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National Government Services, Inc. has produced this material as an informational reference for providers furnishing
services in our contract jurisdiction. National Government Services employees, agents, and staff make no
. o representation, warranty, or guarantee that this compilation of Medicare information is error-free and will bear no

D I SC[G I m e r responsibility or liability for the results or consequences of the use of this material. Although every reasonable effort
has been made to assure the accuracy of the information within these pages at the time of publication, the
Medicare Program is constantly changing, and it is the responsibility of each provider to remain abreast of the
Medicare Program requirements. Any regulations, policies and/or guidelines cited in this publication are subject to
change without further notice. Current Medicare regulations can be found on the CMS website.
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Recording

Attendees/providers are never permitted to
record (tape record or any other method)
our educational events. This applies to
webinars, teleconferences, live events and
any other type of National Government
Services educational events.

Objective

During this webinar, we'll focus on coverage
and billing information for drugs and
biologicals that are covered by Medicare
Part B.
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Medicare Part B Drug Coverage



Medicare Part B Coverage - Drugs and

Biologicals

* Drugs and biologicals are covered only if all the following
requirements are met
* Meet definition of drugs and biologicals
* Meet all general requirements for covered items as incident to
physician’s service
Reasonable and necessary for diagnosis or treatment of illness or
injury for which are administered
Type that are not usually self-administered
Not excluded as noncovered immunizations
Not been determined by FDA to be less than effective

* CMS |IOM Publication 100-02, Medicare Benefit Policy Manual,
Chapter 15, Section 50
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https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/bp102c15.pdf

Medicare Part B Coverage

* Below are examples of covered Medicare Part B drugs and biologicals,

not be inclusive, along with a resource for coverage information
* Antigens

Blood clotting factors

Drugs used with DME

Erythropoiesis Stimulating Agent

Injectable and infused drugs

Injectable osteoporosis drugs

Oral antinausea drugs

Intravenous Immune Globulin

Oral ESRD drugs

Oral cancer drugs

Transplant drugs

IVIG and Rituximalb

* Medicare Part B Drug Coverage
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https://www.ngsmedicare.com/web/ngs/drugs-and-biologicals?selectedArticleId=1623668&lob=96664&state=97133&rgion=93623

Medicare Part B Coverage

e Skin Substitutes

e Total manufacturer’s invoice cost
JW and JZ modifiers apply
High Dollar Claims

* Append modifier 76 or, comment claim one of four, two of four, etc.
Ensure units are a product of nine
Include wound DX

* LCD - Amniotic and Placental-Derived Product Injections
and/or Applications for Musculoskeletal Indications, Non-
Wound (L39139)
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https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdId=39139
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdId=39139
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdId=39139

Drug Pricing and Reimbursement



Average Sales Price

* CMS prices drugs based on Average Sales Price
* ASP files are updated by CMS quarterly
* Medicare Part B Drug Average Sales Price

* Note: NOC and compound drugs not listed on ASP files are
priced by MAC
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https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice

Wholesale Acquisition Cost/Invoice Pricing

 Payment allowance limits for drugs and biologicals that are
not included in ASP or NOC files are based on published WAC
and includes invoice pricing

* NGS has the discretion to determine how many invoices are
necessary to determine reimbursement amounts for drugs
subject to invoice pricing

» Separate invoice for each claim
-OR -
e Establish payment amounts based on a smaller number of invoices
that are representative of providers' costs
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Mandatory Assignment on Claims

* Payment for drugs and biologicals covered under Medicare
Part B is made on an assignment basis

* All claims processed as assigned

* Patients can only be billed for applicable Medicare Part B
deductible and coinsurance amounts

* CMS IOM, Publication 100-04, Medicare Claims Processing
Manual, Chapter 17, Section 50

Y 5eVehment NGSMG | -

SSSSSSSS


https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/clm104c17.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/clm104c17.pdf

Claim Corrections

* Once a claim is paid you must either
* Submit an Appeal
* Voluntary Refund and Rebill

 Timeliness Standards
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Medicare Part B Vaccinations and
Administration



Vaccinations and Administration

e GOOO8 - Influenza Administration Code
e Influenza Virus Vaccine and Administration

e GOO09 - Pneumococcal Administration Code
e Pneumococcal Vaccine and Administration

* GOO10 - Hepatitis B Administration Code
e Hepatitis B Virus Vaccine and Administration

e COVID -
e COVID-19 Vaccines & Monoclonal Antibodies

* COVID vaccine administration code is dependent upon the vaccine
and dosage being given
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https://www.ngsmedicare.com/web/ngs/preventive-services?selectedArticleId=1433228&lob=96664&state=97224&region=93623
https://www.ngsmedicare.com/web/ngs/preventive-services?selectedArticleId=1982416&lob=96664&state=97224&region=93623
https://www.ngsmedicare.com/web/ngs/preventive-services?selectedArticleId=768555&lob=96664&state=97224&region=93623
https://www.cms.gov/medicare/payment/all-fee-service-providers/medicare-part-b-drug-average-sales-price/vaccine-pricing

