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Application Paper Application Language Modifications Burden Screenshot
Question #
# Home =_Tasks B Applications
Let's set up your NTAP application
You will not be able to alter or change these selections in the uppl\cut\on
Applical’lts need tO include this il’lfOI’matiOl’l in the wmrnnlmpm|mumgnesmnpqmpnn-.\--ernmlngym.-.uh'rw:;umunpp\,{ngmrmw'-
. . . b Medical Device or Service ‘) Drug
Throughout _ . current paper application narrative, but we have ' ‘
Currently the pathway questions are split across the paper ' ' ' No substantive change or selcturich NTAS pattoy you cre cppling unce.
paper o consolidated on this screen to create the sklp Forcenaincmaion o et Pty ot doces v et oo
o application ' burden T -
application. patterns that allow the system to only display the [ € i J QO oo
relevant questions to the specific pathway chosen.




Name, address, telephone, and email address of primary and
backup contact for the application.

If using a consultant, provide a contact from the manufacturer
in addition to the consultant’s

contact information.

AS IS

No substantive change or

burden

Comt  Chege  VoumeoiCaéa Substantial Coealmpriversnd  Summsey

Who is the primary contact?

First name Middlie name (optional) Last name

Organization Occupation/Job Title

US Phona Numbar Extension (optional)

Email address Country

Mailing acldress fine 1

Mailing address line 2 (optional)

City State ¥ 2P code

4

Relationship

Applicant

Consultant

. - -t

Alternative Screen




Paper
Application Paper Application Language Modifications Burden Screenshot
Question #

Who is the secondary contact?

First name Middlie name (optional) Last nairms e
Organization Occupation/Job Title
US Phone Number Extension (optional)
Email address Country St
Mailing address fine |
Mailing address line 2 (optional)
City state ¥  ZIPcode
-
Applicant =
Consultant
Othear

# Home =.Tasks Bl Applications AiTeams (2

TechnologyInfo ~ FOARle  Codi  MewessCibeion  Gom  Chwge  Vahmeol Case

General Information

Trade/brand name of the new technology.
NO SubStal’lthe Chal’lge OI‘ Pravide a brief description of the technology.
2,3 AS IS
burden

Describe the technology in general terminology.
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Paper Application Language

Modifications

Burden

Screenshot

Describe the technology in general terminology.

- What is it? What does it do? How is it used?

- Also, submit relevant descriptive booklets, brochures,
package inserts, as well as copies of

published peer-reviewed articles relevant to the new medical

services and technologies.)

AS IS

No substantive change or

burden

# Home

STasks © Applications

2% Teams

Tectweligy Il

What |5 the technology?

What doas the technolagy do?

How |5 the technalogy used?

Upload relavant descriptive booklets, brochures, package Inserts, of othar sups:

Uploaded Fllas

Suppertad barmats Inchuekt FOF W, Escel PaworPoin, JREG, PHE, and plan teat e

Drag and drop files to upload or

orting materkals os needed,

Describe the technology in detail, using general terminology
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Application Paper Application Language Modifications Burden Screenshot
Question #
Devices: Additional Technology Information
If the technology is a device, is there an investigational . P |
15 AS IS No substantive change or o o
device exemption (IDE) number from the
. . . ) burden
FDA assigned to the device? If yes, please provide this code. | whether the technology has ever been the subject of o
Refer to a recall or subject to any bulletins and/or letters ’ _
http://www.fda.gov/MedicalDevices/DeviceRegulationandGu | jssyed by the FDA regarding the safety of the o
idance/HowtoMarketY ourDevice/Inve technology has been added to this question set to o o s e
stigationalDeviceExemption]DE/ucm051480.htm for more ensure applicants do not forget to tell CMS about
details. this. Currently, it is required to be included in the
narrative, and the vast majority of applicants do e w "
include this information in their application. If they bbbbb =
do not include it, CMS currently asks the applicant “'
to provide the information during the review of the S e
Devices: application. -
= )
If the technology is a device, what class (I, II, or IIT) was/is
assigned to the device? Refer to
16

http://www.fda.egov/MedicalDevices/DeviceRegulationandGu

idance/overview/default.htm for more

details.



http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/Inve
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/Inve
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/overview/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/overview/default.htm

Paper

Application Paper Application Language Modifications Burden Screenshot
Question #
Additional Technology Information
AS IS what is the drug's d oy
Whether the technology has ever been the subject of
D : . .
rugs a recall or subject to any bulletins and/or letters oot NI e el
13 . .
If the technology is a drug, is this a drug that can only be issued by the FDA regarding the safety of the o -
administered orally? technology has been added to this question set to
ensure applicants do not forget to tell CMS about No substantive change or
Drugs: this. Currently, it is required to be included in the | burden I T
narrative, and the vast majority of applicants do
14 If the technology is a drug, provide complete dosage include this information in their application. If they : —_
information. do not include it, CMS currently asks the applicant Drag and drop files to upload o N
to provide the information during the review of the
application. [
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Paper Application Language

Modifications

Burden

Screenshot

Have you submitted an outpatient application for pass-
through payments under the Medicare

outpatient prospective payment system? If so, please provide
the tracking number or, if it was

approved, please provide the date of approval. Refer to

http://www.cms.gov/Medicare/MedicareFee-for-Service-

Payment/HospitalOutpatientPPS/index.html for more

information.

AS IS

No substantive change or

burden

# Home =_Tasks B Applications 25 Teams (2

Technology Infa [ ———— P cotieg o e

Have you completed any outpatient pass-through applications for this
technology?

9 o

Yes No

Refer to http:/www.cms.gov/ 9] ‘ee-for-Service-Pay 1/ | ti PS/index. html [} for more information.



http://www.cms.gov/Medicare/MedicareFee-for-Service-Payment/HospitalOutpatientPPS/index.html
http://www.cms.gov/Medicare/MedicareFee-for-Service-Payment/HospitalOutpatientPPS/index.html

Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

Question 4 (Continued)

Have you submitted an outpatient application for pass-
through payments under the Medicare

outpatient prospective payment system? If so, please provide
the tracking number or, if it was

approved, please provide the date of approval. Refer to

http://www.cms.gov/Medicare/MedicareFee-for-Service-

Payment/HospitalOutpatientPPS/index.html for more

information.

AS IS

# Home =, Tasks B Appli

Technology Info

Provide information about your previous pass-through applications

'was this application submitted using MEARIS™?

