Checklist for Traditional 510(k)s

24 510(k) KRB IH

The following information is not intended to serve as a comprehensive review. FDA recommends that the submitter
include this completed checklist as part of the application.

UTEEHAEEMEALAFE., FDA BRI EFRUE TR EFREAFTIER—EN.

Preliminary Questions

Y35 A

Answers in the shaded blocks indicate consultation with an identified Center advisor is needed. (Boxes checked in
this section represent FDA's preliminary assessment of these questions at the time of administrative review.)

ARAET B R R RFRESIEET ORI TE R, (AT AERIERR FDA R THURZ I XX LR E K]
HLiFE, )

1. Is the product a device (per section 201(h) of the FD&C Act) or a combination product (per 21 CFR 3.2(e)) with
a device constituent part subject to review in a 510(k) ?

ZEREIRE (ARIE FD&C JES 201(h)T) REAEEFHR (AR 21 CFR 3.2(c)) BHAMIH RS , B
510(k)h#H{THAENG ?

If it appears not to be a device (per section 201(h) of the FD&C Act) or such a combination product (per 21 CFR
3.2(e)), or you are unsure, consult with the CDRH Product Jurisdiction Officer or the CBER Product Jurisdiction
Officer to determine the appropriate action, and inform management. Provide a summary of the Product Jurisdiction
Officer's determination/recommendation/action in the comment section below.

MREMFRERE (1R1E FD&C AR 201(h)) BOXHMAE ST (1R1E 21 CFR 3.2(e)) , ELALHTE , 15
&1 CDRH =@ E4EE ek CBER FmEREE RMSEESMITS) , FFBMEEE. £ TaMIBeBaRE=nE
BE RRRTE B/ TIRRHE.

If the product does not appear to be a device or such a combination product, mark "No."
MBRATER T AR RESUIA S0 , BINE A

Comments:
S

2. Is the submission with the appropriate Center?

2. 1B B BIEE LT ?



If the product is a device or a combination product with a device constituent part, is it subject to review by the Center
in which the submission was received? If you believe the submission is not with the appropriate Center or you are
unsure, consult with the CDRH Product Jurisdiction Officer or the CBER Product Jurisdiction Officer to determine the
appropriate action and inform your management. Provide a summary of the Product Jurisdiction Officer's
determination /recommendation/action in the comment section below.

WRFREBEREDBERERSWAET R , EEEFRHBUIRZNF/ OTHRE ? MREINARZAIEE L KT
O, BELERHE , FEH CDRH &R B CBER FFiERE , T ELMNITaFEMENERE. £ E
AIBE BN IR REREE RIRE /2N /ITHRHE.

If submission should not be reviewed by your Center mark "No."

AR OFRZ , EIRCA R,

Comments:
W

3. If a Request for Designation (RFD) was submitted for the device or combination product with a device
constituent part and assigned to your center, identify the RFD # and confirm the following:

RERIF AR ERBEREMAAESTREIEEIFR (RFD) |, FoERAENFL , HRA RFD 48
SHALLTAZR :

(a) Is the device or combination product the same (e.g., design, formulation) as that presented in the RFD
submission?

(a) ARBFWRASTMERS RFD 1T EUAR (Bl , vt Brm) 2

(b) Are the indications for use for the device or combination product identified in the 510(k) the same as those
identified in the RFD submission?

(b) RBEBAETRMNEATERTE 510(k) 2455 RFD 1 FIRAKIAER ?

If you believe the product or the indications presented in the 510(1{) have changed from the RFD, or you are unsure,
consult with the CDRH Product Jurisdiction Officer or the CBER Product Jurisdiction Officer to determine the
appropriate action and inform your management. Provide a summary of Product Jurisdiction Officer's

determination /recommendation/action in the comment section below.

RN ALES10(k) T 2MM=RIENVIES RFD HHAWA , HEERHE , W CDRH FREEED CBER
FRERE  WMEEURTaFEMENERR. £ TEMIPLENRETRERE RNRE /BN /THRHE.

If the answer to either question above is no, mark "No." If there was no RFD, mark "N/A."

MR ERE—RENEREBEN , EINCAD". RIZHE RFD , EIFCAN/A”,



Comments:
W

4. Is the submission for a combination product that contains as a constituent part a drug that has the same active
moiety as an approved drug with exclusivity as described in section 503(g)(5)(C)(ii)-(v) of the FD&C Act?

ZRZEBA—FAET W , AP EEEAEME 2N , AZMAB SRIE FD&C E5 503(2)(5)(C)(ii)-
(V) TTHER1F% exclusivity BIHEHEZMIAERIREMERSY ?

If "Yes," then contact the CDRH Product Jurisdiction Officer or CBER Product Jurisdiction Officer to determine the
appropriate action and inform your management. Provide the summary of the Product Jurisdiction Officer's
determination /recommendation/action in the comment section below.

WRGE” , EEKAR CDRH FREHRE CBER FFRERE UMEELHITaIFEMENERE. £ FTERIFLE
RET=MERERRE /BN /ATHRE.

Comments:
e
5. Is this device type eligible for a 510(k) submission?
ZRELVERFE 510(k) RIATHIEME 2

If a 510(k) does not appear to be appropriate (e.g., class IIT type and PMA required, or class I or IT type and 510(k)-
exempt), consult with the appropriate CDRH or CBER staff during the acceptance review, provide a summary of the
discussion with them, and indicate their recommendation/action in the comment section below. If 510(k) is not the
appropriate regulatory submission, mark "No."

MR S10(NMFRAE (B0, BF 11 2AFE PMA , SUBT 1 330 11 XA AT 510(k) , EEEIFEHEGE
W6 CDRH 5 CBER T{EA R , 14 SHANTRMRNE | 34 FENIBSHA P10 T30, M
510(k) REE UMK ERR , BEIRTAE.

Comments:
L

6. Is there a pending PMA for the same device with the same indications for use?
6. B BA X HERIENERAERIR & RAFH PMAs ?

If "Yes," consult your management and CDRH Office of Product Evaluation and Quality/Office of Regulatory
Programs/Division of Regulatory Programs 1 (Submission Support) (OPEQ/ORP/DRP1) or appropriate CBER staff to
determine the appropriate action.

WRE, FEHENEEEN CORH i ESRENE/BMEMB AT/ BEMBH 1 (]RZXFF) (OPE



Q/ORP/DRP1) Bu&H4M CBER THEAR , AHEE LTSN,

Comments:
R
7. If clinical studies have been submitted, is the submitter the subject of an Application Integrity Policy (AIP)?
MRERZMEKRAR , RXEREIEFETEMBER (AIP) MR ?

If "Yes," consult with the CDRH Office of Product Evaluation and Quality /Office of Clinical Evidence and
Analysis/Division of Clinical Science and Quality (OPEQ/OCEA/DCEA1) or CBER Office of Compliance and Biologics
Quality /Division of Inspections and Surveillance/Bioresearch Monitoring Branch (OCBQ/DIS/BMB) to determine the
appropriate action, provide a summary of the discussion with them, and indicate their recommendation/action.

WMRE” , BB CDRH Pt SRENMAE /IRRERES AT MAE IRREESHER (OPEQ/OCEA/DCEA
1) 8 CBER & S4AMGIMRENNE /KESEVE/AMREMAZ (0OCBQ/DIS/BMB) , IHEE L KT
B, RAASHINTSKIE , FIEBMbIIRERN /173,

If no clinical studies have been submitted, mark "N/A." Check on the AIP list at https://www.fda.gov /inspections-comp
liance-enforcement-and-criminal-investigations/application-integrity-policy /application-integrity-policy-list.

MPRERAZNEAKAR , BIMC AT, B1E https://www.fda.gov /inspections-compliance-enforcement-and-criminal-
investigations /application-integrity-policy /application-integrity-policy-list E&EF AIP 313k,

Comments:
S

e If the answer to 1 or 2 appears to be "No," then stop review of the 510(k) and contact the CDRH Product
Jurisdiction Officer or CBER Product Jurisdiction Officer.
NRX 1 8k 2 WEIEMFEE, MFLERS 510(k)EE , FHIX AR CDRH FRERES CBER FFREEE.

e If the answer to 3 a or 3 b appears to be "No," then stop the review and contact the CDRH Product Jurisdiction
Officer or CBER Product Jurisdiction Officer.

RIS 3 a 8K 3 b WEIZFMGLFEER” , WHFIEFEFHIXKA CDRH FRERET CBER FMREREE.

e If the answer to 4 is "Yes," then contact the CDRH Product Jurisdiction Officer or CBER Product Jurisdiction
Officer, provide a summary of the discussion with them, and indicate their recommendation/action.

WMRE 4 MPEREE , EIKAR CDRH FRERES CBER FFREREE , et St heriEe , 37iHA
i TN /1 T30
e If the answer to 5 is " No ", the lead reviewer should consult division management and other Center resources to

determine the appropriate action. Note that, for a device which is clearly ineligible for a 510(k ) submission (such
as a device type which is class III requiring PMA or

RS 5 MWBERE R, THRERNEERVEHEEMEMP ORI , HEELMIT. BEE T
BARES10(k) RAZFAHIERE (FINFE PMA [ 111 2R EH 2R


https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/application-integrity-policy/application-integrity-policy-list
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/application-integrity-policy/application-integrity-policy-list

class I/IT and 510(k) exempt), this may be considered a basis for a refusal to accept the submission. A 510(k)
submitted for a class I/II, 510(k)-exempt device that trips the limitations of the exemption would not be refused
on this basis.

XFF 1/11 25F80510(k)FARIES , XA RER A TR IR T RIKIE. X FhdR A GIREIA 1/11 25, 510(k)%
GREIRZH 510(k) REETF I IRRTRLE,

o If the answer to 6 is "Yes," then stop review of the 510(k), contact CDRH/OPEQ/ORP/DRP1, or appropriate
CBER staff.

WMRE 6 [AWERER", WEIET510(k)HEE , BER CDRH/OPEQ/ORP/DRP1 Z5& %K CBER T{EA

=
AR

o If the answer to 7 is "Yes," then contact CDRH/OPEQ/OCEA/DCEA1 or CBER/OCBQ,/DIS/BMB, provide a
summary of the discussion with DCEA1 or BMB Staff, and indicate their recommendation/action.

MEE 7 [ARERER”, B8R CDRH/OPEQ/OCEA/DCEA1 8 CBER/OCBQ/DIS/BMB , 1245 DCE
Al 8k BMB THEA SGHRHEE | FRRBR 1A /1730,

Organizational Elements

R TR
Failure to include these items should not result in an RTA designation.

RAEA A XL E R T RTA #RiC.



*Submitters including the checklist with their submission should identify the page numbers where “p
requested information is located. Use the comments section for an element if additional space is needed to | Yes N age 7
identify the location of supporting information. 0
2 A
HMRATBTEIRAMHIN N BB 8, FFARRATE KIS EMEMITRD, MRFEIMIM T ARAMASHHEE 5] 0 T
IEE | BERAD TR ISR #
1. Submission contains a Table of Contents.
] O
1. RZBEEXR.
Each section is labeled (e.g., headings or tabs designating Device Description section, Labeling
2. section, etc.).
O O
2. = =q - =g on — o
BN EEIRE (BN , FRKEARESEEREHBT S . RERHE) .
All pages of the submission are numbered.
All pages should be numbered in such a manner that information can be referenced by page
3. | number. This may be done either by consecutively numbering the entire submission, or numbering
the pages within a section (e.g., 12-1, 12-2...).
Ul 0
3.
REWTAERNEHBYRS. FAREN TSI TS| BEENARmS. XATRUBE XY
BMBOHTESRS , B ENDANN RIS TS (6120, 12-1, 12-2...) KT
Type of 510(k) is identified (i.e., Traditional, Abbreviated, or Special) If type of 510(k) is not
4. designated, review as a Traditional 510(k).
\ = db b s s N D D
4. 510(k)HZEAVEME (BD , 1258, FIHEUSIR) . ARAIEES10(k)SKEL | BEERESE 510
(k)BFHTHE.
Comments:

S




Elements of a Complete Submission (RTA Items)

TR EER (RTA HH)

(21 CFR 807.87 unless otherwise indicated)

(21 CFR 807.87 , [$IEHHWHH)

Submission should be designated RTA if not addressed.

WREKRRR , IRAENIMC A RTA,

e Any "No" answer will result in a "Refuse to Accept" decision; however, FDA staff has discretion to determine
whether missing items are needed to ensure that the submission is administratively complete to allow the
submission to be accepted or to request missing checklist items interactively from submitters during the RTA
review.

B EEHSEIRLEEZ HRTE ; A , FDA THEARBRURERKNHNEZEHE , IAHRIEZIEST
B ERTEEN , ANMAFERSHES , &£ RTA FEHRSRTEENERRANKEFAME.

e Each element on the checklist should be addressed within the submission. The submitter may provide a rationale
for omission for any criteria that are deemed not applicable. If a rationale is provided, the criterion is considered
present (Yes). An assessment of the rationale will be considered during the review of the submission.

FIRER LRTRIN AR PSERCIE. RAZE T DCAERISIA AR E AR AR AR, nRE
TR , WZARNERAATE () . ERERXN , BE B,

Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

MBRE B4 , FOER MRTRE , BAEN/A NRACSEFE , BAET.



ubm =$
the page numbers where
comments sectio 3

A Administrative
) =i
1. All content used to support the submission is written in English
(including translations of test reports, literature articles, etc.)
AFZRARIRRZMIFAAE AEBHR LRSS (EFFMNRIRE . XERCESTITE
) .
Comments:
Bary
2. Submission identifies the following (FDA recommends use of
the CDRH Premarket Review Submission Cover Sheet form
(Form 3514, available at
https://www. fda. gov/media/72421/download) :
WRZMETIRELULTHRE (EEELRARGEEEIF (FDA) BINEFHIZmAN s
f@pE G (CDRHD B LT AT TP IR (3514 TRE, AN
https://www. fda. gov/media/72421/download F#ZKHEL) )
Device trade/proprietary name
S BRIERER / TH (R B
b. |Device class and panel OR
Classification regulation OR
Statement that device has not been classified with rationale
for that conclusion
ARPRIEHA VP NG, BROKIEML, BRUEBASS RN R 0 K AT .
Comments:
3. Submission contains an Indications for Use Statement with Rx
and/or OTC designated (see also 21 CFR 801.109, and FDA’ s
final rule, “Use of Symbols in Labeling” (81 FR 38911),
available at
https://www. federalregister. gov/documents/2016/06/15/2016-
13989/use—of—-symbols—in—labeling)
See recommended format
(https:// www. fda. gov/media/86323/download).
R R EE — M EAERER . FHIRZEBBMRALTTEE (Rx) M/ BRIELE
J7#5 (OTC) (HM CELIREHY 5 21 4w 801.109 %k, LI ASEEE MM
BEHEE (FDA) AIRZEMN (FREFFSHMEAY  KBRIRLIH) 36 81 . 2
38911 1D , Ali@ELL
https://www. federalregister. gov/documents/2016/06/15/2016-13989/use—
of-symbols—in—labeling3RHL) .
BEEHEXXR I, (https://www. fda. gov/media/86323/download) .
Comments:
PFIL:
4. Submission contains a 510 (k) Summary or 510 (k)Statement.
Refer to 21 CFR 807.92 and 21 CFR 807.93 for contents of
510 (k) Summary and Statement, respectively. Adequacy of the
content will be assessed during substantive review.
R R FEE—M 510 (k) LghER 510 (k) ABH,
510 (k) BAAAFWHESE (BRIREMY 2 21 HME 807.92 %K. 510 (k) AH
IR ZEIE S (BETEMD) 28 21 4WEE 807.93 %k. NEFMFH G IESZFH LS
PRI FR T IR -
Comments:
Az




5. Submission contains a Truthful and Accuracy Statement per 21
CFR 807.87(1)
See recommended format (https://www. fda. gov/medical—
devices/premarket—notification—510k/premarket—notification—
truthful-and—accurate—statement).
EEMEIFEE — 510 (kW H&hek 510 (k) F~8A.
510 (k) BHEHIAEFESE (BFNEDY 5 21 W5 807.92 %%, 510 (k) AHAAYA
BFIHEHE (BIEMY 2 21 RE 807.93 K. AFMFASMEGEIIRMEEF FIERES
HEAT VA -
Comments:
PRt
6. Submission is a class I1I510(k)Device.
Select “"N/A”only if submission is not a class II 510(k).
FRATRR =25 510 (k) BI¥WATHHISH K.
R IZHIAE 3 510 (k) ARMAAESSH RN, B8 “AfiEM (NAY T .
as Contains class II Summary and Certification per 21 CFR
807. 87 (k).
See recommended content (https://www. fda. gov/medical—
devices/premarket-notification—510k/premarket—
notification—class—iii—certification—and—summary). Select
“N/A”only ifsubmission is not a class II510 (k)
BETEG (BAFREHY 55 21 Mm% 807.87 () FIMAEAI K (B3O LS4
WMEA .
EEMHFHNE (https://www. fda. gov/medical—devices/premarket—
notification—510k/premarket—notification—class—iii—certification—
and—summary) . {YEIRIZAGERDTRIE 25 510 (ko (EJ78BBOESH ED
B, BEEE “ANEAH (N/AD 7 .
Comments:
PRt
7. Submission contains eclinical data.

Select”N/A”if the submission does not contain clinical data.If

“N/A”is selected, parts a, b, and ¢ below are omitted from the

checklist.

R EIE & lEAREEE .

WREZA R A E IEREGE, HRE CAERH (VA T . InREFET “ANE
FN/AY 7, R LU RiESRFAT as b F1 ¢ ERSSKEHEEEE .

a. Submission includes completed Financial Certification

(FDA Form 3454, available at

https://www. fda. gov/media/70465/download) or Disclosure

(FDA Form 3455, available at

https://www. fda. gov/media/69872/download) information

for each covered clinical study included in the submission

Select "N/A”if the submitted clinical data is not a

“covered clinical study”as defined in the guidance entitled
“Financial Disclosures by Clinical Investigators, ”

available at https://www. fda. gov/regulatory—
information/search—fda—quidance—documents/financial—
disclosure—clinical—investigators.

PRZEMEHEL IR £ X0 TR 2 P A T E BRI S B IlE PR ST A A S s A I
FINIEE S GEEHESE R EEEHE (FDAY 3454 FIE, Al
https://www. fda. gov/media/70465/download F#iFKHY) B ZE 5.5 (FDA
3455 FAE, B Mhttps://www. fda. gov/media/69872/download F #3KHL) .
R FTIR A A Im AR EEAR R AR bR AN (IRFRWT ST & I 5538y CATAN
https://www. fda. gov/regulatory—information/search—fda—guidance—
documents/financial—disclosure—clinical—investigators3KHL) HIFEEE+F
BTRE X H] “ZUEIERBIFR” , MWEPFE “I9&af va 7 .




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.
*Page

*Submitters including the checklist with their submission should identify the page numbers where N/A 4

requested information is located. Use the comments section for an element if additional space is Yes
needed to identify the location of supporting information.

= Ho

WRMBLFE  FAER, MRATE  FAEN/A”, MRFRERES , FEAESR. *
RUIBERTTBETERN , MARATEREEMENTL., MRFRINTERRINASIFE
BHME  BETRHMEMXTE.

>
3 B A
=B A ~

Submission includes completed Certification of Compliance with requirements of
ClinicalTrials.gov Data Bank (see FDA Form 3674 which can be obtained at
https://www.fda.gov/about-fda/reports-manualsforms/forms) (42 U.S.C. 282(j)(5)(B)) for
each applicable device clinical trial included in the submission.

b. |Select "N/A" if the submitted clinical data is not an "applicable device clinical trial" as
defined in Title VIII of FDAAA, Sec. 801(j).