Drug and Biological - Clinical Trials



Drug and Biological - Clinical Trials

* A clinical trial is an interventional study where treatment is
evaluated by qualified researchers who have developed an
approved protocol

* Interventions include both diagnostic and therapeutic services

* The administration of drugs included in a clinical trial may be covered by
Medicare Part B

e Clinical Trial Services and Modifiers Q0 and Q1
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https://www.ngsmedicare.com/web/ngs/clinical-trials?selectedArticleId=1366514&lob=96664&state=97133&region=93623

Reporting Clinical Trial

1500 Claim Field

ANSI 837 v5010 Loop and Segment

Information Required

2300 REFO02 & qualifier REFO1 = P4

Key the Clinical Trial Number, preceded by “CT”

19 Example: CT XXXXXXXX

23 2300, REFO2 & qualifier REFO1=LX IDE Number

24D (line 1) 2400, SV101-2 HCPCS code for clinical trial drug
24D (line 2) 2400, SV101-2 Administration code

24 D (lines 1 and 2)

2400, SV101-3

QO modifier - must be appended to both admin and drug code

28 (line 1)

2300, CLMO1

Total charge for drug code = $0.01 (one penny)

28 (line 2)

2300, CLMO1

Total charge for administration code
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Not Otherwise Classified and
Compound Drugs



Not Otherwise Classified

* Use appropriate NOC code
e J3490 - Unclassified drug
* J3590 - Unclassified biological
« J9999 - Not otherwise classified, anti-neoplastic drug

* Bill one service unit
e 2400/5V1-04 data element orin line item 24G of CMS-1500 form

e These details must be included in the notes section of the claim

* Name of the drug

* Dose administered (mg, cc, etc.)

 Route of administration (IV, IM, SC, PO, etc.)

* Invoice price (for new drugs if WAC is unavailable, or for compounded drugs)
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Compound Drugs - J7999

« Compound drugs is the process of combining or mixing two or
more individual drugs to create a medication that is tailored to

the needs of a specific patient

 Examples - patient has allergies, cannot swallow a pill, cannot have dyes in
their medications, etc.

 These details must be included in the notes section of the claim
 Each drug name
* Each drug dosage
* Route of administration
* Invoice price
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Claim Notes Section

* CMS 1500 - Paper claim
* [tem 19

e 83/P, version 5010
* Not otherwise classified (NOC) Drug
e Medicare Part B CMS-1500 Crosswalk for 5010 Electronic Claims

Y 5eVehment NGSMG | ~

SSSSSSSS


https://www.ngsmedicare.com/documents/20124/121717/1805_10207_PtB_CMS-1500_Crosswalk_5010_Electronic_Claims_508.pdf/882a6010-e896-bcd6-2fdd-c08e90b40197?t=1695911693210

Units of Service for Drugs and
Biologicals



Units of Service

Each drug/biological defines dosage amount in its description

* For Medicare Part B billing purposes, the units of service on the claim for
a drug/biological are entered in multiples of the units shown in the
HCPCS narrative description

 Example
» Billing and Coding Hyaluronans Intra-articular Injections (A52420)
* Use drug code description to determine the correct units to submit on the claim
* “Img” = total number of milligrams dosed
* “per dose’ = one unit, always
» J7320 - Hyaluronan or derivative, GenVisc 850, for intra-articular injection, 1 mg
* There are 25 mgs per dose; therefore, each dose is 25 units

More examples

e CMS IOM, Publication 100-04, Medicare Claims Processing Manual, Chapter 17,
Section 70
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https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleid=52420&ver=58&bc=0
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/clm104c17.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/clm104c17.pdf

Billing Correct Units J7320 and J7322

* The number of units is calculated by milligrams; each unit
being equal to one milligram

e J7320 - Hyaluronan or derivative, GenVisc® 850, for intra-
articular injection, one mg

* There are 25 mgs per dose; therefore each dose is 25 units
* Proper Billing Units for HCPCS Code J7320

e J7322 - Hyaluronan or derivative, hymovis, for intra-articular
Injection, one Mg
* There are 24 mgs per dose; therefore each dose is 24 units
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https://www.ngsmedicare.com/web/ngs/drugs-and-vaccines?selectedArticleId=3291735&artfid=100469&lob=96664&state=97224&region=93623

Billing Correct Units for Q2028

* Q2028 - Injection, Sculptra, 0.5 mg

* Sculptra is calculated as 0.5mg and is packaged as a single
dose vial (SDV) containing 367.5mg per vial; and cannot be
split up for payment

e Each billing unit=0.5 mg
* Onevialis 367.5 mg =735 units
* Two vials are 735 mg = 1470 units

