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One place to manage Medicare coding
and payment related applications

Register to submit applications and requests

www.mearis.cms.gov/public/home

Register: To submit and manage a
MEARIS™ application or request, you
must have or create a registered
account.

Register a_ iy
LOgin: To |Og in to MEAR'STM,  ——
applicants, requestors, and CMS users

must be registered.

Resources: Click from a topic list to Hospital Inpatient Applications and Requests
see information related to that
application request, or the MEARIS™ The Inpatient Prospective Payment System (IPPS) sets forth a system of payment for operating

latform. Reauest abplication related costs of acute care hospital inpatient stays under Medicare Part A. Each case is categorized into o
P ) 9 PP diagnosis-related grou (DRG) and a payment weight is assigned to it. Medicare makes

. . 9 group pay d g
questions can be submitted to CMS payments for the costs of approved graduate medical education (GME) programs to hospitals,
using the form available under including hospitals that are not paid under the IPPS.

“Contact” on the Resources screen.

<[4

Click an application to learn more about it.

International Classification of

. - New & Revised Medicare
New Technology Add-on Diseases, 10th Revision, L _
. Severity Diagnosis Related
Payments (NTAP) Procedure Coding System

G MS-DRG
(IcD-10-PCS) roups ( )
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Welcome to International Classification of Diseases, 10th Revision, Procedure Coding

System (ICD-10-PCS) Request
Requestors are strongly

encouraged to review each of Important Information
the links provided on the o
“Important Information” screen Request Guidance

before starting a request

e

Regquast Procass and Tirmeline

How the Online Application Works

Praviaw Maw Coda Sample Regquast PDFELS

Click to ses the latest ICD-10-PCS codas 5

PRA Disclosure Statament F Y

&

Ready to get Started?

[ Cancel ]




M S How the Online Application Works

CENTERS FOR MEDICARE & MEDICAID SERVICES ~ Freview New Code Sample Request PDF(S

Click bo ses the latest ICD-10-PCS codas

Technical support is available

Under ”USQfUI LinkS” at the o PRA& Disclosure Statament F 3
bottom of the MEARIS™ site

Ready to get Started?

Cancel ]

o

2 CMS Web Policies

B3 Technical Support
A facbonal govemmant wobsiio manoged and pekd Tor by tha LU Canters for
W Resources Madicars & Modcald Senices. 7500 Sacurity Boulevand, Eatimon MO 71244
Madicors Boctronie Spplication Reguast Information Systn™ (MEARIS™) wans
[0 Public Applicetion Summearies
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What type of ICD-10-PCS request would you like to complete?

New ICD-10-PCS Request:
Requests to add new code(s)

Revise ICD-10-PCS Request: ,
Requests to revise existing ICD-

10-PCS code(s) (e.g., add an NewICD-10-PCS Revise ICD-10-PCS Delete ICD-10-PCS
additional approach)

Delete ICD-10-PCS Request:
Requests to delete existing ICD-
10-PCS code(s)

Any request submitted should
include a description of the new
code or change being requested,

and rationale for why the new { Back ]
code or change is needed.
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The Requestor Information
screen is used to provide
contact information for the
requestor. Please note that
the MEARIS™ website can
only be accessed by
individuals who are
located in the United
States.

i Home ks Bl Applications 2% Teams ;3

Spartans | International Classificaton of ekseases, 10th Revision, Procedure Coding System (1C0D-10-PCS) | Mew 1ICD-10-PCS ﬂ Preview Hew Code Sample Reguest POF 5

Contact Info Drug or Technology info Mew Code MNTAP Info FDA Info Background Paper and Attschrments Susmemary

Requestor Information

Flease pote that the MEARIS ™ website can only be accessed by individuwals who are located in the United Stales

Whao s the party submitting the ICD-10-PCS request? (e.g. manufacturer, distributor, healtheare srganizationfentity)

Marme {this is the reguestor)

Mame: (this is the reguessor] is requined.

