Application for New Medical Services and Technologies Seeking to Qualify for
Add-On Payments Under the Hospital Inpatient Prospective Payment System
for FY 2024
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Let’s set up your NTAP application

You will not be able to alter or change these selections in the application

Which of the following describes the new technolegy for which you are applying for NTAP?

P
! ! Medical Device or Service ‘ ‘) Drug

Select which NTAP pathway you are applying under.

o For additional infermaticn on the alternative pathways for transfermative new devices and certain antimicrobial
products, please refer to the NTAP Criteria and Pathways information.

{o Alternative (QIDP/LPAD) J o Traditional

=
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Who is the primary contact?
First name Middle name (optional) Last name
Organization Occupation/Job Title

US Phone Numik Extension (optio
Email address Country -
Mailing address [i
Mailing address line 2 (optional)
State ¥ ZIP code
ship bt
Applicant
Consultant

[ Other




ications 2% Teams

1} 1 New Tachnology Add-on Payments (NTAF) | Device | Altern ative pat

Contact Info Technelogy Infa Altgrnative Pathwiy Designation FOA Infa Coding Cost Charge Voluma of Caser Summey

Who is the secondary contact?

First name Middle name (optional) Last name

Organization Occupation/Job Title

US Phone Numbar Extension (optional)

Email address Country -
Mailing address line 1
Mailing address line 2 (opticnal)
State ¥ ZIF code
-
Applicant I
Consultant

Other
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Cost Charge Vakne of Cases Substantial Cinical s

Surnmary

ot b Technology Info T It Coding

General Information

Provide a brief description of the technology.

Useful Links
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Gt Techeclogyinis PR ek eewsomes G e ST ——
Describe the technology in detdil, using general terminology

wWhat Is tha technology ?

‘What doas the technology do?

How |5 the technology used?

Upload relavant descriptive booklats, brochurnas, pockage Inserts, of other supporting materials os needed

Upieadad Fllas

Supparied tarmis include FOF. Yord, Escel. PowerPoin JPED, FHE, and plan o Ties

Drag and drop files to upload or m

Back

Wil Loada
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Technalogy o T ek Cadng [ i Caxi o Wekurss o Cumm [orr e — Syrru
Additional Technology Information

ts thare an Investigational Device Exemption (IDE) numiser from tha FOW assigned 1o the technology?
Eof e infarmation on IDE pumber click here

Yes IC"_, =]
What closs is assignad to the tachnology?
For mare infarmation an device class click here[F

-
Haos the technology ever been the subject of a recoll or subject to any bulletins ond/or letters issued by the FOWM
r—:q\ur:lln” thie sobaly of the |-:.r.hnn|;'\-;|-|-'=
l:_-j L]
Provige specific detoils regarding the recall or any bulleting and|'or Iethers issued By the FOA regording the sofaty
(TRa i

Fleasa uplood ary recall or bulletns|

Uploodad Filas

5 include FOF W

i, Encel, FoweiPoint, JFEG, PHG, and ¢

Drag and drop files to upload or m
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1 ink Teohnology ndo i ke Cosirg tiewnan Criteian [ [ ‘wakera o Caa s T rnrary

Additional Techneology Information

lathiaa I'IIII!j thak can only ba administared onally?

| Yaa () He

what is the drug's dosoge information?®

i}
Has tha technology ever baeon the ject of o recall or subject to any bullatins and/or lettars issued by tha FOR
regarding the safaly of the technalogy

W Yes () Ma

Prowvide specific detoils regarding tha recall or any bulletins and/or letters issusd by tha FOA regarding the sataty,

Sating flettars here

@ updoad any recoll or

siadd Filas

Supparied formais includs POF Ward, Fxosl, PossarPaind, JPEG, PHG, and plain b fiee

Drag and drop files to upload or (TN

P

—

Uselul L
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Technology Infa Alternaive Prdtvey Designatian M I Codiag Cagt Chamge ieaume o Cases Semmany

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

2 o

Yes No

o Refer to hitp:/fwww.cms.gov/Medicare/ Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/ index. himi [ fer mere information.

[ Back
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FIi i Coding Cost Charge Vinleme of Cases Summary

Technalogy Infa Al

Provide information about your previous pass-through applications

‘Was this opplication submitted using MEARIS™?