@ ves

O no

No substantive change or

burden

Previous application list

This field will auto-populate based on Confirmatian Nurnber

nfirmation Numbar}

onfirmation Numbar]} m
onl



http://www.cms.gov/Medicare/MedicareFee-for-Service-Payment/HospitalOutpatientPPS/index.html
http://www.cms.gov/Medicare/MedicareFee-for-Service-Payment/HospitalOutpatientPPS/index.html

Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

Alternative New Technology Pathway for Transformative

New Devices

Is the technology a device that has received a Breakthrough
Device designation from the Food

and Drug Administration (FDA)? If yes, skip questions 6
through 21 (newness) and 34-36

(substantial clinical improvement) and proceed to question 22
- 33 (cost criterion). For

additional details on the Alternative Pathway we refer
applicants to 84 FR xxxxx — XXXXX

for additional details.

AS IS

No substantive change or

burden

# Home =,Tasks B Applications 28 Teams (2

Alternative Pathway Designation

Has the technology received a Breakthrough Device designation from FDA?

o o

Yes No




5,8

Alternative New Technology Pathway for Transformative

New Devices

Is the technology a device that has received a Breakthrough
Device designation from the Food

and Drug Administration (FDA)? If yes, skip questions 6
through 21 (newness) and 34-36

(substantial clinical improvement) and proceed to question 22
- 33 (cost criterion). For

additional details on the Alternative Pathway we refer
applicants to 84 FR xxxxx — XXXXX

for additional details.

Date of Food and Drug Administration (FDA) (or expected)
approval for the technology, service, or drug. Provide a copy
of the FDA approval/clearance letter. If approval has not yet
been granted, please provide a copy of the approval notice to
CMS immediately after it becomes available. Note: Include
all types of approvals (i.e. Pre-Market Approval, HDE or
HUD approval, expanded access approval) the technology,
service or drug received prior to submission of this
application and/or is currently seeking. CMS recommends a
timeline if the technology, service, or drug has received
multiple types of approvals from the FDA. Per § 412.87(c) of
the regulations, an applicant for new technology add-on
payments (NTAP) must receive FDA approval or clearance
for its new medical service or technology by July 1 prior to
the beginning of the fiscal year (FY) for which the NTAP
would be effective (for FY 2021, not later than July 1, 2020).

Components of this question are now specified, that
would have been required to be included in the
narrative response previously. Applicants also
currently provide this information in the FDA

approval letter.

No substantive change or

burden

#rome =oTasks B appications

Alternative Patrwey Designation

Alternative Pathway Designation

zuTeams (2

For additional information on the alternative pathways lor transformative new devices and certain antimicrobicl

products, please refer to the NTAP Criteria and Pathways informatian.

n was the technology granted the Breakthrough Device designation?

Drag and drop files to upload or (IS




5.8

Question 5 (Continued)

Alternative New Technology Pathway for Transformative

New Devices

Is the technology a device that has received a Breakthrough
Device designation from the Food

and Drug Administration (FDA)? If yes, skip questions 6
through 21 (newness) and 34-36

(substantial clinical improvement) and proceed to question 22
- 33 (cost criterion). For

additional details on the Alternative Pathway we refer
applicants to 84 FR xxxxx — XXXXX

for additional details.

Date of Food and Drug Administration (FDA) (or expected)
approval for the technology, service, or drug. Provide a copy
of the FDA approval/clearance letter. If approval has not yet
been granted, please provide a copy of the approval notice to
CMS immediately after it becomes available. Note: Include
all types of approvals (i.e. Pre-Market Approval, HDE or
HUD approval, expanded access approval) the technology,
service or drug received prior to submission of this
application and/or is currently seeking. CMS recommends a
timeline if the technology, service, or drug has received
multiple types of approvals from the FDA. Per § 412.87(c) of
the regulations, an applicant for new technology add-on
payments (NTAP) must receive FDA approval or clearance
for its new medical service or technology by July 1 prior to
the beginning of the fiscal year (FY) for which the NTAP
would be effective (for FY 2021, not later than July 1, 2020).

Components of this question are now specified, that
would have been required to be included in the
narrative response previously. This information is

also included in the FDA approval letter.

No substantive change or

burden

Date of submission.

# Home

Alternstive Paths 2y Designation

=,Tasks E Applications 2% Teams z

Alternative Pathway Designation

native pathways for transformative nes

eria and Pathways information

Anticipated designation date.

w devices and certain antimicrobial
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Application Paper Application Language Modifications Burden Screenshot
Question #

Is the technology a device that has received a Breakthrough
Device designation from the Food and Drug Administration

(FDA)?

# Home =, Tasks B Applications 2iTeams (2

Date of Food and Drug Administration (FDA) (or expected)

Altarnative Pathway Designation

approval for the technology, service, or drug. Provide a copy

Has the technology received a QIDP designation or approval under the

of the FDA approval/clearance letter. If approval has not yet LPAD pathway from FDA?

been granted, please provide a copy of the approval notice to . [ e oesignoion ]
We have further broken out the breakthrough device

CMS immediately after it becomes available. Note: Include LpAD Approval
designation to include these subcategories, so that

all types of approvals (i.e. Pre-Market Approval, HDE or No substantive change or ot o Destgnetion onl D Anprovel

5,8 applicants can skip questions that are not relevant.
HUD approval, expanded access approval) the technology, burden

Has not received a QIDP Designation of Approval under the LPAD pathway

) ) ) o ) This information is included in the FDA approval
service or drug received prior to submission of this

application and/or is currently seeking. CMS recommends a fetter

timeline if the technology, service, or drug has received

multiple types of approvals from the FDA. Per § 412.87(c) of —
the regulations, an applicant for new technology add-on S cms 3/6

payments (NTAP) must receive FDA approval or clearance
for its new medical service or technology by July 1 prior to
the beginning of the fiscal year (FY) for which the NTAP
would be effective (for FY 2021, not later than July 1, 2020).




Paper
Application Paper Application Language Modifications Burden Screenshot
Question #

Based on: Is the technology a device that has received a
Breakthrough Device designation from the Food and Drug
Administration (FDA)?