Pravide contact information for the requestor.

o The contact listed hera w be included os o contoct for this reguest

First narmse Middle narme (optional) Last narme

First name is required Lzest marme is reguired.

Organization Oocupation/Job Title

Crganization is nequired N
- Country

Email address United States

Fle=aos mrmer a valid smail addrec

US Phorne Murmber Extension [oplional)

Phore Mumber is requinsd.

Mailing address line 1

Mailing address line 1 & requined

Mailing address line 2 (optional)

City Slate - Zip cadsa

City = requined Staie is reguined. Tip code s requined.

Reguestior Type -

Requector Type i requined
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M S Spartans | International Classfication of Dissasas, 10th Revision, Procedure Coding Systermn (IC0-10-PCS) | Mew ICD-10-PCS ﬂ Preview Mew Code Sample Request FDF [

CENTERS FOR MEDICARE & MEDICAID SERVICES

Caontact Info Drisg or Technology Info Hew Code HNTAP Info FDA Info Background Paper and Attachements Susmemary

Who is the primary contact?

[ Same as Reguestor Contact

First name Middle name (optional) Last name

First name: is requined. Last name i requined
Organization Oceupation/Job Title

Organization is requined. Decupation’Job Tite is reguired.

US Phone Murmber Extenszion (optional)

Phone Mumber is required
Country

Email address United States

Please mmber a valid email address,

Mailing address line 1

Mailing addrecs ime 1 is neguired.

Mailing address line 2 (optional)

City State i Zip code
City is required., Stabe is required dip code is required
Relationship -

Redationship s required

Back
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Spartans | The Intemational Classification of Diseases, 10th Revision, Procedure Coding Systemn (ICD-10-PCS)

Contact Info Drug or Technology Info New Code NTAP Info FDA Info Attachments Summary

Who is the secondary contact?

First name Middle name (optional) Last name

First name is requirad. Lazt name iz required.

Organization Occupation/Job Title

Organization is required. Occupatien/Jeb Title is required.

US Phone Number Extension (optional)

Phone Number ia required.
Coumntry

Email address United States -

Please enter a valid email address.

Mailing address line 1

Mailing address line 1 is required

Mailing address line 2 {optional)

City State - Zip code

City is required State is required Zip code iz required

Relationship -

Relationship is required

Back
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# Home = Tasks B Applications 2% Teams

Spartans | The International Classification of Diseases, 10th Revision, Procedure Coding System (ICD-10-PCS)

Contact Info Drug or Technology Info New Code NTAP Info FDA Info

Attachments

Summary

Select the appropriate category

Drug/Therapeutic Agent Procedure/Technology

=
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Describe the drug/therapeutic

agent:

* Describe the mechanism of
action

* Whatisit?

* What does it do?

*  What are the
procedural steps
involved?

* What are the routes of
administration for the
drug?

Please provide your responses
in paragraph format as some of
the responses on this screen will
be auto-filled into the
Background Paper.

Drug/Therapeutic Agent

# Home = Tasks B Applications 2% Teams E S

Spartans | Internetional Clazsification of Dkaeases, 10th Revision, Procedure Coding System (ICD-10-PCE) | Hew ICD-10-PCE a Preview New Code Sample Reguest POF

Contact Info Drusg or Technalogy Info New Code NTAP Info FDA Info Background Paper and Aftachments Summany

Describe the drug/therapeutic agent

) rieose provide your responses in paragraph format as some of the responsss an this screen will be auto-fillea inta the Background Poper.

Issue: Provide full details regarding the ICD-10-PCS reguest.

Provide Response

o~
Desired Implementation Date: Indicats the desired implementation date for the requested ICD-10-PCS code.
@ April 15t () Octaber 15t

pescription of the Drug/Therapeutic Agent: In paragraph form, as shown in the Sample Background Paper, describe the drug/therapeutic.