(@]
-
.\||'.|'\ cation Dot
- This field will auto-populote based on Confirmation Murnber
Add Application
Previous application list
Subimitted wsing MEARIS™ [[e Application Date : {{mm/
{[u::: ::u'.l::'lTyn::I:
Confirmation Humber:{{ Application Confirmation Mumbear} }

Description. ': {r:mulu'.r:ruw l.'h'.-:'.x'.‘u:':'.l.’.-ﬂ;‘:‘

Submitted using MEARIS™ : {[No}} {{mmmJddfyyyyl}

e

Tracking Number:{{ Application Confirmation Number} }

on Typel}

cortion o

Description:{ |

Useful Links
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Contact Info Technology Infe Alternative Pathway Designation FDA Info Coding Cost Charge Volurme of Cases Summary

Has the technology received a Breakthrough Device designation from FDA?

o O

Yes No
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Altemative Patirway Designation o4 Il

Charge

Alternative Pathway Designation

o For additional information on the alternative pathways lor transtormalive new devices and certain antimicrobial
products, please refer to the HTAP Criteria and Pathways Inforrnation.

When was the technology granted the Breakthrough Device designation?

Whiatl is the Breakihrough Device designation lor?
Note:

e marketing authorization indleation im the FOA section of this application must be the same as the
Breakthrough Device designation.

03000

Uplood o copy of the Breaakthrough Device designation leltar,
Uplooded Files
I

Supporind formats include POF, Word, Excel, PowerPoimi, JPEE, PHE, and plain e flles

Drag and drop files to upload or




Comact info Tuchsalegy knf

Alternative Pathwey Designation FOA o Cosing o

Alternative Pathway Designation

B Applications 2% Tes

Changa Vokime of Gases

o Far additienal infermation an the alternative pathways for transformative new devices and certain antimicrobial
products, please refer ta the NTAP Criteria and Pathways infarmation,

Date of submission

]

Anticipated designation date,

‘What is the proposed indication submitted for Breakthrough Device designation?

Hote: The marketing authorization indication in the FDA section of this application must be the same as the
Breakthrough Device designation.

Useful Links

Susmary
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etaet Info Technelogy nfa Alternative Pathway Designation FDA il Coding Coat Charge Volume of Cases Sumimary

Has the technology received a QIDP designation or approval under the
LPAD pathway from FDA?

[ QIDP Designation J

LPAD Approval

Both QIDP Designation and LPAD Approval

Has not received a QIDP Designation or Approval under the LPAD pathway
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Cortact i Tahre oy btz Albermative Patfay Desigration [ i

Alternative Pathway Designation

ays lor ranstormative new devices and certain ant

o Faor additional information on the alternative poth
products, please refer to the NTAP Criteria and Pathways information.

When was the technology granted the QIDP designation?

What is the QIDP designation lor?
Note: The marketing authorization indlcation [m the FDA section of this application must be the same dg QlDPIIL:':-D

indication,

Upload a copy of the QIDP letter

Uploaded Files
I

Supported formats include PO, Ward, Enoed, PowarPeini, JPEG, PG, and plain b Ales

Drag and drop files to upload or

Useful Links
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nh dew Technale Drug

Contact Infa Technalogy Inte FDA Info Cading Newness Criterion Cost Charge Volume of Cases Substantial Clinical Improvement Summary

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.

@ o o

Approved Pending Approval Have Not Applied Yet
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FDA Info

NTAP Indication

‘What is the indication for the technology for which the applicant is submitting an NTAP opplication?

List if the technology has received any designations from FDA or if it is being considered under any particular pathways
by FDA such as Fast Track, Breakthrough Therapy, Accelerated Approval, Priority Review, etc, for this indication
{optional)
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Techmokgy ink EDd Info ding [T — ' harg ok of (1 s e Sarmary

FDA Approval/Clearance Details

BB select il this ia o SH0K Fiv applicatian

Wihat is the typs of the FOu application?

‘Wihat is the dote ol FDA appraval?

Surnmdeize the supporting infarmation cantaingd in tha FOs approval lettar

Upload FOu opprowal letter
Upleaded Fles

Supzansd fomats nchida FRF, Wanl, Emsl, Powsseoim, JPDE, PHG, and plan i hie

Drag and drop files to upload or I

FO& Application Lisk
Typal) [ Subrnission dotet; m

Attochimenit

Unsitll Linkn
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oanct Infa Techmalogy Kl FDA Info Coding Mewness Criterian Cost Change Vakime of Cases Sulwaantial Clirical Impeovement Sumimary

Please provide additional information regarding the 510(k) clearance

List the predicate device(s) for the technology.