# Home =, Taske B applications ZnTeams |2

Altemative Patirway Designation

Alternative Pathway Designation

Date of Food and Drug Administration (FDA) (or expected)

mation on the altemative pathi
fer to the NTAP Criteria and Patiy

approval for the technology, service, or drug. Provide a copy
of the FDA approval/clearance letter. If approval has not yet When i th echnclogy gonied he QIoP designaden?

been granted, please provide a copy of the approval notice to | Components of this question are now specified for

CMS immediately after it becomes available. Note: Include | applicants that receive a special designation from

s g all types of approvals (i.e. Pre-Market Approval, HDE or the FDA only. Applicants are currently required to | No substantive change or
’ HUD approval, expanded access approval) the technology, provide this information to CMS in the narrative burden
service or drug received prior to submission of this response in the paper application. This information

application and/or is currently seeking. CMS recommends a | is included in the FDA approval letter.
Drag and drop files to upload or (IR
timeline if the technology, service, or drug has received

multiple types of approvals from the FDA. Per § 412.87(c) of

the regulations, an applicant for new technology add-on

payments (NTAP) must receive FDA approval or clearance

&

cms <E

for its new medical service or technology by July 1 prior to
the beginning of the fiscal year (FY) for which the NTAP
would be effective (for FY 2021, not later than July 1, 2020).




Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

Date of Food and Drug Administration (FDA) (or expected)
approval for the technology, service, or drug. Provide a copy
of the FDA approval/clearance letter. If approval has not yet
been granted, please provide a copy of the approval notice to
CMS immediately after it becomes available. Note: Include
all types of approvals (i.e. Pre-Market Approval, HDE or
HUD approval, expanded access approval) the technology,
service or drug received prior to submission of this
application and/or is currently seeking. CMS recommends a
timeline if the technology, service, or drug has received
multiple types of approvals from the FDA. Per § 412.87(c) of
the regulations, an applicant for new technology add-on
payments (NTAP) must receive FDA approval or clearance
for its new medical service or technology by July 1 prior to
the beginning of the fiscal year (FY) for which the NTAP
would be effective (for FY 2021, not later than July 1, 2020).

AS IS - This question is broken down throughout

the FDA section.

No substantive change or

burden

# Home = Tasks B Applications aTeams (2

Contactinfo Technalogy Ik FDA Info

Has the technology received marketing authorization from the Food and
Drug Administration (FDA) for the indication under which the applicant is
applying for NTAP?

To be considered for NTAP 2024 the technology will need to receive FDA approval or clearance by 07/01/2023.

] 0 o

Approved Pending Approval

Have Not Applied Yet
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Application Paper Application Language Modifications Burden Screenshot
Question #

Date of Food and Drug Administration (FDA) (or expected)
approval for the technology, service, or drug. Provide a copy
of the FDA approval/clearance letter. If approval has not yet
been granted, please provide a copy of the approval notice to

CMS immediately after it becomes available. Note: Include

# Home =, Tasks B Applications % Teams

all types of approvals (i.e. Pre-Market Approval, HDE or

FOA Info

HUD approval, expanded access approval) the technology,
NTAP Indication
service or drug received prior to submission of this o )
Request for indication has been added to this o o - N
application and/or is currently seeking. CMS recommends a e e
question set to ensure applicants do not forget to
timeline if the technology, service, or drug has received
. include this detail. Currently, it is required to be .
multiple types of approvals from the FDA. Per § 412.87(c) of No substantive change or
] ) included in the narrative, and the vast majority of s AN Ao
8,12 the regulations, an applicant for new technology add-on . . . . burden ke S

applicants include this. If an applicant does not
payments (NTAP) must receive FDA approval or clearance
provide the information, CMS will obtain the
for its new medical service or technology by July 1 prior to

the beginning of the fiscal year (FY) for which the NTAP
would be effective (for FY 2021, not later than July 1, 2020).

information from the applicant.

If the technology is a drug, was/is your FDA application

considered under Fast Track, Breakthrough Therapy,
Accelerated Approval, or Priority Review? Refer to

http://www.fda.gov/forconsumers/byaudience/forpatientadvo

cates/speedingaccesstoimportantne

wtherapies/ucm128291.htm for more details.



http://www.fda.gov/forconsumers/byaudience/forpatientadvocates/speedingaccesstoimportantne
http://www.fda.gov/forconsumers/byaudience/forpatientadvocates/speedingaccesstoimportantne

Paper
Application Paper Application Language Modifications Burden Screenshot
Question #

FDA Approval[Clearance Details

Date of Food and Drug Administration (FDA) (or expected)

approval for the technology, service, or drug. Provide a copy
of the FDA approval/clearance letter. If approval has not yet
been granted, please provide a copy of the approval notice to
CMS immediately after it becomes available. Note: Include

all types of approvals (i.e. Pre-Market Approval, HDE or
HUD approval, expanded access approval) the technology,
service or drug received prior to submission of this AS IS - This question is broken down throughout No substantive change or

Upload FOb oppeowal lettar

application and/or is currently seeking. CMS recommends a | the FDA section. burden

Uploaded Files

timeline if the technology, service, or drug has received

multiple types of approvals from the FDA. Per § 412.87(c) of Ereg ond eropiieats upload or
the regulations, an applicant for new technology add-on
payments (NTAP) must receive FDA approval or clearance

for its new medical service or technology by July 1 prior to
the beginning of the fiscal year (FY) for which the NTAP
would be effective (for FY 2021, not later than July 1, 2020).
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Application Paper Application Language Modifications Burden Screenshot
Question #

Date of Food and Drug Administration (FDA) (or expected)

approval for the technology, service, or drug. Provide a copy A rome S s B Applcrions Tems (2

of the FDA approval/clearance letter. If approval has not yet

FDA Info

been granted, please provide a copy of the approval notice to Please provide additional information regarding the 510(k) clearance
CMS immediately after it becomes available. Note: Include et prediecte dence(s fortheecinelear
all types of approvals (i.e. Pre-Market Approval, HDE or
HUD approval, expanded access approval) the technology,
service or drug received prior to submission of this AS IS - This question is broken down throughout No substantive change or

application and/or is currently seeking. CMS recommends a | the FDA section. burden

Add predicate to list
Predi ist

timeline if the technology, service, or drug has received
multiple types of approvals from the FDA. Per § 412.87(c) of
the regulations, an applicant for new technology add-on
payments (NTAP) must receive FDA approval or clearance
for its new medical service or technology by July 1 prior to
the beginning of the fiscal year (FY) for which the NTAP
would be effective (for FY 2021, not later than July 1, 2020).




Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

Date of Food and Drug Administration (FDA) (or expected)
approval for the technology, service, or drug. Provide a copy
of the FDA approval/clearance letter. If approval has not yet
been granted, please provide a copy of the approval notice to
CMS immediately after it becomes available. Note: Include
all types of approvals (i.e. Pre-Market Approval, HDE or
HUD approval, expanded access approval) the technology,
service or drug received prior to submission of this
application and/or is currently seeking. CMS recommends a
timeline if the technology, service, or drug has received
multiple types of approvals from the FDA. Per § 412.87(c) of
the regulations, an applicant for new technology add-on
payments (NTAP) must receive FDA approval or clearance
for its new medical service or technology by July 1 prior to
the beginning of the fiscal year (FY) for which the NTAP
would be effective (for FY 2021, not later than July 1, 2020).

AS IS - This question is broken down throughout
the FDA section.

No substantive change or

burden

® Home ®LTesks B applications  ZLTewss (2

FoA info

FDA Approval/Clearance Details

Drag and drop files to upload or  [IEEEGLEN

Al FD applicaion U Bl




Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

Date of Food and Drug Administration (FDA) (or expected)
approval for the technology, service, or drug. Provide a copy
of the FDA approval/clearance letter. If approval has not yet
been granted, please provide a copy of the approval notice to
CMS immediately after it becomes available. Note: Include
all types of approvals (i.e. Pre-Market Approval, HDE or
HUD approval, expanded access approval) the technology,
service or drug received prior to submission of this
application and/or is currently seeking. CMS recommends a
timeline if the technology, service, or drug has received
multiple types of approvals from the FDA. Per § 412.87(c) of
the regulations, an applicant for new technology add-on
payments (NTAP) must receive FDA approval or clearance
for its new medical service or technology by July 1 prior to
the beginning of the fiscal year (FY) for which the NTAP
would be effective (for FY 2021, not later than July 1, 2020).

AS IS - This question is broken down throughout

the FDA section.

No substantive change or

burden

rize the supposting inbarmotion conbsined in the FOA approval letber

Ipioad FOv opproval leties

Upicaded Files

Drag and drop files to upload or (N

At Fi8 application 1o fist

FDA Application List




Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

Date of Food and Drug Administration (FDA) (or expected)
approval for the technology, service, or drug. Provide a copy
of the FDA approval/clearance letter. If approval has not yet
been granted, please provide a copy of the approval notice to
CMS immediately after it becomes available. Note: Include
all types of approvals (i.e. Pre-Market Approval, HDE or
HUD approval, expanded access approval) the technology,
service or drug received prior to submission of this
application and/or is currently seeking. CMS recommends a
timeline if the technology, service, or drug has received
multiple types of approvals from the FDA. Per § 412.87(c) of
the regulations, an applicant for new technology add-on
payments (NTAP) must receive FDA approval or clearance
for its new medical service or technology by July 1 prior to
the beginning of the fiscal year (FY) for which the NTAP
would be effective (for FY 2021, not later than July 1, 2020).

AS IS - This question is broken down throughout

the FDA section.

No substantive change or

burden

Fou

i

FDA Approval/Clearance Details




Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

Date of Food and Drug Administration (FDA) (or expected)
approval for the technology, service, or drug. Provide a copy
of the FDA approval/clearance letter. If approval has not yet
been granted, please provide a copy of the approval notice to
CMS immediately after it becomes available. Note: Include
all types of approvals (i.e. Pre-Market Approval, HDE or
HUD approval, expanded access approval) the technology,
service or drug received prior to submission of this
application and/or is currently seeking. CMS recommends a
timeline if the technology, service, or drug has received
multiple types of approvals from the FDA. Per § 412.87(c) of
the regulations, an applicant for new technology add-on
payments (NTAP) must receive FDA approval or clearance
for its new medical service or technology by July 1 prior to
the beginning of the fiscal year (FY) for which the NTAP
would be effective (for FY 2021, not later than July 1, 2020).

AS IS - This question is broken down throughout
the FDA section.

No substantive change or

burden

FDA Submission Details

Drag and drop files to upload or  IEEEN

Add | 04 appberton il
A Appiication U

¢cms

Nd




Paper

Application Paper Application Language Modifications Burden Screenshot
1YY P PP guag
Question #
Who is the FDA contact?

List the name and phone number of a contact at the FDA who '

' AS IS No substantive change or
9 is knowledgeable about the premarket approval request for

. burden

the new technology listed

Was the technology, service of drug available on the market

. . Was this technology available on the market immediately after FDA

immediately after FDA approval? If approval?

not, please provide the date that the medical service or ' o '

. AS IS - This question is broken down throughout No substantive change or (V] [ ]

11 technology came on the market (i.e. first

sales or availability) and an explanation and documentation
of any delay (i.e. manufacturing

issues, shelf life concerns, or other reasons).

the FDA section.

burden

Yes

(cms

' d

€




Paper
Application Paper Application Language Modifications Burden Screenshot
Question #

# Home =,Tasks B Applications ZiTeams (2

FDA Info

Reason for the delay

Was the technology, service of drug available on the market

Please describe the reason for the delay in market availability.

immediately after FDA approval? If

not, please provide the date that the medical service or . o . e
AS IS - This question is broken down throughout No substantive change or

When did the technology become availoble for sale, or when do you anticipate the technology becoming available?

11 technology came on the market (i.e. first
the FDA section. burden =

sales or availability) and an explanation and documentation
of any delay (i.e. manufacturing

issues, shelf life concerns, or other reasons).




Paper
Application Paper Application Language Modifications Burden Screenshot
Question #

Date of Food and Drug Administration (FDA) (or expected)
approval for the technology, service or

drug. Provide a copy of the FDA approval/clearance letter. If
approval has not yet been granted,

please provide a copy of the approval notice to CMS
immediately after it becomes available.

Note: Include all types of approvals (i.e. Pre-Market
Approval, HDE or HUD approval, expanded

# Home = Tasks El Applications 2iTeams (&

access approval) the technology, service or drug received
prior to submission of this application ke e
. . . . . Additional FDA Information
and/or is currently seeking. CMS recommends a timeline if

Include aill types of approvals (i.e. Pre-Market Approval, HDE or HUD approval, expanded access approval) the
technology received prior to submission of this application andjor is currently seeking. CMS recommends a timeline

the technology, service or drug has e acanciogy no s lipe pes of approscs o tha P
received multiple types of approvals from the FDA. i
Per § 412.87(c) of the regulations, an applicant for new AS IS - This question is broken down throughout No substantive change or

the FDA section. burden

technology add-on payments (NTAP)

must receive FDA approval or clearance for its new medical
service or technology by July 1 prior

to the beginning of the fiscal year (FY') for which the NTAP
would be effective (for FY 2021, not

later than July 1, 2020).