Provide Response

o~

Inpatient Administration of the Drug/Therapeutic Agent: In paragraph form, as shown in the Sample Background Paper, describe the
procadural steps involved and the route(s) of administration for the drug,r[herupeu.ic.

Provide Response
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In paragraph form, describe:

what condition(s) the
drug/therapeutic agent is
intended to treat and the
population (percentage/case
volume) currently affected.
Explain what the current
treatment/therapy is and why the
new therapy is an improvement.

the mechanism of action of the
drug/therapeutic.

If there has been any associated
complications/sequela/adverse
events? If yes, how many and
what did they consist of? (e.g.,
fever, shortness of breath,
anaphylaxis, etc.)

Drug/Therapeutic Agent

= Tasks B Applications 2xTeams [ &

#A Home

Spartans | Internstional Classification of iseases, 10th Revisson, Procedure Coding System (ICD-10-PCS) | MNew ICD-10-FCS O Freview New Code Somple Reguest PDF 3
Cantact Infa Dirisg or Technalogy Info Mew Code HTAP Info FDA Info Backgraund Paper and Altachments Sumemary
Provide the diagnostic details for this drug/therapeutic

o F = [= ur responsas in paragraph format os some of the responses an this scrasn w be outo-fillad into the Background Paper

Boackground: In paragraph form, as shown in the Sample Background Paper, provide information regarding the clinical indication for this
drug,r:herupe'utic. Describe what condition(s) the dn..g,"r_he'rapeu:iu agent is intended to treat and the population [percenlagefcase' wolurmne)
currently affected. Explain what the current treatmentf therapy is and why the new therapy is an improverment.

Provide Response

Click to see the latest ICD-10-Chd codes 45

Mechanism of Action: In paragraph form, as shown in the Sample Background Paper, describe the mechanism of action of the dreg /therapeutic.

Pravide Response

Adwverse events associated with administration of the Drug/Therapeutic Agent: Have there been any assoclated
complications/sequelafadverse events? If yes, in paragraph form, describe how rmany and what did they consist of? (E.g., fever, shortness of
Breath, anaphyiaxis, ete.)

Pravide Response




M S Drug/Therapeutic Agent

b H Applications
CENTERS FOR MEDICARE & MEDICAID SERVICES [ sctroni

Spartans | The Imtematomal Classsfication of Dmeases, 10th Revision,

Cartact Info Drisg or Technolagy Info Mew Code NTAP Info FDA Info Attachments Surmmary

Provide the utilization details for this drug/therapeutic

Identify the number of tirmes the drl..g.l'l:l‘le-rl:lpeu'.iu agent has been [(will be) administerad.

In elinical trials. this therapeutic was administered to 300 patients

wihat is the percentage of time the drugftherapeutic has been {will be) used acrass the following care settings? (optional)

Hospital Inpatient Facilities:

Mumbser of Anticipated Cases
Percentage of Maedicare beneficiaries
Percentogs of usa Inpatient T
Cutpatient Facilities [Physician Office:

Humber of Anticipated Cases
Percentage of Medicare beneficiaries

Percentage of use Outpatient

[ saex |




MS

CENTERS FOR MEDICARE & MEDICAID SERVICES

Drug/Therapeutic Agent

# Home Tasks H Applications

The Imernational Classification of Diseases, 10th Revision, Procedure Coding System (ICD-10-PCS)

Contact Info Drug or Technology Info New Code NTAF Info FDA Info Artachments Summary

How is the drug/therapeutic agent documented?

How and where I.'e.g. O.R. Report, Notes, etc.) will the drug;"therupeutic agent be documented in the medical record?