RZAIEFE ClinicalTrials.gov FURBITERNEHMIAE (55 FDA &g 367

4 , AJ4E https://www.fda.gov /about-fda/reports-manualsforms/forms #%HX) (42 U.S.
C. 282(j)(5)(B)) , EATRIXTEENESMMEXRFEKFAR. NREEAHIEREUE
A2 FDAAA 5/)\ES 801(j) FFHE NN EAREIERAR” , FEZFEN/A”,

Statements of Compliance for Clinical Investigations

Select " N/A " if the submission does not contain any clinical data from investigations (as
defined in 21 CFR 812.3(h)) to demonstrate substantial equivalence.

For multicenter clinical investigations involving both United States (US) and outside
United States (OUS) sites, part (i) should be addressed for the US sites and part (ii)
should be addressed for the OUS sites. 21 CFR 812.28 applies to all OUS clinical
investigations that enroll the first subject on or after February 21, 2019.

Please refer to the guidance document entitled "Acceptance of Clinical Data to Support
Medical Device Applications and Submissions - Frequently Asked Questions," available at
c. | https://www.fda.gov/regulatory-information /search-fda-guidance-documents/acceptance-
clinical-data-support-medical-device-applications-and-submissions-frequently-asked for more
information.

KRR EHER MRRZABESEMREATHIGKEIE (20 21 CFR 812.3(h)FiE
X)) BUEBASKREESME | EEFEN/A . STEEE (US) FMEERSL (0OUS) i
REZ P ORI , 849 (1) MEEREMQTAE , 89 (i) MEEEUS
R TAME, 21 CFR 812.28 I@AT 2019 4 2 A 21 HRZ EREF—E2ZHEN
EXESMIIGKIAR. BRXEZEER  BSRASAER IR SRR EST 2540,
EREAIIRAS - & IR RTE St , BIEA https://www.fda.gov/regulatory-informati
on/search-fda-guidance-documents/acceptance-clinical-data-support-medical-device-ap
plications-and-submissions-frequently-asked,




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is

not included but needed.
MRMBFE  FAER"; MRAFE , FAEN/A; RFEEXRES |, BAESE".

*Submitters including the checklist with their submission should identify
the page numbers where requested information is located. Use the
comments section for an element if additional space is needed to identify

the location of supporting information.

R EBERIMR R LB, FMARATEREEMENTRD, MRFEIINERRAVASIHEENNE , BEENTER
KB ER P ER.




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.
*

*Submitters including the checklist with their submission should identify the page numbers where N/A nge

requested information is located. Use the comments section for an element if additional space is Yes 7

needed to identify the location of supporting information.

WRMBLFE  FAER, MRATE  FAEN/A”, MRFRERES , FEAESR. *
RZBERTTBETFAN , MAMAMEKEEMENTE. MRBEISITRSRAMASTHHE
BHME  BETRHMEMXTE.

= Ho
%l
B o A
S D=

submission identifies prior submissions for the same device uded in the current
submission (e.g., submission numbers for or not substantially equivalent [NSE]
determination, prior ted or withdrawn 510(k), Q-Submission, IDE, PMA, etc.).

s that there were no prior submissions for the subject ce.
7 submissions (or no prior submissions) for this device 1d be included in Section F

(prior related submissions) of CDRH Premarket Review Submission Cover Sheet
form m 3514, available at

S. s://www.fda.gov/media/72421/download). This information also be included in the
Cover Letter (i.e., as a statement that were no prior submissions for the device or a
listing of the ber(s) of the prior submissions).

FRIRRI L AR E ARARNR & AERTIRAS (B0 , STXSARSRREH(NSE]
FIEMIR RS , ST 510(k)IRACTIE , Q4% , IDE , PMA %) . #f
INKREIRBEATHIRRE. r 3R (BURBLARR) MAEAE CDRH Mm%
BHEIRAHEFRMEM 3514 (A F B9 (SRTHEXRIER) &, RAGAIAE s/ /www.f
da.gov/media/72421/download kR, ZEEHNBEEHEES (B) , /EAFE
B, REFZRZIXA LRSI AR A S) .

If there were prior submissions, the submitter has identified where in the current
submission any issues related to a determination of substantial equivalence from
prior submissions for this device are addressed.

To address this criterion, it is recommended that the submission include a separate
section with the prior submission number(s), a copy of the FDA feedback (e.g.,
letter, meeting minutes), and a statement of how or where in the submission this
prior feedback was addressed. Note that adequacy of how the feedback was

a. addressed will be assessed during the substantive review.

Select " N /A " if the submitter states there were no prior submissions. 0 n m

MR RIS | 1250 E CAEIE S BHE R P SRR & 2 AT TSR RS AN
FIEARCROEMIAEE TR, ABRHAE , BIERFAa— 8Tk
BIEESY , Btk BIRGIEARS . FDA RARMEIAS (B0 , 15K, 2WIER)
AR B BAEIR AT P A B ZEP R ARIR T XLy IR A, IR , RIBARRAN
RAOMREREFREMEI TG, WRIRTE BV 2 IR | EiE
N/A&.

Comments:

TS

submission utilizes voluntary consensus standard(s) (See on 514(c) of the FD&C
Act). This includes both FDAgnized and non-recognized consensus standards. Select
A" if the submission does not utilize voluntary consensus dards.

RZFMABBIRARE (W FD&C ERSE 514(c)%%) . XBIE FDA IAFJF1%
BT RARAE, ANSRAE T ANE A B R RARAE | W& AY,

a. The submission cites FDA-recognized voluntary consensus standard(s).

a. 123231 T FDA AR B BRI RARHE,




Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but

*Submitters including the checklist with their submission should identify
the page numbers where requested information is located. Use the
comments section for an element if additional space is needed to identify

the location of supporting information.

NP

R EERIMRIE K EiER  FAAIMERERMERTRL, MRFEIINTAFANRAIFHEENNE |, BEEN TR
TEER A TER.




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but

needed.

*Submitters including the checklist with their submission should identify the page numbers where

requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

WRMBFE , FAER ; MRAFR , FAEN/A”; MRRBEEFE , FAEE. *
RZBERTTBRETFAN , MAMAMEKEEMENTE. MRFBEII T RANASTHHE
BRE , BEPEI N ERAITR.

Yes

= Ao

N/A

3 B A

*Page

e

s B«

statement that the submitter will give notice, as applicable. See section
a. 503(g)(5)(A)&(C) of the FD&C Act.

& Era @,?EL%EQ"’%*'JF”EHﬁW»E PARIRAT B AR IB R EA L BN
B, ES 0 FD&C JARSE 503(g)(5)(A)F(C)FY

The submission includes appropriate patent statement or certification and a

Comments:

W

B. |Device Description

B. wEMR

12.

The device has a device-specific guidance document, special controls, and/or
requirements in a device-specific classification regulation regarding the device
description that is applicable to the subject device.

If " N/A " is selected, parts @ and b below are omitted from the checklist.

ZRERBHIEREHIES M. FAREHMN/B0ER T RREMANEE
BENFEATHENR , FEERER TR RE. MREFN/A, WTFE
BB aFNbK NIB B A

The submission addresses device description recommendations outlined in
the device-specific guidance.

OR

The submission provides an alternative approach intended to address the
applicable statutory and/or regulatory criteria.

Select " N /A " if there is no applicable device-specific guidance. Select
"No" if the submission does not include a rationale for any omitted
information or any alternative approach as outlined above. Note that the
adequacy of how recommendations in a device-specific guidance, etc., have
a. [been addressed should be assessed during the substantive review.

REABTSREEFEES TR EMARZN. HFE RTIRMT
—FMERTE  BEHEERNIEEN/BEERE. WRIAERK
WEFEES , BEFEN/A, MRREIRBIEFETRIREERERK
IRAMEBERTE  FEFRD. FIEE  REFEESETRNNT
MR AE SR R BRI T,

Check "Yes"

if item is present, "N/A" if it is not needed and "No" if it is not included but




*Submitters including the checklist with their submission should identify
MR BRIV AN B AT
the page numbers where requested information is located. Use the

BRI EPTERITTRS. £/

comments section for an element if additional space is needed to identify

MRFBEAMINTEIRG , FA—DTTERFITEL RS

the location of supporting information.

XIHERAIME.

MERBIEIR P A TERE |, MARBRMEKEEMENTE, RFZIVNEERIMASHHEENVE | BEENTERTRLE
AHER.,

Yes No N/A * Page #

= ~ NEMA * I #

O
O O
EATMER T OO0
Comments:

S



Descriptive information is present and consistent
within the

submission (e.g., the device description section is
13 consistent with

the device description in the labeling). alo
13.

WRMEEARTTEFEE W (B
W, WEERBS ST R E MR —
) .

Comments:

The submission includes descriptive information

14. for the device,
including the following:
14.
e RTEFERENHEAMEE , B
PAFAEA -
a.
A description of the principle of operation or mechanism of
action for achieving the intended effect.
vine 0 0
SCINFRHARUR A1 FUR Sk E AR RIR .
b.
A description of proposed conditions of use, such as
surgical technique for implants; anatomical location of use;
user interface; how the device interacts with other devices;
and/or how the device interacts with the patient. 0 0
SR E R AR AFIA | 6120 © AASMEHAR ; 15 ARSI
B BPRRE; RENMTESHMRELE ; UA/SRFIMASE
EXZEH.
c.
A list and description of each device for which clearance is
requested.
Select 'N/A" if there is only one device or model.
"Device" may refer to models, part numbers, various sizes, O olo
etc.

ERMAENEGMRENSIRMEE. MRAF—PRERES &
WFEN/AY, RETRIERS . SRS, PRI,

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but

*Submitters including the checklist with their submission should identify

R BRI M I AR B S5




the page numbers where requested information is located. Use the

FrEsREE TR, (£

comments section for an element if additional space is needed to identify

WRFBEIINTASRRANENTTR | FEBRHNAS

the location of supporting information.

XFHEERNME.
Yes No N/A * Page #
2t x RiEA | o+ #
Il
U
EAMNERA TR OO
Comments:

WS




Device is intended to be marketed with accessories and/or as
part

of a system.
Select "N /A" if the device is not intended to be marketed with
15. accessories and/or as part of a system. If "N/A" is selected,

parts a-c below are omitted from the checklist.
15.

Bt B SR SER RO — BB TIHHE. 10
SRRETITH SRR SUENRICH—EB BT
BT, MREET , MBLT ac MBMIE
b4,

a.

Submission includes a list of all accessories to be
marketed

with the subject device. O

RAEBFSEARE—RHENTHEMHE

b.

Submission includes a description (as detailed in item
14a., 14b., and 14d. above) of each accessory.

Select 'N/A" if the accessory (ies) has been previously

cleared, or is exempt, and the proposed indications for
use

are consistent with the cleared indications. O

R EEXTENHEFRIER (AN EASE 14, 14b
N 14d WETR) . NRMHFE B Z B RE
F RN E AT RS EMERTER—E |, EE
FN/A”,

c.
A 510(k) number is provided for each accessory that
received a prior 510(k) clearance.

AND

FNIRIFHEET 510(k)HHERIBLAER R H—1 510(k)

WS,

Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

WMRMBFIE  BAER"; MRAFE , BAEN/A RABESEFTE , FAERE.



*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

R EERIMRNK_EESR , MAMAIMEREEMENTL,. MRFEIIN T EHRANASHF
ERMME  BEENTRIFREYRER.

Yes

= Ao

N/A
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C. |Substantial Equivalence Discussion

C. KEERMTE

16.

Submitter has identified a predicate device(s), including the following information:

REZEFEDRFE AP HE AN HREE , BEUTEE

Predicate device identifier provided (e.g., 510(k) number, De Novo number,
reclassified PMA number, classification regulation reference, if exempt (e.g.,
21 CFR 872.3710), or statement that the predicate is a preamendment
device).

For predicates that are preamendments devices, information is provided to
document preamendments status.

Information regarding documenting preamendment status is available online
a- | (https:/ /www.fda.gov/medical-devices /quality-and-compliance-medical-
devices/preamendment-status).

R T BERE RS (B30, 510(k)S. De Novo S, EHiHM P

MA 5, BEZEMSFE , WR%MH (6120, 21 CFR 872.3710) , 5k7=HA
AR &ERBITANRE) . XNTEITIRE , REMEELUCKEITENK
B, BREREITAIPKESHEERTELIRER (https://www.fda.gov/me
dical-devices/quality-and-compliance-medical-devices/preamendment-st

atus) .

The identified predicate(s) is consistent throughout the submission (e.g., the
predicate(s) identified in the Substantial Equivalence section is the same as
that listed in the 510(k) Summary (if applicable) and that used in

b. comparative performance testing.

b FRRFIRBTIR R EEEMERT R BN (20 , RKEFRMERS IR
MATRIRFS510(k)MEFIIH MRS NER) URFELLRMEAENIK
PEAREEER) .

TEL

Comments:

17.

Submission includes a comparison of the following for the predicate(s) and subject
device and a discussion why any differences between the subject and predicate(s) do
not impact safety and effectiveness [see section 513(1)(1)(A) of the FD&C Act and
21 CFR 807.87(f)].

See the FDA guidance document "The 510(k) Program: Evaluating Substantial
Equivalence in Premarket Notifications [510(k)], " available at
https://www.fda.gov/regulatory-information /search-fda-guidance-documents/510k-
program-evaluating-substantial-equivalence-premarket-notifications-510k for more
information on comparing intended use and technological characteristics.

R BEX AR EMERREHMLE , DEATRERR & SHEREZ BT
AESRAARAZIREMRFBME [3 X, FD&C JEFEE 513(i)(1)(A)TH 21 CF

R N7 R7(A1. AFEVESTREIRGR AR RAFATHRE Z/EE  ERN FDA 858V




“v wvrec ey~ g0 10 NV N O NI VI I A 1N TS L J oA s LR 7 TR I ITTU e g Sy o

P10V : A LT ATEAI[510(10| RIS A | A7 https:) /ww
w.fda.gov /regulatory-information /search-fda-guidance-documents /510k-progra
m-evaluating-substantial-equivalence-premarket-notifications-510k BN,

Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but
needed.

*
*Submitters including the checklist with their submission should identify the page numbers where v N/A szige
requested information is located. Use the comments section for an element if additional space is ©s No #
needed to identify the location of supporting information. x
= *T
WRAEFEE FAER  NRAEE  FAEN/A; NRADAEEE , Fawd. * | W g | @
RRXETE ?E’*':F"Ea/%iﬂj‘ WARBARTESKIE S ATIEMTTRS, AR %%ﬁ&l*ilﬁ??ﬁﬁfm\iﬁ #
.:qu]‘]‘f_Lﬁ ’ 1%5T1¥1EHB§3\{EFH1;_E?°
Indications for use
a. | If there are no differences between the subject device and the predicate(s) with respect
to indications and intended use, this should be explicitly stated. 0 0
a.
TR MRZDHRESEERSEIEAENTREAEIREER , MR,
Technology, including technical specifications, features, materials, and principles of
operation
Examples of technological characteristics include, but are not limited to design, features,
materials, energy source, and principle of operation.
FDA recommends a tabular format for comparing technological characteristics. Any
b. | characteristic that is the same as the predicate(s) should be explicitly stated. Differences
in technological characteristics should be identified and a rationale provided why they do 0 0

not raise different questions of safety and effectiveness.

BR , BIERANAE. 5. MRARERIE SR ERREI AR BRRT &,
FEE. AR BEIRCRIBAMRIEIRIE, FDA BilfE RS IURILRE A, Sxt
R &R TN AR, MRARARERES | FHRAUERRIXLE
FAMA LS| AREMMBEEFH EMARR A,

Comments:

L




Proposed Labeling (see also 21 CFR parts 801 and 809 as

applicable)

AR (BWESFNERK CBOIBERL) 58 21 M 801 #rAMIER 809 HArHIAHI

(SES D)
18.

Submission includes proposed package labels and labeling (e. g.
instructions for use, package insert, operator’ s manual).

FRZZM R FE A B G AR ZEAARZE B (Wl ), (A UGHA . 255 UiHA B, BRAE
F .

Indications for usc arc stated in labeling and arc identical to

& |indications for Usc form and 510 (k) Summary (if 510 (k)
Summary provided).
Adi HH @ N SEALARZE R LA A, | LS4 HE BFERE LA 510 (k) A4
CHEOIEME 510 (k) B8 FIHAHE .

b. |Labeling includes:

— Statements of conditions, purposes or uses [or which
the device is intended (e.g., hazards, warnings,
precautions, contraindications) (21 CFR 801.5)

AND

— Tncludes adequate directions for use (see 21 CFR
801.5)
OR
Submission states that device qualifies for exemption
per 21 CFR 801 Subpart D
ARBEN B LS
- RFERMTHME A& . BRIETEruia (B, fad . B
TEEIFH. 4ARUED CBRFEILY 25 21 4mEE 801.5 %% , JFH
- BELMMEA U (L CBRFREMDY 5 21 mEE 801.5 %K) , BHE
- PR RITT A B Z SR S CBRFREERLY £FF 21 4nEE 801 #H D T
F 53 BT NS KA -




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

WRMBLFE  FAER; MRATE  FAEN/A”; MRRBIEFTE , FEESR. *
RZBERTTBETFAN , MAMAMEKEEMENTE. MRBEISITRSRAMASTHHE
BHME  BETRHMEMXTE.

Yes

= o

N/A

3 ofi A
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H=EA

Comments:

B

19.

Labeling includes name and place of business of the manufacturer, packer, or distributor (21
CFR 801.1).

EBEFIER, SREAROHERNLHRMEWMR (21 CFR 801.1) |

Comments:

T

20.

Labeling includes the prescription statement (see 21 CFR 801.109(b)(1)) or Rx Only
symbol (see also Section 502(a) of the FD&C Act and FDA's final rule, "Use of Symbols in
Labeling" (81 FR 38911), available at

https://www.federalregister.gov/documents/2016 /06 /15 /2016-13989 /use-of-symbols-in-
labeling).

Select " N /A " if not indicated for prescription use.

WEBIEAAFER (W 21 CFR 801.109(b)(1)) TUNRAFAFS (S5 MW FD&C JES 502
(a)FH FDA HERAINIDREFFS{EA” (81 FR 38911) , ATFE https://www.fede
ralregister.gov/documents,/2016,/06 /15 /2016-13989 /use-of-symbols-in-labeling $%EX)
MRAFEARTAFTER  EEEFE N/A”,

Comments:

TEL

21.

The device has a device-specific guidance document, special controls, and/or requirements
in a device-specific classification regulation regarding labeling that is applicable to the
subject device.

If " N/A " is selected, parts a and b below are omitted from the checklist.

TREABHIERFMIES M. FREHIN /BB AT R & REE 225
PETSR, WREFEN /A, MTFHEKERS aFI0R MBS+ A

The submission addresses labeling recommendations outlined in the device-specific
guidance.

OR

The submission provides an alternative approach intended to address the applicable
statutory and/or regulatory criteria.

Select " N /A " if there is no applicable device-specific guidance. Select "No" if the
submission does not include a rationale for any omitted information or any
alternative approach as outlined above. Note that the adequacy of how
recommendations in a device-specific guidance, etc., have been addressed should be
a. | assessed during the substantive review.