Please describe the (most recent, if applicable) type of
application and approval the technology,

service or drug has received or is seeking from the FDA (i.e.
Pre-Market Approval, HDE or HUD

10
approval, expanded access approval, New Drug Approval).




Paper

Application Paper Application Language Modifications Burden Screenshot
Question #
Coding:
Note: If the technology, device, or drug (administered via
procedure) were to receive add-on payment
status approval, it would need to be distinctly identifiable by p s 8 e
ICD-10-CM/PCS diagnosis and/or procedure
code(s) on the claim in order to receive the add-on payment. o
The ICD-10 Coordination and Maintenance Coding Information
If the technology/device utilized in the performance of a procedure/service or the administration of a drug/
(C&M) Committe is esponsible for approving coding
changes, developing errata, addenda and other AS IS No substantive change or
Coding Note A T Sy R

modifications. Requests for coding changes are submitted to
the committee for discussion at either the

Spring or Fall C&M meeting. If any coding changes are
necessary to distinctly identify your technology by
ICD-10-CM/PCS diagnosis and or procedure code(s), you
MUST separately contact the ICD-10 C&M

Committee to submit a code request. Refer to

https://www.cms.gov/Medicare/Coding/ICD10/newrevisedco

des.html for more details including deadline

to submit code request.

burden

newrevisedcodes [ for procedure code requests and https:/ [www.cdc.gov/nchs/icd/icdl0_maintenance [} for

diagnosis code requests.

[

Useful L



https://www.cms.gov/Medicare/Coding/ICD10/newrevisedcodes.html
https://www.cms.gov/Medicare/Coding/ICD10/newrevisedcodes.html

Paper

Application Paper Application Language Modifications Burden Screenshot
Question #
A Home =.Tasks B Appli
ICD-10-CM Diagnosis Codes
List the diognosis codes that may currently be used to identify the indication/proposed indication relevant to the
application under the ICD: 10=-CM c:cing system.
Coding:
AS IS — this question has been broken down to .
. . . No substantive change or
17 List the diagnosis and/or procedure codes that are currently or
separate code types

will be used to identify your
technology under the ICD-10-CM/PCS coding system.

burden

Add cades to list

ICD-10-CM code list




Paper

Application Paper Application Language Modifications Burden Screenshot
Question #
#i Home =.Tasks B Applications Iz Teams (&
ICD-10-CM Diagnosis Codes
COding: i, ; ‘;l:u:‘ t be used to identily the indication/ proposed indicaion relevant 1o the
List the diagnosis and/or procedure codes that are currently or
will be used to identify your
technology under the ICD-10-CM/PCS coding system. AS IS with one exception: Request now specific to
1718 indication to ensure clarity in applicants’ responses. [No substantive change or _ -

Do the codes listed in question 17 distinctly identify your
technology under the ICD-10-CM/PCS coding system? If not,

please see the note above.

Currently, this detail is required to be included in

the narrative.

burden

ICD=10-CM code list
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Burden

Screenshot

18

Preamble

Coding:

Do the codes listed in question 17 distinctly identify your
technology under the ICD-10-CM/PCS

coding system? If not, please see the note above.

REQUIRED INFORMATION Applications must include a
response to each question below. Information must be entered
directly onto this form. Do not copy and paste questions and
answers into a different document. CMS may request other
information in order to evaluate specific requests. Note: A
separate application is required for each distinct technology
or service included in a request. For example, if an applicant
requests add-on payments for two unique technologies or
services, a separate application is required for each
technology or service. A completed tracking form. (A
tracking form may be downloaded at

http://www.cms.gov/Medicare/Medicare-Fee-for-

ServicePayment/AcutelnpatientPPS/newtech.html.)

AS IS

No substantive change or

burden

#i Home =,Tasks B Applications 2% Teams £y

Cading

ICD-10-PCS Procedure Codes

Do these codes uniquely identify your technology under the ICD-10-PCS cading system?

Q ves @ No

Please Explain

Have you submitted or will you be submitting an application for a unique ICD-10-PCS code?



http://www.cms.gov/Medicare/Medicare-Fee-for-ServicePayment/AcuteInpatientPPS/newtech.html
http://www.cms.gov/Medicare/Medicare-Fee-for-ServicePayment/AcuteInpatientPPS/newtech.html

Paper

Application Paper Application Language Modifications Burden Screenshot
Question #
# Home =,Tasks B Applications ZiTeams (2
Coding:
List existing technologies that use the same ICD-10-PCS codes or a
combination of the ICD-10-CM/PCS codes
List any other technologies coded using the code(s) listed in
. . Existing technologies using ICD-10-CM\ICD-10-PCS or combinations
question 17. For example, if you
listed a single procedure code, what procedures use the code
) ) ) . No substantive change or
19 listed in question 17 aside from the ASIS 8 Yo -G cods
. . . burden
procedure used for your technology? Similarly, if you listed a
combination or multiple codes in o
question 17, what other procedures or technologies use the
same combination of codes listed in
question 17 aside from your technology?
# Home =, Tasks E Applications 2% Teams (&
ICD-10 C&M Committee Request
Does this technology have an existing request pending with the ICD-10 C&M Committee for @ new code?
@ ves O No
Coding:
Explain the reason for your answer above, and any details you hove about status of requests with the ICD-10 C&M
b t t h Committee, if applicable.
. . No substantive change or
20 Does the service or technology have an existing request AS IS &

pending with the ICD-10 C&M

Committee?

burden




Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

If applicable, briefly describe current and/or alternative
treatments for the disease or condition

that your technology treats or diagnoses.

AS IS

No substantive change or

burden

fiHome =L Tasks B Applications zuTeams (&

weteclogyms  FDAWG  Casig Newness Criferion  £sit  Chage o orComs

Current treatments for the disease or condition that this technology
treats or diagnoses

Are there any other treatments for the disease or condition that this technology treats or diagneses?

@ ves (oL

Briefly describe current treatments for the disease or condition.




Newness

Criterion Note

Newness Criterion

Note: To qualify for a new technology add-on payment, the
technology or service must not be reflected

in the data used to establish the Medicare-Severity Diagnosis
Related Groups (MS-DRGs). As noted

above if the technology is a device has received a
Breakthrough Device designation from the FDA, skip

questions 5 through 20 (newness criterion).

CMS has established a substantial similarity criteria to
determine if a technology is similar to an

existing technology. (Refer to 70 FR 47351 through 47352
and 74 FR 43813 through 43814 for

additional details.)

