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510(k) Summary |
Contact Person: Dean Ciporkin, Sr. Director of chulaztory Affairs and Quality Assurance
Submitted By: Microline Sju:gical
Beredly, MA 1915 AUG 23 200
Tel: 978-922-9810
Fax: 978-922-9209 f
Common Name: Electrosurgical System |
Device Product Code: GEI-
Classification Name: E};:ctrosurgical Cutting and Coagul:itic:?ﬁ Device and accessories

21 CFR § 787.4400

Device Panel: Gencral Surgery/Restorative Devices

Date Prepared: August 17, 2012

Proprietary Name: MiScal'™ Reposable ‘I'hermal Ligating:Shcars

Device Classification: Class 11 '

Predicate Device: This product is similar in design, composition, and function to the:

Starion Instruments Thermal Ligating Shears (K062257) cleared October 10, 2006

Establishment Registration
Number: 1223422

Device description and technological Characteristics:
The MiScal Reposable Thermal Ligating Shears system consists of the following:
MiScal Reusable Handpiece
MiScal Thermal Tigating Shears Kit
Universal Power Supply 200-006R
"The MiSeal Reposable Thermal Ligating Shears are designed to provide thermal ligation and division in various

surgical procedures. The MiSeal Reposable Thermal Ligating Shears consist of a reusable handpiece with a
disposable tip. The device has heating elements at the distal tip which arc activated by a finger switch located on
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the handpiece of the device. ‘The MiSeal Reposable Thermal I 1gatmg Sheats are designed to allow the surgcon
control of the heating clement power of the device in order to accominodate the individual patient anatomy. An
instrument cord connects the handpiece to the dedicated Microline Surg1ca1 Universal Power Supply K070871.

.....-‘..-..‘.-,- N e

The MiSeal Reposable Handpiece is supplied non-sterile in a foam ca{vity placed in a fiberboard carton and is for
multiple patent uses following cleaning and steam sterilization procedures petformed per the provided
Instructions for Use. The handpicce can be used multiple tmes if cleamng and sterilizadon procedures are
followed. The MiSeal Dmposable Kit (the functional instrument Tip and power cable portion of the applied part
of the system) is supplicd sterile in a die-cut chipboard Packaging Insert and '1'yvek/Mylar pouch and is labeled
for single use only. The tip is intended to be used by a trained physician for a single pat:ent use in open general
surgery, open vascular surgery, and laparoscopic surgical procedurcs

The MiSeal single use power cable is connected to the handle of the ihstrurnent handpiece and terminates at the
electrical connection of the Universal Power Supply. The system powcr supply is supplied non-sterile for
reusable usc outside the sterile field.

The MiSeal device incorporates Hi and Low heating modes that are used to coagulate and cut soft tissue. ‘Lhe
heating clements in the disposable tip are activated by a physician controlled finger switch located on the
handpiece of the device. 'I'he MiSeal device is intended to provide gencral purpose dissection, spreading, and
grasping of soft tissuc during minimally invasive or open surgical procedurcs. '

T'o coagulate and cut tissue, the physician grasps the desired tissue bctween the jaws of the MiScal Reposable
Thermal Ligating Shears and gently squeezes the thumb trigger and handplece to close the jaws. Depressing the
finger switch and squcczmg the thumb trigger activates the heatng clements in the distal dp. An audible low
frequcncy tone accompanies the activation of the heating clement in the variable mode to notify the physician the
power is being applied. An audible high frequency tone will accompany the activation of the heating element in
High power mode. Depressing the finger switch on the top of the handle provides cither Hi or Low heating
mode. Gencra]ly a lower UPS output setting improves the scaling capabilitics and lengthens the time required to
divide tissue. Conversely, 2 higher output setting reduces the time to divide tissue and may result in decreased
vesscl seal integnty :

Indications for Use:

The MiSeal Reposable Thermal Ligating Shears are intended for the simultaneous cutting and cauterization of
soft tissue during surgery, and cutting of natural or synthetic, nonmetallic sutures during susgery.

Performance Testing:
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Preclinical and performance tests were performed to assure the MiScafl Reposable Thermal Ligating Shears
functdoned as intended and met all product specifications. Sufficient data was generated and analyzed to prove
that the MiSeal Reposable Thermal Ligating Shears was substandally équivalent to the predicate device.

!
Summary: :
The information provided demonstrates that the MiSeal Reposable Thermal Ligatung Shears is substantally
equivalent to the Starion Instruments Thermal Ligating Shears in funcuon construction, intended use and

indications for use. 1
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* Food and Drug Administration

10903 New Hampshire Avenue
Document Control Room —W066-G609
Silver Spring, MD 20993-0002

Microline Surgical

% Mr. Dean Ciporkin . )
Sr. Director of Regulatory Affairs and Quality Assurance AUG 2 3 2012
800 Cummings Center, Suite 166T

Beverly, Massachusetts 01915

Re: K122086
Trade/Device Name: MiSeal Reposable Thermal Ligating Shears
Regulation Number: 21 CFR 878.4400
Regulation Name: Electrosurgical cutting and coagulation device and accessories
Regulatory Class: Class II
Product Code: GEI
Dated: July 13, 2012
Received: July 16, 2012

Dear Mr. Ciporkin:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class 11l (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Titie 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
© go to http://www.fda.gov/AboutFDA/CentersOfficessf CDRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http://www.fda. ,9.0vfMedlcalDewces/Safetv/ReportaProblem/defau]t htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http.//www.tda.gov/MedicalDevices/Resourcesfor You/Industry/default.htm.

Sincerely yours,

O -
Mark N. Melkerson D‘/J @ [~

Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use
510(k) Number (if known): K122086

Device Name: MiSeal Reposable Thermal Ligating Shears

Indications for Use: '

The MiSeal Reposable Thermal Ligating Shears are intendeii for the simultaneous
cutting and cauterization of soft tissue during surgery, and cuttmg of natural or synthetic,
nonmetallic sutures during surgery. i

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

A T e T R 4 U R T e e e 2 e 4 e A T e = e 8 T

Concurrence of CDRH, Office of Device Evaluation (ODE)

KF y{a@u_ nAX

(Division Sign-Off)
Division of Surgical, Orlhopedlc.
and Restorative Devices

| 2.2: %6
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Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —W066-G609
Silver Spring, MD 20993-0002

Microline Surgical

% MTr. Dean Ciporkin

Sr. Director of Regulatory Affairs and Quality Assurance
800 Cummings Center, Suite 166T

Beverly, Massachusetts 01915

AUG 2 3 2012

Re: K122086
Trade/Device Name: MiSeal Reposable Thermal Ligating Shears
Regulation Number: 21 CFR 878.4400° '
Regulation Name: Electrosurgical cutting and coagulation device and accessories
Regulatory Class: Class II
Product Code: GEI
Dated: July 13, 2012
Received: July 16, 2012

Dear Mr. Ciporkin:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOIA Request 2015-10228; Released by CDRH on 8/17/2016

Page 2 - Mr. Dean Ciporkin

forth in the qﬁality syStems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOfficess CDRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http://www.fda. gow’MedxcalDev1cesfSafctyfRenortaProblemfdefaull htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYouw/Industry/default.htm.

Sincerely yours,

| et
Mark N. Melkerson D(/p @l"

Director
,  Division of Surgical, Orthopedic
and Restorative Devices
Office of Device Evaluation
Center for Dévices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use

510(k) Number (if known): K122086

Device Name: MiSeal Reposable Thermal Ligating Shears. -
Indications for Use: .

The MiSeal Reposable Thermal Ligating Shears are intendeii for the simultaneous
cutting and cauterization of soft tissue during surgery, and cuttmg of natural or synthetic,
nonmetallic sutures during surgery. -

Pfescripiion Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

e Re el e
ivision Sign-Off)

Division of Surgical, Orthopedic,
and Restorative Devices

K 122 686

Page 1ofl

510(k) Number.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhS.gov or 301-796-8118
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Food and Drug Administration

Office of Device Evaluation &
Office of In Vitro Diagnostics
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COVER SHEET MEMORANDUM

. From: Reviewer Name QEDQ% T ™M AT T AMAL
Subject: 510(k) Number K12208p

I To: The Record

| Please list CTS decision code S & . _
O Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
http://eroom fda.gov/eRoomReg/Files/CDRH3/CDRHPremarketNotification510kProgram/0_5631/Screening%20Checklist%207%

-~ 202%2007.doc )
i @{Qddmonal Information or Telephone Hold).
O Final

ecision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.).

| Not Substantially Equivalent (NSE) Codes

O NO NSE for lack of predicate
_| O NI NSE for new intended use
[ O NQ NSE for new technology that raises new questions of safety and effectiveness
| O NU NSE for new intended use AND new techno[ogy raising new questions of safety and
| ' effectiveness
' O NP NSE for lack of performance data

O NS NSE no response

O NL NSE for lack of performance data AND no response

O NM NSE pre-amendment device call for PMAs (515i)

O NC NSE post-amendment device requires PMAs

O NH NSE for new molecular entity requires PMA

O TR NSE for transitional device

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.):

Indications for Use Page Attach IFU

510(k) Summary 1510(k) Statement ~ Attach Summary

Truthful and Accurate Statement ' I hMust be bréseht'for'a Final Dec.‘sion'
Is the device Class I1I? |

If yes, does firm include Class |1l Summary? Must be present for a Final Decision
Does firm reference standards?
(If yes, please attach form from http://www.fda.gov/opacom/morechoices/fdaforms/FDA-
3654.pdf)

Is this a combination product?

(Please specify category see
http://feroom.fda.gov/eRoomReg/Files/CDRH3/CDRHPremarketNotification510kProgram/0_413b/CO

MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12-03). DOC

x
X
X
Is this a reprocessed single use device? ){
4
<
M

(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, http://www.fda.gov/cdrh/ode/quidance/1216. htm)

nded foppedsatrlc use only’P

Is this a p'. scription device? (If th prescrlptlon & OTC check both boxes. ) - 1/
Did the a pl1catlon include-a completed FORM FDA 3674, Certification with Requirements of '

ClinicalTrials.gov Data Bank?
Is clinical data hecessary to support the review of this 510(k)? _
For United States-based clinical studies only: Did the application include a completed FORM
FDA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? (|f study was
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Rev. 2/29/12
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" conducted in the United States, and FORM FDA 3674 was not included or incomplete, then
applicant must be contacted to obtain completed form.)

Does this device include an Animal Tissue Source?
All Pediatric Patients age<=21

Neonate/Newborn (Birth to 28 days)

Infant (29 days -< 2 years old)

Child (2 years -< 12 years old)

Adolescent (12 years -< 18 years old)

Transitional Adolescent A (18 - <21 years old) Special conSIGeratlons are being given to this
group, different from adults age = 21 (different device design or testing, different protocol
procedures etc.)

Transitional Adolescent B (18 -<= 21 No specnal considerations compared to adults => 21 years |
old)

Nanotechnology
Is this device subject to the Tracklng Regulatlon'? (Medical Device Tracking - Contact OC.
Guidance, http.//www.fda.qov/cdrh/comp/quidance/169.html)
Regulation Number Class* Product Code
e

€1%-¢400 " GET

(*If unclassified, see 510(k) Staff)

Additional Product Codes:

o 1NN &S0 ?/w«/ 2-

' (Branéh Chief) (Branch Code) (Dédte)

N e
(Division Director)}s ~
4§ @[\

Final Review;

(Date)

N

y

¥, Iz

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to
M d Device *

O, @)

Descriptive Information Does New'Device Have Same NO Do the Differences Alter the Intended Not Substantially
about New or Marketed Indicatioff Statement?”——®  Therapeutic/Diagnostic/etc. Effect YES  Equivalent Determination
Device Requested as Needed (in Deciding, May Consider Impact on

YES Safety and Effectiveness)?**
New Device Ha§ Same Intended NO

Use and May be “Sybstantially Equivalent” —_—
< New Device Has O

@ @ New Intended Use

Does New Devige Have Same

Technological Characteristics, NO Could the New
e.g. Design, Mdterials, etc? ——® Characteristics Do the New Characteristics
S Affect Safety or ——— Raise New Types of S‘afcty YES »O
Effectiveness? or Effectiveness Questons? .
NO Are the Descriptive NO

Characterishgs Precise Enough NO
to Ensure ivalence? ¢——— @
Do Accepted Scientific

Available to Asses Equivalence? YES Methods Exist for
Assessing Effects of NO
the New Characteristics?

lYES

Are Performance Data Available  NO

NO

YES

Datd Required To Assess Effects of New
Characteristics? ***
YES
Performance Data Demonstrate / Performance Data Demonstrale
Equivalence? —— () m O < Equivalence?  4———

YES ~ , YES . NO

NO

- “Substantially Equivalent’ - @
To Determination To

¥ 510(k) Submissions compare new devices to marketed devices. FDA requests additional information if the relationship between
marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear,

i This decision is normally based on descriptive information alone, but limited testing information is sometimes required. .

2 chd Data maybe in thc 510(k), other 510(k)s, the Center's classification files, or the literature,
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MEMO TO THE RECORD

510(k) REVIEW
K122086
DATE: August 20, 2012 OFFICE: HFZ-410
FROM: George J. Mattamal, Ph.D DIVISION: DSORD/GSDB

- DEVICE NAME: MiSeal Reposable Thermal Ligating Shfi,ears
COMPANY NAME: Microline Surgical, Inc. ‘
CONTACT: Mr. Dean E. Ciporkin, Sr. Director of Qualit;y Regulatory Affairs.
(Tel. No. 978-867-1758 & Fax. 978-922-9209)
E-mail: dciporkin@microlinesurgical. com
and
Mr. Bill McCallum, Regulatory Affairs Manager
(Tel. No. 978-867-1726 & Fax. 978-922-9209)

E-mail: bmccallum@microlinesurgical.com D w)/} 2 I/
‘i "hiz"

DEVICE DESCRIPTION and PERFORMANCE: The sponsor has submitted the subject 510
(K), K22086 submission, to notify FDA that their company intends to market the proposed device,
MiSeal Reposable Thermal Ligating Shears, which is intended to be used as its predicate K062257
device *“for the simultaneous cutting and cauterization of soft tissue during surgery, and cutting of
natural or synthetic, nonmetallic sutures during surgery”. Specifically, the subject device, MiSeal
Reposable Thermal Ligating Shears, is a hand-held surgical instrument and its reusable hand piece
consists of 4 different shaft lengths, 14cm, 23 cm, 35 cm, and 45 cm and are supplied non- sterlle
but to be used sterile prior to use.

The term”Reposable” was used by the sponsor, Microline;Surgical, since the device was derived
from using a reusable handpiece and a disposable tip. (i.e.,.a re-usable handpiece combined with a
disposable tip). The subject device Kkit, as its predicate device, also consisting of a 5 mm curved
jaw tip and instrument cord, supplied single patient use, sterile. The sponsor has claimed their
device SE to exactly similar type of predicate device, the Starion Instrument Corporation’s Thermal
Legating Shears (K062257). It should be noted that at present, the Starion Instrument Corporation’s
Thermal Legating Shears (K062257) is wholly owned by the sponsor, the Microline Surgical and
both the subject and predicate K062257 were developed by the Starion Instrument Corporation.

Although, both the subject and predicate K062257 devices have the same intended use and very
similar design and function, the following modifications are being incorporated (that differentiate
from predicate) include the following: A reusable handpiece, a single-use disposable tip, a rocker
switch for tip installation, a flush port and a single-use disposable-cable. For example the predicate
K062257 is supplied sterile for single user whereas the subject device has a reusable hand piece,
and a sterile single use tip that is threaded on the headpiece-and disposed of after single patient use.

1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Also included in the kit is a previously cleared sterile single use electrical cable that connects the
subject device to the Universal Power Supply (K070871). ‘Tips and cables are intended to be
assembled to the handle prior to use. The disposable pack is sterilized via a validated gamma
irradiation process. The predicate K062257 device has the same tip and cable as the subject
device, the only difference is the predicate tip and cable is permanently attached because the whole
device is sold sterile, for single patient use. However, as explained above, the subject device,
MiSeal Reposable Thermal Ligating Shears, has a reusable handpiece, and a sterile single use tip
that is treaded on the handpiece and disposed of after single patient use.

The subject device, MiSeal Reposable Thermal Ligating Shears, incorporates Hi and Low heating
modes that are used to coagulate and cut soft tissue. The hieating elements in the disposable tips are
activated by a physician controlled finger switch located on the handpiece of the device. The
subject device is intended to provide general purpose dissection, spreading, and grasping of soft
tissue during minimally invasive or open surgical procedurj-e.

In surgical setting, in order to coagulate and cut tissue, the physician grasps the desired tissue
between the jaws of the subject device and gently squeezes the thumb trigger and handpiece to
close the jaws. Depressing the finger switch and squeezing the thumb trigger activates the heating
elements in the distal tip. An audible low frequency tone accompanies the activation of the heating
elements in the variable mode to notify the physician the power is being applied. An audible high
frequency tone will accompany the activation of the heating elements in high power mode.
Depressing the finger switch on the top of the handle provides either Hi or Low heating mode.
According to the sponsor, generally, a lower UPS output setting improves the sealing capabilities
and lengthens the time required to divide tissue. Conversely, a higher output Setlmg reduces the
time to divide tissue and may result in decreased vessel and integrity.

The sponsor (Mr. Dean E. Ciporkin) was contacted on August 16, 17, and 20, 2012 and discussed
about the device and requested the following:

Please provide a revised Intended use statement form, s:'!cvised Premarket notification truthful
and accurate statement form, and a revised Summary form by deleting the word “sealing”,

The required information was received on 8/17/12 and hard copies of the same will follow later.

The sponsor has provided engineering drawings with photos and physical and general specifications
of subject device, MiSeal Reposable Thermal Ligating Shears. Also, the sponsor has provided a
very detailed substantial equivalence comparison report with a side by side comparison describing
device's intended use, physical characteristics, disposal instructions, sterility, design for safety,
materials, energy source etc. of the subject device and the predicate device such as their own, the
Starion Instrument corporation’s Thermal Legating Shears (K062257) The subject device is very
similar to the predicate device.

The sponsor has performed detailed studies on pre-clinical and performance tests such as the design
verification activities tests on the subject device and compared to the predicate device, the Station
Instrument corporation’s Thermal Legating Shears (K062257) These tests were performed to

2 b}

i

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTA‘IfUS@fda.hhs.gov or 301-796-8118
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assure that the subject device, MiSeal Reposable Thermal Ligating Shears, was substantially
equivalent to the predicate device. Also the sponsor has performed an animal study (a

. supplemental testing) to evaluate the equivalency of subject device VS the predicate device. This
additional bench top testing was performed to gather data to differentiate BUST PRESSURE data
of both subject and predicate devices. Freshly harvested porciline caroid artery VESSELS were
used for in vitro testing at the devices. Also a summary of:results from the report “Burst Pressure
and sealing data overview of subject and predicate device has been provided (Please see page 623 of
the submission). According to the sponsor the rationale for the Burst pressure testing is that in a
near future, the sponsor will be sending another 510 (k) forf_-ﬂthe intended use for “SEALING”

Electrosurgical Testing: The sponsor has certified f(and performed) that the subject device
has been designed and tested to conform to the applicable sections of the following standard:

e IEC 60601-1 and IEC 60601-1-2, Medical Electrical Equipment Part 1: General
Requirements for Safety.