Describe any differences between the devices

0/500

Add predicate to list

Predicate device list
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i W TR N N e FIO, il CEang car g e A LaLe

FDA Approval/Clearance Details

Sehect if this s o 510k FR& opplication

what is the typs of the FO8 opplication?

What is the dobe ol FOR8 approwal?

Surmimiarize the suppanting infermation contained in the FO8 opproval letter

Uplond FRe approval letter
Upikaaded Files

Saggpoed doavra i rohade POF, ond, Faced, Poasyr oy, P85, SHEL aad pla 1ea fles

Drag and drop files to upload or =

FOMA Application List

[[FOA Application Typal |1 Subrrission aatal m

Aitochiani
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FDA Approval/Clearance Details

What is the type of the FOW opplicaton?

What is the dabe of FDA appraval?

Summarize the supgorting infarmotion contsined in the FOA appraval lether.

Uplcaod FOM opgproeal kebies

Uplcaded Files

Drag and drop files to upload or  IEEELEEE

add FOA application io lst

FOA Application List

S1F A Appdicanon Typsagl

== Teams -
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B Application x

FOds infig Ca =y =y e o 6 g

FDA Appruvulft‘:leumnce Details

Whot is the type of the FOA oppicotion?

What is the dote af the FDu submission?

Hanve you recehesd an o

iy habe Broem FIRES
o chabe froem PO

® vos I Mo

Prowice additional infarmation about your FO& oppicotion

Uplood oy FOu reloted documents loptional)
Lijdiiacind Fikc

Supparied frarsin rciuge POT Ward Eocwl, PrwsrPoir, PES, PHE, snd ples ted M

Drag and drop files to upload or

FONA, & plicanti Lt

FLU & ppicoilian Tepsa)

d8action date) anticipoted approval dotal b

Attochement




FDA Submission Details

[l PR, Do B Cleasifieatian, S100E) o

What i tha type of B PO applics

Wataal s e PTG S rrd s e

b po mciead an astion dale o

) e i Mo

ol intermoticn ohaart your FU opplicabion

Fronide addl

pikoad amy FOA miated docurmerss [apHonol |

Uploaded Fles

Drag and drop files to upload or (D

Unck
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Contact il eehnology Info FDA Info Coding Hewiness Criteic Cost Charge Volume of Cages Substaenial Clinical knpravement

Who is the FDA contact?

# Home = Tasks H Applications 2%Teams (2

Contact Info Technology Inf Ahternative Pathway Designation EDA Info Coding harge Volume of Cases Summary

Was this technology available on the market immediately after FDA
approval?

@ O

Yes No
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SumiTary

FDA Info

Reason for the delay

Please describe the reason for the delay in market availability.

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

market availabilit 0

Useful Links
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B Applications 2% Teams

FDA Info Coding

Additional FDA Information

Include all types of approvals (i.e. Pre-Market Approval, HDE or HUD approval, expanded aceess approval) the
o technology received prior to submission of this application and/er is currently seeking. CMS recommends a timeline
if the technology has received multiple types of approvals from the FDA.

Please describe any previous US approvals/clearances for this technology.

Useful Links
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Sontact Infa Technology Info FA Infa Coding Newness Criterion Cost Charge Volume of € Improvement Summary

Coding Information

o If the technology/device utilized in the performance of a procedure/service or the administration of a drug/
therapeutic agent were to receive add-on payment status approval, it would need to be distinctly identifiable by a
unique code, such as NDC(s) or ICD-10-PCS procedure code(s), with or without ICD-10-CM diagnosis codes, on the
claim in order to receive the add-on payment. The ICD-10 Coordination and Maintenance (C&M) Committee is
responsible for approving coding changes, developing errata, addenda and other 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 diagnosis and/er ICD-10-PCS procedure
code(s), you MUST separately contact the ICD=10 C&M Committee to submit a code request. For more details,
including the deadlines to submit code requests, refer to https:/ /www.cms.gov/Medicare/Coding/icD10f
newrevisedcodes[] for procedure code requests and https:/ /www.cde.gov/nchs/icd/icd10_maintenance [ for
diagnosis code requests.
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Bummany

ICD-10-CM Diagnosis Codes

List the diognosis codes that may currently be used to identify the indicotion /propased indication relevant to the
application under the ICD-10-CM coding system.

Summearize the diognosis code.

Add codes to list

ICD-10-CM code list
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Cading

ICD-10-CM Diagnosis Codes

2 used to identily d indication relevar

arm.

List the diag
application under the ICD-10-CM coding sy

s thot may curren

he indication/ propos

Summarize the diagnosis code,

I3 this dingnaosis code specilie to the indication listed under the Breakthrough Device designation?