A technology is not “new”, if it meets all three of the criteria
below:

a. If a product uses the same or a similar mechanism of action
when compared to an existing

technology to achieve a therapeutic outcome; and

b. If a product is assigned to the same DRG when compared
to an existing technology; and

c. If the new use of the technology involves the treatment of
the same or similar type of disease

and the same or similar patient population when compared to

an existing technology.

Applicants must explain why they do not meet the criteria

above.

AS IS

AS IS

No substantive change or

burden

No substantive change or

burden

e C-tescr

Substantial Similarity Criteria
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Burden

Screenshot

Applicants must explain why they do not meet the criteria

above.

ASIS.

No substantive change or

burden

DAl Cofea Newness Criterion st Chm

Newness Criterion Summary

Please briefly summarize your responses to the previous slide regarding how the technology mests the newness
criterion overall

Upload files related te the

N oF add Commet

existing file, as needed (optional)
Uploaded Files

Supperte farmats inckess POF, word, excel, powerpeint, JPEG, PNG, and piain test files

Drag and drop files to upload or

ams &




Paper
Application Paper Application Language Modifications Burden Screenshot
Question #

# Home =, Tasks E Applications ZaTeams (2

Technology Cost

What s the current or anticipated cost of this technology to the hospital, per patient?

Cost Information

How was the cost determined? (e.g., the average dosage or number of units per patient (mi/kg/hr); for technolegles
ost per case is calculated, including the list price of

AS IS No substantive change or

22 What is the (current and/or anticipated) cost of the technology burden

to the hospital, per patient?




Paper

Application Paper Application Language Modifications Burden Screenshot
Question #
# Home =,Tasks B Applications ZuTeams (&
Cost Breakdown
COSt Information \:L::?Z::rackdown of the cost of all of the CoMponENts usad per patisnt, clearly showing which components are the
Provide a breakdown of how the cost of the technology is
calculated:
23 (e.g. For drugs, the average dosage or number of units per AS IS No substantive change or e

patient (ml/kg/hr); For devices, a burden

breakdown of the cost of all of the components used per
patient, clearly showing which

components are the “new’ ones).

Component list

Useful Links

L




Paper

Application Paper Application Language Modifications Burden Screenshot
Question #
# Home =, Tasks B Applis
Cost Information
Cost Breakdown
. . Include a breakdown of how the cost of the drug/therapeutic agent is calculated
Provide a breakdown of how the cost of the technology is
calculated: o tescae ot o (e et 1 e oo b e 7
. No substantive change or
23 (e.g. For drugs, the average dosage or number of units per AS IS g

patient (ml/kg/hr); For devices, a
breakdown of the cost of all of the components used per
patient, clearly showing which

components are the “new” ones).

burden

Optional upload. In the old application, they could
upload anything they deemed relevant.

No substantive change or

burden

# Home =,Tasks B Applications 28

(- Comt Crae  WabmeofCases  Substemiil Cilical mprovamant

Upload files or materials that support the cost of the technology
and how it was calculated (optional)

Files list

There are na files, please click the button below to odd a supporting file

Add/Edit File{s)
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Question #

Paper Application Language

Modifications

Burden

Screenshot

Charge Information:

No substantive change or

# Home =, Tasks B Applications 24 Teams

Charge

MS-DRGs

Uncler the MS-DRG grouper for FY 2023, list all of the MS-DRGs that the technology currently maps to based on the
indication (diagnosis) for which the technology has received or is seeking FDA approval,

map to a new or different
MS-DRG(s) for the upcoming fiscal year (2021) other than

the ones listed in question 247?

burden

24 Under the MS-DRG grouper for FY 2020, list the MS-DRGs | AS IS
b rden MS-DRG code list
that the technology currently maps 4
to?
MS-DRG mapping
Charge Information: :;::you made o[r:i:a;‘ to map to a new o different MS-DRG(s) for the upcoming Fiscal Year 20247
s Has the applicant made a request for the new technology to AS IS No substantive change or




Cost Criterion

Note

26

Cost Criterion

Note: To qualify for a new technology add-on payment, the
technology or service must result in

average charges for cases using the technology in excess of
the thresholds established for the FY

(lesser of 75 percent of the standardized amount increased to
reflect the difference between costs

and charges or 75 percent of 1 standard deviation beyond the
geometric mean standardized charge

for all cases in the MS-DRGs to which the new technology is
assigned) of the annual IPPS final rule.

The most recent version of the thresholds can be downloaded
at

http://www.cms.gov/Medicare/Medicare-Fee-for-Service-

Payment/AcutelnpatientPPS/newtech.html

Charge Information:

(26) Using the table as demonstrated in the spreadsheet as a
template, show how the standardized
charge per case (if applicable, case weighted) exceeds the

threshold for the cost criterion.

Note: Refer to Appendix A for an explanation of how to
standardize charges. Refer to the

spreadsheet in the application packet how to case weight the
average standardize charge per

case if multiple MS-DRGs are affected by the technology.

AS IS

[No substantive change or

burden

About Cost Criterion

To quality tor o new technology add-on payment, the techinalogy or senvice must result in overage chorges for coses
using the technalogy in excess of the threshalds established with the release of the most recent annwal 1PPS firal role
(lesser af 78 percent of the standardized armount increosed to reflect the ditference between costs and chorges ar 78
parcentof | stondord deviotion beyond the geometric mean standardized charge for oll cosas in the M5-DRGs to which
the naw technalogy is ossigned). The most recent version of the threshalds can be downlooded ot hitps |

wran s goy | Medicare | Medicane-Fes -for-Servics-Payment | AcuteinpatiertPPs newtach [

Hote: 1§ the echnology is propossd to be assigned to o proposed new MS-DRG in the upcoming annual IPFS proposed
rule, than per the policy RS finaliced = the FY 20201PFE final rule, G5 uses the propased threehold Toe he upsaming

lggcal year lor any propesed new MS-DRG 1o evaluale the cobl crillerien

Thi inflatian fector and cost center cost-ta-chonge raties (OCRs) con be jound in the “Cost Canter CCR and Inllotion
Foctar” tob in tha cost spresdsheat. Tha foctars In the sprecdshaest coms fram the mast recent final ruke (for esaompla, far
F¥ 2023 applcations, these factors can be found in the FY 2022 Final Rule or FY 2022 Correcton Notice). IF the thresheids,
cast center CCRs and|or inflation factor ane updated in a comection notice, thosa waluwes must be used Insteod
apploants should monitor the mast recent final ke home poge for the releose of the corection notice, which usually
acours in Septermber. (hittps: M wovecrms.goviMedicore Medicara-Fee-far- Service-Poymant/ AcuteinpatientPrs B and
thean click on the most recent finol rule Fiscal Year home poge on the left of the page; far esample. Fy 2022 applicotions

should click on the “Fr 2022 FP5 Final Fule Home Poge)



http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcuteInpatientPPS/newtech.html
http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcuteInpatientPPS/newtech.html