BIOCOMBATABILITY TESTING: There is no biocompatibility issue associated with the
subject device, since it is constructed exactly of the same materials as of its predicate device, the
Starion Instrument Corporation’s Thermal Legating Shears {(K062257). There is no safety concern
with this proposed device.

1. Administrative Requirement

: les |
. ) lndlq_;i_ty_)_gs for Use se page (Indlcate if: Prescrlptlon) ] - f ?_(__i B

Truthful and Accuracy Statement __concern w1th lhlS proposed dewce_ [L_ X } L i
$100) Summary — x
Standards Form ; : 4[ X

I1. Device Description

e e e e T e i i \ €S NO

_Is the device life-supporting or life sustaining? If - o ' o | X

Is the device an implant (implanted longer than 30 days)” o | | X i
Does the device design use software? 5 l X
*Is the device sterile? The disposable electrode insertion device (EID) is ' . X T

_supplied sterile for single use patientuseonly. - o _ -
*Is the device reusable (not reprocessed single use)" coolmg system hand plece L ox
are supplied non-sterile and are re-usable and '

* Please note that the subject device has reusable handpiece and a single use- disposable tip

. 3
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III.  Substantial Equivalence Discussion

Yes No
1. Same Indication Statement? ; X" "If YES = Go To 3
2 Do Differences Alter The Effect Or Ralse Ne;*_!r ' - IfYES = S;op_ NgEm o
Issues of Safety Or Effectiveness? ;
3. Same Technologlcal Characterlstlcs'? B X: i ' If YES =Go TO_S R
71“ a:;uld The ﬁ_é_\;bhliaracterlstlcs Affect Safet; a | - lf YES (E;TI' ;g -
Or Effectiveness? L
5. Descriptive Characteristics Precise Enough? “X : If i\IO =GoTo 8 a
I * _ lf YES = Stop SE
6. New Types Of Safety Or Effectiveness . - If YES = Stop NSE
Questions? ' o
'? .I;u::;epted Smeriﬂf cmMelhods Ex15t‘7 : E - If NO Stop NSE -
8. Performance Data Available? | X IfNO=-RequestData
9. Data Demonstrate Equlva!eﬁ(:—c;;_m - I X ) Final Decision: SE

INTENDED USE/INDICATIONS FOR USE: The subjeg:-:t device, MiSeal Reposable Thermal
Legating Shears, is intended “for the simultaneous cutting and cauterization of soft tissue during
surgery, and cutting of natural or synthetic, nonmetallic sutures during surgery”. This intended use is

~ SE (Chart 3) its predicate device, such as their own, the Starion Instrument corporation’s Thermal

Legating Shears (K062257).

PREDICATE DEVICE (S): The subject device, MiSeal Reposable Thermal Ligating Shears, is SE
(Chart 3) in design configuration, technological characteristics (Chart 5), function, and intended

use to its predicate devices,.such as their own, the Starion Instrument corporation’s Thermal
Legating Shears (K062257)

STARILITY, PACKAGING, AND LABELING: The subject device, MiSeal Reposable Thermal
Ligating Shears contains a re-usable handpiece combined with'a disposable tip. Accordingly,
The term”Reposab]e was used by the sponsor, Microline Surgical, since the device was derived
from using a reusable handpiece and a disposable tip. (i.e., a re-usable handpiece combined with a
disposable tip).

\ .
The disposable, sterile and single use part of the device, the tip, will be sterilized using gamma
radiation to a minimum dose of 25 kGy and a maximum dose of 40 kGy. The gamma sterilization
will be validated in accordance with clause 9, Method V Dmax Substantiation of 25 kGy as the
sterilization dose in ISO 11137-2:2006, to achieve a stenllty assurance level (SAL of 10). The re-
usable handpiece will be thoroughly cleaned ( such as using detergent, using a syringe, 60ml of

4
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reverse osmosis /de-ionized process, bioburden testing,etc.) prior to steam sterilization. Validation
of the team sterilization of the reusable hand piece is to a SAL of 10 The sponsor has provided all
the cleaning procedures in the draft labeling such as:

e Prior to sterilization, the instrument must be thoroughly cleaned
e The instrument must be wrapped
e The following cycle must be used:
1. gravity Cycle: 4 minutes > 270°F (132°C)
2. Pre-Vacuum Cycle : 4 m;nutes > 270°F (132°C)

The sponsor has provided an IFU (draft labeling) for the d{evice per “the Guidance Document for
General Surgical Electrosurgical Devices” that contains, all the necessary cleaning, washing for
the reusable handle, and description/Indications, Contraindications, Warnings, Precautions, and
Instruction of for Use, etc. And the draft labeling is found to be satlsfactory There is no safety
concern with this proposed device.

SAFETY AND EFFECTIVENESS INFORMATION & TRUTHFUL AND ACCURATE
STATEMENT: The sponsor has provided 1) a revised summary of safety and effectiveness information
and 2) a revised truthful and accurate statement about the device.

RECOMMENDATION: The subject device, MiSeal Reposable Thermal Ligating Shears, is SE
(Chart 7) to its predicate device, such as their own, the Starion Instrument corporation’s Thermal
Legating Shears (K062257). The device is associated with électrosurgical surgery and is categorized
as 79 GEI (Electrosurgical Device, Cutting & Coagulation & accessories). And the device is Class 11
based on 2} CFR 878.4400

g 7. W ] 9/ &D/} 12

J
Georgef{Mat al, Ph. D., Date - (

Genera gery Devices Branch 7
Divisionof Surgical, Orthopedic and Restoratives Devnces

KWJ (QWJSL T concur wufﬁLL SE - 27/3?«//"—*

Neil K. P. Ogden, M.S./Chief r Date
General and Surgery Devices Branch :
Division of Surgical, Orthopedic and Restorative Devnces

1

CONTACT HISTORY: The sponsor (Mr. Dean E. Cipog;-kin) was contacted on August 16, 17, and 20,
2012 and discussed about the device and requested to provide Al. The required Al was received as e-
mailed materials. And the hard copies of the same will folliow later.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mattamal, George

From: Dean Ciporkin [dciporkin@microlinesurgical. com]
t: ' - Friday, August 17, 2012 2:26 PM §

Mattamal, George

£ Dean Ciporkin; Bill McCallum

Subject: Microline's 510(k) #K122086

ralange s

i
i

Attachments: Document.pdf

Document.pdf (3

MB) 5
Dr. Mattamal,

TR

Attached are our changes to the documents you requested}

-1
'y

Best regards,

Dean E. Ciporkin | Sr. Director of Regulatory Affairs & !Quality
Assurance 5
Microline Surgical, Inc.

800 Cummings Center, Suite 166T :
Beverly, MA 01915, USA 2
Direct: 978.867.1758 | Fax: 978.922.9209 |
dciporkin@microlinesurgical.com

Legal Notice from Microline Surgical, Inc.
This email message and any attachment(s) is for the sole use of the intended recipient (s)
may contain confidential and privileged information. Any unauthorized review, use,
closure or distribution is prohibited. If you have received this email message in
ror, please delete it from your files and notify the Sender immediately. Thank you in
advance for your attention to this request and your compliance.

. |

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use
510(k) Number (if known): K122086 q
Device Name: MiSeal Reposable Thermal Ligating Shears

Indications for Use: t

The MiSeal Reposable Thermal Ligating Shears are intended for the simultaneous
cutting and cauterization of soft tissue during surgery, and cuttmg of natural or synthetic,
nonmetallic sutures during surgery. :

Prescription Use X Over-The-Counter Use

(Part 21 CFR 801 Subpart D)~ 2ANPPOR 51 CFR 801 Subpart &)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTI"T}IUE ON ANOTHER PAGE
OF NEEDED) T

Concurrence of CDRH, Office of Device Evaluation (ODE)

¢

Page 1of 1

i

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTA'!_.-"US@fda.hhS.gov or 301-796-8118
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M I C R AT L I N E - . 800 Cummings Center, Suite 166T
N ™ " Beverly, MA 01915, USA
SURGICAL i Tel 978.922.9810
Fax: 978.922:9209

Web: www.microlinesurgical.com

R ae e,

Premarket Notlﬁcatmn Truthful And Accurate
Statement s

L

[As Required by 21 CFR 807.87(k)}

Microline Surgical, Inc., I believe to the best of my knowledge, that all data
and information submitted in the premarket notification are truthful and

accurate and that no matenial fact has been omitted.

/2 /f?w /%é/ffz,,

Wm Shaw McCallum

Au\f}.usj‘ iy 0139

K122086

Confidence, simply delivered. n W
AL /

Questions? Contact FDA/CDRH/OCE/DID at CDRH- FOISTATUS@fda hhs.gov or 301-796-81 18
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I

M I CRQ"Q Ll N E 800 Cummings Center, Suite 166T
e _ - Beverly, MA 01915, USA
SURGICAL ;. Tel: 978.922.9810
Fax: 978.922.9209

. ' . i Web: www.microlinesurgical.com

510(k) Summary |

Contact Person: Dean Ciporkin, Sr. Director of chtﬂaiéory Affairs and Quality Assurance
Submitted By: Microline Surgical :

800 Cummings Center,

Beverly, MA 01915

Tel: 978-922-9810
Fax: 978-922-9209

Common Name: Electrosurgical System
Device Product Code: GEI
Classification Name: Electrosurgical Cutting and Coagﬂadén Device and accessories

21 CFR § 787.4400

Device Panel: General Surgery/Restorative Devices :
Date Prepared: August 17, 2012 _
. Proprietary Name: MiSeal™ Reposable Thermal LigatingéShears
Device Classification: Class IT |
Predicate Device: This product is similar in design, com[';JOSiti(Jn, and function to the:

Starion Instruments 'L'hermal Ligating Shears (K062257) cleared October 10, 2006

Establishment Registration
Number: 1223422

Device description and technological Characteristics:

The MiScal Reposable Thermal 1.igating Shears system consists of the following:
MiScal Reusable Handpiece
MiSeal Thermal Ligating Shears Kit
Universal Power Supply 200-006R

The MiSeal Reposable Thermal Ligatng Shears are designed to provide thermal ligation and division in various
surgical procedures. The MiSeal Reposable Thermal Ligating Shears:consist of a reusable handpiece with a
disposable tip. The device has heating elements at the distal tip which are activated by a finger switch located on

. Page 10of 3

Confidence, simply delivered. %\ j"
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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the handpiece of the device. The MiSeal Reposable Thermal 1 lgarmg Shears are designed to allow the surgcon
control of the heating clement power of the device in order to accommodate the individual patient anatomy. An
instrument cord connects the handpiece to the dedicated Microline Surgmal Universal Power Supply K070871.

The MiSeal Reposable Handpiece is supplied non-sterile in a foam ca:wty placed in a fiberboard carton and is for
multple patient uses following cleaning and steam sterilization procedures performed per the provided
Instructions for Usc. The handpicce can be used multiple times if cleaning and sterilization procedures are
followed. The MiSeal Disposable Kit (the functional instrument Tip and power cable portion of the applied part
of the system) is supplicd sterile in a die-cut chipboard Packaging Insert and 1'yvek/Mylar pouch and is labeled
for single use only. The tip is intended to be used by a trained physician for a single patent use in open general
surgery, open vascular surgery, and laparoscopic surgical proccdurcs,

The MiSeal singlc use power cable is connected to the handle of the i instrument handplecc and terminates at the
electrical connection of the Universal Power Supply. The system powcr supply is supplied non-sterile for
reusable usc outside the sterile field. :

The MiSeal device incorporates Hi and Low heating modes that are used to coagulate and cut soft tissue. ‘he
heating clements in the disposable tp are activated by a physician controlled finger switch located on the
handplecc of the device. 'I'he MiSeal device is intended to provide gencra] purpose dissection, qprcadmg, and
grasping of soft tissue during minimally invastve or open surgical procedurcs

‘I'o coagulate and cut tissue, the physician grasps the desired tissue bcrwecn the j jaws of the MiScal Reposable
Thermal Ligating Shears and gendy squeezcs the thumb trigger and handpiece to close the jaws. Depressing the
finger switch and squeczing the thumb trigger activates the heating clements in the distal tip. An audible low
frcqucncy tone accompanies the activaton of the heating clement in the variable mode to noufy the physician the
power is being applied. An audible high frequency tone will accompany the activation of the heating element in
High power mode. Depressing the finger switch on the-top of the handle provides cither Hi or Low heating
mode. Gencrally, a lower UPS output setting improves the sca]ing c:ipabi]jtics and lengthens the ame required to
divide assue. Converscly, a higher output setting reduces the time to: dlwde tissue and may result in decreased
vesscl seal integrity

Indications for Use:

The MiSeal Reposable Thermal Ligating Shears are intended for the slmultaneous cutting and cauterization of
soft tssue during surgery, and cutting of natural or synthetic, nonmcta]ltc sutures during surgery.

Performance Testing:

Page 2 of 3
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Preclinical and performance tests were performed to assure the MlSeal Reposable Thermal ligating Shears
functioned as intended and met all product specifications. Sufficient data was generated and analyzed to prove
that the MiSeal Reposable Thermal Ligating Shears was substantially équivalent to the predicate device.
Summary:

The information provided demonstrates that the MiSeal Repoaablc Thermal Ligating Shears is substantially

equivalent to the Starion Instruments Thermal Li igating Shears in function, construction, intended use and
indications for use. !

Page 3 of 3 _
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: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration
ey, . Center for Devices and Radiological Health
M Document Control Center WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

July 17,2012
MICROLINE SURGICAL, INC 510k Number: K122086
g%ol'lgéj ll\gg"‘l'mG CENTER Received: 7/16/2012

BEVERLY, MASSACHUSETTS 01915

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received
the Premarket Notification, (510(k)), you submitted in accordance with Section 510(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC) at the above letterhead address. Correspondence sent to any address other than the one above
will not be considered as part of your official 510(k) submission. -

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
- 2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandMod
ernizationActMDUFMA/default.htm

for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard 1n the review of ANY new 510(k) needs to fill out the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default. htm.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of hurman drugs (including biological products) and devices. Section 402(j) requires that a certification
form http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm accompany 510(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007”
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio
ns/PremarketNotification510k/ucm134034.htm. According to the draft guidance, 510(k) submissions that do not
contain clinical data do not need the certification form.

’lease note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm.  Please
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA
Staff entitled, "Format for Traditional and Abbreviated 510(k)s". This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/

ucm084365.htm. Please refer to this guidance for assistance on how to format an original submission for a
Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/ucm134508.html. In addition, the 510(k) Program Video is now available for viewing on line at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio
ns/PremarketNotification510k/ucm070201.htm .

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807. 92 or a 510(k) Statement as per
21 CFR 807.93, it meets the content and format regulatory requirements.

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the status
of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at their
internet address http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have
orocedural questions, please contact the 510(k) Staff at (301)796-5640.

Sincerely,

510(k) Staff

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Grayson, Giovanna *

\

From: Microsoft Outlook

To: '‘bmceallum@microlinesurgical.com'

“ent: Tuesday, July 17, 2012 9:33 AM
ibject: Relayed: ack letter

Delivery to these recipients or distribution lists is complete, but delivery notification was not
sent by the destination:

‘bmccallum@microlinesurgical.com'

Subject: ack letter

Sent by Microsoft Exchange Server 2007

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Grayson, Giovanna *

From: Grayson, Giovanna *

Sent: Tuesday, July 17, 2012 9:32 AM
To: ‘bmecallum@microlinesurgical.com’
Subject: ack letter

Attachments: image002.png

DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service

5 Fi Drug Admimsiravon
o B P AT o
10903 New Hi Wﬁrmnt
Silver Spring, 2099, 2
July n,ém:./&n
MCCALEY
WILLIAM "
MICROLINE SURGICAL, INC
800 CUMMING CENTER
SUITE 166T
BEVERLY, MASSACHUSETTS 01915
ATTN: WILLIAM MCCALLUM

510k Number: K122086

Received: 7/16/2012

Product: THERMAL LIGATING SHEARS 4 /
The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDR.HA. has received the Premarket Notification, (510(k)),
you submitted in accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act(Act) for the above referenced product and for the
above referenced 510(k) submitter. Please note, if the 510(k) submitier is incorrect, please nouial the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in all future correspondence that
relates to this submission. We will notify you when the processing of S‘your Sl 0(‘1% has been completed or if any additional information is required.
XEEO%AH‘QK&I\QESITBC[EJ?(I}S DEVICE'INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail Center EDMC) at the above letterhead
address. Correspondence sent to any address other than the one above will not be considered as part of your official 510(k) submission.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008 - 2012. The legislation - the
Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food and Drug Amendments Act of 2007. Please visil our website at
hitp:/fwww . fda.goviMedi vic Vi lati ida verview/MedicalDeviceUserFeeandModernizationAct : |
or more information tcgard"mg ces an review goals. In addition, effective January 2, , any firm that chooses to use a standard in the
review of ANY new 510(k) needs 1o fill out the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at http://www.fda.gov/AboutFDA/ReportsManualsFonms/Forms/default.him.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 SFDMA} amended the PHS Act by adding new
section 402(j) (42 US.C. § 282llj)), which ex ndeg the current database known as ClinicalTrials.gov to include mandatory registration and
reporting of results for applicable clinical lriaqg i

of human drugs (including biological products) and devices. Section 402(j) requires that a
certification form htEF:a’1w“‘g€ fda ggv!ﬁcbg%ﬂgpz&guoﬂ%mmmm%mgggfmuiym accompany 510(k)/HDE/PMA submissions. The
agency has issued a drafl guidance titled: "Centifications To Accompany Drug, Biological -

Page 1 of 2
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Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act, Added By Title VIII of The Food and Drug
Administration Amendments Act of 2007" ¢

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowioMark urDevice/PremarketSubmissions/PremarketNotificati k 134034 . htm.
Acgﬁdmg iodlgﬁﬁrail gu_iaﬁncc,_s%g(ﬂ submis%mns(lzhat do not contain clinical data do not nc%_tﬁ?cen? ication iorm.

Please note the following documents as they relate to 510(k) review: 1) Guidance for Indusiry and FDA StafT entitled, “Interactive Review for Medical Device

ubmissions; 5]0{!-:?3‘[. _ngiirlal PMAs, PMA Supplements, Original BLAs and BLA Supplements”. This guidance can be found at . ;

htip://www.fda.gov/MedicalDevices/DeviceRegulati nanda juidance/( iul%angql[mumemizucmﬂﬁﬁdﬂlhlm.‘ Please refer to I_htiguldancc for information on a

ormalized inleractive review process. j_aunﬁance iur ndustry and FL taft entitle ormal Tor Traditional and Abbreviated 510(k)s". This guidance can be
a.gnw’&%xgaIDcvu.:esfl')c\'iccReguIuliongpdG‘u|dangg’ﬁy_id_a_l1cgbgc_ ments/

found at_ hup://www.fd d _ s/
mﬂ&jﬁﬁm. Please refer to this guidance for assistance on how 1o format an original submission for a Traditional or Abbreviated 510(k).