18 Zxrh 28 3k T2 24 & Aol & rh B0 Al A 22383 =tz 18 2xiB 7 Frhiki




IRE XV YT 10 K BT TT AL B~F T S I SZXE Ko 2B TEXIEDS J TTEN/)
%, BERRERNEEN/REERE. MRXFEANRERFERS | 5k
BN/A, NIRRT AR SR EUAS B EREMBR A IENRIES | 1%
BE, BEE , REFEIESSTENNRNMMEN K BB AR TIE
fii.




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is

needed to identify the location of supporting information.

MREMBEE , BEAER"; MEARFE , FAEN/A; MRAEVEEEE , FLAER. R
FERTFEESFEHR , NARAMEREEMENTE, MRBEHITERIMAT =20
B, BEESEAERZITA.

The submission includes labeling information that addresses relevant mitigation
measures set forth in the special controls or device-specific classification
regulation applicable to the device.

OR

The submission uses alternative mitigation measures and provides rationale why
the alternative measures provide an equivalent assurance of safety and
effectiveness.

Select " N/ A " if there are no applicable special controls or device-specific
classification regulation. Select "No" if the submission does not include a
rationale for any omitted information or any alternative approach as outlined
above. Note that the adequacy of how such mitigation measures have been
addressed should be assessed during the substantive review.

RATBIES ITER TR B IR HER R4 E 3 FIE AL ALE AR R &
RETERIMREES. BE IRITEABAERER , IR MUEmR A
AR T FRNTLMMBBIERIE. NRIAERRORIRIEHISR
BRFENLEIFM  BEEN/A. WRRZKRBIEH T AR T AT
AIERFIENER |, FEE D, EEE  EREHENALE adequacy NAE
KRR E TS,

Yes

No

N/A

3 ofi A
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Comments:

P

22.

device is an in vitro diagnostic device, provided labeling des all applicable
information required per 21 CFR 809.10. " N/A " if not an in vitro diagnostic
device.

BRERBEINSHNR S | IREMAFZBEIRIE 21 CFR 809.10 ERMFTHIEH
8. "N/A" MRRRIESNSWNEE .

ment:

XUGERTFEEST AR 510(k)IRIZMTTEN. EEIET REMA, KRFK
HITRHMAREERRBE . ERET SHX FDA IEAMTES AN

o diagnostic (IVD) device and sterilization is not applicable, A." The criteria in
this section will be omitted from the " N /A " is selected.

WMREFETN/A”, MATIF RIS ER , A, S8 (IVD) R&EMK
EMER. 7




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but

needed. *Page
*Submitters including the checklist with their submission should identify the page numbers where N/A #
requested information is located. Use the comments section for an element if additional space is Yes No
needed to identify the location of supporting information. x "
o 2w | R | & | ®
MRMEFE  BAER; MRABE , BAEN/A; MRKEOESEFE , FaAEw. * H &
REBERZTARIFRN , NIRRT 1‘?1;.MFJTT FITTARD, AR BEISINT[ARARIRSTHF #
SEMNE | BETRCEAMERZITER.
Submission states that the device and/or accessories, if applicable, are: (one of the below must be checked)
Provided sterile, intended to be single-use
Requires processing during its use-life
Non-sterile when used (and no processing required)
Information regarding the sterility status of the device is not provided (if this box is checked, please also
check one of the two boxes below)
Sterility status not needed for this device (e.g., software-only device)
Sterility status needed or need unclear
This information will determine whether and what type of additional information may be necessary for a
substantial equivalence determination.
If "non-sterile when used" or "not provided and not needed" is selected, the sterility-related criteria below
are omitted from the checklist.
If information on sterility status is not provided, and it is needed or the need for this information is
unclear, select "No."
The "Requires processing during its use-life" option refers to devices falling into one of the four categories
below:
- Supplied sterile and requires reprocessing prior to subsequent patient use
- Supplied non-sterile and requires user to process the device for initial use, as well as to reprocess the
device after each use
- Reusable medical device (single-user) reprocessed between each use O

- Single-use medical devices initially supplied as non-sterile to the user, and requiring the user to process
the device prior to its use

Please refer to the FDA guidance document "Reprocessing Medical Devices in Health Care Settings:
Validation Methods and Labeling," available at https://www.fda.gov/regulatory-information /search-fda-
guidance-documents/reprocessing-medical-devices-health-care-settings-validation-methods-and-labeling, for
additional information.

R FEIHEEM /S (AER) ﬁq D (AFERAP R ANE—) RTTE , B ERIRER £
FIAERRAIE ERAI LR (BARRAE) KRHERENTERETES GIRAEME | 5F
I QST AMEFR K —) &% &%T FBRIERE (5120, (VMR E) FTEIRERSHKERAH
Ty ltt'fn,u)l%/j&fﬁIEEjl[:ﬂ’J\&ﬁﬁ%’f‘i_/é\ximﬁyl\'fn:uuﬁ'ﬂ-;ﬁ FHMEFINT. R ERATET
BRI AARTR , WTESTERREEGNBRT AR, MRRRETEKREEE  FHE
AESROLEMERNG , EEF A, FEERNEFRAE SRR AT HREE - /4
TEHERSEECANTREFLE - REEFTTEFERAAERERLIERE  URESK
ERREFLERE - TEREANET RS (RRF) ESRERAZBERLE - gIxR4s R,
AR RRERETRE  HERAAEERLERE AXELER , B2 FDA 83X
HHETREEETTREEFNERLE | RIEAIEMARE”, AJ1E https://www.fda.gov /regulatory-i

nformation /search-fda-guidance-documents/reprocessing-medical-devices-health-care-settings-validatio
n-methods-and-labeling $%HX .,

Comments:

e

23. Assessment of the need for cleaning and subsequent disinfection or sterilization
information.




‘ ‘ 23, IRIGRREIEEEKEEE RRIEE. | ‘ ‘

Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is

WRMBFE , FAER, MRAFE  FAERNER, MRFR | BFAER

not included but needed.

*Submitters including the checklist with their submission should identify
the page numbers where requested information is located. Use the
comments section for an element if additional space is needed to identify

the location of supporting information.

RXEBERZPAETERN , MARAMERESHENTRL, MRFEIVINZEFINASIHEENVE  BEEITR
HIELER Y R




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but

needed.
*Submitters including the checklist with their submission should identify the page numbers v N/A [*Page #
where requested information is located. Use the comments section for an element if additional ©s No
space is needed to identify the location of supporting information. - x T
. . . w | K| E | ®
MRMEFE  BAER"; MRAFE , BAEN/A; MRABOESEFTE , FAERE". J=:! 4
R BERZTALTFAN , MARBAMERESENENTG, MRFBEMINZEHRITNASTHF
FEERE  BIEFREMERATTR.
For products labeled "non-pyrogenic," a description of the method used to
make the determination stated (e.g., limulus amebocyte lysate [LAL]).
£ Select "N /A" if not labeled "non-pyrogenic."
] (Il ]
£ XHTFAMC A TTRIR =5 , FR BT AIE (B0, M
MRAMER [LAL]) . ANRFKAMCHTCRIR , FEHEN/A7,
Comments:
TR
If the device and/or accessory, if applicable, is reusable or end user sterilized or
disinfected:
95 | Select " N/A " if no part of the device or accessories are reusable or end user sterilized
or disinfected, otherwise complete a-d below.
2 Ul
5. WMRREM /B (ER) BUERFANSRAAFBEERKEN @ WRRE
BECHEME N EAE A 2R EANERA R FIESEURER |, FIEEN/A7,
BUETA T EK a-d,
Cleaning method is provided in labeling for each device and/or accessory, if
applicable.
a. Select "N /A" if not reusable and does not need cleaning prior to disinfection or
sterilization.
O O O
a.
FMREMN /ARG TIBERIE AER) . MRATERF
REENERREZNAERIERE | WEEN /A,
Disinfection method is provided in labeling for each device and/or accessory, if
applicable.
b. Select " N /A " if not disinfected (i.e., undergoes terminal sterilization) prior to
use.
O O O
b.
BMREN/BECHRIRETRETHEAE EA) . MREFEMARE
BHTiEE (B, @g4AXRKE) , FEFEN/A,
Sterilization method is provided in labeling for each device and/or accessory, if
applicable.
¢ Select " N /A " if not sterilized (i.e., undergoes disinfection) prior to use.
O O O
“ BMREN/BECHRIRETRET KEAE EA) . NMREFEARE
TKE (RIS TIHS)  BEEN/A.




Device types in this submission are listed in the Federal

Register (FR)Notice entitled”Validated Instructions for

Use and Validation Data Requirements for Certain

Reusable Medical Devices in Premarket Notifications”
(Reprocessing FR Notice, available at

https://www. federalregister. gov/documents/2017,/06/09/201
7-12007/medical —devices—validated—instructions—for—use—
and—validation—data—requirements—for—certain—reusable)

Device types identified in the Reprocessing FR Notice

represent devices posing a greater likelihood of microbial
transmission and represent a high risk of infection. Select
“N/A”if the device type in the submission is not included in
the Reprocessing FR Notice

AIRARZZAT B P SRS T (EXFRACFED  (FROY A4, dnfEdy (Hhikwr
B AT {1 A BT 2 bl T RUOE S0 0 22 50 Uk A A BB AN IE R 2K Y (AR EE
(ERFRLHF) A, AlhiEid

https://www. federalregister. gov/documents/2017/06/09/2017—
12007/medical —devices—validated—instructions—for—use—and—

validation—data—requirements—for—certain—-reusableZRHX) .

AL (BRFRLER) A P E RIS R R R a0 R B e SR AT e R AR AR

PIAE 5 HAFAE = B A SG AT 28 . I SRAE 2T R PRI 28 R AR B S E A AL

H (BRFREFY adh, WEEEE “TNGEA (vvAY T .

T If device types in this submission are

included in the Reprocessing FR Notice, the
submission includes protocols and test

reports for validating the reprocessing
instructions.

Select”’N/A”if the device type in the

submission is not included in the

Reprocessing FR Notice

R AR PR A b i F R O S e AT (EXFRC
Y adeh, 1RSI FE T 56 UE A AL B BH B 7 S A0
WA 5 -

LN SRERZZAR h A 2SS R SR B S TE AR ALTE (BRFRALEED
AT, FIEE “ANERH (N/AY 7 .

Comments:

Bacs

26.

The device has a device—specific guidance document, special

controls, and/or requirement in a device—specific classification
regulation regarding sterility and/or reprocessing that is
applicable to the subject device

If “"N/A”is selected, parts a and b below are omitted from the
checklist.

LB — A X IZAS A FE S 0. FRERIERIFEE . AN/ BRAEEF X iZ 2SR RE
SESTFSERM P AH LT AEMM / BUHALFRAIEESR, FLX Py FRIE A T T 2L RO 2Rk




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is

needed to identify the location of supporting information.

WRMBLFE  FAER; MRATE  FAEN/A”; MRFRERES , FEAESR. *
RZBERTTBETFAN , MAMAMEKEEMENTE. MRBEISITRSRAMASTHHE
BHRE | BETRENIFEHOER.

Yes

= Ho

3 B A

*Page

LK

The submission addresses sterility and/or reprocessing recommendations
outlined in the device-specific guidance.

OR

The submission provides an alternative approach intended to address the
applicable statutory and/or regulatory criteria.

Select "N /A" if there is no applicable device-specific guidance. Select "No"
if the submission does not include a rationale for any omitted information
or any alternative approach as outlined above. Note that the adequacy of
how recommendations in a device-specific guidance, etc., have been
addressed should be assessed during the substantive review.

RENBSREEFEIESTHRNTEN /SHELHEEN. =HE R
TRMT SR ERRIEEMN/BEERERN BRI MRIAE
RRRERFEIES , BEEN/A, MRREKEFAMRRESHL
RAEAERTIERIER | BEE N0, FEE  REFEESFTEN
BIFES MR FE 3K Bt B E S T (.

The submission includes sterility and/or reprocessing information that
addresses relevant mitigation measures set forth in the special controls or
device-specific classification regulation applicable to the device.

OR

The submission uses alternative mitigation measures and provides rationale
why the alternative measures provide an equivalent assurance of safety and
effectiveness.

Select " N /A " if there are no applicable special controls or device-specific
classification regulation. Select "No" if the submission does not include a
rationale for any omitted information or any alternative approach as
outlined above. Note that the adequacy of how such mitigation measures
have been addressed should be assessed during the substantive review.

R B IER TR B MRS SR &4 E S KA ALE AR
RESRFETOOTEMN /BBLIMER. FE RERBREREE
FHRAUEHRIAAMBRIEHER M T SRR REMMNERMRE, 20
RIEBEAREIAZERISRBEENZIEM , BEFEN/ A7, MR
REFBEMBRESRERMEAERTIENER | FEFE. FiE
B WA LR AR A T M R AR S B R E P TR A

Comments:

TS

F. She

2 Hr

27.

posed shelf life/ expiration date stated

ement that shelf-life is not applicable because of low lihood of time-
dependent broduct deeradation.




2 ] ]
7. e AR BU /I HA B RIFEER FREARE T G AR A B TR AR , Rt
REGARER.
Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but
needed.
*Submitters including the checklist with their submission should identify the page numbers Y N/A |*Page #
where requested information is located. Use the comments section for an element if additional s No
space is needed to identify the location of supporting information.
o o o W | 7| B | @®
MRMBFE  BAER; MRAFE , BFAEN/A MIRFREXRDS , FAER". H 4
MR BRI T AETERN , MARAEREEMIEMN TR, NRFEIMINTRIRARMASHF
FEEHNNE  BIEWMeE N ERZITAR.
Comments:
L
For a sterile device, submission includes summary of methods used to establish
that device packaging will maintain a sterile barrier for the entirety of the
28. [ proposed shelf-life.
Select " N/A " if the device is not provided sterile.
9 O Il O
8 MTRERE , REAFEATEIIRZAREEBRMENNREHNRITT
HRENAERE. ORRERRETE  FEEN/A,
Comments:
IS -
Submission includes summary of methods used to establish that device
performance is maintained for the entirety of the proposed shelf-life (e.g.,
mechanical properties, coating integrity, pH , osmolality, etc.).
29. |OR
Statement why performance data is not needed to establish maintenance of
9 device performance characteristics over the shelf-life period. 0 0 0
9.
RABFER T AR SRR MM RTUANMRIFRELE A (B8,
HgtERE, RETEM. pHE. BBES) . & BT AN TEMRE
BURRIAR &R R BTN 4R,
Comments:
L
Biocompatibility
If an in vitro diagnostic (IVD) device, select " N /A." The criteria in this section will be
G- | omitted from the checklist if " N /A " is selected.
U]
G. EUEAH NREMAXINSUT (IVD) RE , FEIFN/A”. MREFN/A”, &5
SRR AR N TB BT R




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but
needed.

*Submitters including the checklist with their submission should identify the page numbers
where requested information is located. Use the comments section for an element if additional Yes
space is needed to identify the location of supporting information.

WRMBFE , BARR MRAFTE , EAEN/A”; MMRFREXRES , FAESR".
RXEFERXTAETERN , MARAMERESAENTL, MRFEIN T @RISR
FERNNLE  BETCHMERITE.

X

N/A

3 o

*Page

B A «

Submission states that there: (one of the below must be checked) Are direct or indirect tissue-contacting
components Are no direct or indirect tissue-contacting components Information regarding tissue contact
status of the device is not provided (if this box checked, please also check one of the two boxes below)
Tissue contact information not needed for this device (e.g., softwareonly device) Tissue contact
information is needed or need unclear

This information will determine whether and what type of additional information may be necessary for a
substantial equivalence determination.

If "are no" or "not provided and not needed" is selected, the biocompatibilityrelated criteria below are
omitted from the checklist. If information on the tissue-contact status is not provided, and contact
information is needed or its contact status is unclear, select "No."

An example of a direct tissue-contacting device would be an implant that has direct contact with tissues
during use. An example of an indirect tissuecontacting device would be fluid entering the body following
passing through device/device components not in direct contact with the tissue.

RAZFEENT . (UFERF RAE—) A EESEEREAALR A M 1A B kakEE A
ZAM RENAZUEARESEERRA (INRAGEHAE | ERNAEL TR MEFR—1) %X
ELTRALUEMMES (HI120 , (VMR E) FTEALUEMEERFTERNTM IEERRERESU
R BRI ESME B LA TR M. RGN WA RMEATE”, W T ES
AR TER R AR W B A . RKIRABLEAREEE | SFETREMEEIHE
ARSI | FER R, EEREMARNREN— T2 ERERET SANEEEMAEAN

Y. [EEEARBARAR & I — M B R ATEE T R SRR E IR AR & /R B AR ERN.

Comments:

B

30. Submission i device compo associated ma including ide

30. IR 1 IR HABHMK ma , BIF ide

Comments:

PEL

31. Submission i contacting, le device compo

31. RTKFEAR , RERAR

Comments:

L




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

WRMBLFE  FAER, MRATE  FAEN/A”, MRFRERES , FEAEDR. &
REERTTBETERN , fiwﬂﬂﬁﬁiﬁﬁ{n,uﬁﬁf HIRD, R FBEAMINERRIMATIHER
KE  FEFCEMERAITE.

= RO

X

N/A

3 B A

*Page
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B

32.

For a biocompatibility assessment of tissue-contacting components, submission
includes:

- Each relevant endpoint for the device (as identified in devicespecific guidance, or
Attachment A of the FDA guidance document entitled "Use of International
Standard ISO 10993-

1, 'Biological evaluation of medical devices - Part 1:

m

Evaluation and testing within a risk management process,'" available at

https://www.fda.gov/regulatory-information /search-fda-guidance-documents /use-
international-standard-iso-10993-1-biological-evaluation-medical-devices-part-1-
evaluation-and), has been addressed.

- For any testing performed, test protocol (including identification and description
of test article including whether the test article is the device in its final finished
form using the recommended approach in Attachment F of "Use of International
Standard ISO 10993-1, 'Biological evaluation of medical devices - Part 1: Evaluation
and testing within a risk management process, '" methods, and pass/fail criteria),
and analysis of results (including tables with data points and statistical analyses,
where appropriate), as described in Attachment E of the guidance document
entitled "Use of International Standard ISO 10993-1, 'Biological evaluation of
medical devices - Part 1: Evaluation and testing within a risk management process'"
provided for each completed test.

OR
A statement that biocompatibility testing is not needed with a rationale that

considers all relevant endpoints (e.g., materials and manufacturing/processing are
identical to the predicate).

X T AR A ARAEMA RIS | BB - RENSMERER (W
WEFFEIEFE FDA 15334 EREFRARAE 150 10993-1 , ‘BT 254N
T - 5 1 ERS ¢ R ETEI R P A TIRERT I A SR TR

K) , SASERRR. - XTRHTHRMEMINR  WEAR (BRI EIRRIA
i, AR S ARA KA E , ERYERERRAE 1SO 10993-

L, ‘BTSN - 55 1 885 - N EE I AR S TR EANA i
fF F PHEFRTE  DURIBY /ABEARAE) |, UERERIN (BIEE LK
ERAGET TR ) |, NFES XA ERERRARHE IS0 10993-1 , ‘BEIT#5E
BIAERVEAL - 55 1 809 : ZERREIEG RRP R TR "KM+ B AT
7R, AN TERNNRRA., 8EF —HFES AT RHTEMAS L
o, R BTARXARNER (620, M*HD%IJJE/HDI Sx3iR A

@) .

Comments:

B

H. Soft




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

If "does not contain" or "not provided and not needed" is selected, the software-related criteria below are
omitted from the checklist. If information on software is not provided, and this information is needed or
the need is unclear, select "No."