Paper
Application Paper Application Language Modifications Burden Screenshot
Question #
# Home =,Tasks B Applications anTeams (&
Cost Criterion Methodology
des used to identify cases, the provider-specific factors used to standardize charges, and
. assumptions behind removing charges for prier technelogy.
Charge Information:
With regard to the spreadsheet in question 26, provide all : o
g p q > p AS IS NO SUbStantlve Change Or Upload all supporting files.
27 .
supporting data used to calculate burden
charges and standardized charges per case involving the new ST ST I T
. . D dd files t load =
technology (in electronic format). D e




Paper
Application Paper Application Language Modifications Burden Screenshot
Question #

me =oTasks B Apploailos A Twms (L

Cost Analysis Methodology
(column A to E)

List a step by step explanation of how the data and
calculations in each column of the spreadsheet were

determined. For example, within the explanation applicants ) )
. This provides space for a column-by-column
must include the type of data used to calculate the average o )
explanation instead of an open field to standardize
standardized charge (i.e. Medicare and/or non[ 1 ]Medicare, No substantive change or
28 applicant responses. Most applicants already used a R R——
number of providers, time period from which data was burden
column-by-column approach in their narrative
collected) and/or the inflation factor used to inflate the
o . response.
charges etc... An application is NOT complete without a

complete step by step explanation of the applicant’s charge

methodology.
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Paper

Paper Application Language

Modifications

Burden

Screenshot

28

List a step by step explanation of how the data and

calculations in each column of the spreadsheet were

determined. For example, within the explanation applicants

must include the type of data used to calculate the average

standardized charge (i.e. Medicare and/or non[ 1 ]Medicare,

number of providers, time period from which data was

collected) and/or the inflation factor used to inflate the

charges etc... An application is NOT complete without a

complete step by step explanation of the applicant’s charge

methodology.

This provides space for a column-by-column
explanation instead of an open field to standardize
applicant responses. Most applicants already used a

column-by-column approach in their narrative

response.

No substantive change or

burden

Cost Analysis Methodology
(column F to J)

vigr Techelogy or Technology Being Fepioced
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Application Paper Application Language Modifications Burden Screenshot
Question #
A Home FoTasks B Apnicotons 20 Teasis (2
Cost Analysis Methodology
(column K to O)

List a step by step explanation of how the data and

calculations in each column of the spreadsheet were

determined. For example, within the explanation applicants ) ) st

' This provides space for a column-by-column
must include the type of data used to calculate the average o '
' ' ' ' explanation instead of an open field to standardize '
standardized charge (i.e. Medicare and/or non[ 1 ]Medicare, ' ' No substantive change or
28 applicant responses. Most applicants already used a P —— i

number of providers, time period from which data was
collected) and/or the inflation factor used to inflate the
charges etc... An application is NOT complete without a
complete step by step explanation of the applicant’s charge

methodology.

column-by-column approach in their narrative

response.

burden

@ Inflatnd avmregs Stordandiams Charges Per Cos
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Application Paper Application Language Modifications Burden Screenshot
Question #
Cost Analysis Methodology
(column P to 5)

List a step by step explanation of how the data and

calculations in each column of the spreadsheet were |

determined. For example, within the explanation applicants . .

. This provides space for a column-by-column
must include the type of data used to calculate the average o ) . .
_ _ . . explanation instead of an open field to standardize _
standardized charge (i.e. Medicare and/or non[1]Medicare, ' ' No substantive change or
28 applicant responses. Most applicants already used a

number of providers, time period from which data was

collected) and/or the inflation factor used to inflate the

charges etc... An application is NOT complete without a

complete step by step explanation of the applicant’s charge

methodology.

column-by-column approach in their narrative

response.

burden

R Final Avarage infioted Stordardized Chorge Par cose.
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Question #

# Home =_,Tasks B Applications A% Teams (2

Charge of the Technology
Charge Information: . R .
What Is the current and/or anticipated charge of the technalogy by the hospital, per patient? Explain how this was
determined.
. .. No substantive change or
29 What is the (current and/or anticipated) charge of the ASTS £
burden

technology by the hospital, per patient?

Explain how this was determined.




Application
Question #

Paper

Paper Application Language

Modifications

Burden

Screenshot

30

32

Volume of Cases:

(30) What is the anticipated Medicare volume of this
technology for FY 2020 (October 1, 2019 —

September 30, 2020)? Please describe how you arrived at this
estimate. This estimate should be

based on the actual or projected sales of your technology, not
the total population eligible for the

technology.

Volume of Cases:

(32) What is the anticipated Medicare volume of this
technology for FY 2021 (October 1, 2020 —

September 30, 2021). Please describe how you arrived at this
estimate. This estimate should be

based on the actual or projected sales of your technology, not
the total population eligible for the

technology.

AS IS

No substantive change or

burden

# Home =.Tasks B Applications 2% Teams (2

®  Volumeof Cases  Sibsiaml Cinest imgessement

What is the anticipated inpatient Medicare volume of this technology for
the current and upcoming Fiscal Year?

be bosed on the actual of projected sales of your technology, not the total population

22 - 09/30/2023) Upcoming Fiscal Year: (10/01/2023 - 09/30/2024)
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Modifications

Burden

Screenshot

31

33

Volume of Cases:

(31) What is the anticipated Non-Medicare volume of this
technology for FY 2020 (October 1, 2019 —

September 30, 2020). Please describe how you arrived at this
estimate. This estimate should be

based on the actual or projected sales of your technology, not
the total population eligible for the

technology.

Volume of Cases:

(33) What is the anticipated Non-Medicare volume of this
technology for FY 2021 (October 1, 2020 —

September 30, 2021). Please describe how you arrived at this
estimate. This estimate should be

based on the actual or projected sales of your technology, not
the total population eligible for the

technology.