Documentation would be found in the progress notes and medication administration record (MAR)

Are there various terms that are used to describe the drug;"therc: peutic agent? (Please list)

Terms used to describe the drug/therapeutic are Soliris® or eculizumab
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Spartans | The Imemational Classification of Diseases, 10th Revision, Procedure Coding System (ICD-10-PCS)

Contact Info

Drug or Technology Info New Code

NTAP Info

# Home = Tasks @ Applications 2 Teams

FDA Info

Attachments

Summary

=

Select the appropriate category

Drug/Therapeutic Agent

Procedure/Technology
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M S Procedure/Technology

CENTERS FOR MEDICARE & MEDICAID SERVICES

Spartans | Inasrmetional Classificaton of Deseases, 10rh Revisson, Procedurs Coding Syaterm (0C0-10-P0OS]) | e 1ED-10-POs 'ﬂ Prewisw Mew Code Sample Reguest POV 5

Describe the Contact Infa Dirwg or Technalogy Infoc My Crod e MTAP Info FDA Info Backgrownd Paper and Aflacherents SusrreTeary
device/technology/service or Describe the procedures/technology

i Flea=s prowice wolsr responses im paragraph format os sormes of the responsss on this scrnesm w be outo—fill=sd imto the Baockagrour-a Papssr.
procedure. - PreeduresTeotmoloor Backnnemnd Papes Samoler Temolater
=  DruegsTherapeutic Agent Background Paper Sample(? Template S

* Whatisit?
.
Issue: Provide full details regarding tha ICD-10-PCS roguast.

 What does it do? Provide Response
* Howisitused?
* What are the procedural steps

involved ? Desired Implermentation Date: Indicate the desired implemeantation dave for the regquested ICD-10-POCS codde.
.

- Al 1=t () October 1st

* Ifthe technology is a device or
Technology: INn Raragraphn forrm, as shown in the Sample Background Paper, describe the technologyfservice fprocedure. spacify the
H H rmatarialf properties, componants, function, etoc.
implant, is only one ‘

device/implant routinely
inserted or can multiple -~
deviceS/impIantS be uti“zed? Procedurs Description: In paragrapih form., as shown in the Sample Background Papar, describbe row the ['I:‘l.‘-hII'Cll'CIgY.l'SE'I'JiU‘:’.l'F}rQCE'CIure i=s

performed. additionally, what are the procedural steps ineolved?

Please provide your responses in
paragraph format as some of the

responses on this screen will be Z?ZZVTZ';ZJ’?D““”""'“"’ S LESnnSISgy 29 Geviss ST ImEIant. 12 enly ene gevice/ImBlant routinely Inseried or san multiple devicssfimplants
auto-filled into the Background e

Paper. =

-

e )
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Describe the
device/technology/service or
procedure.

If the technology involves a
device or implant, is the device
considered permanent?

If the procedure involves
vessels or specific body parts,
is it beneficial or necessary to
identify a range of the specific
site? (E.g. 2-3 vertebrae, 4+
vessels or stents, etc.)

Is the procedure/technology
performed in conjunction with
another procedure/technology
or is it considered a standalone
procedure/technology?

Spartans | International Classfication of Diseases, 10th FRevizion, Procedure Cod

Procedure/Technology

#& Home = Tasks B Applications 2% Teams k3

ding System (ICD-10-PES) | Mew ICI-10-PCS ) rreview New Code Sample Request POF (3

Cantact Infa Drug or Techrology Info Mew Code NTAF Info FDA Info Background Paper and Alachments Sumemary

Describe the procedure/technology (cont.)
n Aeose Provids your repsansss in paragrap h format as some of thear SEponsas on this screan will e auto—filled Into the Bockground Faper.

= Procedure/Technology Background Paper Samplety Template&5

Procedure Description: If the technology invelves a dewvice or implant, is the device considered permanent? Would there ever be an occasion
when a code for rermowvdl oF revision would be needed?

Provide Responze

Procedure Description: If the procedure involves vessels or specific body parts, is it benaficial or necessary to identify a range of the specific site?
{E.g. 2-3 vertebrae, 4+ vessels or stents, ete. ). I1s the procedu re,"tm;hn{jl{jg v performed in conjunction with another proceduraftech naolagy or is it
considered a standalone pra-:eduref'.echnulugy?