ICD=10-CM code

Uil Links
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FI Inf Cading [

ICD-10-PCS Procedure Codes

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

() ves

Please Explain

Have you submitted or will you be submitting an application for a unique ICD-10-PCS code?
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Contact Info Techuslogy Infa FO Info Coding Herwnass Criterian Cast Chargs Vsl of Cases

List existing technologies that use the same ICD-10-PCS codes or a
combination of the ICD-10-CM/PCS codes

Existing technologies using ICD-10-CM\ICD-10-PCS or combinations

Your ICD-10-CM codes:

{{eM codel} ]

Your ICD-10-PCS codes:

Back

iPCScodel) @

Useful Li
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Valurme of

bt

Summary

FO Infa Coding Cost

ICD-10 C&M Committee Request

Does this technology have an existing request pending with the ICD-10 C&M Commiittee for a new code?
@ ves O o

Explain the reason for your answer above, and any details you have about status of requests with the ICD-10 C&M
Committes, if applicable.

Useful Links
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Newness Critecion

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 tre

@ ves

Briofly describe current treatments for the disease o condition
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Newness Criterion Summary

Please briefly surmmarize your responses to the previous slide regarding how the technology meets the newness
criterion overall.

Upload files related to the newness criterien or add comments to an existing file, as needed -:<||)I‘| anal)
Uploaded Files

Supparted formats PEG, PHIG, and plain test files

Drag and drop files to upload or
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inical Imgrowement Summary

Viume of Cases Substanils

Technalogy Info FD Indo Coding

Technology Cost

‘What is the current or anticipoted cost of this technelogy to the hospital, per patient?

How was the cost determined? (e.g. the average dosage o number of units per patient (mifkg/hr); for technelogles
sold en a subscription basis, include an explanation of how the cost per case is calculated, including the list price of

the technology and utilization ocross subscribers)
Note: You will be asked to provide o breakdown of the cost of each compeonent in the next screen.

Usshiil Lisiks
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Substantial Clinical improvamant Sarmary

FlAklo  Coding Newness Critarics Cost

Cost Breakdown

o Include a breakdown of the cost of all of the components used per patient, clearly showing which components are the
“new” ones.

Provide a breakdown of how the cost of the technology is calculated and identify if any components are capital costs.

Is this component new?

{) Ne

Add to list

Component list

Useful Links
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FOA Infa

Hownes

Cost

Cost Breakdown

o Include a breakdown of how the cost of the drugftherapeutic agent is calculated.

What is the (current and/or anticipated) cost of the drug/therapeutic agent to the hospital, per patient? Include the
average dosage and number of vials (whole vials if single-use) and/or units per patient (mifkg/hr)”

1/3000

Useful Links

B Applications

gy ledn PO e

eding [

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

Files list

Thers are no files, please click the butten below to odd o supporting file.

Add/Edit File(s)

Back

Wsaful Links
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Contact Info Technologylnfo ~ FOAInfo  Coding  MewnessCrterion  Cost Charge Volume of Eases Substontial Clinical Improvement  Summary

MS-DRGs

Under the M5-DRG grouper for Fy 2023, list all of the M5-DRGs that the technology currently maps to based on the
indication (dimgnosis) for which the technolegy has received ot is seeking FDA approval.

Add to list

MS-DRG code list
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Contact info Technciogy info DA nfo Goding Newness Criterion Cost Charge Violume of Gases substantial Clinical Improvement sammary

MS-DRG mapping

Have you made a request to map to a new or different M$-DRG(s) for the upcoming Fiscal Year 20242

() Ho

Comments.




About Cost Criterion

To quality tor o new technology add-on payment, the technalogy ar service must result in overage chorges for coses
using the technology in excess ol the threshalkds established wiath tha redease of the most recent annwal IPPS tiral rule
{lesser af 78 percent of the stancardized amount increosed to refiect the diference between costs ond chorges or 78
parcant of 1 stondord devistion beyond the geometric mean standardized charge for oll coses in the M5-DRGs to which
tine new technology is assigred ). The most recent version of the threshalds con be downlooded ul;_nﬂ,p_;ﬂ

s oy Pl e re ) ke i o - Fee - for-Sery s - Fo et } - L= R L N E

Hote: 1 the technclogy is propossd to be assigned 190 proposed new MES-DEG in the upcaming annual IPFS proposed
rule than per the policy GRS finaliced in the FY 2020 1P final nabe, 085 uses the praposed thresheld Toe the upsaming
ligcal yaar loe any proposed new MES-DRG 1@ avaluale the codl Criledion