In all future premarkel submissions, we encourage you lo provide an electronic copy of your submission. By doing so, you will save FDA resources and may help
reviewers navigate through longer documcpts maore easily. Under CDRH's c-Ccﬁy Program, you may replace one paper copy of any P"-’-maf!“?l submission (e.g.,
SIO(k), IDE, PMA, HDE% with an electronic copy. For more iﬂfomﬁl.i'on about the program, including the formatting requlrzn;%t, please visil our web site at

edicalDevices/DeviceRepulationandGuidan rk Device/PremarketSubmissions/ucm himl. In addition, the 510(k)
e Tor viewing on line at_

v DeviceRegula mi igg_‘sg'}_!r_e_m_a_rk_glNgliﬁg;;ionﬁI{)k!ucmjg?gggﬂl htm .

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as per 21 CFR 807.93, it meets the content and
format regulatory requirements.

oMa

Lastly, you should be familiar with the regulatory requirements for medical devices available a1 Device Advice o
hup:fwww fda gov/Medical Devices/DeviceRegulationandGuidance/defauli.htm. I you have questions on the status of your submission, please contact DSMICA at
i!ﬂ[i?@3—?v or the toll-free number | :

up:/iwww . fda.gov/MedicalDevices/DeviceRe,

, or at their internet address

gulationandGuidance/default.htm. If you have procedural questions, please contact the 510(k) Staff at (301)

Sincerely,
510(k) Staff

7/17/20 [Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Thermal Ligating
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Microline Surgical, Inc.
800 Cummings Center, Suite 166T
Beverly, MA 01915
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MiSeal Reposable
Thermal Ligating Shears

1. Medical Device User Fee Cover Sheet (Form FDA 3601)
2. CDRH Premarket Review Submission Cover Sheet
3. 510(k) Cover Letter

4. Indications for Use Statement

5. 510(k) Summary or 510(k) Statement

6. Truthful and Accuracy Statement

7. Class 111 Summary and Certification

8. Financial Certification or Disclosure Statement

9. Declaration of Conformity and Summary Reports
10. Executive Summary

11. Device Description

12. Substantial Equivalence Discussion

13. Proposed Labeling

14. Sterilization and Shelf Life

15. Biocompatibility

16. Software

17. Electromagnetic Compatbility and Electrical Safety
18. Performance Testing — Bench

19. Performance Testing — Animal

20. Performance Testing — Clinical

21. Standards Data Reports

000001

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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NOTE: For pagination please see the accompanying “Screening Checklist for
Traditional/ Abbreviated Premarket Notification [510(k)] Submissions
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Screening Checklist for Traditional/Abbreviated Premarket
Notification [510(k)] Submissions

based on

Guidance for Industry and FDA Staff
Format for Traditional and Abbreviated 510(k)s

for Traditional and Abbreviated
510(k)s" updated November 17,
2005

Title Related Information Page N/A
MDUFMA Cover Sheet edical Device User Fee Cover i
Sheet’ T
CDRH Premarket Review {CDRH Premarket Review
Submission Cover Sheet  [Submission Cover Sheet* Cl
510(k) Cover Letter Appendix A of "Guidance for
“Industry and FDA Staff Format

1%

Indications for Use

evice Advice "Content of a

!Statement 510¢k)" Section D’ R You
510(k) Summary or 510(k) [Device Advice "Content of a

Statement 510(k)" Section E° O\
Truthful and Accuracy Device Advice “Content of a

Statement 510(k)” Section G’ a_-f
Class III Summary and Class IIT Summary and )
Certification Certification Form® ' ac‘

Financial Certification or
Disclosure Statement

ORM FDA 345ﬁLCertiﬁca;ion:

[Financial Interests and

Arrangements of Clinical

Investigatorsg
FORM FDA 3455, Disclosure:

IFinancial Interests and
IArrangements of Clinical

Investigators'®
Financial Disclosure by Clinical

Investigators''

Declarations of
Conformity and Summary
Reports (Abbreviated
510(k)s)

Use of Standards in Substantial
Equivalence Determinations >

FDA Standards program"

Declaration of conformity"

Required Elements for

Declaration of Conformity to
Recognized Standard"’

Executive Summary

See section 10 in Chapter II of

33

000003

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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* [Staff Format for Traditionaland |

Abbreviated 510(k)s” updated
November 17, 2005

Device Description

See section 11 in Chapter II of
“Guidance for Industry and FDA
Staff Format for Traditional and
Abbreviated 510(k)s" updated
November 17, 2005

iSubsthntial Equivalence |

1IDiscx.lssicm

~ IGuidance on the CDRH

Premarket Notification Review
Program 6/30/86 (K86-3)'®

{iProposed Labeling

!S_ten lization/Shelf Life

i
|
]
.F
i

|

b
H

Device Advice “ Content of a
510(k)” Section H'’

‘Updated 510(k) Sterility Review |

Guidance (K90-1)"®

For reuse of single use devices,
see Guidance for Industry and
FDA Staff — Medical Device User
IFee and Modernization Act of
2002 Validation Data in
Premarket Notification
Submissions (510(k)s) for
[Reprocessed Single-Use Medical
Devices'®

30

fBiocompatibi lity

1

FDA Blue Book Memo, G95-1.
Use of International Standard
ISO-10993. "Biological
IEvaluation of Medical Devices
'Part 1: Evaluation and Testing"*°

530

Compatibility/Electrical
Safety

1
|

Software iGuidance for the Content of
Premarket Submissions for
Software Contained in Medical 5 1 \
Devices®'

Electromagnetic CDRH Medical Device

[Electromagnetic Compatibility
’Program22

See also IEC 60601-1- 2 Medical
Electrical Equipment -- Part 1:
‘General Requirements for Safety;
Electromagnetic Compatibility --
IRequirements and Tests (Second
Edition, 2001)

5%\

Performance Testing —
Bench

iSee section 18 in Chapter II of
"Guidance for Industry and FDA
[Staff Format for Traditional and

59|

000004
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‘Abbreviated 510(k)s" updated .
| ... November17,2005 |
Performance Testmg - i;See section 19 in Chapter Il of
Animal "Guidance for Industry and FDA |
: Staff Format for Traditional and | 1O |

‘Abbreviated 510(k)s" updated :
. ~_ November 17,2005 g
Performance Testing — See section 20 in Chapter 11 of E
Clinical "Guidance for Industry and FDA |
| Staff Format for Traditional and |

I
I
|
i

Abbrev1ated 510(k)s" updated
November 17, 2005

’fFORM FDA 3454, Certification: |
Financial Interests and i (00'15

Arrangements of Clinical

glnvestigatorsn

FORM FDA 3455, Disclosure:

Financial Interests and ; f
Arrangements of Clinical : |
o _ Investigators™ o _ : - r
FORM FDA 3654, Standards Data Report Form —
Standalds Data Report for Form 3654 , i
‘510§k) i
’ 1. No standard used - No f‘
| Standards Form | I
Required J tva’-} E
2. Declaration of Conformity | !
— Yes Standards Form
Required
3. Standard but no :
declaration — Yes i :
Standards Form !
Required ]. :
¥ ! I
Kit Certification Device Advice”® - WA

000005

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 3@ 0?961086
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Site: Order Confirmation

Human Ser

AW

| 1 ' s s . De Ji..n':s.-ﬁt of
.Food and Drug Administration < i

s ; ] :
Fr y = i o

% g ¥ 3o
© W @ @ w
FAQ User Fees Draft Cover Sheet Previous Cover Sheets  Profile  Logout
éMedjcal Device User Fee%?l

Confirmation

YOUR PAYMENT IDENTIFICATION NUMBER [S: MD 6062646-956733
Your Cover Sheet has been submitted electronically. You must print and sign the

hard copies. Include one in each copy of your application and include a copy with
your payment.

Thank you for visiting the FDA User Fee Website. As part of our efforts to
improve customer service, we would like to hear from you.

Please ‘click here' to submit a survey. This will only take about 2 minutes
to complete.

Coversheet Creation Date Last Update Date
Medical Device User Fee and
Modernization Act 1 05-JUL-2012 05-JUL-2012 Net:$4,049.00

(:Pr'rnWiew Final Coversheet)

Total:$4,049.00

Customer Information

Customer: MIRCOLINE SURGICAL INC
William McCallum M %//
978-867 1726

bmccallum@microlinesurgical.com
Applicant Contact Information

Bill To: William McCallum
MIRCOLINE SURGICAL INC
800 CUMMINGS CENTER SUITE 166T
BEVERLYMA 01915
UNITED STATES

-'\':Pay Now) CCreate Another Cover Sheet)

Medical Device User Fee
User Fees | Draft Cover Sheet | Previous Cover Sheets | Profile | Logout |

FDA Home Page | Search FDA Site | FDA A-Z Index | Contact FDA | Privacy | Accessibility 000007

hitps://userfees.fda.go s LD E SRS FANCIRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 e
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CDRH Premarket Review Submissions Cover Sheet
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 0910-0120
Expiration Date: December 31, 2013
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET et i
-Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known)

SECTION A : TYPE OF SUBMISSION | s
PMA PMA & HDE Supplement * PDP 510(k) Meeting
[[] original Submission [] Regular (180 day) [] original PDP [x] Original Submission: [[] Pre-510(K) Meeting
[] Premarket Report [] special [] Notice of Completion Traditional [] Pre-IDE Meeting
[] Modular Submission [T] Panel Track (PMA Only) [ ] Amendment to PDP [] special [] Pre-PMA Meeting
[[] Amendment [] 30-gay Supplement Abbreviated (Complete |  [_] Pre-PDP Meeting
) D section |, Page 5) .
[] Report [] 30-day Notice > . [] Day 100 Meeting
[_] Report Amendment [[] 135-day Supplement O Addltioes| Information (] Agreement Meeting
D Licensing Agreement E] Real-time Review D Third Party D Determination Meeting
Amendment to PMA & Other (specify):
D HDE Supplement D
[] other
IDE Humanitarian Device Class Il Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Class lll Designation
(De Novo)
[] original Submission [] original Submission [] original Submission [] Originat Submission [J513(0)
[] Amendgment [] Amendment [[] Additional Information [] Additional Information [[] other
D Supplement D Supplement {describe submission):
[[] report ™~
[] Report Amendment
Have you used or cited Standards in your submission? [Z| Yes [:I No (If Yes, please complete Section I, Page 5)
SECTIONB SUBMITTER, APPLICANT OR SF;’ONSOR
Company / Institution Name Establishment Registration Number (if known)
Microline Surgical, Inc. 1223422
| Division Name (if applicable) Phone Number (including area code)
978 867 1726
Street Address FAX Number (including area code)
800 Cummings Center, Suite 166T 978 867 1787
City State / Province ZIP/Poslal Code Country
Beverly, Massachussetts 01915 USA
Contact Name
William McCallum
Contact Title Contact E-mail Address
Regulatory AfTairs Manager bmecallum@microlinesurgical.com
SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above)
Company / Institution Name
N/A
Division Name (if applicable} Phone Number (including area code)
Street Address FAX Number (including area code)
City State / Province ZIP Code Country

Contact Name

| Can'aict Title Contact E-mail Address

FORM FDA 3514 (12/10) ) Page 10f5 Pages
PSC Publy Wy ) EF
G00003"

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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REASON FOR APPLICATION - PMA, PDP, OR HDE

SECTION D1

] New Device

[] withdrawal

[] Additional or Expanded Indications

D Request for Extension

[[] Post-approval Study Protocol

[] Request for Applicant Hold

|:| Request for Removal of Applicant Hold

D Reqguest to Remove or Add Manufacturing Site

[ ] change in design, component, or
specification:
D Software/Hardware
[] cotor Additive
[[] Material
[] specifications
D Other (specify below)

[] Location change:
D Manufacturer
|:| Sterilizer
[] Packager

(] Process change:
[[J Manufacturing [ ] Packaging
[] sterilization
[C] other (specify below)

[[] Response to FDA correspondence:

D Labeling change:
[] indications
[] Instructions
{_] Performance Characteristics
[] sheff Life
[] Trade Name
[[] other (specify below)

[:l Report Submission:
[] Annual or Periodic
[[] Post-approval Study
[ ] Adverse Reaction
D Device Defect
[] Amendment

D Change in Ownership
[T] change in Correspondent
[] change of Applicant Address

D Other Reason (specify):

L___i New Device

(] New Indication

(] Addition of Institution

(] Expansion / Extension of Study
[] IRB Certification

[] Termination of Study

[] withdrawal of Application

[] Unanticipated Adverse Effect
D Notification of Emergency Use
[[] compassionate Use Request
[[] Treatment IDE

[] Continued Access

SECTION D2 REASON FOR APPLICATION : IDE

[] changein:
D Correspondent/Applicant
[] pesign/Device
[] Informed Consent
[] Manufacturer
[[] Manufacturing Process
[] Protocot - Feasibility
[] Protocot - Other
[_] Sponsor

I:] Report submission:
[_] Current Investigator
[[] Annual Progress Report
I:] Site Waiver Report

[ Final

[] Response to FDA Letter Conceming:
D Conditional Approval
D Deemed Approved
[] peficient Final Report
[] peficient Progress Report
[[] Deficient Investigator Report
D Disapproval
[:l Request Extension of

Time to Respond to FDA

[] Request Meeting
[:' Request Hearing

[[] other Reason (specify):

SECTION D3

New Device

REASON FOR SUBMISSION - 510(k)

[ ] Additional or Expanded Indications

[ ] change in Technology

[ ] other Reason (specify):

FORM FDA 3514 (12/10)

Page 2 of 5 Pages
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS ¥

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,

N safety and effectiveness information
1| GEI 2 3 4
[X] 510 (k) summary attached
5 6 7 8 [] 510 (k) statement
Information on devices to which substantial equivalence is claimed (if known)
510(k) Number Trade or Proprietary or Mode! Name f:'é Manufacturer
K062257 Starion Instruments. Corp. Thermal Ligating Starion Instruments, Corp.
1 1| Shears 1
2 2 2
3 3 3
4 4 4
5 5 5
6 ] B

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS
Common or usual name or classification name

Electrosurgical cutting and coagulation device and accessories

FT% Trade or Proprietary or Model Name for This Device %le Model Number

1| Thermal Ligating Shears 1| 132-136D, 132-132D, 132-133D

2 2

3 3

4 4

5 5

FDA document numbers of all prior related submissions (regardless of outcome)
1 2 3 4 5 6
7 ) 8 El 10 11 12

Data Included in Submission
Laboratory Testing Animal Trials D Human Trials

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS -
C.F.R. Section (if applicable) Device Class

21 CFR 878.4400 [Jciassi Class Il

SECTION G
Product Code

GEI

Classification Panel
[Jclassm  [] Undassified

79 General and Plastic Surgery

Indications (from labeling)
The MiSeal Reposable Thermal Ligating Shears are intended for the simuliancous cutting and caulerization of soft tissue during surgery, and cuiting natural or

synthetic, nonmetallic sutures during surgery

Page 3 of 5 Pages
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

FORM FDA 3514 (12/10)
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FDA Document Number (if known)
Note: Submission of the information entered in Section H does not affect the
need o submit device establishment registration

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

Facility Establishment Identifier (FEI) Number
[[] manufacturer [T] contract Sterilizer

ContractManufacturer || Repackager / Relabeler

(b)(4)

Facility Establishment Identifier (FEI) Number

SECTION H

D Qriginal
[Jadd  []Delete

] Manufacturer Contract Sterilizer
[_] Contract Manufacturer ~ [_] Repackager / Relabeler

(b)(4)

Facility Establishment Identifier (FEI) Number
S ; ner (FE) [ ] Manufacturer [] Contract Sterilizer
[ ] Contract Manufacturer  [_] Repackager / Relabeler

[] original

[[]Add

[ ] petete

[[] Original
[[]Add [] elete

Company / Institution Name Establishment Registration Number

N/A

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

City State / Province ZIP Code Country

Contact Title Contact E-mail Address

Contact Name

Add ContintationPage] Page 4 of 5 Pages

FORM FDA 3514 (12/10) 0000 1 2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized
Standard” statement.
Standards No. Standards Standards Title Version Date
Organization ) . . : . " -
15223-1 1S0 Medical Devices-Symbols to be used with the medical device labels, | First Edition
labelling and information to be supplies-Part 1: General requirements
1 04/15/2007
Standards No. Standards Standards Title Version Date
Organization
D4169 ASTM Standard Practice for Performance Testing of Shipping Containers 09
and Stystems
2 01/01/2019
Standards No. Standards Standards Title Version Date
Organization ) -
11137-1 1SO Sterilization of health care products-Radiation-Part |: Requirements 06
for development, validation, and routine control of a sterilization
3 process for medical devices 01/01/2006
Standards No. Standards Standards Title Version Date
Organization
11137-2 Sterilization of health care products-Radiation-Part 2: Establishing the | 06
IS0 sterilization dose
4 01/01/2006
Standards No. Standards Standards Title Version Date
Organization - o
11137-3 Sterilization of health care products-Radiation-Part 3: Guidance of 06
IS0 dosimetric aspects
5 01/01/2006
Standards No. Standards Standards Title Version Date
QOrganization i :
10993-1 Biological evaluation of medical devices-Part |:Evaluation and 09
IS0 testing within a risk management process
¢ 07/1212012
Standards No. Standards Standards Title Version Date
Orgamza‘non ) . ; _
60601-1 IE Medical Electrical Equipment-Part 1:General Requirements for Basic
Safety and Essential Performance
7 01/01/1995
2nd
Please include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:
Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
1350 Piccard Drive, Room 400
Rockville, MD 20850
An agency may not conduct or sponsor, and a person is not required to respond to. a collection of information unless it displays a currently valid OMB control number.

Page 5 of 5 Pages
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

FORM FDA 3514 (12/10)
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STD's # STD's Org | STD's Title Version Date

8 | 60601-1-2 |[IEC Medical Electrical Equipment-Part 1-2: General | 2nd 2007
Requirements for Safety-Collateral standard:
EMC

9 | F1980 ASTM Standard Guide for Accelerated Aging of Sterile | 07 4/1/2007
Barrier Systems for Medical Devices

10 | 14971 ISO Medical devices-Application of risk management | 07 2007
to medical devices

000014

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Cover Letter
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M I CR’\ LI N E 800 Cummings Center, Suite 166T
\ Y 4 ™ Beverly MA 01915, USA
SURGICAL Tel: 978-922-9810
Fax: 978-922-9810

Web: www.microlinesurgical.com

July 13, 2012

FDA CDRH DMC
U.S. Food and Drug Administration
Center for Devices and Radiological Heath JUL 186 2012
Document Mail Center - WO66-0609 Y -

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

RE: (510k) Premarket Notification - Microline Surgical MiSeal Thermal Ligating Shears
Instrument for Use with the Microline Surgical Universal Power Supply

To Whom It May Concern:

In accordance with Chapter |, Title 21 CFR 807.87, enclosed is the Microline Surgical, Inc.
Traditional 510(k) Premarket Notification submission for the Microline Surgical MiSeal
Thermal Ligating Shears Instrument. This is the initial Premarket Notification for the
Microline Surgical MiSeal Instrument. Per 21 CFR 801.109, Subpart D, the Microline
Surgical MiSeal Instrument is intended for prescription use.