* Depending on how many vials were administered, total
quantity/units billed would be noted as 735 or 1470

 Dermal Injections for Treatment of Facial Lipodystrophy
Syndrome
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https://www.ngsmedicare.com/web/ngs/drugs-and-vaccines?selectedArticleId=3293754&artfid=100469&lob=96664&state=97133&rgion=93623
https://www.ngsmedicare.com/web/ngs/drugs-and-vaccines?selectedArticleId=3293754&artfid=100469&lob=96664&state=97133&rgion=93623

Discarded Drugs and Biologicals



Payment for Unused Portion of Single Dose

Container - JW Modifier

* Medicare Part B payment may be made for the unused portion

of a single dose vial of a drug/biological

* Medicare Part B will pay for the dose that was administered to the
patient as well as the remaining dose that had to be discarded

* Report JW modifier to be eligible for payment

* Example
* Asingle use container is labeled 100 units, patient received 95 units
leaving five units as waste

e 95 units is billed on one line
e Five units is billed on a separate line using the JW modifier to identify as

waste/discard
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Reporting JW Modifier

1500 Claim Field

ANSI 837 v5010 Loop and
Segment

Information Required

2300 or 2400, NTEO2

19 May also use 2400, SV101-7 NDC, invoice cost, dosage

24D (line 1) 2400, SV101-2 Drug HCPCS code

24D (line 2) 2400, SV101-2 The same drug HCPCS code

24D (line 2) 2400, SV101-3 JW Modifier

24D (line 3) 2400, SV101-2 Drug administration code

24G 2300, CLMO1 ggistsgog service are calculated according to the applicable HCPCS code based on

N
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Reporting Zero Drug Waste - JZ Modifier

* The 2023 Physician Fee Schedule Final Rule included a new
requirement for providers to report modifier JZ when zero drug
is wasted from a single-dose container, or single-use package

* This applies to drugs separately payable under Medicare Part B
» Effective 7/1/2023, providers are required to report JZ modifier
e Editing began on 10/1/2023

* Example

* Asingle use vial is labeled as 100 units, patient received all 100 units
leaving zero waste

* 100 units billed with appropriate HCPCS code
* JZ modifier is appended to this HCPCS code to indicate no waste
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Reporting JZ Modifier

1500 Claim Field ANSI 837 v5010 Loop and Segment Information Required

2300 or 2400, NTEO2
19 ' NDC, i [ t,d
May also use 2400, SV101-7 , INVOICE cost, dosage

24D (line 1) 2400, SV101-2 Drug HCPCS code
24D (line 1) 2400, SV101-3 JZ Modifier
24D (line 2) 2400, SV101-3 Drug administration code

Units of service are calculated according to the applicable HCPCS code

2300, SV104 based on dosage

24G
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Free of Charge Drugs and
Biologicals



Free of Charge Drugs

* A drug/biological must represent an expense to the provider to
be considered as a separate payment under Medicare Part B

* There is no expense to the provider when
* The provider received the drug free of charge
* The patient purchased/supplied the drug on their own

* The provider is entitled to reimbursement for administration of
the medication
* This requires specific billing requirements
* The drugs HCPCS code total charge must be $0.01 (one penny)
* The administration code will be its actual charge to ensure full reimbursement
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Reporting Free of Charge

1500 Claim Field ANSI 837 v5010 Loop and Segment Information Required

2300 or 2400, NTEO2

19 Narrative - “Patient supplied” or “Provided Free of Charge”
24D (line 1) 2400, SV101-2 Covered drug HCPCS code: established or NOC drug code
24D (line 2) 2400, SV101-2 Drug administration code

28 (line 1) 2300, CLMO02 Total charge = $0.01

. 2300, CLMO2 Total charge for administration code
28 (line 2)
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Self-Administered Drugs



Self-Administered Drugs

* A drug that is self~-administered by more than 50% of the
Medicare beneficiary population is an exclusion to coverage

* CMS requires MACs to determine when a drug is excluded
under SAD using instruction from

« CMS IOM Publication 100-02, Medicare Benefit Policy Manual,
Chapter 15, Section 50.2: Determining Self-Administration of Drug or
Biological
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https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/bp102c15.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/bp102c15.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/bp102c15.pdf

Self-Administered Drugs - Exclusions

e List of Medicare excluded drugs and biologicals
e Self-Administered Drug Exclusion List: Medical Policy Article (A53021)

* Criteria used by NGS to determine SAD

* Process for Determining Self-Administered Drug Exclusions — Medical
Policy Article (A53020)
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https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleid=53021&ver=103&bc=0
https://www.cms.gov/medicare-coverage-database/details/article-details.aspx?articleid=53020&ver=2&bc=CAAAAAAAAAAA
https://www.cms.gov/medicare-coverage-database/details/article-details.aspx?articleid=53020&ver=2&bc=CAAAAAAAAAAA