Frovide Response

Back ]
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Provide information regarding the
clinical indication for this
device/technology/service or
procedure.

* What diagnoses are associated
with or indicated for use of the
device/technology/service or
procedure?

* How is the indication currently
treated or managed?

* Have there been any
associated
complications/sequela/adverse
events? If yes, how many and
what did they consist of? (e.g.,
dislodgement, failure,
loosening, etc.)

Procedure/Technology

A Home Tasks B Applications 2% Teams i

Spartans | International Classification of Diseasas, 10th Revision, Procedure Coding System (IC0-10-PCS) | New ICO-10-PCS B Preview Mew Code Sampie Request FOF 5

Contact Info Dirsg or Technalogy Info Mew Code NTAP Info FDA Info Background Paper and Attachments Swmmary

Provide the diagnostic details for this procedure/technology
a Aaose provids your responsss in parograph format os some of the responses on this scresan will e auto-filled into the Bockground Poper.

Background: In paragraph form, as shown in the Sample Background Paper, provide infoermation regarding the clinical indication for this
technology | service/ procedure. Describe what condition(s) the procedure/technology is intended to treat and the population (percentagefcase
volurme) currently affected. Explain what the currant :E-C:h|'1|'Jlrjgy,|r'=‘erwce-,|rprucedu re is and why the new one is an improvemant.

Provide response

Click to see the latest ICD-10-CM codes 5

Adverse events associated with performance of the Device/Technolegy/Service or Procedure: Have there been any associated
complications/sequelafadverse events? If yes, in paragraph form, describe how many and what did they consist of? (E.g., distodgement, failure,
loosening, ete.)

Provide response
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CENTERS FOR MEDICARE & MEDICAID SERVICES o : R asks @ Applications &% Teams (&

e

Spartans | International Classl

sag, 10th Revizion, Procedure Coding System {ICD-10-PCS) | New 1ICD-10-PCS ﬂl Preview Mew Code Sample Bequest PDF 5

Cantact Info Drug of Technology Info Hew Code NTAP Info FDA Info Background Paper and Atlachiments Swmemary

Provide the Utilization details for this procedure/technology

Identify the number of times the procedure has been (will be) performed using this technology.

Prowvide Response

What is the percentage of time the procedura/technology has been (will be) perfoarmed /used across the following care settings? (opticnal)
Hospital Inpatient Facilities:
Number of Anticipated Cases

Percentage of Medicare beneficlaries

Outpatient Facilities | Physician Office:
Number of Anticipated Cases
Percentage of Medicare beneficlaries

Percentage of use Outpatient

[ 1]
[ ]
Percentoge of use Inpatient :| %
[ 1]
[ ]
1]
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MEAR s _ #& Home Tasks [B) Applications 2% Teams L

CENTERS FOR MEDICARE & MEDICAID SERVICES

ore Electromic
Hequest |nfarmsst

Spartans | International Clessfication of Dissasss, 10th Revision, Frocedure Cod ng System {ICO-10-PCS) | New ICD-10-PCS ﬂ Preview New Cods Sample Request POF [

Contact Info Drug of Technology Info Hew Code HNTAP Info FDA Info Background Paper and Allachiments Surmmary

How is the procedure/technology documented?

How and where [Eg. OR. Report, Notes, ete.] will the procedure/technology be documented in the medicadl record?

Provide Response

Are there various terms that are used to describe the procedure| tec hnology? {Ploase list)

Provide Response

m
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CENTERS FOR MEDICARE & MEDICAID SERVICES Spartans | International Clessfication of Diseazas, 10th Revision, Procedure Coding System (ICD-10-PCS) | Mew ICD-10-PCS ﬂ Preview New Code Sample Request FOF [

Se | ect . Contact Info Drug or Technology Info New Code NTAP Info FDA Info Background Paper and Attachments Summary
* Yes — Requestor will enter the

ICD-10-PCS code(s) currently Are there existing codes currently being reported by facilities to describe this drug

used, if known, and indicate or technology?