Thi inflation foctor and cost center cost-to-chonge roties (CCRs) con ke found in the “Cost Canter CCR ond infiotion
Foctar” tob in tha cost spresdshaeat. Tha Toctars In tha sprecdshaet coms fram the mast recent final rule (har exompla, for
FY 2023 applcations, these factors con b found In the FY 2022 Final Rule or FY 2022 Correcton Hotice). If tha thresholds,
cast canter CCRS and,or inflotion factor one updated in o comection notics, those wvalues must be used instood
spphoants should monftor the mast recent final ruke home poge for the releose of the corection notice, which uswally
ocours in Septermiber. [hitps: 5 &4 ond
than click on the most recent fingl rule Fiscal Year home poge on the left of the page; far esaomple, Fy 2023 applications
shauld click on tha “Fy 2022 PP5 Final Rule Horme l"‘tl;E"}l
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Hewness Critarion coat Charge Vol

Cost Criterion Methodology

With regard to the cost analysis spreadsheet, please summarize the supporting data used to calculate charges and
standardized charges per case invelving the new technology (In electronic format). Examples include claims data, the
IC0-10-CM[PCS codes used to identify cases, the provider-specific factors used to standardize charges, and
assumpticns behind removing charges for prior technology.

Upload all supporting files.

Uploaded Files

Supparted foma

Include POF, word, axcal, powsmpaint

Drag and drop files to upload or

Useful Links
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Cost Analysis Methodology
(column A to E)
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Cost Analysis Methodology
{column F to J)
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Cost Analysis Methodology
(column Pto §)
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[ Cosl Charge i
Charge of the Technology

What is the current and/or anticipated charge of the technology by the hospital, per patient? Explain how this was
determined.
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Camact il Tecanzlogy Infs FOA Infn Wawniaas Criterion

Chamge Volume of Cases Sutertn

What is the anticipated inpatient Medicare volume of this technology for
the current and upcoming Fiscal Year?
The volume estimates should be based on the actual or projected sales of your technolegy, not the total population
aligibbe for the technology,

Current Fiscal Year: (10/01/2022 - 09/30/2023)  Upcoming Fiscal Year: (10/01/2023 - 09/30/2024)

Please describe how you arrived at this estimate,

Please describe how you arfived at this estimate.




Comtact Inda Techaoingy lsin FOWL bef Coding Mesarese Crierion cast

Vielumna of Cases

beal Imrmsemant Semmary

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

0 The valume estimates should be based on the actual or projected salas of your technalogy, not the tatal population
aligible for the technolagy.

Current Fiscal Year: (10/071/2022 - 09/30/2023) Upcoming Fiscal Year: (10/01/2023 - 09/30/2024)

Flease describe how you arrived at this estimate,

Please describe how you arrived at this

0/3000
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Titerion Cost Charga Voluma of Cases Substantial Clinical Improvement Summary

contact Info Taehnaagy Info FO Infe Cading Niwnioss

Substantial Clinical Improvement Criterion

A summary on the substantial clinical improvement criterion can be found in & Appendix B. Additional information on

the substantial clinical improvernent criterion can be found in the September 7, 2001 Federal Register (66 FR 46913-14),
the FY 2010 IFPS Final Rule (74 FR 43808-43823) and the FY 2020 IFFS Final Rule (84 FR 42288-42282) [4 Additionally, the

annual IPPS final rule includes CMS™ decision making process for each application.

Criterion 1

Does the new medical service or technology offer a treatment option for a patient population unresponsive to, or

ineligible for, currently available treatrments?
=
@ Yes (@

Flease explain why the technology does or does not meet this criterion using supporting data,

073000
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Newness Criteric Coat Charge [

Substantial Clinical Improvement Surwnary

Criterion 1 Claims

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

Add Claim

Claim list

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

Back

Useful Li

# Home =,Tasks B Applications 2% Teams

Walume of C2

Substantial Clinical Improvement Summary

Contact Infe Technology Info FOA Info Coding

Add a Substantial Clinical Improvement Claim

Uploaded File

Supported formats include PDF, Word, Excel, PowerPoint, JPEG, PNG, and plain text files

Drag and drop file to upload or

Useful Links
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Criterion 1 Claims

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

Add Claim

Claim list

4+ Claim 1{{claim name}}

4 claim 2{{claim name}}

= Claim 3{{claim name}}

SCI Claim Reduced mortality rate in comparison to competitor drug/device
Supporting data Do *Reduscing martality in disease X population: -analysis” JAMA 2019, vol. 2(5)
Category Published, peer-reviewed study
Study Type | RCT
Page No [ Page No