The subject Microline Surgical MiSeal Thermal Ligating Shears Instrument is designed with a
reusable handpiece and a disposable single use distal tip that attaches to the handpiece.
After use, the handpiece is sterilized and the tip is removed and discarded. Together, the
reusable handpiece and the disposable distal tip constitute the reposable Microline Surgical
MiSeal Instrument. The MiSeal Instrument is available in 14cm, 23cm, 35cm and 45cm shaft
lengths.

The subject MiSeal Thermal Ligating Shears Instrument is a reposable version of the
predicate device the Thermal Ligating Shears cleared via 510(k) under #K062257, a fully
disposable device.

The disposable Thermal Ligating Shears (#K062257) and the reposable MiSeal Thermal
Ligating Shears Instrument are designed to be used only with the same Universal Power
Supply (UPS) which was cleared via 510(k) under KO70871. No design changes were
necessary for the UPS as result of the design of the MiSeal Thermal Ligating Shears
Instrument.

In this 510(k) the MiSeal instrument is variably referred to as the Hydra instrument, the in-
house project name.

The Microline Surgical MiSeal Thermal Ligating Shears Instrument does not contain a drug or
a biologic. The Microline Surgical MiSeal Instrument is not an implantable device.

Starion Instruments Corp., which developed the original Thermal Ligating Device, was
acquired by Microline Surgical Inc. on April 19, 2009 as a wholly owned subsidiary of
Microline Surgical Inc. and subsequently merged on October 3, 2011 with Microline Surgical
Inc.

ConfideneyBITE ¥ SIRELPFiSn QI OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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M I CR&Q LI N E . 800 Cummings Center, Suite 166T
QF i . Beverly MA 01915, USA
SURGICAL Tel: 978-922-9810
Fax: 978-922-9810

Web: www.microlinesurgical.com

The reposable MiSeal Thermal Ligating Shears Instrument falls under a regulatory letter to
file based on the disposable Thermal Ligating Shears granted clearance on 10/10/2006 via
510(k) #K062257. The rationale for the regulatory letter to file were:

e a surgical instrument intended to be used for simultaneous cutting and

cauterization of soft tissue during surgery and cutting natural or synthetic, non-
metallic sutures during surgery (same indications for use)

» identical in function, geometry, target population, energy source, and principle of
operation

e both used with the Starion Instruments Universal Power Supply (K070871)

The design changes to the original device were documented as such in a “Note to File”, per
the FDA Guidance document “Deciding When to Submit a 510(k) for a Change to an Existing
Device”, January 19, 1997. From the Guidance document, it was determined that the design
changes were identified as a “Note to File-No 510(k) Needed”.

Basis of Submission:

The Microline Surgical MiSeal Thermal Ligating Shears Instrument, like the 510(k) cleared
Thermal Ligating Shears, seals by the application of heat to soft tissue interposed between
the jaws of the instrument. Once the heating is completed the soft tissue separates. No
cutting blade is needed.

The Microline Surgical MiSeal Instrument is not indicated for tubal sterilization or tubal
coagulation for sterilization procedures.

The identified predicate device for this Premarket Notification is the:
e Starion Instruments, Thermal Ligating Shears (K062257)

The Microline Surgical MiSeal Thermal Ligating Shears Instrument is identical in design to
the predicate device except for the reusable handle design and the single use disposable tip
for cost effectiveness.

Microline Surgical intends to submit in the future a Premarket Notification for clearance for a
vessel size sealing indication. It is for this reason that Microline is submitting this standalone
510(k) for reposable but otherwise substantially similar device, before proceeding with a
future 510(k) submission for a vessel size indication.

Administrative Information:
1. Type of 510(k) Submission: Traditional
2. Device Trade or Proprietary Name: Microline Surgical MiSeal Thermal Ligating Shears

3. 510(k) Submitter: ' Microline Surgical, Inc.
800 Cummings Center Suite 166T

Beverly, MA 01915 0000]_7
COnfidance,_simel&delivered. 0 Q

uestions”? Contact FDA/EDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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800 Cummings Center, Suite 166T

MICRCOLINE.

Beverly MA 01915, USA

SURGICAL Tel: 978-822-9810
Fax: 978-922-3810
Web: www.microlinesurgical.com
4. Contact Person: Dean E. Ciporkin, Sr. Director of Regulatory Affairs
and Quality Assurance
5. Manufacturer: Microline Surgical, Inc.
800 Cummings Center Suite 166T
Beverly, MA 01915
8. Common Name: Electrosurgical System
Device Product Code: GEl

10. Classification Name:

Electrosurgical Cutting and Coagulation
Device and Accessories

11.  Device Panel: General Surgery/Restorative Devices
12.  Device Classification: Class Il

13.  Establishment Registration Number: 1223422

14.  Prior Correspondence: NA

Design and Use of the Device:

(21 CFR 878.4400)

_Question YES. | NO
Is the device intended for prescription use (21 CFR 801 Subpart D)? v
Is the device intended for over-the-counter use (21 CFR 807 Subpart C)? \
Does the device contain components derived from a tissue or other biologic v
source?
Is the device provided sterile? (Handpiece) v
Is the device provided sterile? (Tip) v
Is the device intended for single use? (Handpiece) v
Is the device intended for single use? (Tip) v
Is the device a reprocessed single use device? v
If yes, does this device type require reprocessed validation data? v
Does the device contain a drug? v
Does the device contain a biologic? v
Does the device use software? v 0 000 18

canco.simply detveree, I
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MICRCLINE.

SURGICAL

800 Cummings Center, Suite 166T
Beverly MA 01915, USA

Tel: 978-922-9810

Fax: 978-922-9810

Web: www.microlinesurgical.com

Does the submission include clinical information?

Is the device implanted?

The Device User Fee has been forwarded for payment.

A copy of the Device Fee User

Payment Sheet can be found in Section 1 of this Premarket Notification. The User Fee

payment identification number is: MD 6062646-956733

The Certification of Compliance, under 42 U.S.C. § 282 (j)(5)(B), with Requirements of
Clinical Trials.gov Data Bank (42 U.S.C. § 282(j)), FDA Form 3674 follows this cover letter.

Two hardcopies of the Premarket Notification are provided. The information contained in this
document is confidential and proprietary. Selected confidential and/or proprietary information
needs to be deleted before this document is released through FOI Act requests.

If you have any questions regarding this submission, please contact me directly.

| Zi :

Dean E. Ciporkin

Senior Director, Regulatory Affairs and Quality Assurance

dciporkin@microlinesurgical.com
Phone: 978-867-1758
Fax: 978-922-9209

Please copy:

Bill McCallum

Regulatory Affairs Manager
bmccallum@microlinesurgical.com
Phone: 978-867-1726

Fax:  978-922-9209

Confidence, _simglédelivered.
Questions?

@\ v
ontact FDA/GREF/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 | W2} | &
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Records Processed under FOIA Requedh 41219248 BeIeased BY GRIRE N8 @208 aion oate: 10-31.2011

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

ﬁ A Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with
Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))

(For submission with an application/submission, including amendments, supplements, and resubmissions, under §§ 505, 515, 520(m), or 510(k) of the
Federal Food, Drug, and Cosmetic Act or § 351 of the Pubﬁc Health Service Act.)

e e e s i... SPONSOR LAPPLICANT..SUBMITTER INFORMATION . # o7~ e o - &
1 NAME OF SPONSOR!APPLECANT-’SUBMITTER 2. DATE OF THE APPLICATION!SUBMISSiON
p : WHICH THIS CERTIFICATION ACCOMPANIES
Microline Surgical, Inc.
July 13,2012
3. ADDRESS (Number, Street, State, and ZIP Code) 4. TELEPHONE AND FAX NUMBERS
(Include Area Code)

800 Cummings Center, Suite 166T
Beverly, MA 01915

e ) wrg"ﬂ@ i e 7
- i .l‘.n!;)(.-\:,.\ P i 3ar

5. FOR DRUGS.‘EIOLOGICS Include AnyIAII Avaalable Eslabhshed Prr.upne!avnryr and!or ChemmliBncchemmaIfBlcod!CellularfGene Therapy Pmduct Name(s}
FOR DEVICES: Include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) and/or Mode! Number(s)

(Attach extra pages as necessary)

Common or usual name:Thermal Ligating Shears

Class Il Proprietary Name: MiSeal Reposable Thermal Ligating Shears
Model Names and Numbers: Model Number

MiSeal Reusable Handpiece 14cm 152-101R

MiSeal Reusable Handpiece 23cm 152-102R

MiSeal Reusable Handpiece 35¢cm 152-103R

MiSeal Reusable Handpiece 45cm 152-104R

MiSeal Thermal Ligating Shears Kit 452-131D

: Y Sh & SAPPLICATION//SUBMISSION:INFORMATION® 2" & = o o iimeme.
6. TYPE OF APPLICA‘I’ION:‘SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

[JnD [[] NDA [Janpba  [JBLA []pma (] HoE Klswo [ rop [] other

7. INCLUDE IND/NDAJANDA/BLA/PMA/HDE/510(k)/PDP/OTHER NUMBER (If number previously assigned)

8  SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

s v A CERTIEICATION, STATEMENTr TINFORMATIONSS T Sl ﬁm N
9. CHECK ONLY ONE OF THE FOLLOWI NG BOXES (See instructions for additional information and explanation)
K1 A | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply because the application/submission which this cerification accompanies does not reference any clinical trial.
[C] B- | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any clinical trial referenced in the application/submission which this certification accompanies.
[] C. 1 certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, apply to one or more of the clinical trials referenced in the application/submission which this certification accompanies and that
those requirements have been met.

10 IF YOU CHECKED BOX C, IN NUMBER 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER(S) FOR ANY "APPLICABLE CLINICAL TRIAL(S)."
UNDER 42 U.S.C. § 282()(1)(A)i). SECTION 402(j)(1)(A)() OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Attach extra pages as necessary)

NCT Number(s]:

. na
SJGNAT E OF SPONSORIAPPLICANT!SUBMITTER OR AN

AUTHOR!ZED?RE?NTA?NE (Sign) %

ry i

13. ADDRESS {!\’f.rmber Streel, State, and ZIP Code) (of person identified 14. TELEPHONE AND FAX NUMBERS 15. DATE OF
in Nos. 11 and 12) (Include Area Code) CERTIFICATION
Microline Surgical, Inc. (Tel) 978 8679810
800 CUITIIT!ingS Cenler, Suile I66T ............................................................ i JU.1 rz‘ 2012
Beverly, MA 01915 (Fax) 078 867 1787

Form FDA 3674 (11/08) (FRONT) .. muﬁﬁﬁﬁ‘giél:ﬁ

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4.

Indications For Use Statement
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Indications for Use

510(k) Number (if known):

Device Name: MiSeal Reposable Thermal Ligating Shears
Indications for Use:
The MiSeal Reposable Fhermal Ligating Shears are intended for the simuléze us

cutting and cauterization of soft tissue during surgery, and cutting of natural’or synthetic,
nonmetallic sutures during syrgery.

Over-The-Counter Use
(21 CFR 801 Subpart C)

Prescription Use
(Part 21 CFR 801 Subpart D)

Concurrence of CDRH, Office of Device\Evaluation (ODE)

Page 1of1
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510(k) Summary or Statement
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M I R AN 800 Cummings Center, Suite 166T
R_F ™ Beverly, MA 01915, USA
ICA Tel: 978.922.9810
sHRGLEAL Fax: 978.922.9209

Web: www.microlinesurgical.com

510(k) Summary FDA CDRH DMC

b/\/’ /UL 16201
g /M, Received _Aj

Submitted By:

Contact Person:

Date Prepared:
Proprietary Name: i “Reposable Thermal Ligating Shears
Classification Name: Electrosurgisal Cutting and Coagulation Device and accessories

Predicate Device:
Starion Instruments\ Thermal Ligating Shears (K062257) cleared October 10, 2006

Device description and technological Characteristics:
The MiSeal Reposable Thermal Ligating Shears system cansists of the following:

MiSeal Reusable Handpiece
MiSeal Thermal Ligating Shears Kit
Universal Power Supply 200-006R

The MiSeal Reposable Thermal Ligating Shears are designed to provide thermal ligation and division in various
surgical procedures. The MiSeal Reposable Thermal Ligating Shea{:% consist of a reusable handpiece with a
disposable tip. The device has heating elements at the distal tip whtch are activated by a finger switch located on
the handpiece of the device. The MiSeal Reposable Thermal ngatmg Shears are designed to allow the surgeon
control of the heating element power of the device in order to accomm\odate the individual patient anatomy. An
instrument cord connects the handpiece to the dedicated Microline Surgi\cal Universal Power Supply K070871.

\
The MiSeal Reposable Handpiece is supplied non-sterile in a foam cavity placed in a fiberboard carton and is for
multiple patient uses following cleaning and steam sterilization procedures pé{formed per the provided
Instructions for Use. The handpiece can be used multiple times if cleaning and, &.terlhzatlon procedures are
followed. The MiSeal Disposable Kit (the functional instrument Tip and power cable portion of the applied part
of the system) is supplied sterile in a die-cut chipboard Packaging Insert and Tyvek/ Mylar pouch and is labeled
for single use only. The tip is intended to be used by a trained physician for a smgle\pam:nt use in open general
surgery, open vascular surgery, and laparoscopic surgical procedures. \

N 00002%
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The MiSeal single use power cable is connected to the handle of the instrument handpiece and terminates at the
electrical connection of the Universal Power Supply. The system power supply is supplied non-sterile for
reusable use outside the sterile field.

The MiSeal device incorporates Hi and Low heating modes that are used to coagulate and cut soft tissue. The
heating elements in the disposable tip are activated by a physician controlled finger switch located on the
handpiece of the device. The MiSeal device is intended to provide general purpose dissection, spreading, and
grasping of soft tissue during minimally invasive or open surgical procedures.

To seal and cut tissue, the physician grasps the desired tissue between the jaws of the MiSeal Reposable Thermal
Ligating Shears and gently squeezes the thumb trigger and handpiece to close the jaws. Depressing the finger
switch and squeezing the thumb trigger activates the heating elements in the distal ip. An audible low frequency
tone accompanies the activation of the heating element in the variable mode to notify the physician the power is
being applied. An audible high frequency tone will accompany the activation of the heating element in High
power mode. Depressing the finger switch on the top of the handle provides either Hi or Low heating mode.
Generally, a lower UPS output setting improves the sealing capabilities and lengthens the time required to divide
tissue. Conversely, a higher output setting reduces the time to divide tissue and may result in decreased vessel

seal integrity
Indications for Use:

The MiSeal Reposable Thermal Ligating Shears are intended for the simultaneous cutting and cauterization of
soft tissue during surgery, and cutting of natural or synthetic, nonmetallic sutures during surgery. -

Performance Testing:

Preclinical and performance tests were performed to assure the MiSeal Reposable Thermal Ligating Sheats
functioned as intended and met all product specifications. Sufficient data was generated and analyzed to prove
that the MiSeal Reposable Thermal Ligating Shears was substantially equivalent to the predicate device.

Summary:

The information provided demonstrates that the MiSeal Reposable Thermal Ligating Shears is substantially
equivalent to the Starion Instruments Thermal Ligating Shears in function, construction, intended use and
indications for use.

000025
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Truthful and Accuracy Statement
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M I C AN\ L E 800 Cummings Center, Suite 166T
NY IN o Beverly, MA 01915, USA
SURGICAL Tel: 978.922.9810
Fax: 978.922.9209

Web: www.microlinesurgical.com

e
\\\ S«‘/‘@/ﬁ)w

\
\
Premarket Notification Truthful And Accurate Statement
3

\

\

\
N

\

I certify the, in my capacity as the Regulatory Y\ ffairs Manager of Microline Surgical, Inc., I believe to the
best of my knowledge, that all data and informagion submitted in the premarket notification are truthful and
accurate and that no material fact has been omitted.

’a

W™ Shaw McCallum

Duly 3 2012
(Date) J /I

(Premarket Notification {510(k)] Number)

\

nNo
Confidence, simply delivered. QQ 0 0 0 O i 7

Questions? Contact FDA/CRRA/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Class IIT Summary and Accuracy Statement
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7. Class II1 Summary and Certification

This section is not applicable to the MiSeal Reposable Thermal Ligating Shears as it is a
Class IT Device per 21 CFR § 878.4400 Electrosurgical cutting and coagulation device and
accessories.

000029
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8

Financial Certification of Disclosure Statement
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8. Financial Certificaton of Disclosure Statement

This section is not applicable to the MiSeal Reposable Thermal Ligating Shears submission
as no clinical studies have been conducted to support this 510(k) submission.

000031
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9

Declaration of Conformity and Summary Reports
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9. Declaration of Conformity and Summary Reports

Not applicable, not an Abbreviated 510(k).

000033
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10

Executive Summary
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10. Execuave Summary

The MiSeal Reposable Thermal Ligating Shears is a hand-held surgical instrument and is
indicated for the simultaneous cutting and cauterization of soft tissue during surgery and
cutting of natural or synthetic, non-metallic sutures during surgery.

The term “Reposable” was developed by Microline Surgical and it was derived from using a
reusable handpiece and a disposable tip.

The MiSeal Reposable Thermal Ligating Shears system consists of the following:

1. MiSeal Reposable (Reusable) handpieces consisting of 4 different shaft lengths, 14cm,
23cm, 35cm, and 45cm: supplied non-sterile for multiple uses.

2. MiSeal Reposable Thermal Ligating Shears Kit consisting of a 5mm curved jaw tip and
instrument cord, supplied single patient use, sterile.

3. The Universal Power Supply (UPS) Model # 200-006R (K070871), a non-sterile teusable
AC powered unit intended for use only with Microline Cautery and Thermal Ligating
Shears Instruments.

Note: MiSeal Reposable Thermal Ligating Shears and Universal Power Supply were
developed by Starion Instruments Corp. Starion was acquired by Microline Surgical,
Inc., on April 17, 2009 and was wholly owned by Microline in the spring of 1012. the
predicate device, Thermal Ligating Shears K062257 was a Starion product at the time
of the acquisition.

The predicate device for the MiSeal Reposable Thermal Ligating Shears is the Starion
Instruments Thermal Ligating Shear, K062257, cleared on October 10, 2006. Starion
Instruments named this device TLS3, model numbers 132-136D (35c¢m), 132-135D (23cm)
and 132-134D (14cm).

Indications for Use:

From the Instructions for Use (predicate device); Thermal Ligating Shears; TLS3:
“For the simultaneous cutting and cauterization of soft tissue during surgery:
Cutting of natural or synthetic, non-metallic, sutures during surgery.”

From the Instructions for Use for the subject of this submission:

“The MiSeal Reposable Thermal Ligating Shears are intended for the simultaneous cutting
and cauterization of soft tissue during surgery, and cutting natural or synthetic, nonmetallic
sutures during surgery.”

000035
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Device Description
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11. Device Description

The Thermal Ligating Shears (predicate device (TLS’) K062257) are sterile, single use
and are fully disposable. The subject of this submission is a reposable (reusable
handpiece and disposable tip) version of the TLS’, hereafter referred to as MiSeal
Reposable Thermal Ligating Shears that fits the Microline Cost effective model of
reposability. This includes a re-usable handpiece combined with a disposable tip.