REFPHARE  (UTERFLAAE—D) BSR4/t MRt/ Bt RREREESE
B/ BEHES  (WRAEMAE |, FRNAEA TR METR—) ARELFRRM/ BHEE
(Blgn , MBI EL , BBE) AREFEUM/ BHEERE KRR lklzfn,%ﬁﬁti% SAR T
AFPRAERIME S LA TSR F . RER RS ARRBEEATE , W T E- SR A44E

REPRHER NTB R . WRKRRHBMHER , FAAREERLENET ‘RT Bt EEEA,

*
*Submitters including the checklist with their submission should identify the page numbers where N/A nge
requested information is located. Use the comments section for an element if additional space is needed to #
identify the location of supporting information. No
= *
= b & (¢ ” - Y =113 >7 1 m
WRMBFE , BAER  MRAFR , FAEN/A MRFREREAE  FAED, “RTEE 0 & %
RAZTPBETEREN , NARAFMEREEMER R, WRFRMIIT Iﬁjﬁ%ﬁi/\ii‘ﬂn,uﬂquﬁ BT g 4
TEeEERRTTER.
Submission states that the device: (one of the below must be checked)
Does contain software/firmware
Does not contain software/firmware
Information on whether device contains software/firmware is not provided
(if this box checked, please also check one of the two boxes below)
Software/firmware information not needed for this device (e.g., surgical suture, condom)
Software/firmware information is needed or need unclear
This information will determine whether and what type of additional information may be necessary for a
substantial equivalence determination. .

Comments:
TS -

33. Submission includes a statement of software level of concern and [ ]
rationale for the software level of concern
RAMEVRLYT 328 T AR R RN S B, LA R B s i O D e R Y T |
Comments:
VIR

31. A1l applicable soltware documentation provided based on level [ [

of concern identified by the submitter, as described in”Guidance
for the Content of Premarket Submissions for Software

Contained in Medical Devices, “available at

https://www. fda. gov/regulatory—information/search—fda—

guidance documents/guidance content premarket submissions
software—contained—medical—devices, or the submission includes
information to establish that the submitter has otherwise met the
applicable statutory or regulatory criteria through an alternative
approach (i.c., the submitter has identiliced an alternate approach
with a rationale).

Note:This element is also applicable to non—internally generated
or off-the—shelf (OTS)software used in the device.

MY P 28 3 Al o B D355 2k,  PRALPR A B3R S0k, AHSREESR L (=97
ZEMOPT S A BT ATHR S N AR ) (TR

https://www. fda. gov/regulatory—information/search—fda—guidance—
documents/guidance—content—premarkel—submissions—sol Lware—
contained—medical—devices3kEY) ; T, AR EAHFZEE, HLIE
HERZZ 3 EilE it B RO B L T i& J‘I‘JE’J%‘;TE‘&A;K; EhvE CRY, $RIZHCHHE T
— BRI IEFF U] T B HD .




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is needed to
identify the location of supporting information.

WRMBFE , BAER  MRAFR , FAEN/A MRFREREAE  FAESD, “RITEE
RAEZTFEETFEAN , NARAFMEREENER R, WRFEAITRIANATIHERNME | BT
R ENMER.

3 B A

*Page
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Comments:

B

Cybersecurity

IS

Submission states that the device: (one of the below must be checked) Does contain any external
wired and/or wireless communication interfaces (Wired: USB, ethernet, SD, CD, RGA, etc. or
Wireless: Wi-Fi, Bluetooth, RF, inductive, Cloud, etc.) Does not contain external interfaces as
described above Information on whether device has external interfaces is not provided (if this box
is checked, please also check one of the two boxes below) Cybersecurity information not needed
for this device (e.g., surgical suture, condom) Cybersecurity information is needed or need
unclear

This information will determine whether and what type of additional information may be
necessary for a substantial equivalence determination.

If "does not contain" or "not provided and not needed" is selected, the cybersecurity criteria
below are omitted from the checklist. If information on cybersecurity is not provided, and this
information is needed or the need is unclear, select "No."

RAFEPFLRE © (NTERPLRAE—D) BEEMINIELN/BTLBEED (B
% : USB. PAXM. SD. CD. RGA % ; Jt&k : Wi-Fi, #. RF, BN, =%) FMMEL
AR RSMNDIRO KRR FRERBINIEONGEE (MRAEMAE , ERIEZEATH
MEFH—) ARENTEMERLEE (B, SMHEEEK, BEE) FEMERLRE
BEFRAGH HEERHRERBURFEMARENIMEE A TSR B ES SN 20
REFRAEHARRPARTR” , WTHKMK TSI MO E SR HIE, NRFKR
HMERSER , HEXEERLENIFRTAS , EEF A,

All applicable docume described in "Guidanc Submissions for Mana Devices,"
available at information/search-fda submissions-managem

OR

Submission includes i has otherwise met the through an alternative an alternate
approach

35.

35.

FEERN A EIRR ERITTER PR | BIUEEE I8 R-FDA 1#3¢-
EHPHE|, FE RTOEEE  FREBLEAFEHRER

Comments:

TS

rical Safety and EMC

AR MR AN




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but
needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

Yes

= Ho

WRMBFE , BAER MRAFTE , EAEN/A”; MIRFREXREE  FAESDR. *
RZBERTTBRETFAN , MAMAMEKEEMENTE. MRFBEII T RANASTHHE
BHE |, BETHENFLHOER.

3 B A

*Page

B

Electrical Safety:

Submission states that the device: (one of the below must be checked) Does require electrical safety
evaluation Does not require electrical safety evaluation Information on whether device requires electrical
safety evaluation is not provided (if this box checked, please also check one of the two boxes below)

Electrical safety information not needed for this device (e.g., surgical suture, condom) Electrical safety
information needed or need unclear

This information will determine whether and what type of additional information may be necessary for a
substantial equivalence determination.

If "does not require" or "not provided and not needed" is selected, the electrical safety criteria below are
omitted from the checklist. If information on electrical safety is not provided, and it is needed or the need
for this information is unclear, select "No."

BARE  fXFEPRZEE  (UTERFLAAE—) FREIRLWE FAEREIRLIWE

EEREASTLIHENEERRA NRAEMAE | EENDEATHMEFH—) TRERT
RHEASRSER (BlI0, SBHESL  BBPE) FTRAKRLEEDRERTAH WESHRERS

AR BB AKBIREIMEE A TR . REF TR N RRUEAFTE”, WTH

REBSKERERNFRT AR, WRRRRBIXLEE  FATRAEESNIAEEHTRAH
T, EEER,

Submission includes evaluation of electrical safety (e.g., per IEC 60601-1, or equivalent
FDA-recognized standard, and if applicable, a device-specific standard).

OR

Submission includes electrical safety evaluation using methods or standards that are not
FDA-recognized and submission includes information to establish that the submitter has
otherwise met the applicable statutory or regulatory criteria through this alternative
approach (i.e., the submitter has identified alternate methods or standards with a

3 |rationale).

36.

RABIFRIKETE (FI20 , KR IEC 60601-1 BREFHE) FDA INRTARAE , 2R1E
R, EBIEFEREIAE) . BE RTBIEEARKS FDA AR RS AR
ITHRRSRLWE , FERTEFEEENERZHFETXMHERTIEHL TERN
EEBRMEENE (B, {R3TFE T IRAE BT ASARHEF R AL T ) .

Comments:

B




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but
needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

WRMBFE , BAER, MRAFR , FAEN/A”, MRFREREBS , FAEE. *
RZBERTTBETERN , MAMAE 1‘?1;.MF)TT BITTRD, IR BRI T BRIFATIHE
BHAE  BETRHMEMATE.

Yes

= Ao

N/A

3 B A

*Page
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EMC:
Submission states that the device: (one of the below must be checked)
Does require EMC evaluation

Does not require EMC evaluation

also check one of the two boxes below)
EMC information not needed for this device (e.g., surgical suture, condom)

EMC information needed or need unclear

provided, and it is needed or the need for this information is unclear, select "No."

BEXT% {n,uﬂﬂﬁﬁ‘kxﬂﬂﬁﬁ , IR,

Information on whether device requires EMC evaluation not provided (if this box checked, please

This information will determine whether and what type of additional information may be necessary
for a substantial equivalence determination. If "does not require" or "not provided and not needed"
is selected, the EMC criteria below are omitted from the checklist. If information on EMC is not

EMC : feXFEBXR® @ (NFEmPRAE—) FEHT EMC i¥E RFERUT EM
C Wl RIFHERERAFTE EMC WHERERS (ANRAEHAE | R A& T MEF R —
) KEEARAFR EMC EE (65120, SMIEEL , BEE) FE EMC EERFRAUH

lttfa,uﬁlé}ﬂ% EE AE BEAT LKW FSME AT KBTS F IR, A0SR TR 3R
REERTFR”, WTFHEMK EMC SFAERNERT M. RKRM EMC 58 , FATEXE

Comments:

B

Submission includes evaluation of electromagnetic compatibility (e.g., per IEC 60601-1-2
or equivalent FDArecognized standard and if applicable, a device-specific standard).

OR

Submission includes electromagnetic compatibility evaluation using methods or standards
that are not FDA-recognized and submission includes information to establish that the
submitter has otherwise met the applicable statutory or regulatory criteria through this
alternative approach (i.e., the submitter has identified alternate methods or standards

3 | with a rationale).

37.

TRATBIERMGRA TS (5120 , %8 TEC 60601-1-2 SR FDA INRJARAE , 20K
BA , EEESERENE) . B RXBIEEMIE FDA A7 ESAR T
PSR AT, FERAAFEES IR FES XM ERTERE T ERNE
TSI ERAE (B, 123F B IRANE BT ASARHEF e (L T

Comments:

B




Performance Data General

If an in vitro diagnostic(IVD)device, select “N/A. “The criteria in this
section will be omitted from the checklist if “NA”is selected

Performance data criteria relating to IVD devices is addressed in

Section L.

— AR EE

USSR (IVD) Bed, IR C“AIEM (NJAY U . InERIEEE T O AEEN (NAD
T, ARE S AR R N SRR NS .

Likshisln (IVD) S tHOCRIPERE SR bniEAE L H5rHIEiA.

Comments:
Wit
38. Summaries of the non—clinical laboratory studies and full test

reports*are provided.

*Summary and full test report content recommendations can be
found in FDA's guidance "Recommended Content and Format

of Non—Clinical Bench Performance Testing Information in
Premarket Submissions, "available at

https://www. fda. gov/regulatory—information/search—fda—
guidance—documents/recommended—content—and-format—non—
clinical—-bench—performance—testing—information—premarket.

1f a submitter chooses to declare conformity to a voluntary

consensus standard that FDA has recognized, submission of a

full test report may not be necessary. Refer to 9a.See FDA's
guidance"Appropriate Use of Voluntary Consensus Standards

in Premarket Submissions for Medical Devices, "available at
https://www. fda. gov/regulatory-information/search—fda—
guidance—documents/appropriate—use-voluntary-consensus—
standards—premarket—-submissions—medical -devices

Select "N/A"if the submission appropriately does not include
performance data or there are no completed tests without a
Declaration of Conformity. SR {ULAEINE AR SZEE == UF T 08 BN SE BTk & *.
s fH A e AR T AN AT AL FDA OB ET ¢ LT eiiR o ARl R & 48
PEREIUE B HERF I AR 0 R, ZfEEaR b

https://www. fda. gov/regulatory—information/search-tfda—guidance—
documents/recommended—content—and-format-non-clinical-bench—
performance—testing-information-premarket -

ARSI S ATT S FDA AT Y B IEPEIL bR e, W RE O T #2238 58 H il
5. WWER 9a. AIAEF FDA HFEFE (EEJST8E M LT airde 22 o kb B P bR
HERYE Y . RakAhttps: //www. fda. gov/regulatory—information/search—
fda-guidance—-documents/appropriate—use—-voluntary-consensus—standards—
premarket—-submissions—medical-devices .

AN ERFE A AR AR S PR AR EUE, BUE A AELS S W S e, e
“AEH (NJAY 7 .

a. Submission includes an explanation of how the data

generated from each test supports a finding of substantial
equivalence(e. g., comparison to predicate device testing
dimensional analysis, etec.).

Select "N/A"if the submission does not include

performance data

FEZERPREE T IR T P A B B0 ] SRR S 5 IR PR R E R R R ()
I, 53] g R te. RO aE) .

N RFE AR S TR EIE, Wk “AaEH] (N/AY T .

Comments:

it

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but

*Submitters including the checklist with their submission should identify

RAZFEEIRZI N LB FH TR




the page numbers where requested information is located. Use the

FrEsREE TR TS, (£

comments section for an element if additional space is needed to identify

WMRFBEASNTRRAEAN TR | FEFLENIES

the location of supporting information.

XFHERAIME.












Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but
needed.
*Submitters including the checklist with their submission should identify the page numbers where

requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

WRMBFE , FAEE MRAFTE  FAEN/A; MRFREEREE , FAESR. *
RAZEERTMH _LIER , MAMAIMEREEMENRE. MRBREISIZRRANSHFEE
KLE , BIETFCE SRS XA,

Yes

= o

3 B A

*Page
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40.

erature is referenced in the submission, submission des:

" " N/A " if the submission does not reference literature. If " is selected, parts a
and b below are omitted from the klist.

that the applicability of the referenced article to support a tantial equivalence
finding should be assessed during the antive review; only the presence of a
discussion is required pport acceptance.

TERRATFSI AT 0B, RATHIR  “ANRIRITARSI FASCHL , WAN /A7, Rk
B, NAER TEKE afb, EENFELRT , MIFH3| AXESHFX
Bt R IENE A ; (R EETRRI A HER.

Legible reprints or a summary of each article.

BRYENBEMREMTIRE.

Discussion of how each article is applicable to support the substantial equivalence of
the subject device to the predicate.

WRERXEMTER T3HFERRE SRR SRR EFME.

Comments:

B

41.

ach completed animal study, the submission provides the wing;:

""" N/A"if no animal study was conducted. If " N /A " is ted, parts a-c below
are omitted from the checklist. Note his section does not address biocompatibility
evaluations, h are assessed in Section G of the checklist.

FOTRER | RIRUATRE © 2 N/A RIZA TR,
R N/A B A, WTERERS a-c BNERDEE. FEE , FTRBR
EYREEMEITE , XTEBFRME G TP TIFE.

Submission includes a study protocol which includes all elements as outlined in 21
CFR 58.120

EAAE—MRAZ , P A4 21 CFR 58.120 R3|HMTBEER.

Submission includes final study report which includes all elements outlined in 21
CFR 58.185

I AIERANRIRE , A4 21 CFR 53.185 RIHHKBEER.

Submission contains a statement that the study was conducted in compliance with
applicable requirements in the GLP regulation (21 CFR Part 58), OR, if the study
was not conducted in compliance with the GLP regulation, the submission explains
why the noncompliance would not impact the validity of the study data provided to

support a substantial equivalence determination.




RAZBE—HEY , KPFRZIRLERK GLP &L (21 CFR % 58 #59))
BHTH) , EREMRPIRAIRR GLP JEMHT | IRHAR T AR SR LN
R REIRIA BN |, SHFRRFRMRF .

Comments:

TEL




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but

needed.
*P,
*Submitters including the checklist with their submission should identify the page numbers where N/A Page
. L . . . . Yes #
requested information is located. Use the comments section for an element if additional space is No
needed to identify the location of supporting information. x
= Wy
x| &
MRRERFAE , BAER MRARE , BAEN/A MREEERAS  Faws. + | B m |
R BERAZNM LIER , MAMRTEREEMENTRID, RFBEFIINTARINASHHMEE *
FNE , BETFRHAEE AT,
L. [Performance Characteristics - In Vitro Diagnostic Devices Only (see also 21 CFR 809.10(b)
(12))
L.
MEREAFE - UERTHIMNSHTIRE (5 21 CFR 809.10(b)(12))
Submission indicates that device: (one of the below must be checked) Is an in vitro
diagnostic device Is not an in vitro diagnostic device
If "is not" is selected, the performance data-related criteria below are omitted from the
checklist.
REFRRE : (UNTZ—MRHAGE) AN E TEIKSMSHTRE aRE
FARZ , W ISR KA AR 5 B h A
ission includes the following studies, as appropriate for the type, including
42. associated protocol descriptions, study s and line data:
N A EIETRIR , AREUAT A | SiERmXaDNGHE . BIRAIL
' ¥
a. Precision /reproducibility
O O O
a. KRR P ER M
Accuracy (includes as appropriate linearity; calibrator or assay traceability;
calibrator and/or assay stability protocol and acceptance criteria; assay cut-
off; method comparison or comparison to clinical outcome; matrix
b. comparison; and clinical reference range or cutoff).
[ O [l
b HERME (BFERERYMLM  BOEYEIVEI RE M ; B /S
TRE VNN R IR AR AE | KINELLE ; AR SIRRERPLE ;
EEPLE ; PURIGRSZTEESELLE) .
Sensitivity (detection limits, LoB, LoD, LoQ where relevant for the device
¢ type).
O O O
“ RYE (KWMR , LoB , LoD , LoQ , EATRELAE) .
d. Analytical specificity
[ O [l
d. DR
Comments:
L
device has a device-specific guidance document, special rols, and /or
requirement in a device-specific classification ation regarding performance
43 data that is applicable to the ect device.




V/A" is selected, parts a and b below are omitted from the klist.

BERABFETREMIES M. FikAEN/SERFETRERND K
PRTEATHREMMAEIIRNESR, WREETV/A”, WFEK
#B5> a A0 b K ANIE R 0.




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but

needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

WRMBFE , BAER MRAFTE , EAEN/A”; MIRFREXREE  FAESDR. *
RAZEERTMH _LIER , MAMAIMEREEMENRE. MRBREISIZRRANSHFEE
KLE , BIETFCE SRS XA,

= Ao

N/A

3 B A

*Page
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The submission addresses performance data recommendations outlined in the device-
specific guidance.

OR

The submission provides an alternative approach intended to address the applicable
statutory and/or regulatory criteria.

Select "N /A" if there is no applicable device-specific guidance. Select "No" if the
submission does not include a rationale for any omitted information or any alternative
approach as outlined above. Note that the adequacy of how recommendations in a device-
specific guidance, etc., have been addressed should be assessed during the substantive
review.

REAB SR EFEIESTHRMMREBIRZN. =FE RITRMUT —FERT
%, BEmEERRIEEM/SREERE. MRXBERNREREES  EEEN/
A7, IR AR AR MEIRE RS MM ERTIE | BEFENo. EiE
B BEREESFTENNTA N AR A ERRH TR,

b.

The submission includes performance data that addresses relevant mitigation measures
set forth in the special controls or device-specific classification regulation applicable to the
device.

OR

The submission uses alternative mitigation measures and provides rationale why the
alternative measures provide an equivalent assurance of safety and effectiveness.

Select " N /A " if there are no applicable special controls or device-specific classification
regulation. Select "No" if the submission does not include a rationale for any omitted
information or any alternative approach as outlined above. Note that the adequacy of how
such mitigation measures have been addressed should be assessed during the substantive
review.

R EFRS STER TR & R IE RIS 45 E 5 205N ALE AR REARHE MBI
MERERIE., BE IRATEABAEMEN , AR X LB RIEHE A IR 5
WHRSMMABMARIE. MRITEERRFRIEFIBRERFFEDRIEM | FEFF
N/A, MRRIZREEEAMERE S EREAERTERIES | BER S, FiE
B T X L AR A T M A SK B B E R TR A,

Comments:

TEL




Checklist for Traditional 510(k)s

24 510(k) KRB IH

The following information is not intended to serve as a comprehensive review. FDA recommends that the submitter
include this completed checklist as part of the application.