AS IS

No substantive change or

burden

# Home =, Tasks B Applications 2% Teams

*  Volume of Cases

What is the anticipated inpatient Non-Medicare volume of this

technology for the current and upcoming Fiscal Year?

iogy, not the total population




Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden

# Home =_Tasks B Applicstions 2%Teams (2

Technsiogy Foalnfe  Cuing  MewnssaCrmeisn  Comt  ham valumastCase:  Substantial Clinical Improvement

Substantial Clinical Improvement Criterion

A summary en the substantial clinical improvement criterien can be found in ¢ Appendix B. Additional information on

the September 7, 2001 Federal Register (66 FR 46313-14),

(84 FR 42288-42292).(} Additionally, the
v

rion using supporting data

Back
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Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.



mailto:NewTech@cms.hhs.gov

Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden

clinical tri
Add Claim

Claim list

# Home =,Tasks B Applications 23 Teams

“ Substantial Clinical Improvement

Criterion 1 Claims

Substantial Clinical Imprevement and supporting evidence. While we prefer published peer-reviewed
ider all supporting evidence.

Click on "Add Claim’ above to add claims supporting Criterion 1.

Back
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Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.



mailto:NewTech@cms.hhs.gov

Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden

A Home = Tasks B Applications 28 Teams

ume of Cases Substantial Clinical Improvement  Sirenary

Add a Substantial Clinical Improvement Claim

Uploaded File

Drag and drop file to upload or  (IEEEEEEN
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Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.



mailto:NewTech@cms.hhs.gov

Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden

Bt fn Sar S8 i Lol 00 ol DN e d e
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Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.



mailto:NewTech@cms.hhs.gov

Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden

# Home = Tasks B Applications 2%Teams (2

‘Substantial Clinical Improvement

Criterion 1 Claims

Provide the claims for Substantial Clinical Improvement (SC1) and supporting evidence. while we prefer published, peer-
reviewed clinical trials, we will consider oll supporting evidence.

Claim list
4 Claim 1{{claim name}}

+ Claim 2{{claim name}}

= Claim 3{{claim name}}




Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.



mailto:NewTech@cms.hhs.gov

Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden

# Home = Tasks El Applications 2K Tear

fowes  Substantial Clinieal iImprovement Sy

Substantial Clinical Improvement Criterion

Criterion 2

Flease explaln why the technology does of does not meet this criterion using supporting data.




Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.



mailto:NewTech@cms.hhs.gov

Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden

# Home SuTasks B Applications & Teams (2

Substantial Clinical Improvement  suniey

Criterion 2 Claims

Provide the claims fer Substantial Clinical Imprevement and supperting evidence, While we prefer published peer-reviewed
clinical trials, we will consider all supporting evidence.

Claim list

Click on "Add Claim” above to add claims supporting Criterion 2.




Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.



mailto:NewTech@cms.hhs.gov

Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden

# Home =.Tasks E Applications 2% Tear

“  Substantial Clinical Improvement  Sunimary

Add a Substantial Clinical Improvement Claim

Uploaded File

Drag and drop file to upload or  ([IEEELEED




Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.



mailto:NewTech@cms.hhs.gov

Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden
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Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.



mailto:NewTech@cms.hhs.gov

Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden

Claim list

= Claim 1{{claim name}}

+ Claim 2{{claim namel}

= Claim 3{{claim name}}

W ricils, we wil
Add Claim
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Substantial Clinical Improvemant
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Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.



mailto:NewTech@cms.hhs.gov

Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden

‘Substantial Clinical Impraverment

Substantial Clinical Improvement Criterion

Criterion 3

Does the use of the new rm
technalogies pre
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Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.



mailto:NewTech@cms.hhs.gov

Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden

# Home =,Tasks B Applications 4%

Criterion 3 Claims

provide the claims for substantial Clinical Improvement and supporting evidence. While we prefer published pest-reviewe:

clinical trials, we will consider oll supporting evidence.

Add Claim

Claim list

Click on “Add Claim” above to add claims supporting Criterion 3.




Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.



mailto:NewTech@cms.hhs.gov

Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden

# Home =.Tasks E Applications 2% Tear

“  Substantial Clinical Improvement  Sunimary

Add a Substantial Clinical Improvement Claim

Uploaded File

Drag and drop file to upload or  ([IEEELEED




Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.



mailto:NewTech@cms.hhs.gov

Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden
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Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.



mailto:NewTech@cms.hhs.gov

Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden

A Heme =.Tasks B Applications 2% Teams

Criterion 3 Claims

& will consider all supparting evidence

Claim list
+ Claim 1{{elaim name}}
+ Claim 2{{claim name}}

= Clalm 3{{claim name}}

bstantial Clinical Improvement (SCI) and supporting evi
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Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.



mailto:NewTech@cms.hhs.gov

Substantial
Clinical
Improvement

Criterion Note

34, 35, 36

Substantial Clinical Improvement Criterion:

Note: A summary on the substantial clinical improvement
criteria can be found in Appendix B.

Complete information on the substantial clinical
improvement criterion can be found in the

September 7, 2001 Federal Register (66 FR 46913-14) and in
the FY 2010 Final Rule

(74 FR 43808-43823). Additionally, the annual final rule for
prior years includes CMS's decision

making process on each application. As noted above if the
technology is a device has received a

Breakthrough Device designation from the FDA, skip
questions 33 through 35 (substantial clinical

improvement criterion).

Convert posters to word documents or to provide a

summary document of all posters.

(34) Appendix B has descriptions of the substantial clinical
improvement criteria, which are associated with treatments,
diagnosis, and clinical outcomes. Using Appendix B, identify
and describe how the technology meets the criteria for

substantial clinical improvement over existing technologies.

(35) Provide an annotated list and copies of published peer-
reviewed articles relevant to the new service or technology.

In the annotation, please clearly summarize each article,

Reworded as individual questions to clarify for the
applicant and allow for a more straightforward
response. This also consolidates information that
was required to be included in subsequent
questions/tables. All information would have been

included previously.

No substantive change or

burden
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Please briefly summarize your responses to the previous slide regarding how the technology meets the substantial
clinical improvement criterion overall.
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Paper
Application
Question #

Paper Application Language

Modifications

Burden

Screenshot

describe the purpose of the article, and the relevance to the
technology. Please indicate all literature that is referenced in

question #35 above.

Note: Indicate if any peer-reviewed articles will be released

after submission of this application.

(36) For each claim of substantial clinical improvement over
existing technologies, in table format (see Table 1 below), list
the claim of substantial clinical improvement and summarize
the supporting information to include relevant clinical trial(s)
or data. See sample table below. (Application is incomplete

without this table). Contact NewTech@cms.hhs.gov with

questions concerning the table.
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