The MiSeal Reposable Thermal Ligating Shears are intended to provide general-
purpose dissection, spreading, and grasping of soft tissue during minimally invasive
laparoscopic or open surgical procedures. The MiSeal also provides simultaneous
sealing and cutting of soft tissue and vessels via a clinician-controlled finger switch.

The MiSeal incorporates a two-position finger button which activates the heated
areas between the jaws of the device. The two-position finger button allows the user

. to activate the device in either the vanable or the Hi modes of the Universal Power
-~ Supply. The vanable mode is set to the desired power level for sealing and cutting
" and the Hi mode is used for fast cutting.

The two speed feature may also be utilized by the user in order to concentrate the
majority of the task time on sealing (while in the variable mode) and then switch to
the Hi mode in order to quickly cut. The MiSeal is powered by the Model # 200-
006R Universal Power Supply.

Device Design Requirements:

The MiSeal is designed to be able to seal and cut tissue, igaments and vessels. The
MiSeal device is designed to have the same functional performance standards as the
TLS’ (predicate device). Competitive performance between the MiSeal and the TLS’
is determined by comparing the devices’ sealing ability when used on various vessels,
burst strength and speed to perform a specific task, dissection capability, and thermal
spread. The MiSeal is designed to be compatible with reusable and disposable 5mm
trocat sheaths and cannulas and function during insufflation. The MiSeal is
compatible with the 200-006R Universal Power Supply. The MiSeal reposable
handpiece is designed for single handed operation of all functions as well as right and
left hand operation. The MiSeal handpiece is designed to allow for cleaning and
sterilization within a hospital environment.

Model Numbers:

 ProduSiCo4ET | - i DEcription
152-101R Mﬁeal Reusable Handpiece 14cm shaft
152-102R MiSeal Reusable Handpiece 23cm shaft
152-103R MiSeal Reusable Handpiece 35cm shaft
152-104R MiSeal Reusable Handpiece 45cm shaft
452-131D MiSeal Thermal Ligating Shears Kit

0060037
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Table Illustrating the MiSeal and Thermal Ligating
Shears (TLS3) Patient Contact Components and
Materials
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Patient Contact Components and Materials for MiSeal and Predicate Thermal Ligating Shears TLS3

Thermal Ligating Shears TLS3 Component Patient Patient
Description Contact? MiSeal Component Description Material Contact?
Low Resistance TLS3 Heater Assembly, Formed Y. Low Resistance TLS3 Heater Assembly. Formed See belo Y
Nickel Wire, Cut, .013 x .125 Y Nickel Wire, Cut, .013 x .125 b
Copper Wire, 28HML, .820, Stripped .100 (Both Copper Wire, 26HML, 820, Stripped .100 (Both
Ends) Y Ends) Y
.018 Straight Heater, Drilled .070 (Both Ends),
018 Straight Heater, Drilled 070 (Both Ends), TLS3 Y: TLS3 Y
Polyimide Tubing. .015 ID, .125 Lo Y. Polyimide Tubing, .015 ID. .125 Long Y
30 AWG Conductor Y 30 AWG Conductor Y
Silicone Primer, Clear, Unrestricted Y Silicone Primer, Clear, Unrestricted Y
Silicone RTV. MasterSil 800 Y: Silicone RTV, MasterSil 800 b §
O-Ring Y 0-Ring, Guide Rod. MiSeal N
Bushing. O-Ring Y | Support Ring N
Bushing, Control Rod End Y: Stub Tube Bushing Y
Washer, Polyimide Y Washer, Polyimide Y
Marker Band Y Marker Band Y
TLS 35 Guide Tube Cover Y Heatshrink Tubing, MT-3000 3/16 N
bl S ¥ Tube, Outer, 35C. MiSeal y
Luer, Female "N
Threaded Weld Ring Y.
Tube, Weld, Outer, 35C Y
| Tube, Stub, MiSeal ¥
TLS 35 Outer Tube, Uncoated Y
Rod, Guide, 35C, MiSeal Y
"35 E-Brake, Siotted Fealure Guide Rod Y Rod, Guide, Stub, MiSeal Y
Jaw. Lap. Lefi Y
Jaw, Lap, Left Y Jaw. Lap, Rignt Y
Jaw, Lap, Right Y Clevis, Insulative Y
Clevis, Insulative Y Boot, Thick Y.
Boot, TLS3 Y TLS3 Control Rod Bushing Y
TLS3 Control Rod Bush Y TLS3 Control Rod Rivet Link Y
TLS3 Control Rod Rivet Link Y TLS3 Heat Spreader, Left, Type 19 Y
TLS3 Heat Spreader, Left, Type 19 Y TLS3 Heat Spreader, Right. Type 19 Y
TLS3 Heat Spreader, Right, Type 19 Y Rivet, Pivot, Semi-Tubular Y
Rivet, Pivot, Semi-Tubular Y Link, Limiting, 30 Deg Y
TLS3 Link, Stamped Y TLS3 Control Rod End, 0.025 Step Y
c \TLS3 Control Rod End, 0.025 Step Y Clevis. Conductive, Stamped. Type 3 Y
c&mm, Conductive, Stamped, Type 3 N
O
(=]
(F%)
(¥
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Substantial Equivalence Discussion
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12. Substantial Equivalence/Comparison Table

The Microline Surgical MiSeal Reposable Thermal Ligating Sheats are substantially
equivalent to the Starion Instruments TLS3 Thermal Ligating Shears, a legally marketed
predicate device which has been granted market clearance on October 10, 2006 via 510(k)
K062257. The modifications being incorporated (that differentiate from the predicate)
include the following: A reusable handpiece, a single-use disposable tip, a rocker switch for
tip installation, a flush port, and a single-use disposable cable.

The predicate TLS3 Thermal Ligating Shears are supplied sterile for single patient use. The
Microline Surgical MiSeal Reposable Thermal Ligating Shears has a reusable handpiece, and
a sterile single use tip that is threaded on the handpiece and disposed of after single patient
use. Also included in the kit is a sterile single use electrical cable that connects the MiSeal to
the Universal Power Supply (IK070871).

The MiSeal Disposable Kit, consisting of one Disposable Tip and one Disposable Cable, is
provided to the customer in a single-use, sterile, disposable pack. Tips and cables are
intended to be assembled to the handle prior to use. The disposable pack is sterilized via a
validated gamma 1rradiation process. The predicate device has the same tip and cable as the
MiSeal, the only difference is the TLS3 tip and cable is permanently attached because the
whole device is sold sterile, for single patent use. As stated above, the MiSeal Reposable
Thermal Ligating Shears has a reusable handpiece, and a sterile single use tip that is threaded
on the handpiece and disposed of after single patient use.

The similarities and differences are detailed in the table below:

Companson Table

iga rs:510(
K062257 (Pred.lcate:;dew

| For the simultaneous cutting

", | and cauterization of soft tissue
-| during surgery, and cutting of
natural or synthetic, non-
metallic sutures during surgery.

The MiSeal Reposable
Thermal Ligating Sheatrs are
intended for the simultaneous
cutting and cauterization of
soft tissue during surgery, and
cutting of natural or
synthetic, nonmetallic sutures

2 : _ during surgery.
“Target Population - | Essentially all major surgical Same

it f e Sk | disciplines.
Principle of Operation” ;. “| Heat is conducted to tissue Same

compressed within the jaws via
heating elements in the
instrument tip.
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~#| Electrical (D.C.) current from

Starion Instruments Universal

“| Power Supply (UPS)

Same, relabeled Microline
Surgical

"Method of Actuation

Finger switch

Same

sMaterials (patient 'contact):’

Nickel alloy, nickel chromium,
stainless steel, plated copper,
coated copper, anodized
aluminum, naphtha based
primer, cyanoacrylate, nylon,

| polyimide, silicone,

polyetherimide

Same

#74| Meets IEC 60601-1 and IEC
/| 60601-1-2 safety requirements

Same

Gamma radiation, sterility
assurance level (SAL) is 10°¢

Same for single use
disposable tip and cable.

Handle is autoclavable.

4 N/A
| Sterile for single use only.

Validated for cleaning and
repeated sterilization
procedures.

:| requirements

fim: :| Tyvek/Mylar pouch Same for single use
e disposable tip and cable.
Biocompati | All patient contact materials Same
¥ /| meet biocompatibility test per
ISO 10993-1
| Meets IEC 60601-1safety Same
requirements
Meets IEC 60601-1safety Same
‘| requirements
| Meets IEC 60601-1safety Same
| requirements
| Maximum Output — 60W Same
| No Load Voltage — 9VDC
Meets IEC 60601-1 and IEC Same
60601-1-2 safety requirements
‘| Hospital and surgery centers Same
Meets IEC 60601-1 and IEC Same
| 60601-1-2 safety requirements
IEC 60601-1safety Same
| requirements
| Meets TEC 60601-1safety Same
.| requirements
| Meets IEC 60601-1-2 safety Same
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Section 19 of this submission contains an animal study performed that evaluates the
equivalency of the MiSeal Reposable Thermal Ligating Shears system and the TLS3
Thermal Ligating Shears. The Conclusion is: “The MiSeal device meets all the
acceptance criteria of the test protocol as evidenced by the attached final report
detailing acceptable test results. The MiSeal device is equivalent to the TLS3 as
shown by in vivo and in vitro test results which suppotts the device equivalency
between the MiSeal Reposable Thermal Ligating Shears the subject of this 510(k)
submission, and the predicate TLS3 Thermal Ligating Shears.

Below is a photograph of the Thermal Ligating Shears TLS3 (predicate) and the
MiSeal Reposable Thermal Ligating Shears, giving visual conformation of the
similarities between the predicate and the subject of this submission and further
supporting the equivalency of the predicate and subject of this submission.

MiSeal Reposable Thermal Ligating Shears
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The table below entitled “Patient Contacting Materials” shows that the patient contacting
materials used to construct the Thermal Ligating Shears TLS3 (predicate) and the MiSeal

Reposable Thermal Ligating Shears are exactly the same, demonstrating the equivalency of
the predicate to the MiSeal.

Patient Contacting Materials
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Summary Description
Sidé~by-Side Performance Specification Comparison of the Predicate TLS3 with MiSeal

The attached table provides a compatison of the significant physical and performance
characteristics of the device, such as device design, material used, and physical properties of
the predicate device TLS3 with the MiSeal Thermal Ligating Shears.

Each device was reviewed for satisfying the criteria provided in each section of the original
TLS3 product specification, shown in the first column, ‘PS0023 Section’ as related to the
parameters noted in the second column, ‘Component, Characteristic, or Requirement
Description’.

The sections of the product specification are organized by row in the table, and the results of
each device’s conformance to the specific requirements of each section are organized in the
columns, ‘Result for TLS3’, for the Thermal Ligating Shears, and ‘Result for MiSeal’, for the
MiSeal Thermal Ligating Shears.

A column, ‘Result is Equivalent?’ 1s provided to indicate whether the MiSeal 1s equivalent to
the particular section of the TLS3 Product Specification with an entry of Y’, or if it is not
equivalent, with an entry of ‘N’.

If the MiSeal is equivalent, an entry of ‘N/A’ is noted in the ‘State Reason for Variance’
column. If the MiSeal is not equivalent, a description of the condition of the MiSeal which
contrasts the TLS3 requirement is noted in the final column of the table, ‘State Reason for
Varance’, either stating the origin of the differentiating characteristic derived from the
MiSeal product specification (PS0027), or with further information provided by a descriptive
statement.

Conclusion
The MiSeal Thermal Ligating Shears is equivalent to the predicate TLS3 Thermal Ligating
Shears. The variances between the product specifications resulted from the differences in the

designs between the fully disposable TLS3, and the MiSeal which consists of a reusable
handle, and a disposable tip with disposable cable.
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Side By Side Performance Specification Comparison
Predicate TLS3/MiSeal

PS0023 | Component, Characteristic Result for TLS3 IE Result_ foy M's.“l MiSeal Result is State Reason for
Section | or Requirement Description K062257 Referente (Subjectofthls Referetice " Equivalent? Variance
q p S S Specification Submission Specification | q 2
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Result for MiSeal MiSeal e
023 Component, Characteristic Result for TLS3 Reference (Subject of this Rilivence Re.sult is . State RfaSOI for
Section | or Requlremenl Description K062257 | specification Submitsion Steckication Equivalent? Variance
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Section or Requirement Description K062257 . o . A . . Equivalent? Variance
Specification |  Submission) Specification D Ty Y|
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TLS3 Result for MiSeal MiSeal
PS0023 | Component, Characteristic Result for TLS3 Referoaié (Subject of this Rifevence Result is . State Reason for
Section | or Requirement Description K062257 Specification Subsiissioi Specification Equlvalent Variance
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Summary

Substantial equivalence is supported by the table comparing the similarities and differences,
by the animal study that was performed that evaluated the simulated use by comparing the
performance of both the MiSeal Reposable Thermal Ligating Shears system and the TLS3
Thermal Ligating Shears.

MiSeal and TLS3 physical characteristic similarities as seen in the comparison photograph
above further exemplify the substantial equivalence of the predicate and the subject of this
submission, the MiSeal Reposable Thermal Ligating Shears.

The same patient contacting materials are used in both the MiSeal Reposable Thermal
Ligating Shears system and the TLS3 Thermal Ligating Shears, another characteristic
supportirig the claim of substantial equivalence.

The Side-by-Side Performance Specification Comparison of the Predicate TLS3 with MiSeal
table further corroborates the substantial equivalence claim.

Microline Surgical is confident that the evidence presented in this section of the submission

successfully demonstrates the substantial equivalence of the MiSeal Reposable Thermal
Ligating Shears system and the TLS3 Thermal Ligating Shears.
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13

Proposed Labeling
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13 Labeling

In this section of the submission, Labeling for the predicated device (Thermal Ligating
Shears, TLS3 is provided. Labeling for the MiSeal Reposable Thermal Ligating Shears
(Handpiece and Tip Kit) 1s also supplied. Lastly, the labeling for the Universal Power
Supply model number 200-006R is provided.
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Predicate TLS> Labeling
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MICROLINE

SURGICAL

Micraline Surgical. Inc.

800 Cummings Center, Suite 166T

800 Cummings Center, Suite 157X

MAQ1915U SA

TEL: (978) 922-9810
TLS® - Thermal Ligating Shears - Instructi For Use Only for use with:
Microline UPS (Universal Power Supply) (200-006R)
Device Description
The Micreline TLS3 Thermal Ligating Shears are designed lo provide thermal ligation and division in various endoscopic procedures.
The TLS3 has two healing elements at the distal tip which are activaled by a finger switch located on the hand piece of the device
The dewvice is designed to allow the surgeon to vary the heating element power in order lo accommodate individual patient anatomy. A
power cord extends from the hand piece of the device and connects to the UPS (Universal Power Supply).

Note: See Instructions for Use for the Universal Power Supply.

Intended Use

The device i1s a single use device and is inlended to be used once only for a single patient. The device s intended for simultaneous
culling and caulerization of soft lissue during surgery. The device may also be used for culting natural or synthetic, non-metallic
sulures during surgery.

Connection to Power Source:

1. Remove the device from packaging. Do not attempt to remove the tip boot.

2. Uncoil the device's power cord, pass the connector end of the power cord off the sterile field.

3 Algn the key portion of the connector with the key portion of the instrument conneclor receptacle on the UPS. Insert the device
connector firmly into the instrument connector receptacle (non-sterile) of the UPS.

4. Tum on UPS power switch.

Note: A light adjacent to the instrument connector receptacle of the UPS will illuminate to verify proper alignment of the connectors. |If
the light is not illuminated after lurning ON the UPS, unplug the device conneclor and realign the key portion and reinsert into the
instrument receplacle.

Nete: The healing element oulput can be adjusted in the "Variable" mode if desired. (See the UPS Instructions for Use)

Note: The healing element spans the length of the white sleeve. Tissue grasped outside this region will not be subject to sealing and
division by the device

Pre-Check:

The TLS3 has two power options accessible from the finger switch of the hand piece, a vanable mode (manually set at the UPS) and a
high mode. The following sequence will verify electrical functions' (Caution: Do not touch the device lips while performing the pre-
check as this may cause injury.)

1 Adjust the knob selling to #1 on the UPS o aclivate the heal oulpul to minimum power (See the UPS Instructions for Use)

2 Soak a sterile 4x4 gauze pad in saline.

3. Place the gauze pad between the jaws of the device and close the jaws using the thumb trigger.

4 There should be no steam generated from the gauze pad nor lones emilted from the UPS when the jaws are closed but the finger
wilch is not depressed

TLS3 Variable Power Check

5. Depress the finger swilch partially. This allows the user to adjust the heat oulput (via the power supply). A hissing sound from the
gauze pad and a pulsing tone indicates the device is aclive in the "Variable” mode of the UPS. If a constant tone is emitied and steam
generated, the finger swilch was depressed loo far, Relsase the finger swilch and ry again.

TLS3 High Power Check

6. Conlinue to depress the finger switch until it is fully depressed. This engages the high power option in thedevice aclivating the heat
output to maximum power. Generation of steam with a hissing sound from the gauze pad and a continuous higher pilched tone indicate
Ihe device is active in the "High" mode of the UPS. This mode is utilized in avascular lissue or where sealing of vassels is not a primary
cencern,

Troubleshooting

« If there is no audible lone: Check the electrical connections and ensure the power swilch 1s in the "ON" posiion  An indicator light
located at the receptacle of the UPS for the device should be illuminated, in addition to the power indicator light on the UPS.

- Generalion of steam during variable power check: Verify power supply setling of #1

+ Absence of steam during high power check: Add more saline lo the gauze pad.

« If there is hissing sound andfor sleam generation with no audible tone: DO NOT use the device or power supply and contacl Microline
Customer Service

Using the Device

Note: Individual patient anatomy and physician technique can influence the performance of the device. The following steps are
recommendations only

1 Grasp desired tissue between the jaws of Ihe device and genlly squeeze the thumb trigger and handle to close the jaws. Depress
the finger switch lo achieve the desired power outpul. Do not squeeze the handle wilh excessive force. Hemostasis is beslt achieved
with gentle pressure. Generally, lower heal ranges increase the sealing capabilities and the time required to divide lissue. Higher heat
ranges decrease the time lo divide and may compromise seal integrity.

Note. Depressing the finger switch activates the healing elements. This 1s not recommended when the jaws are open or no lissue is
present between the jaws of the device.

2 After the desired sealing and diwision of tissue is accomplished, release the finger swilch and open the jaws. This deactivates the
heating elements

Note  Afler removing the device, examine lissue for hemostasis, If hemostasis is not present, use appropriate techniques lo achieve
hemaoslasis.
3. If desired, progress to a new region of tissue to be sealed and divided

Note: It may be desirable lo occasionally clean the tip of the device duning the surgical procedure. A saline-moistened surgical gauze
or sponge may be applied gently to the jaws 1o remove buildup of coagulaled blood and tissue debns by cleaning in a linear molion
along the heating elements. After cleaning the tip, it may also be desirable to open and close the jaws several limes by sgueezing and
releasing the handle to ensure oplimal performance.