Reporting SAD

1500 Claim Field ANSI 837 v5010 Loop and Segment  Information Required

. 2400, SV101-2 .
24D (line 1) Drug HCPCS (established code or NOC code)

24D (line 1) 2400, SV101-2 GY modifier

24D (line 2) 2400, SV101-2 Drug administration code

24D (line 2) 2400, SV101-2 oy modifier

28 (line 1) 2300, CLMO02 Total charge drug code = $0.01

. 2300, CLMO2 Total charge for administration code
28 (line 2)
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References

* CMS IOM Publication 100-04, Medicare Claims Processing
Manual, Chapter 17

e Sections
* 10 Payment Rules for Drugs and Biologicals
e 20.1.3 Exceptions to Average Sales Price (ASP) Payment Methodology
e 20.2 Single Drug Pricer (SDP)
* 40 Discarded Drugs and Biologicals
* 50 Assignment Required for Drugs and Biologicals
e 70 Claims Processing Requirements - General
* 80 Claim Processing for Special Drug Categories
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https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/clm104c17.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/clm104c17.pdf

References

 CMS IOM Publication 100-02, Medicare Benefit Policy Manual,
Chapter 15

* Sections
* 50-504.8 Drugs and Biologicals
* 50.5-50.6 Self-Administered Drugs and Biologicals

* Drugs and Biologicals

* Local Coverage Determination (LCD): Drugs and Biologicals,
Coverage of, for Label and Off-Label Uses (.33394)

* Drug Coverage under Different Parts of Medicare
* JW Modifier and JZ Modifier FAQS
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https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/bp102c15.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/bp102c15.pdf
https://www.ngsmedicare.com/web/ngs/drugs-and-biologicals?selectedArticleId=1623668&lob=96664&state=97224&region=93623&rgion=93623
https://www.cms.gov/medicare-coverage-database/details/lcd-details.aspx?LCDId=33394&ContrId=275
https://www.cms.gov/medicare-coverage-database/details/lcd-details.aspx?LCDId=33394&ContrId=275
https://www.cms.gov/outreach-and-education/outreach/partnerships/downloads/11315-p.pdf
https://www.cms.gov/medicare/medicare-fee-for-service-payment/hospitaloutpatientpps/downloads/jw-modifier-faqs.pdf

Questions?

Thank you!



Gheedn (EhrwlR  Connect with

€~ Q National Govermnment Services (Medicane) . <

[ ]
e us on social
works https:{bit.ly3UmFIUa and

m national a Ei_Jd Enmllmepl to sign up! httpsf
Sovernmany bit.ly/358746]

n ; Y it Wriian L A ] ) o
SN Mational Government Services Wes. Jon 31 a4 Z0 ; m e I q
il (Medicare)
] He

T v Think Green! Go Paperless! Visit
d Humon Services - 295 foligwers - EDI Solutions and learn how it
s works httops:fbit.hyi3UmFilUa and
EDI Enrollment to sign up! bitps:[
bit,f3SEZ46!

B g

e ——
Message <7 (_ + Following /] "/ )]
Tl b s T 2%

Home About Posts Jobs People

Get ready for a journey into
Medicare with our new podcast,
MNavigating Medicare: Part A

,\,,H_M ~ o Images Videos Articles Insigl;ltﬁbf::n:lovidem JouCcrvt
o ke et ey map to T

presierieslstivy
w healthcare. Subscribe today and
National Government Services (... . listen to our intro Po'd?”t on
ﬁ\’ 295 tolanirs Spotify - https:ffiit.l %]
H-® and Apple Podcasts - |
Listen 1o our Newest Navigating Medicare: Home Health bit.ly35NePrg
and Hospice Insights for Providers B MO

T o g,

Today's Medicare BLAST topic is
Facet Joint Interventions for Pain
Management - Tap "n play now
hitps:ibit W3HSED] This game is
live until 3 pm ET today.

YouTube Channel w|  Medicare University LinkedIn
Educational Videos Self-paced online learning . Educational Content

Y §8vehment NGSMGT |

SERVICES


http://www.youtube.com/ngsmedicare
https://ngsmedicareuniversity.litmos.com/
https://www.linkedin.com/company/ngsmedicare

national
u government

SERVICES

Find us online |

NGSCanney, is your free, secu

elf-service portal to obtain beneficiary

eligibiliny claim stanes & more.. saving you time and money

o4 ths Madicare Frovider

NGSConnex

Web portal for claim information

m www.NGSMedicare.com
Online resources, event calendar,
LCD/NCD, and tools

Q‘ IVR System .v‘ Sign up for Email Updates

The interactive voice response system Subscribe for Email updates at the top
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days a week to answer general inquiries stay informed of news
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