Study Summary RCT used o compare m

2 usad 0 compare m
818 uSed 10 COMPare mda
07) D 10 campare

dises

¥ rasulting in a
7809 for diseage X resulting in a &
78 disease X resulting in

akty rates between Drug 123
v 1 Drug 123 vs

or Drug
for Drug 123
fiar Drug 123

Relevence

Drug 123 va. 7B for o
23 B4 fo

g

3 vs. 780 for disease X resutting

vase in martality ratg for On
decraase in mo
sing in a 5% decrea:

¢ disaasa ¥ resulting in a
vs. 789 for disease X resulting
123 vs 789 for ¢ ¢ X

o5 batween Drug 78
takity rates between Drug 1
ompare martality rate

Articks Summary
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Substantial Clinical Improvement Criterion

Criterion 2

Does the new medical service or technology offer the ability to diegnose a medical condition in a patient population
where that medical condition is currently undetectoble or offers the ability to diognoese a medical condition earier ina
patient population than allowed by currently available methods? If so, describe how use of the new medical service or

technology to make a diognosis affects the management of the patient using evidence.

O No

Please explain why the technology does or does not meet this criterion using supporting data
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Criterion 2 Claims

Provide the claims for Substantiol Clinical Improvernent and supporting evidence, While we prefer published peer-raviewed
clinical trials, we will consider all supporting evidence,

Claim list

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

=,Tasks B Applications

o FIA Infe [

Substantial Clinical Improverment

Add a Substantial Clinical Improvement Claim

Uploaded File

Supparted formats include POF, Ward, Excel, PowerPaint, JPEG, F

and plain taxt files

Drag and drop file to upload or

Cancel
.

Useful Links
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Criterion 2 Claims

Provide the clairms for Substantial Clinical Improvernent (SCI) and supporting evidence. While we prefer published, peer-
reviewed clinical trials, we will consider all supporting evidence.

Add Clain

Claim list

4 Claim 1{{claim name}}

+ Claim 2{{elaim name}}

= Claim 3{{claim name}}

SCI Clasin

Supporting data

Category

Study Type

Page No

Shudy Summany

Relrvence

Risducad mar;

Doe, et &,

Fuiblished, peer-

5, T8 for disease X resulting in &
5, 75 far disense X resulting in a 5

Article Summary

@& claim.pdf
SC1 Claim
Supparting data

Categary

Sun
martality rate for Drug 12

Do, et &, Feducing mart

Published, pearreviewed study

Ate in Compariacn 1o compe

rting Data
3 {p=0.0

g

r disgase X poy analysis” JamA 2




™
ME,AR s sks B Applications 2% Tes
t L

o of Cass Substantial Clinieal Impravernent

FDA Inf

Substantial Clinical Improvement Criterion

Criterion 3
Does the use of the new medical service or technology significantly improve clinical outcomes relative to services or

technologies previously available?
® ves Ono

Please explain why the technology does or does not meet this criterion using supporting data.

Usafid Links
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Criterion 3 Claims

Provide the claims for Substantial Clinical Improvement and supporting evidence. While we prefer published peer-reviewed

clinical trials, we will consider all supporting evidence.

Add Cl

Claim list

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

Back
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Add a Substantial Clinical Improvement Claim

Uploaded File

Supported formats include POF, Word, Excel, PowerPaint, JPEG, PNG, and plain taxt files

Drag and drop file to upload or

Cancel

Wseful Links
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Criterion 3 Claims

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

Add Claim

Claim list

+ Claim 1{{claim name}}

+ Claim 2{{claim name}}

= Clalm 3{{clalm name}} m

SCI Claim

Supporting data

Category
Study Type RCT
Page No Page No

Study Summary

789 for disease
789 for Be X resuling ir
for disease X resy
709 for desease X

o
769

Relevenc

) Dlata U T Gamps
Supporting Data used
0 ng

o diease X
Drug 123 va, 753 far
atween Dig

compar
1sed to

iy i & 5
Iseage X resulting in
39 for disaase X res

@ claim.pdf

SCI Claim Reduced

moctality e in comparisar

Supporting data Dioe, e al, Redu: mortalily in dizease X populatian

Category Pubikshy
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SCI Criterion Summary

Please briefly summarize your responses to the previous slide regarding how the technology meets the substantial
clinical improvement criterion overall.

07500
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