4. Al the end of the surgical procedure, disconnec! and discard the device.
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Thermal Ligating Shears

(Sterile)
1-
L,
3
4-
5.
B-
7-
8-

Jaws and healing element(s)
Finger swilch

Handle

Thumb Trigger

Power Cord

Connector

Tip Cleaning Direction

Squeeze thumb trigger and handle
fo close jaws

Release (humb tngger and handle
To open jaws

Precautions And Wamings
= Dewvice is not designed for reuse or reuse dec

of patient or user infections, injury, illness or death.

1

+ Do not use if instrument or cord is damaged.
* Do nol use a scalpel or other sharp metal instrument to clean the device. Do not grasp the tip bool and heater dunng

cleaning as doing 5o may damage the lip and could prevenl the device from functioning propery. Wipe only

ination pr

Universal Power Supply
inon stenle)

Reuse of single-use devices creates a potential nsk

* Refrain from unnecessary aclivation of the heating elements while there is no lissue graspad between the jaws of the
device as this activity may result in premalure degradation of the device
* Do not immerse the device’s handle in liquids.
+ Do not touch an electrosurgical (Bovie) elecirode to any part of the device.
» Use the device only with the UPS (Universal Power Supply). Use of any ather power supply may damage the device and
could prevent proper function during use.
+ Device is not intended for continuous use. A lypical duty cycle of approximately five (5) o ten (10) seconds on, ten (10)
seconds off is recommended.

+ Aclivaling the device wilh excessive force or traction may resull in an ir p

appropriale techniques lo achieve hemostasis
+ Procedures using instruments for sealing and dividing of tissue during surgery should be performed only by persons

having adequate Iraining and familianty with these surgical techniques, Consult the medical literature relative lo

seal. Ifh

is is not present, use

lechnigues. complications and hazards prior to performance of any procedure. Surgeons using this device should be

familiar with the specific analomy of the region in which they intend to perform the procedure.

« There are no unusual risks associated with the proper disposal of this equipment, Follow any local regulations regarding
proper disposal of used surgical equipment.
= Store In a cool, dry place.

Waming:

Do not use in the presence of flammable materials (e.g. alcohol, lammable anesthelics).
Always disconnect the instrument before discarding, the UPS power supply is reusable.

Contraindications
TLS3 s not 1o be used as a fallopian lube sterilization device.

Compliance with Standards

When used with the UPS, device complies with IEC60601-1 requrements for type CF applied part and meets electromagnetic

compalibility requirements of IEC60601-1-2,

Symbeol Definition

@ Means:  Does nol conlain latex.

Medical Device Safety Service GmbH

Schiffgraben 41

D-30175 Hannover
Germany

Means:

Rx Only

High Power.

C€oi0

IFU0033 Rev F

Manufaclured under one or more of US patents' 7,033,351, 6,908,463 6,860,880, 6,695,837, 6,626,901 Patenls Pending All Righls

Reserved.

© Copyright 2011, Micreline Surgical, Inc. All rights reserved.
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MICR LINE

SURGICAL
Microline Surgical, Inc.

800 Cummings Center, Suite 166T
800 Cummings Center, Suite 157X
Beverly, MA 01815 U.SA,

MiSeal Thermal
Ligating Shears Kit

5 mm Curved Jaw Tip and Instrument Cord

AQFE® @
452-131D

LOT

X

Contents: One (1) sterile unit in unbroken, undamaged
package. For use with Universal Power Supply. Manufactured
under one or more of US patents: 7,033,351, 6,908463;
6,860,880; 6,695,837: 6,626,801, Patents Pending. All Rights

Reserved.

Inhatt Eine (1) Einheit, staril bei ungedfinetar, unbeschadig|
/erpackung. Zur Verwsndung mil Uni Str gung.

Patente angemekde!,

Contenido: Una (1) unidad estérl en erwasa no rulo nl dafiado,
Para uso con fa fuents de ali
solicitadas,

Conlanu : Une (1) unité stérle sous mrdmmnanenl fnlad, non

ouvert. A uliliser avec le bloc d'all i

en instancea,

Caontenuto: una (1} unith sterile in confezione chiusa e Integra.

Per l'uso con I'alimentatore universale. Bravatll In corso di

ragistrazione.

inhoud: Eén (1) sterdal heid in niet

onbasmmgds verpakking. Vioor gebrulk met de unmrsaie
. .

Conteddo: Uma (1) unidade estéri) numa embalagem intacta,
ndo danificada. Para utilizar com a Unidade de Alimentacio
Universal. Patentes pendentes.
Igarik: A ve hasar gé i paket iginde bir adet (1)
sleril Unite, Evrensel Gig Kaynafji lle kullanim igindir, Patentiar
Bewlenbyor.
m Medical Device Safety Service GmbH

E Schiffgraben 41

D-30175 Hannover

Germany

C E 0120 Rx Oﬂl!_' _ LBLO121 Rev E

M Seal Thermal
Ml(s:B sucln‘! Ll’gatlng Shears Kit:

5 mm Curved Jaw Tip
and Instrument Cord

P ' [REF] 452-131D
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SURGICAL

Microlne Surgical, Inc.

800 Cummings Center, Suile 188T
800 Cummngs Cenler. Suille 157X
Beveriy, MATIBI5USA

TEL (978) 822-8810

Mi€ ‘™ Reposable Thermal Ligating Shears

h ns For Use

G. .1se wilh Microline Surgical Universal Power Supply (UPS) (REF 200-006R). Please see Instructions for Use packaged with the
MiSeal Kit and the UPS.

Device Description

The Microline Surgical MiSeal Reposable Thermal Ligaling Shears are designed to provide thermal ligation and division in various
surgical procedures The MiSeal Reposable Thermal Ligating Shears consist of a reusable | iece with a disp tip. The device
has healing elements at the distal ip which are aclivaled by a finger switch located on the handpiece of the device. The MiSeal
Reposable Thermal Ligaling Shears-are designed to allow the surgeon control of the healing element power of the device in order to
accommodate for individual patient anatomy. An instrument cord connects the handpiece o the Universal Power Supply (UPS)
Intended Use

The MiSeal Reposable Thermal Ligaling Shears are intended for the simultaneous cutting and cauterization of soft tissue during
surgery, and cutting natural or synthetic, nonmetallic sutures during surgery. The MiSeal Kit contains a disposable tip and an instrument
cord, which are single patient use. The MiSeal Handpiece can be used multiple limes when the cleaning and sterilization proceduras
detailed in this Instructions For Use are followed

Figure 1
1. Rocker Button 9. Power On LED Indicator
2. Rotator 10 UPS Connector
3. Luer Cap 11 Disposable Instrument Cord
4. Disposable Tip 12. Handpiece Connector
5. Jaws wilh Heating Elements 13. Receplacle Cap
6. Universal Power Supply (UPS) 14. Reusable Handpiece
7. Instrument Connector Receplacle 15 Thumb Trigger
8 On/OH Switch 16 Finger Swilch

Handpi 1 Tip A aly:

1. Remove the MiSeal Dis‘;:osabls Tip from the outer packaging. Keep the tip within the clear tubing as this will help the tip's jaws
remain closed during tip inslallalion.

2. Push the rocker butlon on the rear of the handpiece to the "load” posilion to engage the shaft locking mechanism (See Figure 2) A
red graphic indicator will now be visible on the side of the rocker bullon.

Disposable Tip with- Rocker button in “Run” position ¥ @i
3 4 3
in clear lubing , Rocker button in =l T Figure 5

Y

“Load” position Fiqure 3 Fiqure 4 W
® TOUPS

Figure 2

3 With the tip's jaws in Iheir closed position, insert the tip into shafl. If the jaws are not completely closed when screwed onto the
handpiece, they may nol completaly close 1o cut or grasp.

4. Holding the metallic tube of the tip withun the clear tubing, turn the rotator clockwise until the tip is screwed bight and clicks inlo place
(See Figure 3). Ensure thal the rear hub of tip1s in full conlact with the shait of the handpiece such that no gap exisls belween the rear
hub of the tip and the end of the shaft

5. Remove the clear tubing N
6. Pirsh the rocker button on the handpiece forward to the "run” posilion to disengage the shaft locking mechamsm (See Figure 4), A
aphuc indicator will now be visible on the side of the rocker butlon

& device by moving the thumb trigger to verify proper jaw opening and closing.

8. 1... gevice is ready to connect to the UPS for pre-check.

Connection to Power Source (See Figure 5)

1 Remove the MiSeal Disposable Insirument Cord from the packaging.

2 Unplug the receplacle cap from the handpiece.

3. Uncoil the instrument cord, align the key portion of the handpiece connector with the key portion of the connector receptacle on the
MiSeal Handpiece Insert the handpiece connector firmly into the connector receptacle of the MiSeal Handpiece.

4. Pass the UPS connector end of the MiSeal Instrument Cord off the stenle field

5. Align the key portion of the UPS connector with the key portion of the instrument connector receptacle on the UPS. Insert the UPS
connector firmly inlo the instrument connector receptacle (non-sterile) of the UPS,

6 Tum on the UPS power switch.

Notes:

-A light adjacent to the instrument connector receptacle of the UPS will illuminate to venfy proper connection If the hght is not
illuminated after tuming "ON “the UPS, unplug the UPS connector, realign the key portion and reinsert the conneclor into the instrument
receplacle.

-The heating elements’ power can be adjusied in the "Variabla" mode if desired (See the UPS Insiructions for Use)

-The heating elements span lhe length of the jaws. Tissue grasped outside this region will not be subject Lo sealing and division
Pre-Check

The MiSeal Reposable Thermal Ligaling Shears have two power oplions accessible from the finger swilch of the handpiece, a variable
mode (power outpul manually set at the UPS) and a high mode. Do not touch the device tip while performing the pre-check as this may
cause injury. The following sequence will verify electrical function:

1. Press the buttons on the UPS to adjust the power outpul selting to #1 to reduce the heat output to mimimum power (See the UPS
Instructions for Use).

2 Socak a sterle 4 inch x 4 inch gauze pad in saline.

3. Place the gauze pad between the jaws of the device and close the jaws using the thumb trigger (See Figure 6) Do not depress the
finger switch.

4. There should be no steam generated from the gauze pad nor lones emitted from the UPS

Variable Power Check

5 Depress the finger swilch partially This allows the user to adjust the heat outpu! {via the UPS). A hissing sound from the gauze pad
and a pulsing lone indicate the device is aclive in the "Variable" mode of the UPS. If a constan! tone is emitted and steam generated,
the finger switch was depressed loo far Release the finger switch and try again. This mode 1s uliized when vesseis are being sealed.
High Power Check

6. Conlinue to depress the finger switch until it is fully depressed. This engages the high power oplion in the device activaling the heat
oulput to maximum power, Generation of steam with 2 hissing sound from the gauze pad and a continuous higher pitched tone indicate
the device is active in the "High" mode of the UPS. This mode is ulilized in avascular tissue or where sealing of vessels 1S nol a pnmary
concern

Troubleshooting

= If there is no audible tone, check the electncal connections lo the UPS and ensure the power swilch is in the "ON" posilion. An
indicator light located at the instrument connector receptacle of the UPS should be illuminated, in addition to the green power indicator
light on the UPS

« If steam is generaled during variable power check, verfy a #1 UPS setting.

» if there is an absence of sleam during high power check, add more saline (o the gauze pad

= W there is nssing sound andfor steam generation without an audible lone, DO NOT use the device or UPS and contact Microline
S ' Customer Service
F,‘ 2 Device

9 «dwidual patient anatomy and physician lechnique can influence the performance of the device The following steps are
recommendations only

1. Grasp desired tissue between the jaws of Ihe MiSeal Reposable Thermal Ligating Shears and gently squeeze the thumb trigger and
handpiece o close the jaws (See Figure 6). Depress the finger switch lo achieve the desired power outpul Do nol squeeze the
handpiece with excessive force. Hemoslasis is best achieved with o] pressure. G lly, lower heal ranges increase the

o
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Note: Depressing the finger switch and squeezing the thumb Irigger activates the heating elements. This 15 nol recommended when
there is no tissue between the jaws of the MiSeal Reposable Thermal Ligating Shears.

2. After Ihe desired sealing and dR@cOTds Processed. undemF QlAsRequest 201510228 Relfeased by CDRH on 8/17/2016
deaclivales the heating elements.

3. Afler removing the device, examine tissue for hemaostasis. If hemostasis is nol present, use appropriate techniques to achieve
hemoslasis.

4. If desired, progress to a new region of lissue lo be sealed and divided.

Note: It may be desirable to occasionally clean the tip of the dewvice during the surgical procedure. A saline-moistened surgical gauze or
sponge may be applied gently to the jaws in a inear molion along the heating elements to remove buildup of coagulaled blood and
HSSL..IE debris After cleaning the tip, it may also be desirable to open and close the jaws several times by squeezing and releasing the
trr,-" “rigger lo ensure oplimal performance.

!‘5 end of the surgical procedure, disconnec! and discard the MiSeal Tip and Instrument Cord. To remove the inslrument cord,
he .:andpiece connector and pull away from the handpiece To remove the tip, hold the rotator and tumn the tip counter-clockwise
unlil getachment is achieved.

Precautions and Warmings

+ The MiSeal Tip and Instrument Cord are not designed for reuse or reprocessing for reuse. Reuse of single-use devices creates a
polential risk of patient or user infections, injury, lliness or death,

« Do not use if the handpiece, lip or instrument cord is damaged.

+ Do not use a scalpel or other sharp metal insirument to clean the hip's jaws as the healing elements may be damaged.

» Refrain from unnecessary activation of the heating elements while there is no lissue grasped belween the jaws of the MiSeal
Reposable Thermal Ligating Shears as this activily may resull in premature degradation of the davice.

+ Do not touch the device lip while performing the pre-check as this may cause injury.

+ Do not touch an electrosurgical (Bovie) electrode to any part of the MiSeal Reposable Thermal Ligaling Shears.

« The device is not intended for continuous use. A ded duty cycle is approximately five (S) to ten (10) seconds on, ten (10)
seconds off.

+ Only use the MiSeal Reposable Thermal Ligating Shears with the Microline Surgical Universal Power Supply (REF 200-006R). Use of
any other power supply may damage the device and could prevent proper funclion during use.

+ Activating the device with excessive force or traction may resull in an incomplete seal If hemostasis is not present, use appropriate
lechniques to achieve hemoslasis.

+ Procedures using instruments for sealing and dividing of tissue during surgery should be performed only by persons having adequate
training and familiarity with these surgical techniques. Consult the medical literature relative lo technigues, complicalions and hazards
prior to performance of any procedure. Surgeons using this device should be familiar with the specific anatomy of the region in which
they intend to perform the procedure

+ There are no unusual risks associated wilh the proper disposal of this equipment Follow any local regulations regarding proper
disposal of used disposable components.

« Slore in @ cool, dry place.

Warnings

+ Do not use in the presence of flammable malerials (e.9. alcohol, flammable anesthetics).

« Always disconnecl the tip and instrument cord from the handpiece before discarding, the UPS and MiSeal Handpiece are reusable.
Contraindications

The MiSeal Reposable Thermal Ligaling Shears are not to be used as a fallopian tube stenlization device

Compliance with Standard:

When used with the UPS (REF 200-006R). the device complies with |IEC60601-1 requirements for lype CF appled part and meels
electromagnetic compatibiity requirements of IECE0801-1-2.

Cleaning - MiSeal Handpiece Only

The tip and instrument cord are to be detached from handpiece and discarded prior to clearung and slerilizalion of the handpiece.

1. Prepare an enzymatic solulion containing 60 mL of ENZOL® Enzymatic Detergent per 4 L of water at 38° C

2. Remove the luer cap from the flushing port on the shaft,

3. Wipe down the conneclor receplacle cap with the prepared enzymalic solulion, rinse wilh deionized waler and insert into the cable
connector receptacle at the boltom of the handpiece.

4. Rinse the device with warm tap water (36° C) for a minimum of one (1) minute.

5. Pre-soak the device in the prepared enzymatic solution for len (10) minutes.

6. In the prepared enzymatic solution, ensure all moveable assemblies including the triggers and rotator are acluated.

7. Connect a 60 mL luer lype syringe filled with the prepared enzymatic solution to the flushing port where the luer cap was removed.

8 Usinn the synnge, flush the inside of the shaft three (3) imes with the enzymalic solution.

g e the syringe and repeat flushing with warm tap water Flush untl clear water exits.

1L . the device under warm water to avoid airborne contaminants Ensure all moveable assemblies including the triggers and
rolai are actuated under waler,

11 Make sure that all visible bioburden has been removed.

12 Remove lhe receplacle cap and rinse the entire device with deionized waler for one (1) minute. After the nnse, flush inside of the
shaft three (3) imes with delonized water for a final rinse.

13. Inspect the device for functionality and package appropriately for sterilization,

Sterilization - MiSeal Handpiece Only:

1 Prior to stenhzation, the device must be thoroughly cleaned.

2. Wrap the device.

3 Sterilize the device following the protocol provided by the slerilizer manufaciurer.

The foliowing i sleam ster cycles are recor ded as minimum guidelines:

Gravity Cycle. 4 minutes @ 270°F (132°C) and 20 minutes of drying time

Pre-Vacuum Cycle: 4 minutes @ 270°F (132°C) and 20 minutes of drying tima

Return Policy:

Returns must be made within 30 days of shipmeni and must be in original, unopened packaging. Disposable products must be returned
in complele, unopened boxes Returned product is subject to a 25% restocking fee based on the original purchase pnce Prior lo
returning any device for repar. contact Microline Surgical Customer Service to obtain an RGA. Unauthorized returns will not be
accepted. All relurns must be shipped freight pre-paid. This dewice will be relurned unrepaired to the sender if the following conditions
are not met'

- Proper cleaning and sterilization after last procedure or a declaration of decontamination.

- The device must be assigned an RGA number

- The RGA number musl be clearly visible on the outside of the box it1s shipped in.

Handpiece validation: The handpiece has been validated for fifty cleaning/stenlization cycles.

Warranty Information for MiSeal Disposable Kit:

All Microline Surgical lips and acci are unconditionally guaranteed against defects in malterial and waorkmanship. Microline
Surgical will, at its option and without charge, either repair or replace any lip or accessory which Microline Surgical determines to be
defective in malerial or workmanship when used for its intended surgical purposes.

Warranty Information for MiSeal Handpiece:

Microline Surgical warrants that its devices are frae from any defects in both malerial and workmanship. Microline Surgical shall not be
held liable for any incidental or consequential damage of any kind. Reusable handpieces are covered by a one year limited warranty,
valid only to the original purchaser of the device. Iirelevant of the nature of the repair, Microline Surgical will retum to the customer a
“like new" device completely refurbished and upgraded lo Microline Surgical faclory specifications.

- Gross abuse or neglect of a Microline Surgical device will void this warranty.

- Work performed on a device by anyone other than an authorized service center will void this warranty and will subject the device lo a
premium repair charge.

Symbol Definition

@ Means' Latex Free

r """ Medical Device Salety Service GmbH
| rer Semgranen s
D-30175 Hannover 01 20

. Germany Rx Only
) red under one or mere of US patents: 7,033,351; 7,011,656; 6,908,463; 6,860,880 6,695,637, 6,626,901 Patents Pending.
Al Reserved.