UTEEHAEEMEALAFE., FDA BRI EFRUE TR EFREAFTIER—EN.

Preliminary Questions

Y35 A

Answers in the shaded blocks indicate consultation with an identified Center advisor is needed. (Boxes checked in
this section represent FDA's preliminary assessment of these questions at the time of administrative review.)

ARAET B R R RFRESIEET ORI TE R, (AT AERIERR FDA R THURZ I XX LR E K]
HLiFE, )

1. Is the product a device (per section 201(h) of the FD&C Act) or a combination product (per 21 CFR 3.2(e)) with
a device constituent part subject to review in a 510(k) ?

ZEREIRE (ARIE FD&C JES 201(h)T) REAEEFHR (AR 21 CFR 3.2(c)) BHAMIH RS , B
510(k)h#H{THAENG ?

If it appears not to be a device (per section 201(h) of the FD&C Act) or such a combination product (per 21 CFR
3.2(e)), or you are unsure, consult with the CDRH Product Jurisdiction Officer or the CBER Product Jurisdiction
Officer to determine the appropriate action, and inform management. Provide a summary of the Product Jurisdiction
Officer's determination/recommendation/action in the comment section below.

MREMFRERE (1R1E FD&C AR 201(h)) BOXHMAE ST (1R1E 21 CFR 3.2(e)) , ELALHTE , 15
&1 CDRH =@ E4EE ek CBER FmEREE RMSEESMITS) , FFBMEEE. £ TaMIBeBaRE=nE
BE RRRTE B/ TIRRHE.

If the product does not appear to be a device or such a combination product, mark "No."
MBRATER T AR RESUIA S0 , BINE A

Comments:
S

2. Is the submission with the appropriate Center?

2. 1B B BIEE LT ?



If the product is a device or a combination product with a device constituent part, is it subject to review by the Center
in which the submission was received? If you believe the submission is not with the appropriate Center or you are
unsure, consult with the CDRH Product Jurisdiction Officer or the CBER Product Jurisdiction Officer to determine the
appropriate action and inform your management. Provide a summary of the Product Jurisdiction Officer's
determination /recommendation/action in the comment section below.

WRFREBEREDBERERSWAET R , EEEFRHBUIRZNF/ OTHRE ? MREINARZAIEE L KT
O, BELERHE , FEH CDRH &R B CBER FFiERE , T ELMNITaFEMENERE. £ E
AIBE BN IR REREE RIRE /2N /ITHRHE.

If submission should not be reviewed by your Center mark "No."

AR OFRZ , EIRCA R,

Comments:
W

3. If a Request for Designation (RFD) was submitted for the device or combination product with a device
constituent part and assigned to your center, identify the RFD # and confirm the following:

RERIF AR ERBEREMAAESTREIEEIFR (RFD) |, FoERAENFL , HRA RFD 48
SHALLTAZR :

(a) Is the device or combination product the same (e.g., design, formulation) as that presented in the RFD
submission?

(a) ARBFWRASTMERS RFD 1T EUAR (Bl , vt Brm) 2

(b) Are the indications for use for the device or combination product identified in the 510(k) the same as those
identified in the RFD submission?

(b) RBEBAETRMNEATERTE 510(k) 2455 RFD 1 FIRAKIAER ?

If you believe the product or the indications presented in the 510(1{) have changed from the RFD, or you are unsure,
consult with the CDRH Product Jurisdiction Officer or the CBER Product Jurisdiction Officer to determine the
appropriate action and inform your management. Provide a summary of Product Jurisdiction Officer's

determination /recommendation/action in the comment section below.

RN ALES10(k) T 2MM=RIENVIES RFD HHAWA , HEERHE , W CDRH FREEED CBER
FRERE  WMEEURTaFEMENERR. £ TEMIPLENRETRERE RNRE /BN /THRHE.

If the answer to either question above is no, mark "No." If there was no RFD, mark "N/A."

MR ERE—RENEREBEN , EINCAD". RIZHE RFD , EIFCAN/A”,



Comments:
W

4. Is the submission for a combination product that contains as a constituent part a drug that has the same active
moiety as an approved drug with exclusivity as described in section 503(g)(5)(C)(ii)-(v) of the FD&C Act?

ZRZEBA—FAET W , AP EEEAEME 2N , AZMAB SRIE FD&C E5 503(2)(5)(C)(ii)-
(V) TTHER1F% exclusivity BIHEHEZMIAERIREMERSY ?

If "Yes," then contact the CDRH Product Jurisdiction Officer or CBER Product Jurisdiction Officer to determine the
appropriate action and inform your management. Provide the summary of the Product Jurisdiction Officer's
determination /recommendation/action in the comment section below.

WRGE” , EEKAR CDRH FREHRE CBER FFRERE UMEELHITaIFEMENERE. £ FTERIFLE
RET=MERERRE /BN /ATHRE.

Comments:
e
5. Is this device type eligible for a 510(k) submission?
ZRELVERFE 510(k) RIATHIEME 2

If a 510(k) does not appear to be appropriate (e.g., class IIT type and PMA required, or class I or IT type and 510(k)-
exempt), consult with the appropriate CDRH or CBER staff during the acceptance review, provide a summary of the
discussion with them, and indicate their recommendation/action in the comment section below. If 510(k) is not the
appropriate regulatory submission, mark "No."

MR S10(NMFRAE (B0, BF 11 2AFE PMA , SUBT 1 330 11 XA AT 510(k) , EEEIFEHEGE
W6 CDRH 5 CBER T{EA R , 14 SHANTRMRNE | 34 FENIBSHA P10 T30, M
510(k) REE UMK ERR , BEIRTAE.

Comments:
L

6. Is there a pending PMA for the same device with the same indications for use?
6. B BA X HERIENERAERIR & RAFH PMAs ?

If "Yes," consult your management and CDRH Office of Product Evaluation and Quality/Office of Regulatory
Programs/Division of Regulatory Programs 1 (Submission Support) (OPEQ/ORP/DRP1) or appropriate CBER staff to
determine the appropriate action.

WRE, FEHENEEEN CORH i ESRENE/BMEMB AT/ BEMBH 1 (]RZXFF) (OPE



Q/ORP/DRP1) Bu&H4M CBER THEAR , AHEE LTSN,

Comments:
R
7. If clinical studies have been submitted, is the submitter the subject of an Application Integrity Policy (AIP)?
MRERZMEKRAR , RXEREIEFETEMBER (AIP) MR ?

If "Yes," consult with the CDRH Office of Product Evaluation and Quality /Office of Clinical Evidence and
Analysis/Division of Clinical Science and Quality (OPEQ/OCEA/DCEA1) or CBER Office of Compliance and Biologics
Quality /Division of Inspections and Surveillance/Bioresearch Monitoring Branch (OCBQ/DIS/BMB) to determine the
appropriate action, provide a summary of the discussion with them, and indicate their recommendation/action.

WMRE” , BB CDRH Pt SRENMAE /IRRERES AT MAE IRREESHER (OPEQ/OCEA/DCEA
1) 8 CBER & S4AMGIMRENNE /KESEVE/AMREMAZ (0OCBQ/DIS/BMB) , IHEE L KT
B, RAASHINTSKIE , FIEBMbIIRERN /173,

If no clinical studies have been submitted, mark "N/A." Check on the AIP list at https://www.fda.gov /inspections-comp
liance-enforcement-and-criminal-investigations/application-integrity-policy /application-integrity-policy-list.

MPRERAZNEAKAR , BIMC AT, B1E https://www.fda.gov /inspections-compliance-enforcement-and-criminal-
investigations /application-integrity-policy /application-integrity-policy-list E&EF AIP 313k,

Comments:
S

e If the answer to 1 or 2 appears to be "No," then stop review of the 510(k) and contact the CDRH Product
Jurisdiction Officer or CBER Product Jurisdiction Officer.
NRX 1 8k 2 WEIEMFEE, MFLERS 510(k)EE , FHIX AR CDRH FRERES CBER FFREEE.

e If the answer to 3 a or 3 b appears to be "No," then stop the review and contact the CDRH Product Jurisdiction
Officer or CBER Product Jurisdiction Officer.

RIS 3 a 8K 3 b WEIZFMGLFEER” , WHFIEFEFHIXKA CDRH FRERET CBER FMREREE.

e If the answer to 4 is "Yes," then contact the CDRH Product Jurisdiction Officer or CBER Product Jurisdiction
Officer, provide a summary of the discussion with them, and indicate their recommendation/action.

WMRE 4 MPEREE , EIKAR CDRH FRERES CBER FFREREE , et St heriEe , 37iHA
i TN /1 T30
e If the answer to 5 is " No ", the lead reviewer should consult division management and other Center resources to

determine the appropriate action. Note that, for a device which is clearly ineligible for a 510(k ) submission (such
as a device type which is class III requiring PMA or

RS 5 MWBERE R, THRERNEERVEHEEMEMP ORI , HEELMIT. BEE T
BARES10(k) RAZFAHIERE (FINFE PMA [ 111 2R EH 2R


https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/application-integrity-policy/application-integrity-policy-list
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/application-integrity-policy/application-integrity-policy-list

class I/IT and 510(k) exempt), this may be considered a basis for a refusal to accept the submission. A 510(k)
submitted for a class I/II, 510(k)-exempt device that trips the limitations of the exemption would not be refused
on this basis.

XFF 1/11 25F80510(k)FARIES , XA RER A TR IR T RIKIE. X FhdR A GIREIA 1/11 25, 510(k)%
GREIRZH 510(k) REETF I IRRTRLE,

o If the answer to 6 is "Yes," then stop review of the 510(k), contact CDRH/OPEQ/ORP/DRP1, or appropriate
CBER staff.

WMRE 6 [AWERER", WEIET510(k)HEE , BER CDRH/OPEQ/ORP/DRP1 Z5& %K CBER T{EA

=
AR

o If the answer to 7 is "Yes," then contact CDRH/OPEQ/OCEA/DCEA1 or CBER/OCBQ,/DIS/BMB, provide a
summary of the discussion with DCEA1 or BMB Staff, and indicate their recommendation/action.

MEE 7 [ARERER”, B8R CDRH/OPEQ/OCEA/DCEA1 8 CBER/OCBQ/DIS/BMB , 1245 DCE
Al 8k BMB THEA SGHRHEE | FRRBR 1A /1730,

Organizational Elements

R TR
Failure to include these items should not result in an RTA designation.

RAEA A XL E R T RTA #RiC.



*Submitters including the checklist with their submission should identify the page numbers where “p
requested information is located. Use the comments section for an element if additional space is needed to | Yes N age 7
identify the location of supporting information. 0
2 A
HMRATBTEIRAMHIN N BB 8, FFARRATE KIS EMEMITRD, MRFEIMIM T ARAMASHHEE 5] 0 T
IEE | BERAD TR ISR #
1. Submission contains a Table of Contents.
] O
1. RZBEEXR.
Each section is labeled (e.g., headings or tabs designating Device Description section, Labeling
2. section, etc.).
O O
2. = =q - =g on — o
BN EEIRE (BN , FRKEARESEEREHBT S . RERHE) .
All pages of the submission are numbered.
All pages should be numbered in such a manner that information can be referenced by page
3. | number. This may be done either by consecutively numbering the entire submission, or numbering
the pages within a section (e.g., 12-1, 12-2...).
Ul 0
3.
REWTAERNEHBYRS. FAREN TSI TS| BEENARmS. XATRUBE XY
BMBOHTESRS , B ENDANN RIS TS (6120, 12-1, 12-2...) KT
Type of 510(k) is identified (i.e., Traditional, Abbreviated, or Special) If type of 510(k) is not
4. designated, review as a Traditional 510(k).
\ = db b s s N D D
4. 510(k)HZEAVEME (BD , 1258, FIHEUSIR) . ARAIEES10(k)SKEL | BEERESE 510
(k)BFHTHE.
Comments:

S




Elements of a Complete Submission (RTA Items)

TR EER (RTA HH)

(21 CFR 807.87 unless otherwise indicated)

(21 CFR 807.87 , [$IEHHWHH)

Submission should be designated RTA if not addressed.

WREKRRR , IRAENIMC A RTA,

e Any "No" answer will result in a "Refuse to Accept" decision; however, FDA staff has discretion to determine
whether missing items are needed to ensure that the submission is administratively complete to allow the
submission to be accepted or to request missing checklist items interactively from submitters during the RTA
review.

B EEHSEIRLEEZ HRTE ; A , FDA THEARBRURERKNHNEZEHE , IAHRIEZIEST
B ERTEEN , ANMAFERSHES , &£ RTA FEHRSRTEENERRANKEFAME.

e Each element on the checklist should be addressed within the submission. The submitter may provide a rationale
for omission for any criteria that are deemed not applicable. If a rationale is provided, the criterion is considered
present (Yes). An assessment of the rationale will be considered during the review of the submission.

FIRER LRTRIN AR PSERCIE. RAZE T DCAERISIA AR E AR AR AR, nRE
TR , WZARNERAATE () . ERERXN , BE B,

Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

MBRE B4 , FOER MRTRE , BAEN/A NRACSEFE , BAET.



A. Administrative® B Jyim
5 1 All content used to support the submission is written in English
(including translations of test reports, literature articles, etc.)
FTA AT 3 F iz PRI A R LRSS (OB S . ST =S¥
D .
Comments:
PP
P Submission identifies the following (FDA recommends use of
the CDRH Premarket Review Submission Cover Sheet form
(Form 3514, available at
https://www. fda. gov/media/72421/download) :
RAMEIFA AR TS GEEEMAMEEEIER (FDAY 2 28 AN )
f@# > (CDRH) R _LTTATH PFHEZE OIS IRAE (3514 F#hE. R
https://www. fda. gov/media/72421/download F#K) ) :
Device trade/proprietary name
R A O 2 A=l < .
b Device class and panel OR
Classification regulation OR
Statement that device has not been classified with rationale
for that conclusion
FEEN AT PR NE ((BED B
FHEM (FRD s BEE
FEHIZAEMM A S 5, R 2 IR B
Comments:
Vit
3. Submission contains an Indications for Use Statement with Rx
and/or OTC designated (see also 21 CFR 801. 109, and FDA's
final rule, "Use of Symbols in Labeling” (81 FR 38911),
available at
https://www. federalregister. gov/documents/2016/06/15/2016—
13989/use—of—-symbols—in—label ing)
See recommended format
(https:// www. fda. gov/media/86323/download).
PRI E — AT A AT 2 (Rx) M/ BUEEATTZ (OTC) iR s FH Y s
B (A CGEEBOREMY 28 21 4828 801. 109 4. DIASEEHE MM BEHE
JF (FDA> MUBZHE RBEPRFFSaufEA) L) 5 81 B 38911
W) , Al Mhttps://www. federalregister. gov/documents/2016/06/15/2016—
13989/use—of—-symbols—in—label ingZikHL) .
MHEFFAE R, (https://www. fda. gov/media/86323/download) .
Comments:
PP
4. Submission contains a 510 (k)Summary or 510 (k)Statement.

Refer to 21 CFR 807.92 and 21 CFR 807.93 for contents of

510 (k) Summary and Statement, respectively. Adequacy of the

content will be assessed during substantive review.

MBS —f 510 (k) Hg5Ek 510 (k) A, 55F 510 (k) SR
R ZE, a2 CEEBOREMY 5§ 21 4% 807.92 ZKAIE 21 44 807.93
o PRI TR0 PR 7 S5 B A o PP A IR R AT PP AL -

Comments:
Wb




Submission contains a Truthful and Accuracy Statement per 21

CFR 807.87(1)

See recommended format (https://www. fda. gov/medical—
devices/premarket—notification—510k/premarket—notification—
truthful-and-accurate—statement).

RIZMEE S S (GEEBFEMY 2 21 W5 807.87 (1) FMUEAELMS
HERATEFS Y.

B REEB I (https: //www. fda. gov/medical-devices/premarket—
notification—-510k/premarket-notification—truthful-and—accurate-statement)

Comments:

WL

Submission is a class I1I1510(k)Device.

Select “N/A”only if submission is not a class II 510(k).
ARG R =3 510 (k) PEITESHE.

IR ZRI AR 3K 510 (o) EEFFastiit, AEFE “A3EH (NAY 7 .

a. Contains class II Summary and Certification per 21 CFR

807.87 (k).

See recommended content (https://www. fda. gov/medical—
devices/premarket—notification—510k/premarket—
notification—class—iii—certification—and—summary). Select

“N/A”only ifsubmission is not a class II510 (k)

BEFFH (CEEBESREMY 5 21 &mE 807.87 (k) FMERI 2K (EJ57H
T SRS FOE B S

IESRHEFANE (https://www. fda. gov/medical—devices/premarket—
notification—510k/premarket—notification—class—iii—certification—
and—summary) . {¥HIRIZATAGRE T 510 (k) (BEJFasi) B, AdiefE “K
EA (N/AY 7 .

Comments:

wFie:

Submission contains clinical data.

Select”N/A”if the submission does not contain clinical data.If

”"N/A”is selected, parts a, b, and ¢ below are omitted from the

checklist.

PR ELE S R EE -

RIS AR TE, Wk “AEH (NA 7 . mREET “AiEH
(N/AD 7, BUFHET av b 1 ¢ ERSMREAE R ERL.

a. Submission includes completed Financial Certification

(FDA Form 3454, available at

https://www. fda. gov/media/70465/download) or Disclosure
(FDA Form 3455, available at

https://www. fda. gov/media/69872/download) information

for each covered clinical study included in the submission
Select "N/A”if the submitted clinical data is not a
“covered clinical study”as defined in the guidance entitled
“Financial Disclosures by Clinical Investigators, ”
available at https://www. fda. gov/regulatory—
information/search—fda—gquidance—documents/financial—

disclosure—clinical-investigators. 222 M BB E XTI AT AN T IIZ
BEIEARBF A CE S SR SIAME (EEE MM EEER (FDA) 3454 3%
¥, A Mhttps://www. fda. gov/media/70465/download F#%) =& (FDA 3455 F*
¥, A Mhttps://www. fda. gov/media/69872/download F#k) 15 8.
R TR AZ A Im PR EEAR AN B TN IEFRWF I8 fI S5 805E ) F888 (nl Al
https://www. fda. gov/regulatory—information/search—fda—quidance—
documents/financial—-disclosure—clinical—investigators3REXiZT&aEE) AT E XA
“SZiREE AR , WIBEEE “ANGERH (VA T .




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.
*Page

*Submitters including the checklist with their submission should identify the page numbers where N/A 4

requested information is located. Use the comments section for an element if additional space is Yes
needed to identify the location of supporting information.

= Ho

WRMBLFE  FAER, MRATE  FAEN/A”, MRFRERES , FEAESR. *
RUIBERTTBETERN , MARATEREEMENTL., MRFRINTERRINASIFE
BHME  BETRHMEMXTE.

>
3 B A
=B A ~

Submission includes completed Certification of Compliance with requirements of
ClinicalTrials.gov Data Bank (see FDA Form 3674 which can be obtained at
https://www.fda.gov/about-fda/reports-manualsforms/forms) (42 U.S.C. 282(j)(5)(B)) for
each applicable device clinical trial included in the submission.

b. |Select "N/A" if the submitted clinical data is not an "applicable device clinical trial" as
defined in Title VIII of FDAAA, Sec. 801(j).