Why they be“eve that eXiSting ﬂ The responss to this quastion will ba utilized to outomatically populats the “Current Coding” section in your Background Popsr.

codes do not adequately Procedure/Technology Background Paper  Sample(® Template (4

ca pture the drug or «  Drug/Therapeutic Agent Background Paper Sample( Template(s

te C h no l Ogy Naote: CME can assisl with current coding and coding options once powr Background Paper is received and reviewed
* No
°

Other/Don’t know —
Requestor will provide an
explanation

Requestors will have the
opportunity to provide a

Other/Don't know

& X

Yes Mo

recommendation for possible
new ICD-10-PCS code titles (e.g.
approach, body part, device,
qualifier)

=N
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M S Spartans | International Clessfication of Diseasas, 10th Revision, Procedure Cod ng Systerm {ICO-T10-PCES] | New ICD-10-PCS ﬂ Preview New Code Sample Request PDF 5

CENTERS FOR MEDICARE & MEDICAI D SERVICES Contact Info Drisg or Technology Info HNew Code HNTAP Info FDA Info Background Paper and Attachments Susmemary

Recommended Code Titles
In paragraph format,

@) #i=as= provide your responses in paragraph formaot os some of the respanses an this soreen will be outo-filled into the Background Poper.
i N d icate Why eXiSti N g »  Procedure/Technolegy Background Paper  Sample§ Template(s
=  Droeg/Therapeutic Agent Background Paper Sample( Termnplate(™

code(s) do not adequately
capture the

technol ogy /se rvice /p roced E:f;:: ;:r:z L r.j:i: Cn:]u ;]IZ: [[e why you believe that the existing code(s) do not adequately copture the technology service/procedure o the
ure or the drug/therapeutic s respnee

agent. Also, provide a
recommendation for p
pOSSibIe new ICD-10-PCS Recommendation for possible new ICD-10-PCS code ttles. (E.g. approach, body part, device, gualifier)
code titles. (e.g., approach, Provide respanse

body part, device,
qualifier). p

Note: CMS can assist with current coding and coding options once your Background Poper is recelved and reviewed.

Click to see the latest ICD-10-PCS codes for examples of existing code structure and convention [

“
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CENTERS FOR MEDICARE & MEDICAID SERVICES Spartans | International Classfication of Diseases, 10th Revision, Procadure Cod ng System {ICD-10-PES) | New IC0-10-PLS ﬂ Freview Mew Code Sample Recuest POF 5

Contact Info Drug or Technalogy info New Code NTAP Info FDA Info Background Paper and Aftachments Sumemary

Have you applied or are you applying for New Technology Add-on Payment (NTAP)
for consideration?

ﬂ Thie responsa to this quastion will b= utilized to outomatically populate the "New Technology Application” section in your Bockground Paper
= Procedure/Technology Background Paper Sample(® Template

= =

= Drug/Therapeutic Agent Backgraund Paper Sample( Template(

%

Mo

ﬂ' Click here o learn maore about starting an NTAP application 05

=




ore Elesctror cotion

MEAR s Tasks Bl Applications 2% Teams L
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M S Spartans | International Clessfication of Diseases, 10th Rewision, Procedure Coding System (IC0-10-PLS) | Mew 1ICD-10-PCS B Preview Mew Code Sample Bequest PDF 3

CENTERS FOR MEDICARE & MEDICAID SERVICES

Contact Info Drusg or Technalogy Info Hew Code HNTAP Info FDA Info Background Paper and Alaschments Sumemary

) Provide some details about your NTAP application
If t h e req u eStO r h a S a p p I Ied n aeose provids your responsss in parograph format o= some of tha responsss on this scresn will be auto—filled into the Bockground Paper

or iS applylng for NeW - Procedure/Technology Background Paper  Sample(s Template(4
TEChnOIOgy Add-On Payment = Drug/Therapeutic Agent Background Paper Sample(s Template (s
(NTAP), provide some

details about the Mame

a ppl Icatlon . Mew Technology Application: Pravide full details regarding NTAP application status (intent to submit or application submission).