@ Copynght 2011, Microline Surgical, Inc. All rights reserved. MiSeal is a rademark of Microline Surgical, Inc Bowie is a registered
irademark of Bovie Medical Corporation,
IFU0033 Rev D
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MICROLINE

SURGICAL

Micraline Surgical, Inc.

800 Cummings Centar, Suile 166T

800 Cummings Center, Sulte 157X

Beverly, MAD1915 U SA.

TEL: (978} 922-3810
UPS Universal Power Supply — Model # 200-006R - Instructions For Use
For use only with
Microline Cautery Instrumenls and Microline PowerPack™ Foolswitch
Device Description
The Model # 200-006R Universal Power Supply (UPS) is a non-sterile, reusable, AC powered unit intended (o be used only wilh
Microline Cautery Insiruments and the PowerPack Footswitch. The UPS is intended to be connected to AC power via a grounded
hospital grade power cord and features an onfoff switch and green power-on LED indicator. Depending on the device used, up o three
operating heat ranges are available from the UPS with corresponding tones indicating the power level of the instruments heating
element. A low frequency tone indicates the use of low heal. Aninterrupted low lone indicales the use of variable heal, and a higher
frequency continuous tone indicates the use of high heal levels. If the inslrument does not require the use of the PowerPack
Foolswitch, the UPS will supply power at the variable heat level only, unless a mulli-heal range device 15 used. The UPS may be placed
on a flat non-sterile surface adjacent to the sterile field, or may be suspended from a nearby IV pole. If suspended from an IV pale, the
UPS may be rotated lo face the user.
Intended Use
The UPS is intended for use only with Microline Cautery Instruments and the PowerPack Footswitch for the simultaneocus culting and
caulenzation of soft tissue during surgery.
1. Connect grounded, Hospital Grade power cord to the UPS AC conneclor receplacle.
2. Plug the power cord into a grounded Hospital Grade receptacle.
3. Align the key portion of the Micraline Cautery Instrument connector with the UPS connector receptacle and insert.
41l the PowerPack Foolswitch is lo be used, plug the Foolswitch connector into the Footswitch connector receplacle of the UPS.
5. Tum on the UPS.
6. Refer to the appropriate Microline Cautery Instrument and PowerPack Footswitch (if applicable) Instructions For Use for device
specific use instructions and pre-check requiremants.
7. Model # 200-006R: When the instrument heating element is aclivaled, the UPS emils a tone that will last until the healing element is
deactivaled. The amount of heat delivered to the instrumenl healer may be adjusted by pressing the “+" or *-" push pads on the nght
side of the UPS. The numerical setting is shown on the LED bar graph above the push pads. Increasing the LED's numaerical value
setling increases the amount of heat delivered to the instrument when using a single-heat range instrument or the variable range when
using the optional PowerPack Footswilch accessory or multi-heat range instrument. Generally, lower heat ranges increase the sealing
capabililies and increase the lime required (o divide tissue. Higher heal ranges decrease the lime to divide and may decrease seal
integrity
8. At the end of the surgical procedure, turn the UPS off and disconnec! the Microline Cautery Instrument and if applicable, the
PowerPack Footswilch.
Handling, Storage And Cleaning
Do not drop. Store in a cool, dry place. Aveid prolonged exposure lo extreme lemperalures Exterior of the UPS may be cleaned using
a soft clolh moistened with a solution of water and a mild detergent or disinfectant. Do not immerse the UPS in liquids.

2 A 1 Canditi

[ENGLISH

Transport Slorage Operating
-15°C to 50° -15°C to 50° -15°C lo 50°
301085 451075

700nPa to 1060hPa

700nPa to 1060hPa

700hPa lo 10600Pa

i
@' 251095
2]

There are no unusual risks associaled wilh the proper disposal of this equipment Follow any local regulations regarding proper
disposal of used electrical equipment.

Model # 200-006R

Universal Power Supply

1- Hanger

2- Volume LED Indicators

3- Volume Control Buttons

4- Footswitch Connector Receptacle and Indicator
5- AC Conneclor Receptlacle

6- Power On LED Indicator

7- On/Off Swilch

8- Cautery Instrumen! Connector Receptacle and indicator
9- Power Level Conirol Buttons

10-Power Level LED Indicators

i ¢ :

Note' A power cord for North America (U.S. and Canada only) is supplied with the UPS. For other locales, ensure that the appropriate
power cord and connector are used, per National Guidelines {i.e. HAR, 250 VAC, 2A, 3 x 0.75 mm2, minimum).

Precautions And Warnings

« When used in the U.S. use only wilh supplied Hospital Grade power cord connecled to Hospital Grade receplacle

» Use only with Microline Cautery Instruments and PowerPack Footswilch. Use of any other instrument may damage the
instrument/UPS and could prevent it from functioning properly during use

+ Do not drop the UPS

« Do notimmerse the UPS in liquids

+ Do not sterllize the UPS

« If using multiple Microline Cautery Instruments, do not allow inslruments to contact each other. Do not touch eleclrosurgical (Bovie)
elactrode to Microline Caulery Instruments

-+ Procedures using instruments for cutting/cauterization should be performed only by persons having adequate training and famuliarity
with these surgical techniques. Consult the medical literature relative to techniques, complications and hazards prior to performance of
any procedure. Surgeons using this device should be familiar with the specific anatomy of the region in which they inlend to perform the
procedure,

» If using the UltraSlim or SC Forceps device, sea Instructions For Use for pre-check information

» There are no user serviceable parts.

Note: The UPS is not intended for conlinuous use. A typical duty cycle of approximately five {5) seconds on, len (10} seconds off is
recommended. If the UPS is used continuously, or the instrument conneclor becomes shorled, the outpul of the UPS may be
interrupted. This will be indicated by an absence of audible tone. Altemp! to determine the cause of Lhe problem before proceeding. If
problem cannol be resolved or power is not restered afler several minutes of cool-down, contact Micreline Surgical for instructions
regarding repair or replacement of the device.

Waming:

Do not use in the presence of flammable materials (e.g. alcohol, flammable anesthelics)

Always disconnect the instrument before discarding; the UPS is reusable
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Electrical Requirements

Inpul” 100-240 VAC, 50760 Hz, 100W

Maximum Oulput: 60W

No Load Veltage: SV 0.C.

Compliance with Standards

The UPS complies with IECE0601-1 (UL 2601-1 and CAN/CSA-C22.2 No. 601.1-M30) requirements for type Class |, Type CF
equipment, Type CF applied parts, and meels eleciromagnetic compalibility requiraments of IEC60601-1-2 Avoid use in the proximity
of other equipment Ihat may interfere with the proper operation of the UPS.

Limited Warranty

Microline Surgical, Inc. warrants thal the UPS will be free from defects in materials and workmanship for a period of cne (1) year from
shipment invoice provided that the product is used in accordance with applicable instructions. Products found to be defective during this
period will be replaced al no charge. Microline makes no other warranties with respect to the product and exprassly disclaims all other
warranties expressed or implied, as to merchantability, filness for any particular purpose or any other matter Inno event shall Microline
Surgical, Inc. be liable for consequential damages.

Symbol Definition

Means: Does not Contain Latex Means. Temperature Means® On {Power connecied o the
mains)
<™ Means' Foolswitch Connector Means Relative Humidity
S> @ Means. Atmosphenc Pressure.

Means: Off (Power disconnected Means: Insirument Conneclor T Means. Type CF applied Pan
from Ihe mam,

Medical Device Safety Service GmbH
. REP | Schiffgraben 41
D-30175 Hannover c €
Germany 01 20
Rx Only IFU0035 Rev D

Manufactured under one or more of US patents: 7,033,351, 6,908,463, 6,860,880, 6,695,837, 6,626,901. Patents Pending. All Rights
Reserved
® Copyright 2011, Micraline Surgical, Inc. All rights reserved
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Universal Power Supply
[REF] 200-006R  [SN]

A Rx Only

See Instructions For Use. Do Not Drop.

Siehe Gebrauchsanweisung. Nicht fallen lassen,
Consulle las instrucciones de uso. No deje caer aste dispositivo,
Consulter ls mode d'emploi. Ne pas laisser tomber.
Veders la istruzioni par 'use. Non lasciare cadere.
Zie gebrulksaanwifzing. Niet laten vallen.

Consulte as InstrugSes de utliizagio. NSo deixe cair.
Kullamm Yonergelerine bakin, Yers Diglmeyin.
Manufactured under one or mare of US patents: 7,033,351;
6,508,453, §,850,880; 6,695,837; 6,626,901. Patants Pending.
All Rights Reserved.

MICR<LINE

SURGICAL

Microline Surgical, Inc.

800 Cummings Center, Suite 16GT
800 Cummings Center, Suite 157X
Bevery, MAD1S15 U.S.A

Transport Storage
‘i' -15°C o 50°C 15°C o 30°C
25 to 95 30 was
T00nPa to 1060hPa  TOORPa to 1060hPa

Medical Device Service GmbH
[ Uesoessems

D375k
c €0120

Germany
LBLO109Rev E
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14. Stenlization and Shelf Life

Sterilization:

1. The MiSeal Thermal Ligating Shears Kit has been validated to a SAL of 1x1 0¢ using
gamma radiation, to a minimum dose of 25 kGy and a maximum dose of 40 kGy.
2. The Gamma sterilization process has been validated to the following standards:

— Clause 9, Method V' Dmax — Substantiation of 25 kGy or 15 £Gy as the steriligation dose
i ISO 11137-2:2006

Packaging and Shelf Life:

1. The packaging materials for the MiSeal Thermal Ligating Shears Kit 5mm curved jaw
and disposable cable (sterile disposables) are:

—  Sterile Barrier: Tyvek (b)(4)’Mylar ®) pouch with 15°chevron 5 5/8”
wide, 197 long

— Packing Insert, MiSeal Disposable Tip Kit, 20 point chipboard

—  Product Box, ®®clay coated solid bleached sulphate chipboard 3.5” x1.5” x 14”

2. Shelf Life aging parameters were determined using the Arrhenius equation defined in
ASTM F1980 Standard Guide for Accelerated Aging for Sterile Medical Devices.
Samples were representative of the final configuration including sterilization. The - -
following tests were conducted: (b)(4)

® Visual Inspection for packaging, curved jaw and cable

e Electrical compliance tested, cable, pin to pin resistance values and
continuity

e Mechanical pull testing performed on the assembled 5Smm jaw and cable

e Electrical performance testing of the assembly for tip electrical

performance

e Bench testing of the system was performed for 100 simulated use
activations.

Conclusion:

(b)(4)

3. Ship testing was performed to validate the ability of the package systems to protect the
MiSeal Reposable Handle and the MiSeal Disposable Tip Kit from hazards typically
associated with the shipping and distribution environment. Testing was performed to
ASTM D4169-01 Standard Practice for Performance Testing of Shipping Containers and
Systems using distribution Cycle 13.
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Samples Prepared Prior to Testing
In addition to the packaging described above for the MiSeal Thermal Ligating Shears

Kit, 5 product boxes were placed in a regular slotted container (b)(4) -hat
constitutes the shipping container.

The MiSeal handpiece assembly was also tested and each unit was placed in a Roll end
Tuck Top container with an (b)(4) pad.

(b)(4)

(b)(4)

Loose Load Vibration Test

RPQHIT\'

Vehicle Stackineg Test

(b))

(b)(4)

Results
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Vehicle Vibration Test
Results

L)
b))

(0)(4)

(b)(4)

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Concentrated Impact Test

Gross Leak Test (Bubble)

Results

Seal Strength Test (Peal)
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Cleaning Validation of the MiSeal Reusable Handpiece
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Sterilization Validation of the MiSeal Reposable (reusable) Handpiece
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Starion Instruments ASMO0180: BOMO0125
Bill of Materials Assy, Hydra 35cm Reposable Handpiece Rev. 1
ECO# XXXX Page 1 of 1
Line Item # Part # Description Qty
1 ASMO184 Assy, Switching Module 1
2 IFU0039 IFU, Hydra 1
3 LBLO120 Label, Packaging, Handle, Hyrda 1
4 MATO0132 Flux, Inorganic Acid, Water Soluble AR
5 MATO175 NiTi, Rectangular 91"
1x0.74"
6 MAT0176 Heatshrink Tubing, MT-3000 3/16 1 x 13.00"
7 MATO0183 PTFE Heat Shrink, 2 to 1, 5 Gauge, Lightweight Wall 0.42"
8 MATO184 Solder, Lead-Free, 95 Sn/5 Sb AR
9 MATO0185 Silicone Fluid AR
10 PRT0856 Receptacle, 3 Conductor, 18AWG 1
11 _PRT0961 Handle, Hydra, Left 1
12 PRT0862 Handle, Hydra, Right 1
13 PRT0S63 Contact, Inner Rotator, Hydra 1
14 PRT0965 Finger Button, Hydra 1
15 PRT0966 Contact, Outer Rotator, Hydra 1
16 PRT0875 PEEK Overmolded Wire, 20 AWG 0.08 (6.30")
17 PRT0982 Tube, Outer, 35C, Hydra 1
18 PRT0984 Rotator, 5-Flute, Hydra 1
19 PRT0985 Rod, Guide, 35C, Hydra 1
20 PRT0988 Trigger, Thumb, Hydra 1
21 PRT0991 Cap, Bellows, Finger Button 1
22 PRT0992 Cap, Bellows, Interlock 1
23 PRT1001 Switch, Rocker 1
24 PRT1006 Plunger, Spring, Round-Nose, .125 Dia 2
25 PRT1017 Pin, Pivot, Hydra 1
26 PRT1020 Guide, Plunger, Rocker, Left 1
27 PRT1021 Guide, Plunger, Rocker, Right 1
28 PRT1022 Screw, Plastite, Torx, Pan Head, SS, 2-28 x .250 3"4_,, 5 3
29 PRT1023 Screw, Plastite, Torx, Pan Head, SS, 2-28 x .375 2
30 PRT1024 Screw, Plastite, Torx, Pan Head, SS, 2-28 x .500 e 2|
31 PRT1026 Screw, Plaslite, Torx, Pan Head, SS, 4-20 x .500 2
32 PRT1027 Cap, Luer Lock, 2-Piece, Hydra 1
33 PRT1028 Tether, Luer Cap 1
34 PRT1029 Plug, Receptacle, Molded 1
35 PRT1039 O-Ring, Guide Rod, Hydra 1
36 PRT1040 Support Ring 2
37 PRT1041 Insert, Foam, Packaging, Hydra 1
38 PRT1042 Pad, Cover, Hydra 1
39 PRT1043 Box, Handle, Hydra 1
40 PRT1044 Clip, Retention, Outer Tube, Hydra 1
41 PRT1046 Set Screw, Socket, Cup Point, SS, 6-32 x .125 1
42 PRT1057 Proximal Insulator 1
43 MPI10096 MPI, Hydra Reposable Handpiece Assy Doc
44 TRV0099 Traveler, Hydra Reposable Handpiece Assy Doc
NS A Serew, F!-—j LL\L" T;.»—;.n‘ Pun '—l'a_‘-.-/. £5. 4 -Ww¥, gva 2
6 A Seiwwry Clhaslbbe Torr, Con Heud RS R S A |
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Starion Instruments ASM0184: BOMO0130

Bill of Materials Assy, Switching Module Rev. 1

ECO# XXXX Page 1 of 1

Line Item # Part # Description Qty
1 MATO0005-03 Solder, Activated Rosin Core, 3.3% Flux, 63-37 Tin-Lead AR
2 MATO177 Wire, 20 AWG, Teflon Jacket, Light Blue 2.45"
3 MAT0179 Loctite HVAC Blue Pipe Joint Compound AR
4 MAT0180 Wire, 20 AWG, Teflon Jacket, Red 1.85"
5 MAT0184 Solder, Lead-Free, 95 Sn/5 Sb AR
6 MAT0186 Wire, 24 AWG, Teflon Jacket, White 0.58"
7 MAT0187 Loctite 222 Threadlocker AR
8 PRTO0S60 Switch, High Amperage 1
9 PRT0964 Spring, Plunger, Finger Button 1
10 PRTO0969 Plunger, Finger Button 1
11 PRT0970 Bellows, Finger Button 1
12 PRT0971 Bellows, Interlock 1
13 PRT0974 Overmold Plug, Threaded 1
14 PRT0976 Housing, Switching Module 1
15 PRT0977 Lid, Switching Module 1
16 PRT0978 Seal, Switching Module 1
17 PRT0979 Screw, Phillips, Flat Head, SS, 2-56 x .250 7
18 PRT0990 Switch, Low Current 2
19 PRT0993 Plunger, Interlock, Floating 1
20 PRT0994 Plunger, Interlock, Main 1
21 PRT1004 Ring, Retaining, E-Style, .1406 1
22 PRT1007 Spring, Plunger, Interlock, Fioating 1
23 PRT1008 Spring, Plunger, Interlock, Main 1
24 PRT1009 Spring, Garter, Canted 1
25 PRT1010 Plug, Switch Mount, Low Current 1
26 PRT1011 Switch Mount, Low Current 1
27 PRT1012 Set Screw, Socket, Dog Point, SS, 2-56 x .125 1
28 PRT1013 Screw, Phillips, Pan Head, SS, 2-56 x .313 2
29 PRT1014 Screw, Cap, Socket Head, SS, 2-56 x .313 2
30 PRT1016 Pin, Plunger, Finger Button 1
31 PRT1018 O-Ring, Switching Module Housing 1
32 PRT1030 Eyelet, .059 OD x .045 ID x .062 8
33 PRT1038 Resistor, Wirewound, 3.3k, 1/4W 9
34 MPI10100 MPI, Switching Module Assy Doc
35 TRV0104 Traveler, Switching Module Assy Doc
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Starion Instruments ASM0180: BOMO0125
Bill of Materials Assy, Hydra 35cm Reposable Handpiece Rev. 1
ECO# XXXX Page 1 of 1
Line Item # Part # Description Qty
1 ASM0184 Assy, Switching Module 1
2 IFU0039 IFU, Hydra 1
3 LBLO120 Label, Packaging, Handle, Hyrda 1
4 MAT0132 Flux, Inorganic Acid, Water Soluble AR
5 MATO0175 NiTi, Rectangular 91"
1%0.74"
6 MATO178 Heatshrink Tubing, MT-3000 3/16 1x 13.00"
7 MAT0183 PTFE Heat Shrink, 2 to 1, 5 Gauge, Lightweight Wall 0.42"
8 MATO0184 Solder, Lead-Free, 95 Sn/5 Sb AR
9 MAT0185 Silicone Fluid AR
10 PRT0956 Receptacle, 3 Conductor, 1BAWG 1
11 PRT0961 Handle, Hydra, Left 1
12 PRT0962 Handle, Hydra, Right 1
13 PRT0963 Contact, Inner Rotator, Hydra 1
14 PRT0965 Finger Button, Hydra 1
15 PRT0266 Contact, Outer Rotator, Hydra 1
16 PRT0975 PEEK Overmolded Wire, 20 AWG 0.09 (6.30")
17 PRT0982 Tube, Outer, 35C, Hydra 1
18 PRT0984 Rotator, 5-Flute, Hydra 1
19 PRT0985 Rod, Guide, 35C, Hydra 1
20 PRT0988 Trigger, Thumb, Hydra 1
21 PRT0991 Cap, Bellows, Finger Button 1
22 PRT0992 Cap, Bellows, Interlock 1
23 PRT1001 Switch, Rocker 1
24 PRT1006 Plunger, Spring, Round-Nose, .125 Dia 2
25 PRT1017 Pin, Pivot, Hydra 1
26 PRT1020 Guide, Plunger, Rocker, Left 1
27 PRT1021 Guide, Plunger, Rocker, Right 1
28 PRT1022 Screw, Plastite, Torx, Pan Head, SS, 2-28 x .250 ks B 3
29 PRT1023 Screw, Plastite, Torx, Pan Head, SS, 2-28 x .375 2
30 PRT1024 Screw, Plastite, Torx, Pan Head, SS, 2-28 x .500 ""zgl',;, Z |
31 PRT1026 Screw, Plastite, Torx, Pan Head, SS, 4-20 x .500 2
32 PRT1027 Cap, Luer Lock, 2-Piece, Hydra 1
33 PRT1028 Tether, Luer Cap 1
34 PRT1029 Plug, Receptacle, Molded 1
35 PRT1039 O-Ring, Guide Rod, Hydra 1
36 PRT1040 Support Ring 2
37 PRT1041 Insert, Foam, Packaging, Hydra 1
38 PRT1042 Pad, Cover, Hydra 1
39 PRT1043 Box, Handle, Hydra 1
40 PRT1044 Clip, Retention, Outer Tube, Hydra 1
41 PRT1046 Set Screw, Socket, Cup Point, SS, 6-32 x .125 1
42 PRT1057 Proximal Insulator 1
43 MP10096 MPI, Hydra Reposable Handpiece Assy Doc
44 TRV0099 Traveler, Hydra Reposable Handpiece Assy Doc
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Starion Instruments ASMO0184: BOMO0130
Bill of Materials Assy, Switching Module Rev. 1
ECO# XXXX Page 1 of 1
Line item # Part # Description Qty