RZAIEFE ClinicalTrials.gov FURBITERNEHMIAE (55 FDA &g 367

4 , AJ4E https://www.fda.gov /about-fda/reports-manualsforms/forms #%HX) (42 U.S.
C. 282(j)(5)(B)) , EATRIXTEENESMMEXRFEKFAR. NREEAHIEREUE
A2 FDAAA 5/)\ES 801(j) FFHE NN EAREIERAR” , FEZFEN/A”,

Statements of Compliance for Clinical Investigations

Select " N/A " if the submission does not contain any clinical data from investigations (as
defined in 21 CFR 812.3(h)) to demonstrate substantial equivalence.

For multicenter clinical investigations involving both United States (US) and outside
United States (OUS) sites, part (i) should be addressed for the US sites and part (ii)
should be addressed for the OUS sites. 21 CFR 812.28 applies to all OUS clinical
investigations that enroll the first subject on or after February 21, 2019.

Please refer to the guidance document entitled "Acceptance of Clinical Data to Support
Medical Device Applications and Submissions - Frequently Asked Questions," available at
c. | https://www.fda.gov/regulatory-information /search-fda-guidance-documents/acceptance-
clinical-data-support-medical-device-applications-and-submissions-frequently-asked for more
information.

KRR EHER MRRZABESEMREATHIGKEIE (20 21 CFR 812.3(h)FiE
X)) BUEBASKREESME | EEFEN/A . STEEE (US) FMEERSL (0OUS) i
REZ P ORI , 849 (1) MEEREMQTAE , 89 (i) MEEEUS
R TAME, 21 CFR 812.28 I@AT 2019 4 2 A 21 HRZ EREF—E2ZHEN
EXESMIIGKIAR. BRXEZEER  BSRASAER IR SRR EST 2540,
EREAIIRAS - & IR RTE St , BIEA https://www.fda.gov/regulatory-informati
on/search-fda-guidance-documents/acceptance-clinical-data-support-medical-device-ap
plications-and-submissions-frequently-asked,




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is

not included but needed.
MRMBFE  FAER"; MRAFE , FAEN/A; RFEEXRES |, BAESE".

*Submitters including the checklist with their submission should identify
the page numbers where requested information is located. Use the
comments section for an element if additional space is needed to identify

the location of supporting information.

R EBERIMR R LB, FMARATEREEMENTRD, MRFEIINERRAVASIHEENNE , BEENTER
KB ER P ER.




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.
*

*Submitters including the checklist with their submission should identify the page numbers where N/A nge

requested information is located. Use the comments section for an element if additional space is Yes 7

needed to identify the location of supporting information.

WRMBLFE  FAER, MRATE  FAEN/A”, MRFRERES , FEAESR. *
RZBERTTBETFAN , MAMAMEKEEMENTE. MRBEISITRSRAMASTHHE
BHME  BETRHMEMXTE.

= Ho
%l
B o A
S D=

submission identifies prior submissions for the same device uded in the current
submission (e.g., submission numbers for or not substantially equivalent [NSE]
determination, prior ted or withdrawn 510(k), Q-Submission, IDE, PMA, etc.).

s that there were no prior submissions for the subject ce.
7 submissions (or no prior submissions) for this device 1d be included in Section F

(prior related submissions) of CDRH Premarket Review Submission Cover Sheet
form m 3514, available at

S. s://www.fda.gov/media/72421/download). This information also be included in the
Cover Letter (i.e., as a statement that were no prior submissions for the device or a
listing of the ber(s) of the prior submissions).

FRIRRI L AR E ARARNR & AERTIRAS (B0 , STXSARSRREH(NSE]
FIEMIR RS , ST 510(k)IRACTIE , Q4% , IDE , PMA %) . #f
INKREIRBEATHIRRE. r 3R (BURBLARR) MAEAE CDRH Mm%
BHEIRAHEFRMEM 3514 (A F B9 (SRTHEXRIER) &, RAGAIAE s/ /www.f
da.gov/media/72421/download kR, ZEEHNBEEHEES (B) , /EAFE
B, REFZRZIXA LRSI AR A S) .

If there were prior submissions, the submitter has identified where in the current
submission any issues related to a determination of substantial equivalence from
prior submissions for this device are addressed.

To address this criterion, it is recommended that the submission include a separate
section with the prior submission number(s), a copy of the FDA feedback (e.g.,
letter, meeting minutes), and a statement of how or where in the submission this
prior feedback was addressed. Note that adequacy of how the feedback was

a. addressed will be assessed during the substantive review.

Select " N /A " if the submitter states there were no prior submissions. 0 n m

MR RIS | 1250 E CAEIE S BHE R P SRR & 2 AT TSR RS AN
FIEARCROEMIAEE TR, ABRHAE , BIERFAa— 8Tk
BIEESY , Btk BIRGIEARS . FDA RARMEIAS (B0 , 15K, 2WIER)
AR B BAEIR AT P A B ZEP R ARIR T XLy IR A, IR , RIBARRAN
RAOMREREFREMEI TG, WRIRTE BV 2 IR | EiE
N/A&.

Comments:

TS

submission utilizes voluntary consensus standard(s) (See on 514(c) of the FD&C
Act). This includes both FDAgnized and non-recognized consensus standards. Select
A" if the submission does not utilize voluntary consensus dards.

RZFMABBIRARE (W FD&C ERSE 514(c)%%) . XBIE FDA IAFJF1%
BT RARAE, ANSRAE T ANE A B R RARAE | W& AY,

a. The submission cites FDA-recognized voluntary consensus standard(s).

a. 123231 T FDA AR B BRI RARHE,




Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but

*Submitters including the checklist with their submission should identify
the page numbers where requested information is located. Use the
comments section for an element if additional space is needed to identify

the location of supporting information.

NP

R EERIMRIE K EiER  FAAIMERERMERTRL, MRFEIINTAFANRAIFHEENNE |, BEEN TR
TEER A TER.




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but

needed.

*Submitters including the checklist with their submission should identify the page numbers where

requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

WRMBFE , FAER ; MRAFR , FAEN/A”; MRRBEEFE , FAEE. *
RZBERTTBRETFAN , MAMAMEKEEMENTE. MRFBEII T RANASTHHE
BRE , BEPEI N ERAITR.

Yes

= Ao

N/A

3 B A

*Page

e
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statement that the submitter will give notice, as applicable. See section
a. 503(g)(5)(A)&(C) of the FD&C Act.

& Era @,?EL%EQ"’%*'JF”EHﬁW»E PARIRAT B AR IB R EA L BN
B, ES 0 FD&C JARSE 503(g)(5)(A)F(C)FY

The submission includes appropriate patent statement or certification and a

Comments:

W

B. |Device Description

B. wEMR

12.

The device has a device-specific guidance document, special controls, and/or
requirements in a device-specific classification regulation regarding the device
description that is applicable to the subject device.

If " N/A " is selected, parts @ and b below are omitted from the checklist.

ZRERBHIEREHIES M. FAREHMN/B0ER T RREMANEE
BENFEATHENR , FEERER TR RE. MREFN/A, WTFE
BB aFNbK NIB B A

The submission addresses device description recommendations outlined in
the device-specific guidance.

OR

The submission provides an alternative approach intended to address the
applicable statutory and/or regulatory criteria.

Select " N /A " if there is no applicable device-specific guidance. Select
"No" if the submission does not include a rationale for any omitted
information or any alternative approach as outlined above. Note that the
adequacy of how recommendations in a device-specific guidance, etc., have
a. [been addressed should be assessed during the substantive review.

REABTSREEFEES TR EMARZN. HFE RTIRMT
—FMERTE  BEHEERNIEEN/BEERE. WRIAERK
WEFEES , BEFEN/A, MRREIRBIEFETRIREERERK
IRAMEBERTE  FEFRD. FIEE  REFEESETRNNT
MR AE SR R BRI T,

Check "Yes"

if item is present, "N/A" if it is not needed and "No" if it is not included but




*Submitters including the checklist with their submission should identify
MR BRIV AN B AT
the page numbers where requested information is located. Use the

BRI EPTERITTRS. £/

comments section for an element if additional space is needed to identify

MRFBEAMINTEIRG , FA—DTTERFITEL RS

the location of supporting information.

XIHERAIME.

MERBIEIR P A TERE |, MARBRMEKEEMENTE, RFZIVNEERIMASHHEENVE | BEENTERTRLE
AHER.,

Yes No N/A * Page #

= ~ NEMA * I #

O
O O
EATMER T OO0
Comments:

S



Descriptive information is present and consistent
within the

submission (e.g., the device description section is
13 consistent with

the device description in the labeling). alo
13.

WRMEEARTTEFEE W (B
W, WEERBS ST R E MR —
) .

Comments:

The submission includes descriptive information

14. for the device,
including the following:
14.
e RTEFERENHEAMEE , B
PAFAEA -
a.
A description of the principle of operation or mechanism of
action for achieving the intended effect.
vine 0 0
SCINFRHARUR A1 FUR Sk E AR RIR .
b.
A description of proposed conditions of use, such as
surgical technique for implants; anatomical location of use;
user interface; how the device interacts with other devices;
and/or how the device interacts with the patient. 0 0
SR E R AR AFIA | 6120 © AASMEHAR ; 15 ARSI
B BPRRE; RENMTESHMRELE ; UA/SRFIMASE
EXZEH.
c.
A list and description of each device for which clearance is
requested.
Select 'N/A" if there is only one device or model.
"Device" may refer to models, part numbers, various sizes, O olo
etc.

ERMAENEGMRENSIRMEE. MRAF—PRERES &
WFEN/AY, RETRIERS . SRS, PRI,

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but

*Submitters including the checklist with their submission should identify

R BRI M I AR B S5




the page numbers where requested information is located. Use the

FrEsREE TR, (£

comments section for an element if additional space is needed to identify

WRFBEIINTASRRANENTTR | FEBRHNAS

the location of supporting information.

XFHEERNME.
Yes No N/A * Page #
2t x RiEA | o+ #
Il
U
EAMNERA TR OO
Comments:

WS




Device is intended to be marketed with accessories and/or as
part

of a system.
Select "N /A" if the device is not intended to be marketed with
15. accessories and/or as part of a system. If "N/A" is selected,

parts a-c below are omitted from the checklist.
15.

Bt B SR SER RO — BB TIHHE. 10
SRRETITH SRR SUENRICH—EB BT
BT, MREET , MBLT ac MBMIE
b4,

a.

Submission includes a list of all accessories to be
marketed

with the subject device. O

RAEBFSEARE—RHENTHEMHE

b.

Submission includes a description (as detailed in item
14a., 14b., and 14d. above) of each accessory.

Select 'N/A" if the accessory (ies) has been previously

cleared, or is exempt, and the proposed indications for
use

are consistent with the cleared indications. O

R EEXTENHEFRIER (AN EASE 14, 14b
N 14d WETR) . NRMHFE B Z B RE
F RN E AT RS EMERTER—E |, EE
FN/A”,

c.
A 510(k) number is provided for each accessory that
received a prior 510(k) clearance.

AND

FNIRIFHEET 510(k)HHERIBLAER R H—1 510(k)

WS,

Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

WMRMBFIE  BAER"; MRAFE , BAEN/A RABESEFTE , FAERE.



*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

R EERIMRNK_EESR , MAMAIMEREEMENTL,. MRFEIIN T EHRANASHF
ERMME  BEENTRIFREYRER.

Yes

= Ao

N/A

3 of A
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C. |Substantial Equivalence Discussion

C. KEERMTE

16.

Submitter has identified a predicate device(s), including the following information:

REZEFEDRFE AP HE AN HREE , BEUTEE

Predicate device identifier provided (e.g., 510(k) number, De Novo number,
reclassified PMA number, classification regulation reference, if exempt (e.g.,
21 CFR 872.3710), or statement that the predicate is a preamendment
device).

For predicates that are preamendments devices, information is provided to
document preamendments status.

Information regarding documenting preamendment status is available online
a- | (https:/ /www.fda.gov/medical-devices /quality-and-compliance-medical-
devices/preamendment-status).

R T BERE RS (B30, 510(k)S. De Novo S, EHiHM P

MA 5, BEZEMSFE , WR%MH (6120, 21 CFR 872.3710) , 5k7=HA
AR &ERBITANRE) . XNTEITIRE , REMEELUCKEITENK
B, BREREITAIPKESHEERTELIRER (https://www.fda.gov/me
dical-devices/quality-and-compliance-medical-devices/preamendment-st

atus) .

The identified predicate(s) is consistent throughout the submission (e.g., the
predicate(s) identified in the Substantial Equivalence section is the same as
that listed in the 510(k) Summary (if applicable) and that used in

b. comparative performance testing.

b FRRFIRBTIR R EEEMERT R BN (20 , RKEFRMERS IR
MATRIRFS510(k)MEFIIH MRS NER) URFELLRMEAENIK
PEAREEER) .

TEL

Comments:

17.

Submission includes a comparison of the following for the predicate(s) and subject
device and a discussion why any differences between the subject and predicate(s) do
not impact safety and effectiveness [see section 513(1)(1)(A) of the FD&C Act and
21 CFR 807.87(f)].

See the FDA guidance document "The 510(k) Program: Evaluating Substantial
Equivalence in Premarket Notifications [510(k)], " available at
https://www.fda.gov/regulatory-information /search-fda-guidance-documents/510k-
program-evaluating-substantial-equivalence-premarket-notifications-510k for more
information on comparing intended use and technological characteristics.

R BEX AR EMERREHMLE , DEATRERR & SHEREZ BT
AESRAARAZIREMRFBME [3 X, FD&C JEFEE 513(i)(1)(A)TH 21 CF

R N7 R7(A1. AFEVESTREIRGR AR RAFATHRE Z/EE  ERN FDA 858V




“v wvrec ey~ g0 10 NV N O NI VI I A 1N TS L J oA s LR 7 TR I ITTU e g Sy o

P10V : A LT ATEAI[510(10| RIS A | A7 https:) /ww
w.fda.gov /regulatory-information /search-fda-guidance-documents /510k-progra
m-evaluating-substantial-equivalence-premarket-notifications-510k BN,

Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but
needed.

*
*Submitters including the checklist with their submission should identify the page numbers where v N/A szige
requested information is located. Use the comments section for an element if additional space is ©s No #
needed to identify the location of supporting information. x
= *T
WRAEFEE FAER  NRAEE  FAEN/A; NRADAEEE , Fawd. * | W g | @
RRXETE ?E’*':F"Ea/%iﬂj‘ WARBARTESKIE S ATIEMTTRS, AR %%ﬁ&l*ilﬁ??ﬁﬁfm\iﬁ #
.:qu]‘]‘f_Lﬁ ’ 1%5T1¥1EHB§3\{EFH1;_E?°
Indications for use
a. | If there are no differences between the subject device and the predicate(s) with respect
to indications and intended use, this should be explicitly stated. 0 0
a.
TR MRZDHRESEERSEIEAENTREAEIREER , MR,
Technology, including technical specifications, features, materials, and principles of
operation
Examples of technological characteristics include, but are not limited to design, features,
materials, energy source, and principle of operation.
FDA recommends a tabular format for comparing technological characteristics. Any
b. | characteristic that is the same as the predicate(s) should be explicitly stated. Differences
in technological characteristics should be identified and a rationale provided why they do 0 0

not raise different questions of safety and effectiveness.

BR , BIERANAE. 5. MRARERIE SR ERREI AR BRRT &,
FEE. AR BEIRCRIBAMRIEIRIE, FDA BilfE RS IURILRE A, Sxt
R &R TN AR, MRARARERES | FHRAUERRIXLE
FAMA LS| AREMMBEEFH EMARR A,

Comments:

L




Proposed lLabeling (see also 21 CFR parts 801 and 809 as

applicable)

PHEZ (DS EEHN CGEEBGREMY 258 21 4w 801 IH4rFEE 809 #B4r)
18. Submission includes proposed package labels and labeling (e. g

instructions for use, package insert, operator s manual).

PRI EMERG L B O AR B AR B UL (Flan, UL, Ao, BET

WD .
a Indications [or use are stated in labeling and are identical Lo
o Indications for Use form and 510 (k) Summary (if 510 (k)
Summary provided).
EHTERLARE R TLUULEE, HE5&EHERRRLLE 510 (k) Hgh Cng
et 510 (k) B4 FINARKF .
b. |Labeling includes:

Statements of conditions, purposes or uses for which
the device is intended (e. g., hazards, warnings,
prccautions, contraindications) (21 CI'R 801.5)

AND

Includes adequate directions for use (see 21 CFR

801. 5)

OR

Submission states that device qualifics for cexemption

per 21 CFR 801 Subpart D

Pr2EALE .

RFIRMTUHAE B0 K M- BRERALE UL (Flin, fads. .
FEBEHEDL. 23T C CERBGHAY 4T 21 4wt 801.5 £%> . FHH

G FE M U (WL CREBGREIY 2F 21 4%%5 801.5 %) ,

B

PR B R WIZ ST & (CGERBORIERLY 28 21 485 801 #k4r D
TR FRE BIE S A5 A




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

WRMBLFE  FAER; MRATE  FAEN/A”; MRRBIEFTE , FEESR. *
RZBERTTBETFAN , MAMAMEKEEMENTE. MRBEISITRSRAMASTHHE
BHME  BETRHMEMXTE.

Yes

= o

N/A
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H=EA

Comments:

B

19.

Labeling includes name and place of business of the manufacturer, packer, or distributor (21
CFR 801.1).

EBEFIER, SREAROHERNLHRMEWMR (21 CFR 801.1) |

Comments:

T

20.

Labeling includes the prescription statement (see 21 CFR 801.109(b)(1)) or Rx Only
symbol (see also Section 502(a) of the FD&C Act and FDA's final rule, "Use of Symbols in
Labeling" (81 FR 38911), available at

https://www.federalregister.gov/documents/2016 /06 /15 /2016-13989 /use-of-symbols-in-
labeling).

Select " N /A " if not indicated for prescription use.

WEBIEAAFER (W 21 CFR 801.109(b)(1)) TUNRAFAFS (5 MW FD&C JES 502
(a)FH FDA HERAINIDREFFS{EA” (81 FR 38911) , ATFE https://www.fede
ralregister.gov/documents,/2016,/06 /15 /2016-13989 /use-of-symbols-in-labeling $%EX)
MRAFEARTAAER  EEEFE N/A”,

Comments:

TEL

21.

The device has a device-specific guidance document, special controls, and/or requirements
in a device-specific classification regulation regarding labeling that is applicable to the
subject device.

If " N/A " is selected, parts a and b below are omitted from the checklist.

TREABHIERFMIES M. FREHIN /BB AT R & REE 225
PETSR, WREFEN /A, MTFHEKERS aFI0R MBS+ A

The submission addresses labeling recommendations outlined in the device-specific
guidance.

OR

The submission provides an alternative approach intended to address the applicable
statutory and/or regulatory criteria.

Select " N /A " if there is no applicable device-specific guidance. Select "No" if the
submission does not include a rationale for any omitted information or any
alternative approach as outlined above. Note that the adequacy of how
recommendations in a device-specific guidance, etc., have been addressed should be
a. | assessed during the substantive review.

18 Zxrh 28 3k T2 24 & Aol & rh B0 Al A 22383 =tz 18 x84 7 Frhiki




IRE XV YT 10 K BT TT AL B~F T S I SZXE Ko 2B TEXIEDS J TTEN/)
%, BERRERNEEN/REERE. MRXFEANRERFERS | 5k
BN/A, NIRRT AR SR EUAS B EREMBR A IENRIES | 1%
BE, BEE , REFEIESSTENNRNMMEN K BB AR TIE
fii.