New Technology Application: Whoat is the name of the technology?®

Provide response

New Technology Application: For which Fiscal year (FY) was the/will the NTAP application be submitted?

What is the NTAP application confirmation number? (optional)

MNTAP Application nurmbser

= =
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Approved — Requestor will provide
the FDA approval date and specify
whether the Drug/Therapeutic
Agent or
Technology/Service/Procedure has
received any designations, along
with the date of receipt and the
specific indication

Pending Approval — Requestor will
provide the anticipated FDA
approval date and, if applicable,
any additional FDA details

Not Approved — If applicable, the
requestor will provide the FDA
submission date and, if applicable,
any additional FDA details

#Home I Tasks B Applications &&Teams (&

Spartans | International Clessfication of Diseazes, 10th Reviaion, Procedure Cod ng System {|LD-10-RUS) | New [CO-10-P05

o Preview New Code Sample Request POF 5

Contact Info Drug o Technology Info New Code NTAP Info FDA Info Background Paper and Attachments Summary

|s the drug/procedure/technology FDA approved?

ﬂ The responss o this question will ba utilized to outomatically populata the Food & Drug Administration l;r}n'-'l.:l Approval” section inyour Bockground Poper.

— =)

9 X 0

Approved Pending Approval Mot Approved
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The responses entered in MEARIS™ are
gathered from different sections that
contain these questions to populate the
background paper. Requestors must
acknowledge that they have read and
verified the Background Paper before
submitting the ICD-10-PCS request.

CMS will be updating the draft
background paper submitted and will
share a revised version of the
background paper with requestors for
review and comment. The final
background paper will be part of our
Agenda and Meeting Materials packet
for an ICD-10 Coordination and
Maintenance Committee Meeting.

& Home

= | Imernational Classification of eseases, 10th Revision, Procedure Coding System (ICD-10-PCS) | Mew ICD-10-PCS ) Preview New Code Somple Request POF (3

Contact Info Dirisg or Technology Info New Code NTAP Info FDA Info Background Paper and Attachments Susrerany

Background Paper Preview

gotharsed from different =

toin these qQuesTons

=  Procedurs/ nology Backgrownd Paper Sar

= Drug/Therapseutic Agent Background Paper

IssLme:
There dre o uniguse ICD-10-PCS codes to describe the administration of eculizumab (Soliris).

Desired Implementation Date:
April 1st

Hew Technology Application?
=

Food and Drug Administration (FDA) Approved?
Approwad

o03/19/2007

Mar 19, 2007 Approval for Paroxysmdal Nocturndal Hemoglobinuria

Sep 23, 2011 Approval for all patients with Atypical Hermolbytic Uremic Syndrome {aHUS)

ot 23, 2007 Approval for the treatment of patients with Generalized Myasthenia Growvis I:gMGJ
Juim 27, 2019 Approswal for the trectmeant of adults with Nedramyelitis Optica Spectirum Disaorder

Euckground:

Soliris is used

1) to preavent the breakdown of red blood cells in adults with paroxysmal nocturmal hemoglobinuria {PRH).

Z) used to treat a rare chronic blood disease called atypical hemolytic urermic syndrome (aHUS) in adults and children who weaigh at least 11
pounds (5 kllt;.‘.\grur'ns].

3) used to treat myasthenia grawis in adults.

4) used to treat neuromyelitis optica spectrum disorder {MMOSD) in adults.

