and Barry A. Siegel, MD

Sponsored by: NOPR/SNMMI/Merlino HCCC

This course is designed for PET professionals including coders, billers, technologists and physicians involved with
PET imaging for oncologic indications and are also responsible for administration and billing activities related to
providing PET services (especially those done under the National Oncologic PET Registry). This session will
focus on the most current Medicare national coverage policy. Attendees will understand how new policy changes,
to become effective on or after June 11, 2013, will impact their coding, coverage and provider practices. Practical
implementation strategies will be discussed to limit administrative billing issues, with special attention to transition
to a new coverage policy. References and resources will be provided so the participants understand where the
most current information can be located.

Upon completion of this session, attendees will be able to:
1. Discuss and implement the new Medicare National Coverage Policy for FDG-PET services.

2. Implement the revised and transitional claims processing procedures for FDG-PET studies performed before
and after the change in national coverage policy.

3. ldentify national and local reimbursement policy via web sites for authoritative coding and billing information
pertinent to FDG-PET services.

LEARNER OUTCOMES/ Desired Results - Please list what learner can expect to do in his/her practice

e PET providers will be able to update front-end FDG-PET registration and scheduling consistent with the
revised FDG-PET National coverage policy, inducing potential updates to Charge Description Masters
necessary as a result of the new coverage policy.

e Update and explain claims processing options for the PET imaging facility/center regarding the FDG-PET
changes and how they will effect payment for the services in both the short and long term.

e Easily locate current authoritative reimbursement web-based or hard copy references important for
oncologic FDG-PET nuclear medicine services.

Continuing Medical Education:

The Society of Nuclear Medicine and Molecular Imaging (SNMMI) is accredited by the Accreditation Council for Continuing
Medical Education to provide continuing medical education for physicians. SNMMI designates this live internet activity for a
maximum of 1.0 AMA PRA Category 1 Credits™. Physicians should claim only the credit commensurate with the extent of
their participation in the activity.

Nuclear Medicine Technologists (VOICE):

The SNMMI, through its Verification of Involvement in Continuing Education (VOICE) program, has approved this meeting for
a maximum of 1.0 continuing education hours (CEHs). VOICE-approved credit is recognized by most licensure states and by
the NMTCB and ARRT as Category A credit. Participants will receive CE credit for those sessions at which they were present
a minimum of 80%. This session is approved as VOICE+ (Category A+) credit, CA Scope (NI).




Financial Disclosures
Denise Merlino, MBA, FSNMTS, CNMT, CPC

—  President, Merlino Healthcare Consulting Corp.
—  Society of Nuclear Medicine, Coding Advisor
—  Consultant/Advisor: American Society of Nuclear Cardiology; Bracco; IBA Molecular; Jazz

Barry Alan Siegel, MD

— Professor of Radiology and Medicine at Washington University School of Medicine,
— Director of the Division of Nuclear Medicine at Mallinckrodt Institute of Radiology,
— Physician, Alvin J. Siteman Cancer Center

—  Consultant/Advisor: GE Healthcare

— Board Member/Officer/Trustee: Radiology Corporation of America (RCOA)

— Investment Interest: Radiology Corporation of America (RCOA)

Terms of Use Agreement

This Web site contains images, audio information and text (collectively, the “Content”), which SNMMI has been granted
permission to use for the purposes of this educational activity. No reproduction, re-use or transcription for any commercial
purpose or use of the Content is permitted without the prior written permission of SNMMI. Use of any data and/or results in
any scientific journal, public press, or any other written publication without the prior express written approval by SNMMI is
strictly forbidden. The substantive data presented are the ideas and opinions of the authors of the Content and in no way is
guaranteed or warranted by either SNMMI as to the accuracy of the Content presented or the possible results from the use of
the Content. SNMMI assumes no responsibility for errors or omissions in this electronic product. The user is advised to check
the appropriate medical literature.

Additional Information:

This live internet activity requires connection to the following website, and may require additional software to be downloaded:
https://www2.gotomeeting.com/join/916832410/106553826

Please contact the Education Department of the SNMMI with any questions relating to this program: 703-326-1184 or
education@snmmi.org.
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