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is

needed to identify the location of supporting information.

MREMBEE , BEAER"; MEARFE , FAEN/A; MRAEVEEEE , FLAER. R
FERTFEESFEHR , NARAMEREEMENTE, MRBEHITERIMAT =20
B, BEESEAERZITA.

The submission includes labeling information that addresses relevant mitigation
measures set forth in the special controls or device-specific classification
regulation applicable to the device.

OR

The submission uses alternative mitigation measures and provides rationale why
the alternative measures provide an equivalent assurance of safety and
effectiveness.

Select " N/ A " if there are no applicable special controls or device-specific
classification regulation. Select "No" if the submission does not include a
rationale for any omitted information or any alternative approach as outlined
above. Note that the adequacy of how such mitigation measures have been
addressed should be assessed during the substantive review.

RATBIES ITER TR B IR HER R4 E 3 FIE AL ALE AR R &
RETERIMREES. BE IRITEABAERER , IR MUEmR A
AR T FRNTLMMBBIERIE. NRIAERRORIRIEHISR
BRFENLEIFM  BEEN/A. WRRZKRBIEH T AR T AT
AIERFIENER |, FEE D, EEE  EREHENALE adequacy NAE
KRR E TS,

Yes

No

N/A

3 ofi A
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Comments:

P

22.

device is an in vitro diagnostic device, provided labeling des all applicable
information required per 21 CFR 809.10. " N/A " if not an in vitro diagnostic
device.

BRERBEINSHNR S | IREMAFZBEIRIE 21 CFR 809.10 ERMFTHIEH
8. "N/A" MRRRIESNSWNEE .

ment:

XUGERTFEEST AR 510(k)IRIZMTTEN. EEIET REMA, KRFK
HITRHMAREERRBE . ERET SHX FDA IEAMTES AN

o diagnostic (IVD) device and sterilization is not applicable, A." The criteria in
this section will be omitted from the " N /A " is selected.

WMREFETN/A”, MATIF RIS ER , A, S8 (IVD) R&EMK
EMER. 7




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but

needed. *Page
*Submitters including the checklist with their submission should identify the page numbers where N/A #
requested information is located. Use the comments section for an element if additional space is Yes No
needed to identify the location of supporting information. x "
o 2w | R | & | ®
MRMEFE  BAER; MRABE , BAEN/A; MRKEOESEFE , FaAEw. * H &
REBERZTARIFRN , NIRRT 1‘?1;.MFJTT FITTARD, AR BEISINT[ARARIRSTHF #
SEMNE | BETRCEAMERZITER.
Submission states that the device and/or accessories, if applicable, are: (one of the below must be checked)
Provided sterile, intended to be single-use
Requires processing during its use-life
Non-sterile when used (and no processing required)
Information regarding the sterility status of the device is not provided (if this box is checked, please also
check one of the two boxes below)
Sterility status not needed for this device (e.g., software-only device)
Sterility status needed or need unclear
This information will determine whether and what type of additional information may be necessary for a
substantial equivalence determination.
If "non-sterile when used" or "not provided and not needed" is selected, the sterility-related criteria below
are omitted from the checklist.
If information on sterility status is not provided, and it is needed or the need for this information is
unclear, select "No."
The "Requires processing during its use-life" option refers to devices falling into one of the four categories
below:
- Supplied sterile and requires reprocessing prior to subsequent patient use
- Supplied non-sterile and requires user to process the device for initial use, as well as to reprocess the
device after each use
- Reusable medical device (single-user) reprocessed between each use O

- Single-use medical devices initially supplied as non-sterile to the user, and requiring the user to process
the device prior to its use

Please refer to the FDA guidance document "Reprocessing Medical Devices in Health Care Settings:
Validation Methods and Labeling," available at https://www.fda.gov/regulatory-information /search-fda-
guidance-documents/reprocessing-medical-devices-health-care-settings-validation-methods-and-labeling, for
additional information.

R FEIHEEM /S (AER) ﬁq D (AFERAP R ANE—) RTTE , B ERIRER £
FIAERRAIE ERAI LR (BARRAE) KRHERENTERETES GIRAEME | 5F
I QST AMEFR K —) &% &%T FBRIERE (5120, (VMR E) FTEIRERSHKERAH
Ty ltt'fn,u)l%/j&fﬁIEEjl[:ﬂ’J\&ﬁﬁ%’f‘i_/é\ximﬁyl\'fn:uuﬁ'ﬂ-;ﬁ FHMEFINT. R ERATET
BRI AARTR , WTESTERREEGNBRT AR, MRRRETEKREEE  FHE
AESROLEMERNG , EEF A, FEERNEFRAE SRR AT HREE - /4
TEHERSEECANTREFLE - REEFTTEFERAAERERLIERE  URESK
ERREFLERE - TEREANET RS (RRF) ESRERAZBERLE - gIxR4s R,
AR RRERETRE  HERAAEERLERE AXELER , B2 FDA 83X
HHETREEETTREEFNERLE | RIEAIEMARE”, AJ1E https://www.fda.gov /regulatory-i

nformation /search-fda-guidance-documents/reprocessing-medical-devices-health-care-settings-validatio
n-methods-and-labeling $%HX .,

Comments:

e

23. Assessment of the need for cleaning and subsequent disinfection or sterilization
information.




‘ ‘ 23, IRIGRREIEEEKEEE RRIEE. | ‘ ‘

Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is

WRMBFE , FAER, MRAFE  FAERNER, MRFR | BFAER

not included but needed.

*Submitters including the checklist with their submission should identify
the page numbers where requested information is located. Use the
comments section for an element if additional space is needed to identify

the location of supporting information.

RXEBERZPAETERN , MARAMERESHENTRL, MRFEIVINZEFINASIHEENVE  BEEITR
HIELER Y R




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but

needed.
*Submitters including the checklist with their submission should identify the page numbers v N/A [*Page #
where requested information is located. Use the comments section for an element if additional ©s No
space is needed to identify the location of supporting information. - x T
. . . w | K| E | ®
MRMEFE  BAER"; MRAFE , BAEN/A; MRABOESEFTE , FAERE". J=:! 4
R BERZTALTFAN , MARBAMERESENENTG, MRFBEMINZEHRITNASTHF
FEERE  BIEFREMERATTR.
For products labeled "non-pyrogenic," a description of the method used to
make the determination stated (e.g., limulus amebocyte lysate [LAL]).
£ Select "N /A" if not labeled "non-pyrogenic."
] (Il ]
£ XHTFAMC A TTRIR =5 , FR BT AIE (B0, M
MRAMER [LAL]) . ANRFKAMCHTCRIR , FEHEN/A7,
Comments:
TR
If the device and/or accessory, if applicable, is reusable or end user sterilized or
disinfected:
95 | Select " N/A " if no part of the device or accessories are reusable or end user sterilized
or disinfected, otherwise complete a-d below.
2 Ul
5. WMRREM /B (ER) BUERFANSRAAFBEERKEN @ WRRE
BECHEME N EAE A 2R EANERA R FIESEURER |, FIEEN/A7,
BUETA T EK a-d,
Cleaning method is provided in labeling for each device and/or accessory, if
applicable.
a. Select "N /A" if not reusable and does not need cleaning prior to disinfection or
sterilization.
O O O
a.
FMREMN /ARG TIBERIE AER) . MRATERF
REENERREZNAERIERE | WEEN /A,
Disinfection method is provided in labeling for each device and/or accessory, if
applicable.
b. Select " N /A " if not disinfected (i.e., undergoes terminal sterilization) prior to
use.
O O O
b.
BMREN/BECHRIRETRETHEAE EA) . MREFEMARE
BHTiEE (B, @g4AXRKE) , FEFEN/A,
Sterilization method is provided in labeling for each device and/or accessory, if
applicable.
¢ Select " N /A " if not sterilized (i.e., undergoes disinfection) prior to use.
O O O
“ BMREN/BECHRIRETRET KEAE EA) . NMREFEARE
TKE (RIS TIHS)  BEEN/A.




d. Device types in this submission are listed in the Federal

Register (FR)Notice entitled”Validated Instructions for

Use and Validation Data Requirements for Certain

Reusable Medical Devices in Premarket Notifications”
(Reprocessing FR Notice, available at

https://www. federalregister. gov/documents/2017/06/09/201
7-12007/medical—devices—validated—instructions—for—use—
and-validation—data-requirements—for—certain—-reusable)

Device types identified in the Reprocessing FR Notice

represent devices posing a greater likelihood of microbial
transmission and represent a high risk of infection. Select
“N/A”if the device type in the submission is not included in

the Reprocessing FR Notice

AR AZ I BSE B B F (BRIBLEHEY  (FRY ASd. ZASKEA (it
n] B A FH B o A Ak T AT AR o A 2 i 5o A sE FH U6 B RN 56 1 B HE 2E R D
CHACEE (BCFRacE) A, AIA

https://www. federalregister. gov/documents/2017/06/09/2017—
12007/medical—devices—validated—instructions—for—use—and—
validation—data—requirements—for—certain—reusabledkHl) . FH4LFE
(ECFRLEE) A& il E RIS FRE R S AL T g Al g R A TUE R H
A7 AE B B B 28 . A R AR ZZ IS R R B & 7E A A BE (BGTRD

F) A, WEkEE O CREM (avad T .

i. If device types in this submission are

included in the Reprocessing FR Notice, the
submission includes protocols and test

reports for validating the reprocessing
instructions.

Select”’N/A”if the device type in the

submission is not included in the

Reprocessing FR Notice.

NSRS IR PR R ER S T S AE (BRFRACHD) AAFE NS
b, PRASA R R FE B 58 UE P AL EE UL A 1Y 7 AN IR
¥ =Y

ﬁﬂa%zliﬁtﬁ%’iﬁﬁﬁﬁﬁﬁééﬁbkﬁé‘ﬁ CBRIRLCHEY BHALFEN
Hh. W “ANEM (N/AD T .

Comments: Fit:

26.

The device has a device—specific guidance document, special

controls, and/or requirement in a device—specific classification
regulation regarding sterility and/or reprocessing that is
applicable to the subject device

If “N/A"is selected, parts a and b below are omitted from the
checklist.

IZES WA EF A H AR E RIS SO0 FREREERITERE. A (B FEAFSE IS SR iE R
FEHICTOEM (B FAAFAIZER, HIXEGEH T X480

nRedE CREA (NJAY T, IBLR a A1 b #ai MR E R A EE .




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is

needed to identify the location of supporting information.

WRMBLFE  FAER; MRATE  FAEN/A”; MRFRERES , FEAESR. *
RZBERTTBETFAN , MAMAMEKEEMENTE. MRBEISITRSRAMASTHHE
BHRE | BETRENIFEHOER.

Yes

= Ho

3 B A
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LK

The submission addresses sterility and/or reprocessing recommendations
outlined in the device-specific guidance.

OR

The submission provides an alternative approach intended to address the
applicable statutory and/or regulatory criteria.

Select "N /A" if there is no applicable device-specific guidance. Select "No"
if the submission does not include a rationale for any omitted information
or any alternative approach as outlined above. Note that the adequacy of
how recommendations in a device-specific guidance, etc., have been
addressed should be assessed during the substantive review.

RENBSREEFEIESTHRNTEN /SHELHEEN. =HE R
TRMT SR ERRIEEMN/BEERERN BRI MRIAE
RRRERFEIES , BEEN/A, MRREKEFAMRRESHL
RAEAERTIERIER | BEE N0, FEE  REFEESFTEN
BIFES MR FE 3K Bt B E S T (.

The submission includes sterility and/or reprocessing information that
addresses relevant mitigation measures set forth in the special controls or
device-specific classification regulation applicable to the device.

OR

The submission uses alternative mitigation measures and provides rationale
why the alternative measures provide an equivalent assurance of safety and
effectiveness.

Select " N /A " if there are no applicable special controls or device-specific
classification regulation. Select "No" if the submission does not include a
rationale for any omitted information or any alternative approach as
outlined above. Note that the adequacy of how such mitigation measures
have been addressed should be assessed during the substantive review.

R B IER TR B MRS SR &4 E S KA ALE AR
RESRFETOOTEMN /BBLIMER. FE RERBREREE
FHRAUEHRIAAMBRIEHER M T SRR REMMNERMRE, 20
RIEBEAREIAZERISRBEENZIEM , BEFEN/ A7, MR
REFBEMBRESRERMEAERTIENER | FEFE. FiE
B WA LR AR A T M R AR S B R E P TR A

Comments:

TS

F. She

2 Hr

27.

posed shelf life/ expiration date stated

ement that shelf-life is not applicable because of low lihood of time-
dependent broduct deeradation.




2 ] ]
7. e AR BU /I HA B RIFEER FREARE T G AR A B TR AR , Rt
REGARER.
Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but
needed.
*Submitters including the checklist with their submission should identify the page numbers Y N/A |*Page #
where requested information is located. Use the comments section for an element if additional s No
space is needed to identify the location of supporting information.
o o o W | 7| B | @®
MRMBFE  BAER; MRAFE , BFAEN/A MIRFREXRDS , FAER". H 4
MR BRI T AETERN , MARAEREEMIEMN TR, NRFEIMINTRIRARMASHF
FEEHNNE  BIEWMeE N ERZITAR.
Comments:
L
For a sterile device, submission includes summary of methods used to establish
that device packaging will maintain a sterile barrier for the entirety of the
28. [ proposed shelf-life.
Select " N/A " if the device is not provided sterile.
9 O Il O
8 MTRERE , REAFEATEIIRZAREEBRMENNREHNRITT
HRENAERE. ORRERRETE  FEEN/A,
Comments:
IS -
Submission includes summary of methods used to establish that device
performance is maintained for the entirety of the proposed shelf-life (e.g.,
mechanical properties, coating integrity, pH , osmolality, etc.).
29. |OR
Statement why performance data is not needed to establish maintenance of
9 device performance characteristics over the shelf-life period. 0 0 0
9.
RABFER T AR SRR MM RTUANMRIFRELE A (B8,
HgtERE, RETEM. pHE. BBES) . & BT AN TEMRE
BURRIAR &R R BTN 4R,
Comments:
L
Biocompatibility
If an in vitro diagnostic (IVD) device, select " N /A." The criteria in this section will be
G- | omitted from the checklist if " N /A " is selected.
U]
G. EUEAH NREMAXINSUT (IVD) RE , FEIFN/A”. MREFN/A”, &5
SRR AR N TB BT R




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but
needed.

*Submitters including the checklist with their submission should identify the page numbers
where requested information is located. Use the comments section for an element if additional Yes
space is needed to identify the location of supporting information.

WRMBFE , BARR MRAFTE , EAEN/A”; MMRFREXRES , FAESR".
RXEFERXTAETERN , MARAMERESAENTL, MRFEIN T @RISR
FERNNLE  BETCHMERITE.

X

N/A

3 o

*Page

B A «

Submission states that there: (one of the below must be checked) Are direct or indirect tissue-contacting
components Are no direct or indirect tissue-contacting components Information regarding tissue contact
status of the device is not provided (if this box checked, please also check one of the two boxes below)
Tissue contact information not needed for this device (e.g., softwareonly device) Tissue contact
information is needed or need unclear

This information will determine whether and what type of additional information may be necessary for a
substantial equivalence determination.

If "are no" or "not provided and not needed" is selected, the biocompatibilityrelated criteria below are
omitted from the checklist. If information on the tissue-contact status is not provided, and contact
information is needed or its contact status is unclear, select "No."

An example of a direct tissue-contacting device would be an implant that has direct contact with tissues
during use. An example of an indirect tissuecontacting device would be fluid entering the body following
passing through device/device components not in direct contact with the tissue.

RAZFEENT . (UFERF RAE—) A EESEEREAALR A M 1A B kakEE A
ZAM RENAZUEARESEERRA (INRAGEHAE | ERNAEL TR MEFR—1) %X
ELTRALUEMMES (HI120 , (VMR E) FTEALUEMEERFTERNTM IEERRERESU
R BRI ESME B LA TR M. RGN WA RMEATE”, W T ES
AR TER R AR W B A . RKIRABLEAREEE | SFETREMEEIHE
ARSI | FER R, EEREMARNREN— T2 ERERET SANEEEMAEAN

Y. [EEEARBARAR & I — M B R ATEE T R SRR E IR AR & /R B AR ERN.

Comments:

B

30. Submission i device compo associated ma including ide

30. IR 1 IR HABHMK ma , BIF ide

Comments:

PEL

31. Submission i contacting, le device compo

31. RTKFEAR , RERAR

Comments:

L




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

WRMBLFE  FAER, MRATE  FAEN/A”, MRFRERES , FEAEDR. &
REERTTBETERN , fiwﬂﬂﬁﬁiﬁﬁ{n,uﬁﬁf HIRD, R FBEAMINERRIMATIHER
KE  FEFCEMERAITE.

= RO

X

N/A

3 B A

*Page
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32.

For a biocompatibility assessment of tissue-contacting components, submission
includes:

- Each relevant endpoint for the device (as identified in devicespecific guidance, or
Attachment A of the FDA guidance document entitled "Use of International
Standard ISO 10993-

1, 'Biological evaluation of medical devices - Part 1:

m

Evaluation and testing within a risk management process,'" available at

https://www.fda.gov/regulatory-information /search-fda-guidance-documents /use-
international-standard-iso-10993-1-biological-evaluation-medical-devices-part-1-
evaluation-and), has been addressed.

- For any testing performed, test protocol (including identification and description
of test article including whether the test article is the device in its final finished
form using the recommended approach in Attachment F of "Use of International
Standard ISO 10993-1, 'Biological evaluation of medical devices - Part 1: Evaluation
and testing within a risk management process, '" methods, and pass/fail criteria),
and analysis of results (including tables with data points and statistical analyses,
where appropriate), as described in Attachment E of the guidance document
entitled "Use of International Standard ISO 10993-1, 'Biological evaluation of
medical devices - Part 1: Evaluation and testing within a risk management process'"
provided for each completed test.

OR
A statement that biocompatibility testing is not needed with a rationale that

considers all relevant endpoints (e.g., materials and manufacturing/processing are
identical to the predicate).

X T AR A ARAEMA RIS | BB - RENSMERER (W
WEFFEIEFE FDA 15334 EREFRARAE 150 10993-1 , ‘BT 254N
T - 5 1 ERS ¢ R ETEI R P A TIRERT I A SR TR

K) , SASERRR. - XTRHTHRMEMINR  WEAR (BRI EIRRIA
i, AR S ARA KA E , ERYERERRAE 1SO 10993-

L, ‘BTSN - 55 1 885 - N EE I AR S TR EANA i
fF F PHEFRTE  DURIBY /ABEARAE) |, UERERIN (BIEE LK
ERAGET TR ) |, NFES XA ERERRARHE IS0 10993-1 , ‘BEIT#5E
BIAERVEAL - 55 1 809 : ZERREIEG RRP R TR "KM+ B AT
7R, AN TERNNRRA., 8EF —HFES AT RHTEMAS L
o, R BTARXARNER (620, M*HD%IJJE/HDI Sx3iR A

@) .

Comments:

B

H. Soft




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

If "does not contain" or "not provided and not needed" is selected, the software-related criteria below are
omitted from the checklist. If information on software is not provided, and this information is needed or
the need is unclear, select "No."