Description of the Drungherupeutlc Agent:
Soliris is a monoclional antibody that binds to proteins in the blood that can destroy red blood cells in people with genetic conditions that affect
the natural defenses of red blood calls.

mMechanism of Action:
Eculizurnats (Saliris) is a monoclonal antibady that specifically binds te the complament protain C5 with high affinity, which inhibits its cleavage
into C5a and CSb and prevents the generation of the terminal complemeant complex CSb-9 and free CSa.

Inpatient Administration of the Drug/Therapeutic Agent:
Soliris Is administered intravenously by a haedlthcare provider. The infusion can take at least 35 minutes to complets in adults, or up to 4 hours in
children.

Adverse events associated with administration of the Drungherupeu*tlt. Agent:

Cormmon Soliris side effects may include: headache, dizziness; flu symptoms (fever, tiredness, aches, cough, sore throat): runny or stuffy nose,
sinus pain; painful urination; nausea, vomiting, diarrhea, stomach pain; swelling in your legs or feet; bruising: Muscle or joint pain, back pain; o
Blood cell disorder; or high blood pressure.

Current Coding:
Mo

FEQ33GR Introduction of other therapautic monoclonal antibody into peripheral wein, percutanecus approach
ZEQ43 P =g e e T R A ST TN e abgntibody into central veln, paercutdanecus appraoach

[ 1 acknowledge that | have read and verified the Background Paper.
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CENTERS FOR MEDICARE & MEDICAID SERVICES

To be considered complete, new ICD-
10-PCS procedure code request
submissions through MEARIS™

must include both a Section 508
Compliant PowerPoint and an Adobe
PDF slide deck for presentation.
There should be no more than 15
slides. The content of the
presentation should be focused on
the need for that code and directed
towards the coding professionals in
attendance.

Examples of procedure code
background papers and slide
presentations presented at ICD-10
C&M Committee meetings can be
found in agenda and meeting
materials of this and previous
meetings.

# Home = Tasks B Applications 2% Teams L

Spartans | International Clessification of Diseases, 10th Revision, Procedure Coding Systemn {IC0-10-PCS) | Mew ICD-10-PCS B Preview New Code Sample Request POF 5

Contact Infa Drug or Technalogy Info New Code NTAP Info FDA Info Backgrownd Paper and Attachments Summary

Upload Slide Deck and all supporting documentation or other reference files, if any

Upload Slide Deck/Presentation

Note: Mew ICD-TO-FCS code reques! subrnissions through MEARIE™ must include bollr 2 Section 508 Cormpliant PowerPoint and a POF siide deck to be considered

corrpiete.
Uploaded Files
Use the button below to browse files on your local drive and select to upload.

Supported formats inclede POF and powerpoint

Drag and drop files to upload or

Upload all supporting documentation or other reference files {optional)
Uploaded Files
Use the button below to browse files on your local drive and select to upload.

Supported farmats inclede PDF, Word, Excel, Powerpoint, JPES, PNG, and plain text files

Drag and drop files to upload or

“
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C M S You have successfully submitted an International Classification of Diseases, 10th

CENTERS TOR MEDICARE & MEDICAID SERVICES Revision, Procedure Coding System (ICD-10-PCS) request

A downloadable PDF version of
the request will be available upon
successful submission. The time
required for request application
submission, including the time
needed to gather relevant

information as well as to complete Submission Confirmation Code: ICD2410293G3QN
the form may be extensive Confirmation details have been sent to
depending on the nature of the a@aoclcom | a@aolcom | v@aaolcom

code request.

Requestors are encouraged to
start in advance of the due date to N

ensure ad equate time for s An emall natification has been sent to the contact(s) you provided an this request.
su b m iSSi on. « The contacts that you have identified will have access to the team and dssociated applications.
= This request can be viewed under the applications list.
» While reviewing your request, CMS may request additional information of supporting decurnentation.

Back To Homea
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