REFPHARE  (UTERFLAAE—D) BSR4/t MRt/ Bt RREREESE
B/ BEHES  (WRAEMAE |, FRNAEA TR METR—) ARELFRRM/ BHEE
(Blgn , MBI EL , BBE) AREFEUM/ BHEERE KRR lklzfn,%ﬁﬁti% SAR T
AFPRAERIME S LA TSR F . RER RS ARRBEEATE , W T E- SR A44E

REPRHER NTB R . WRKRRHBMHER , FAAREERLENET ‘RT Bt EEEA,

*
*Submitters including the checklist with their submission should identify the page numbers where N/A nge
requested information is located. Use the comments section for an element if additional space is needed to #
identify the location of supporting information. No
= *
= b & (¢ ” - Y =113 >7 1 m
WRMBFE , BAER  MRAFR , FAEN/A MRFREREAE  FAED, “RTEE 0 & %
RAZTPBETEREN , NARAFMEREEMER R, WRFRMIIT Iﬁjﬁ%ﬁi/\ii‘ﬂn,uﬂquﬁ BT g 4
TEeEERRTTER.
Submission states that the device: (one of the below must be checked)
Does contain software/firmware
Does not contain software/firmware
Information on whether device contains software/firmware is not provided
(if this box checked, please also check one of the two boxes below)
Software/firmware information not needed for this device (e.g., surgical suture, condom)
Software/firmware information is needed or need unclear
This information will determine whether and what type of additional information may be necessary for a
substantial equivalence determination. .

Comments:
TR

33. . . . O O
Submission includes a statement of software level of concern and
rationalc for the softwarc lcvel of concern
PRI BV & — 6 % T AT IR SR T AT B DL AT S AT ST E SR R T T e -
Comments:
VPt

34. [ I

All applicable software documentation provided based on level
of concern identificd by the submitter, as described in”Guidance
for thc Content of Prcmarkct Submissions for Softwarc
Contained in Medical Devices, “available at
https://www. fda. gov/regulatory information/search fda
guidance—documents/guidance—content—premarket—submissions—
soltware—contained—medical—devices, or the submission includes
information to establish that the submitter has otherwise met the
applicable statutory or regulatory criteria through an alternative
approach (i.e., the submitter has identified an alternate approach
with a rationalc).
Note:This element is also applicable to non—internally generated
or off—the—shelf (OTS) software used in the device
*f‘ﬁf%i{%@?ﬁﬁﬁiﬂ’]é%ﬁfﬁﬁi ML T T A IS BIAR AR SoRY . BREESRIn (&=
Fbk DT E BT _ LT AT IR BN SR RIY  (ATAA
https.//www.fda.gov/regulatory information/search fda guidance
documents/guidance—content—premarket—submissions—software—
contained—medical—devices3RAiZ IR ) T ATIR; BRFIRAH B SARGE
B, A BAUEBH $2 77 32 B s ad HoAb B A Qo ki e 1 & FH 1073 8 nll W B A vtE (BRI
e U T — AR AR TTIE, FRUCA] T HERD o
e X SR WA E A T E A A AR N TR R B I A COTS) Fft -




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is needed to
identify the location of supporting information.

WRMBFE , BAER  MRAFR , FAEN/A MRFREREAE  FAESD, “RITEE
RAEZTFEETFEAN , NARAFMEREENER R, WRFEAITRIANATIHERNME | BT
R ENMER.

3 B A

*Page

= EA

Comments:

B

Cybersecurity

IS

Submission states that the device: (one of the below must be checked) Does contain any external
wired and/or wireless communication interfaces (Wired: USB, ethernet, SD, CD, RGA, etc. or
Wireless: Wi-Fi, Bluetooth, RF, inductive, Cloud, etc.) Does not contain external interfaces as
described above Information on whether device has external interfaces is not provided (if this box
is checked, please also check one of the two boxes below) Cybersecurity information not needed
for this device (e.g., surgical suture, condom) Cybersecurity information is needed or need
unclear

This information will determine whether and what type of additional information may be
necessary for a substantial equivalence determination.

If "does not contain" or "not provided and not needed" is selected, the cybersecurity criteria
below are omitted from the checklist. If information on cybersecurity is not provided, and this
information is needed or the need is unclear, select "No."

RAFEPFLRE © (NTERPLRAE—D) BEEMINIELN/BTLBEED (B
% : USB. PAXM. SD. CD. RGA % ; Jt&k : Wi-Fi, #. RF, BN, =%) FMMEL
AR RSMNDIRO KRR FRERBINIEONGEE (MRAEMAE , ERIEZEATH
MEFH—) ARENTEMERLEE (B, SMHEEEK, BEE) FEMERLRE
BEFRAGH HEERHRERBURFEMARENIMEE A TSR B ES SN 20
REFRAEHARRPARTR” , WTHKMK TSI MO E SR HIE, NRFKR
HMERSER , HEXEERLENIFRTAS , EEF A,

All applicable docume described in "Guidanc Submissions for Mana Devices,"
available at information/search-fda submissions-managem

OR

Submission includes i has otherwise met the through an alternative an alternate
approach

35.

35.

FEERN A EIRR ERITTER PR | BIUEEE I8 R-FDA 1#3¢-
EHPHE|, FE RTOEEE  FREBLEAFEHRER

Comments:

TS

rical Safety and EMC

AR MR AN




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but
needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

Yes

= Ho

WRMBFE , BAER MRAFTE , EAEN/A”; MIRFREXREE  FAESDR. *
RZBERTTBRETFAN , MAMAMEKEEMENTE. MRFBEII T RANASTHHE
BHE |, BETHENFLHOER.

3 B A

*Page

B

Electrical Safety:

Submission states that the device: (one of the below must be checked) Does require electrical safety
evaluation Does not require electrical safety evaluation Information on whether device requires electrical
safety evaluation is not provided (if this box checked, please also check one of the two boxes below)

Electrical safety information not needed for this device (e.g., surgical suture, condom) Electrical safety
information needed or need unclear

This information will determine whether and what type of additional information may be necessary for a
substantial equivalence determination.

If "does not require" or "not provided and not needed" is selected, the electrical safety criteria below are
omitted from the checklist. If information on electrical safety is not provided, and it is needed or the need
for this information is unclear, select "No."

BARE  fXFEPRZEE  (UTERFLAAE—) FREIRLWE FAEREIRLIWE

EEREASTLIHENEERRA NRAEMAE | EENDEATHMEFH—) TRERT
RHEASRSER (BlI0, SBHESL  BBPE) FTRAKRLEEDRERTAH WESHRERS

AR BB AKBIREIMEE A TR . REF TR N RRUEAFTE”, WTH

REBSKERERNFRT AR, WRRRRBIXLEE  FATRAEESNIAEEHTRAH
T, EEER,

Submission includes evaluation of electrical safety (e.g., per IEC 60601-1, or equivalent
FDA-recognized standard, and if applicable, a device-specific standard).

OR

Submission includes electrical safety evaluation using methods or standards that are not
FDA-recognized and submission includes information to establish that the submitter has
otherwise met the applicable statutory or regulatory criteria through this alternative
approach (i.e., the submitter has identified alternate methods or standards with a

3 |rationale).

36.

RABIFRIKETE (FI20 , KR IEC 60601-1 BREFHE) FDA INRTARAE , 2R1E
R, EBIEFEREIAE) . BE RTBIEEARKS FDA AR RS AR
ITHRRSRLWE , FERTEFEEENERZHFETXMHERTIEHL TERN
EEBRMEENE (B, {R3TFE T IRAE BT ASARHEF R AL T ) .

Comments:

B




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but
needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

WRMBFE , BAER, MRAFR , FAEN/A”, MRFREREBS , FAEE. *
RZBERTTBETERN , MAMAE 1‘?1;.MF)TT BITTRD, IR BRI T BRIFATIHE
BHAE  BETRHMEMATE.

Yes

= Ao

N/A

3 B A

*Page
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EMC:
Submission states that the device: (one of the below must be checked)
Does require EMC evaluation

Does not require EMC evaluation

also check one of the two boxes below)
EMC information not needed for this device (e.g., surgical suture, condom)

EMC information needed or need unclear

provided, and it is needed or the need for this information is unclear, select "No."

BEXT% {n,uﬂﬂﬁﬁ‘kxﬂﬂﬁﬁ , IR,

Information on whether device requires EMC evaluation not provided (if this box checked, please

This information will determine whether and what type of additional information may be necessary
for a substantial equivalence determination. If "does not require" or "not provided and not needed"
is selected, the EMC criteria below are omitted from the checklist. If information on EMC is not

EMC : feXFEBXR® @ (NFEmPRAE—) FEHT EMC i¥E RFERUT EM
C Wl RIFHERERAFTE EMC WHERERS (ANRAEHAE | R A& T MEF R —
) KEEARAFR EMC EE (65120, SMIEEL , BEE) FE EMC EERFRAUH

lttfa,uﬁlé}ﬂ% EE AE BEAT LKW FSME AT KBTS F IR, A0SR TR 3R
REERTFR”, WTFHEMK EMC SFAERNERT M. RKRM EMC 58 , FATEXE

Comments:

B

Submission includes evaluation of electromagnetic compatibility (e.g., per IEC 60601-1-2
or equivalent FDArecognized standard and if applicable, a device-specific standard).

OR

Submission includes electromagnetic compatibility evaluation using methods or standards
that are not FDA-recognized and submission includes information to establish that the
submitter has otherwise met the applicable statutory or regulatory criteria through this
alternative approach (i.e., the submitter has identified alternate methods or standards

3 | with a rationale).

37.

TRATBIERMGRA TS (5120 , %8 TEC 60601-1-2 SR FDA INRJARAE , 20K
BA , EEESERENE) . B RXBIEEMIE FDA A7 ESAR T
PSR AT, FERAAFEES IR FES XM ERTERE T ERNE
TSI ERAE (B, 123F B IRANE BT ASARHEF e (L T

Comments:

B




K. Performance Data General

If an in vitro diagnostic(IVD)device, select "N/A. “The criteria in this
section will be omitted from the checklist if “"NA"is selected.

Performance data criteria relating to IVD devices is addressed in

Section L.

1 HEE 4 i ik

o EUEAAMERT (IVD) BB, IR CORIEN] (NJAY T . BRI T CIEN] (NAAD
Ty ARE A B AR AR A IE NS -

S W 3w SR PERE EE EAL L S .

Comments:
TPt
38. Summaries of the non—clinical laboratory studies and full test

reports*are provided.

*Summary and full test report content recommendations can be
found in FDA's guidance "Recommended Content and Format

of Non—Clinical Bench Performance Testing Information in
Premarket Submissions, "available at

https://www. fda. gov/regulatory—information/search—fda—
guidance—documents/recommended—content—and—format—-non—
clinical-bench—performance—testing—information—premarket.

1t a submitter chooses to declare conformity to a voluntary

consensus standard that FDA has recognized, submission of a

full test report may not be necessary. Refer to 9a.See FDA's
guidance"Appropriate Use of Voluntary Consensus Standards

in Premarket Submissions for Medical Devices, "available at
https://www. fda. gov/regulatory—information/search—fda—
guidance—documents/appropriate-use-voluntary-consensus—
standards—premarket—submissions—medical—-devices

Select "N/A"if the submission appropriately does not include
performance data or there are no completed tests without a
Declaration of Conformity.

PR ARG A S B S 0T FU AT AR LA R se R R *.

* JFIE AR & A rE e et S a0 =R e RS P R, nlfE FDA [I3EEE <
EATETERAR A Rl R & SR Pk he W uUE B e A A AE IU) hakE], ZdEmE ML
SN: https://www, fda. gov/regulatory—information/search-fda-guidance—
documents/recommended-content—and—format—non—clinical—-bench—
performance—testing—information-premarket .

AR ZEE R A RS FDA ATy B BEMELLUbRE, A AT RO TSR 2E e Ry
MR . S HE 9a K. TEA DA BIFEE (Byradsk Lo gl s R B E L
ANERERE S Y . MhkN: https://www. fda. gov/regulatory—
information/search—fda—-guidance-documents/appropriate—use-voluntary—
consensus—standards—premarket—submissions-—medical-devices .
RIS LA PR R S PRARRE, B AL R SR A IR 2 e il ik
FEOCAIER (NJAY 7 .

a. Submission includes an explanation of how the data

generated from each test supports a finding of substantial
equivalence(e. g., comparison to predicate device testing
dimensional analysis,etc.).

Select “N/A”if the submission does not include

performance data

FR AR R BRI R AT 7 A 0 EOHE A ] SR S R AE R B E R R (41
N, SAFLEAEMNNAR AT R R R aies) -

AR PRI R A PR RR R, IR CRIEH] av/ad .

PPt

Comments:

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but

*Submitters including the checklist with their submission should identify

RAZFEEIRZI N LB FH TR




the page numbers where requested information is located. Use the

FrEsREE TR TS, (£

comments section for an element if additional space is needed to identify

WMRFBEASNTRRAEAN TR | FEFLENIES

the location of supporting information.

XFHERAIME.












Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but
needed.
*Submitters including the checklist with their submission should identify the page numbers where

requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

WRMBFE , FAEE MRAFTE  FAEN/A; MRFREEREE , FAESR. *
RAZEERTMH _LIER , MAMAIMEREEMENRE. MRBREISIZRRANSHFEE
KLE , BIETFCE SRS XA,

Yes

= o

3 B A

*Page
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40.

erature is referenced in the submission, submission des:

" " N/A " if the submission does not reference literature. If " is selected, parts a
and b below are omitted from the klist.

that the applicability of the referenced article to support a tantial equivalence
finding should be assessed during the antive review; only the presence of a
discussion is required pport acceptance.

TERRATFSI AT 0B, RATHIR  “ANRIRITARSI FASCHL , WAN /A7, Rk
B, NAER TEKE afb, EENFELRT , MIFH3| AXESHFX
Bt R IENE A ; (R EETRRI A HER.

Legible reprints or a summary of each article.

BRYENBEMREMTIRE.

Discussion of how each article is applicable to support the substantial equivalence of
the subject device to the predicate.

WRERXEMTER T3HFERRE SRR SRR EFME.

Comments:

B

41.

ach completed animal study, the submission provides the wing;:

""" N/A"if no animal study was conducted. If " N /A " is ted, parts a-c below
are omitted from the checklist. Note his section does not address biocompatibility
evaluations, h are assessed in Section G of the checklist.

FOTRER | RIRUATRE © 2 N/A RIZA TR,
R N/A B A, WTERERS a-c BNERDEE. FEE , FTRBR
EYREEMEITE , XTEBFRME G TP TIFE.

Submission includes a study protocol which includes all elements as outlined in 21
CFR 58.120

EAAE—MRAZ , P A4 21 CFR 58.120 R3|HMTBEER.

Submission includes final study report which includes all elements outlined in 21
CFR 58.185

I AIERANRIRE , A4 21 CFR 53.185 RIHHKBEER.

Submission contains a statement that the study was conducted in compliance with
applicable requirements in the GLP regulation (21 CFR Part 58), OR, if the study
was not conducted in compliance with the GLP regulation, the submission explains
why the noncompliance would not impact the validity of the study data provided to

support a substantial equivalence determination.




RAZBE—HEY , KPFRZIRLERK GLP &L (21 CFR % 58 #59))
BHTH) , EREMRPIRAIRR GLP JEMHT | IRHAR T AR SR LN
R REIRIA BN |, SHFRRFRMRF .

Comments:

TEL




Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but

needed.
*P,
*Submitters including the checklist with their submission should identify the page numbers where N/A Page
. L . . . . Yes #
requested information is located. Use the comments section for an element if additional space is No
needed to identify the location of supporting information. x
= Wy
x| &
MRRERFAE , BAER MRARE , BAEN/A MREEERAS  Faws. + | B m |
R BERAZNM LIER , MAMRTEREEMENTRID, RFBEFIINTARINASHHMEE *
FNE , BETFRHAEE AT,
L. [Performance Characteristics - In Vitro Diagnostic Devices Only (see also 21 CFR 809.10(b)
(12))
L.
MEREAFE - UERTHIMNSHTIRE (5 21 CFR 809.10(b)(12))
Submission indicates that device: (one of the below must be checked) Is an in vitro
diagnostic device Is not an in vitro diagnostic device
If "is not" is selected, the performance data-related criteria below are omitted from the
checklist.
REFRRE : (UNTZ—MRHAGE) AN E TEIKSMSHTRE aRE
FARZ , W ISR KA AR 5 B h A
ission includes the following studies, as appropriate for the type, including
42. associated protocol descriptions, study s and line data:
N A EIETRIR , AREUAT A | SiERmXaDNGHE . BIRAIL
' ¥
a. Precision /reproducibility
O O O
a. KRR P ER M
Accuracy (includes as appropriate linearity; calibrator or assay traceability;
calibrator and/or assay stability protocol and acceptance criteria; assay cut-
off; method comparison or comparison to clinical outcome; matrix
b. comparison; and clinical reference range or cutoff).
[ O [l
b HERME (BFERERYMLM  BOEYEIVEI RE M ; B /S
TRE VNN R IR AR AE | KINELLE ; AR SIRRERPLE ;
EEPLE ; PURIGRSZTEESELLE) .
Sensitivity (detection limits, LoB, LoD, LoQ where relevant for the device
¢ type).
O O O
“ RYE (KWMR , LoB , LoD , LoQ , EATRELAE) .
d. Analytical specificity
[ O [l
d. DR
Comments:
L
device has a device-specific guidance document, special rols, and /or
requirement in a device-specific classification ation regarding performance
43 data that is applicable to the ect device.




V/A" is selected, parts a and b below are omitted from the klist.
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Check "Yes" if item is present, "N /A" if it is not needed and "No" if it is not included but

needed.

*Submitters including the checklist with their submission should identify the page numbers where
requested information is located. Use the comments section for an element if additional space is
needed to identify the location of supporting information.

WRMBFE , BAER MRAFTE , EAEN/A”; MIRFREXREE  FAESDR. *
RAZEERTMH _LIER , MAMAIMEREEMENRE. MRBREISIZRRANSHFEE
KLE , BIETFCE SRS XA,
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N/A

3 B A

*Page

ST.

W+ B o«

The submission addresses performance data recommendations outlined in the device-
specific guidance.

OR

The submission provides an alternative approach intended to address the applicable
statutory and/or regulatory criteria.

Select "N /A" if there is no applicable device-specific guidance. Select "No" if the
submission does not include a rationale for any omitted information or any alternative
approach as outlined above. Note that the adequacy of how recommendations in a device-
specific guidance, etc., have been addressed should be assessed during the substantive
review.

REAB SR EFEIESTHRMMREBIRZN. =FE RITRMUT —FERT
%, BEmEERRIEEM/SREERE. MRXBERNREREES  EEEN/
A7, IR AR AR MEIRE RS MM ERTIE | BEFENo. EiE
B BEREESFTENNTA N AR A ERRH TR,

b.

The submission includes performance data that addresses relevant mitigation measures
set forth in the special controls or device-specific classification regulation applicable to the
device.

OR

The submission uses alternative mitigation measures and provides rationale why the
alternative measures provide an equivalent assurance of safety and effectiveness.

Select " N /A " if there are no applicable special controls or device-specific classification
regulation. Select "No" if the submission does not include a rationale for any omitted
information or any alternative approach as outlined above. Note that the adequacy of how
such mitigation measures have been addressed should be assessed during the substantive
review.

R EFRS STER TR & R IE RIS 45 E 5 205N ALE AR REARHE MBI
MERERIE., BE IRATEABAEMEN , AR X LB RIEHE A IR 5
WHRSMMABMARIE. MRITEERRFRIEFIBRERFFEDRIEM | FEFF
N/A, MRRIZREEEAMERE S EREAERTERIES | BER S, FiE
B T X L AR A T M A SK B B E R TR A,

Comments:
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