1 MATO0005-03 Solder, Activated Rosin Core, 3.3% Flux, 63-37 Tin-Lead AR

2 MATO0177 Wire, 20 AWG, Teflon Jacket, Light Blue 2.45"

3 MATO0179 Loctite HVAC Blue Pipe Joint Compound AR

4 MATO0180 Wire, 20 AWG, Teflon Jacket, Red 1.85"

5 MATO184 Solder, Lead-Free, 95 Sn/5 Sb AR

6 MAT0186 Wire, 24 AWG, Teflon Jacket, White 0.58"

7 MAT0187 Loctite 222 Threadlocker AR

8 PRT0S60 Switch, High Amperage 1

9 PRT0964 Spring, Plunger, Finger Button 1

10 PRT0969 Plunger, Finger Button 1

11 PRT0970 Bellows, Finger Button 1

12 PRTO0971 Bellows, Interlock 1

13 PRT0974 Overmold Plug, Threaded 1

14 PRTQ976 Housing, Switching Module 1

15 PRT0977 Lid, Switching Module 1

16 PRT0978 Seal, Switching Module 1

17 PRT0979 Screw, Phillips, Flat Head, SS, 2-56 x .250 7

18 PRT0990 Switch, Low Current 2

18 PRT0993 Plunger, Interlock, Floating 1

20 PRT0994 Plunger, Interlock, Main 1

21 PRT1004 Ring, Retaining, E-Style, . 1406 1

22 PRT1007 Spring, Plunger, Interlock, Floating 1

23 PRT1008 Spring, Plunger, Interlock, Main 1

24 PRT1009 Spring, Garter, Canted 1

25 PRT1010 Plug, Switch Mount, Low Current 1

26 PRT1011 Switch Mount, Low Current 1

27 PRT1012 Set Screw, Socket, Dog Point, SS, 2-56 x .125 1

28 PRT1013 Screw, Phillips, Pan Head, SS, 2-56 x .313 2

29 PRT1014 Screw, Cap, Socket Head, SS, 2-56 x .313 2

30 PRT1016 Pin, Plunger, Finger Button 1

31 PRT1019 O-Ring, Switching Module Housing 1

32 PRT1030 Eyelet, .059 OD x .045 ID x .062 8

33 PRT1038 Resistor, Wirewound, 3.3k, 1/4W 1

34 MPI0100 MPI, Switching Module Assy Doc

35 TRV0104 Traveler, Switching Module Assy Doc
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Starion Instruments ASMO0180: BOMO0125
Bill of Materials Assy, Hydra 35cm Reposable Handpiece Rev. 1
ECO# XXXX Page 1 of 1
Line ltem # Part # Description Qty
1 ASMO0184 Assy, Switching Module 1
2 IFU0039 IFU, Hydra 1
3 LBLO120 Label, Packaging, Handle, Hyrda 1
4 MAT0132 Flux, Inorganic Acid, Water Soluble AR
5 MATO175 NiTi, Rectangular 91"
1x0.74"
6 MATO0176 Heatshrink Tubing, MT-3000 3/16 1x13.00"
7 MAT0183 PTFE Heat Shrink, 2 to 1, 5 Gauge, Lightweight Wall 0.42"
8 MAT0184 Solder, Lead-Free, 95 Sn/5 Sb AR
9 MAT0185 Silicone Fluid AR
10 PRT0956 Receptacle, 3 Conductor, 18AWG 1
11 PRT0961 Handle, Hydra, Left 1
12 PRT0962 Handle, Hydra, Right 1
13 PRT0963 Contact, Inner Rotator, Hydra 1
14 PRT0965 Finger Button, Hydra 1
15 PRT0966 Contact, Outer Rotator, Hydra 1
16 PRT0975 PEEK Overmolded Wire, 20 AWG 0.09 (6.30")
17 PRT0S82 Tube, Outer, 35C, Hydra 1
18 PRT0984 Rotator, 5-Flute, Hydra 1
19 PRT0985 Rod, Guide, 35C, Hydra 1
20 PRT0988 Trigger, Thumb, Hydra 1
21 PRT0991 Cap, Bellows, Finger Button 1
22 PRT0992 Cap, Bellows, Interlock 1
23 PRT1001 Switch, Rocker 1
24 PRT1006 Plunger, Spring, Round-Nose, .125 Dia 2
25 PRT1017 Pin, Pivot, Hydra 1
26 PRT1020 Guide, Plunger, Rocker, Left 1
27 PRT1021 Guide, Plunger, Rocker, Right 1
28 PRT1022 Screw, Plastite, Torx, Pan Head, SS, 2-28 x .250 ek B3
29 PRT1023 Screw, Plastite, Torx, Pan Head, SS, 2-28 x .375 2
30 PRT1024 Screw, Plastite, Torx, Pan Head, SS, 2-28 x .500 ";&2,, 2 |
31 PRT1026 Screw, Plastite, Torx, Pan Head, SS, 4-20 x .500 2
32 PRT1027 Cap, Luer Lock, 2-Piece, Hydra 1
33 PRT1028 Tether, Luer Cap 1
34 PRT1029 Plug, Receptacle, Molded 1
35 PRT1039 O-Ring, Guide Rod, Hydra 1
36 PRT1040 Support Ring 2
37 PRT1041 Insert, Foam, Packaging, Hydra 1
38 PRT1042 Pad, Cover, Hydra 1
39 PRT1043 Box, Handle, Hydra 1
40 PRT1044 Clip, Retention, Outer Tube, Hydra 1
41 PRT1046 Set Screw, Socket, Cup Point, SS, 6-32 x .125 1
42 PRT1057 Proximal Insulator 1
43 MPI0096 MPI, Hydra Reposable Handpiece Assy Doc
44 TRV0099 Traveler, Hydra Reposable Handpiece Assy Doc
Y ~IA Serew, ID'.._; -l-l-e.,' Toex, P l—l’e‘.,-}‘ €5, M -Www g0 2
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Starion Instruments ASMO0184: BOMO0130
Bill of Materials Assy, Switching Module Rev. 1
ECO# XXXX Page 1 of 1
Line Item # Part # Description Qty
1 MATO0005-03 Solder, Activated Rosin Core, 3.3% Flux, 63-37 Tin-Lead AR
2 MATO177 Wire, 20 AWG, Teflon Jacket, Light Blue 2.45"
3 MATO179 Loctite HVAGC Blue Pipe Joint Compound AR
4 MAT0180 Wire, 20 AWG, Teflon Jacket, Red 1.85"
5 MATO0184 Solder, Lead-Free, 95 Sn/5 Sb AR
6 MAT0186 Wire, 24 AWG, Teflon Jacket, White 0.58"
7 MAT0187 Loctite 222 Threadlocker AR
8 PRTQ860 Switch, High Amperage 1
9 PRT0864 Spring, Plunger, Finger Button 1
10 PRT096S Plunger, Finger Button 1
11 PRT0970 Bellows, Finger Button 1
12 PRT0971 Bellows, Interlock 1
13 PRT0974 Overmold Plug, Threaded 1
14 PRT0976 Housing, Switching Module 1
15 PRT0977 Lid, Switching Module 1
16 PRT0978 ____ Seal, Switching Module 1
17 PRT0979 Screw, Phillips, Flat Head, SS, 2-56 x .250 7
18 PRT0390 Switch, Low Current 2
19 PRT0Q993 Plunger, Interlock, Floating 1
20 PRT0994 Plunger, Interlock, Main 1
21 PRT1004 Ring, Retaining, E-Style, .1406 1
22 PRT1007 Spring, Plunger, Interlock, Floating 1
23 PRT1008 Spring, Plunger, Interlock, Main 1
24 PRT1009 Spring, Garter, Canted 1
25 PRT1010 Plug, Switch Mount, Low Current 1
26 PRT1011 Switch Mount, Low Current 1
27 PRT1012 Set Screw, Socket, Dog Point, SS, 2-56 x .125 1
28 PRT1013 Screw, Phillips, Pan Head, SS, 2-56 x .313 2
29 PRT1014 Screw, Cap, Socket Head, SS, 2-56 x .313 2
30 PRT1016 Pin, Plunger, Finger Button i
31 PRT1019 O-Ring, Switching Module Housing 1
32 PRT1030 Eyelet, .059 OD x .045 ID x .062 8
33 PRT1038 Resistor, Wirewound, 3.3k, 1/4W 1
34 MPI0100 MPI, Switching Module Assy Doc
35 TRV0104 Traveler, Switching Module Assy Doc
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Starion Instruments ASMO0180: BOMO0125
Bill of Materials Assy, Hydra 35cm Reposable Handpiece Rev. 1
ECO# XXXX Page 1 of 1
Line ltem # Part # Description Qty
1 ASM0184 Assy, Switching Module 1
2 IFU0039 IFU, Hydra 1
3 LBL0O120 Label, Packaging, Handle, Hyrda 1
4 MATO0132 Flux, Inorganic Acid, Water Soluble AR
5 MATO0175 NiTi, Rectangular 91"
1x0.74"
6 MAT0176 Heatshrink Tubing, MT-3000 3/16 1x 13.00"
7 MATO0183 PTFE Heat Shrink, 2 to 1, 5 Gauge, Lightweight Wall 0.42"
8 MAT0184 Solder, Lead-Free, 95 Sn/5 Sb AR
9 MAT0185 Silicone Fluid AR
10 PRT0956 Receptacle, 3 Conductor, 18AWG 1
11 PRT0961 Handle, Hydra, Left 1
12 PRT0962 Handle, Hydra, Right 1
13 PRTO0963 Contact, Inner Rotator, Hydra 1
14 PRT0965 Finger Button, Hydra 1
15 PRT0966 Contact, Outer Rotator, Hydra 1
16 PRT0975 PEEK Overmolded Wire, 20 AWG 0.09 (6.30")
17 PRT0982 Tube, Outer, 35C, Hydra 1
18 PRT0984 Rotator, 5-Flute, Hydra 1
19 PRT0985 Rod, Guide, 35C, Hydra 1
20 PRT0988 Trigger, Thumb, Hydra 1
21 PRT0991 Cap, Bellows, Finger Button 1
22 PRT0992 Cap, Bellows, Interlock 1
23 PRT1001 Switch, Rocker 1
24 PRT1006 Plunger, Spring, Round-Nose, .125 Dia 2
25 PRT1017 Pin, Pivot, Hydra 1
26 PRT1020 Guide, Plunger, Rocker, Left 1
27 PRT1021 Guide, Plunger, Rocker, Right 1
28 PRT1022 Screw, Plastite, Torx, Pan Head, SS, 2-28 x .250 st B 3
29 PRT1023 Screw, Plastite, Torx, Pan Head, SS, 2-28 x .375 2
30 PRT1024 Screw, Plastite, Torx, Pan Head, SS, 2-28 x .500 ke Z |
31 PRT1026 Screw, Plastite, Torx, Pan Head, SS, 4-20 x .500 2
32 PRT1027 Cap, Luer Lock, 2-Piece, Hydra 1
33 PRT1028 Tether, Luer Cap 1
34 PRT1029 Plug, Receptacle, Molded 1
35 PRT1038 O-Ring, Guide Rod, Hydra 1
36 PRT1040 Support Ring 2
37 PRT1041 Insert, Foam, Packaging, Hydra 1
38 PRT1042 Pad, Cover, Hydra 1
39 PRT1043 Box, Handle, Hydra 1
40 PRT1044 Clip, Retention, Quter Tube, Hydra 1
41 PRT1046 Set Screw, Socket, Cup Point, SS, 6-32 x .125 1
42 PRT1057 Proximal Insulator 1
43 MP100386 MPI, Hydra Reposable Handpiece Assy Doc
44 TRV0099 Traveler, Hydra Reposable Handpiece Assy Doc
M ~In Serew, Plaghbe Tocy, Pan Heed | €529 20 500 2.
6 ol A Seeaey Claubibe  Tomp, fon e S5, W }
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Starion Instruments ASMO0184: BOMO0130
Bill of Materials Assy, Switching Module Rev. 1
ECO# XXXX Page 1 of 1
Line Item # Part # Description Qty
1 MAT0005-03 Solder, Activated Rosin Core, 3.3% Flux, 63-37 Tin-Lead AR
2 MATO0177 Wire, 20 AWG, Teflon Jacket, Light Blue 2.4%"
3 MATO0179 Loctite HVAC Blue Pipe Joint Compound AR
4 MAT0180 Wire, 20 AWG, Teflon Jacket, Red 1.85"
5 MATO0184 Solder, Lead-Free, 95 Sn/5 Sb AR
6 MAT0186 Wire, 24 AWG, Teflon Jacket, White 0.58"
7 MAT0187 Loctite 222 Threadlocker AR
8 PRTO0S60 Switch, High Amperage 1
9 PRT0S64 Spring, Plunger, Finger Button 1
10 PRT0969 Plunger, Finger Button 1
11 PRT0970 Bellows, Finger Button 1
12 PRT0971 Bellows, Interlock 1
13 PRT0974 Overmold Plug, Threaded 1
14 PRTO0976 Housing, Switching Module 1
15 PRT0977 Lid, Switching Module 1
16 PRT0978 Seal, Switching Module 1
17 PRT0979 Screw, Phillips, Flat Head, SS, 2-56 x .250 7
18 PRT0990 Switch, Low Current 2
19 PRT0S93 Plunger, Interlock, Floating 1
20 PRT0994 Plunger, Interlock, Main 1
21 PRT1004 Ring, Retaining, E-Style, .1406 4
22 PRT1007 Spring, Plunger, Interlock, Floating 1
23 PRT1008 Spring, Plunger, Interlock, Main 1
24 PRT1009 Spring, Garter, Canted 1
25 PRT1010 Plug, Switch Mount, Low Current 1
26 PRT1011 Switch Mount, Low Current 1
27 PRT1012 Set Screw, Socket, Dog Point, SS, 2-56 x .125 1
28 PRT1013 Screw, Phillips, Pan Head, SS, 2-56 x .313 2
29 PRT1014 Screw, Cap, Socket Head, SS, 2-56 x .313 2
30 PRT1016 Pin, Plunger, Finger Button 1
31 PRT1019 O-Ring, Switching Module Housing 1
32 PRT1030 Eyelet, .059 OD x .045 ID x .062 8
33 PRT1038 Resistor, Wirewound, 3.3k, 1/4W 1
34 MP10100 MPI, Switching Module Assy Doc
35 TRV0104 Traveler, Switching Module Assy Doc
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Biocompatibility Testing
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15. Biocompatbility Testing

Biocompatibility was conducted in accordance with ANSI/AAMI/ISO 10993-1. The
MiSeal Reposable Thermal Ligating Shear falls into the category of external communicating
device, Tissue/bone/dentin, limited contact duration (less than 24 hours) as described by
Table A.1 in Annex A of ANSI/AAMI/ISO 10993-1.

The testing required by the table consists of Cytotoxicity, Sensitization and Irritation or
Intracutaneous reactivity. Testing performed on the TLS2 Starion Instruments 510(k)
K002547 contained exactly the same patient contacting materials as those used in the design
and manufacture of the MiSeal Reposable Thermal Ligating Shears. Additionally, exactly the
same materials were used in the manufacture of the Thermal Ligating Shears (TLS3)
K062257 which is the predicate device in this submission. Microline acquired Starion
Instruments. This is how it is known that the materials are identical.

Testing performed consisted of the following:

Cytotoxicity Study Using the ISO Elution Method
In Vitro Hemolysis Study

ISO Intracutaneous Study

USP and ISO Systemic Toxicity Study

ISO Maximization Study

The requirements of ANSI/AAMI/ISO 10993-1 were fulfilled.

See the attached test results.

GU05386
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16. Software

This section 1s not applicable because there is no software in the MiSeal Reposable Thermal
Ligating Shears, nor in any of the accessories used with the MiSeal Reposable Thermal
Ligating Shears.

G00SYS
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Summary Report
EN 60601-1-2:2007

Scope: Describe extent of conformance of the device to this standard.

Item Result

Adaptations used to adapt to the device No adaptations were used to adapt the
under review (for example, alternative test device under review.

methods)

Choices made when options or a selection of | No choices were made due to options or
methods are described selection of methods.

Deviations from the standard No deviations were made from the
requirements in EN60601-1-2:2007 or IEC
60601-1-2:2007.

Requirements not applicable to the device The tested sample complied with the
emission and susceptibility requirements of

EN60601-1-2:2007 and IEC 60601-1-2:2007.

Name and Address of the test laboratory or (b)(4) 3rd Party Testing

certification body involved in conformance
assessment to this standard.

Conclusion
The tested sample conformed to the standard.
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17. EMC and Electrical Testing

TABLE OF CONTENTS

1. Summary of Report: EN60601-1-2:2007 and IEC 60601-1-2:2007
2. Test Report Review for EN60601-1-2:2007 and IEC 60601-1-2:2007
3. Summary of Report: IEC 60601-1:1988 + A1:1991 + A2:1995

4. Clause-by-Clause Review for IEC 60601-1:1988 + A1:1991 + A2:1995
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Summary Report

IEC 60601-1:1988 + A1:1991 + A2:1995

Scope: Describe extent of conformance of the device to this standard.

Item

Result

Adaptations used to adapt to the device
under review (for example, alternative test

methods)

No adaptations were used to adapt the
device under review to comply with the
standard.

Choices made when options or a selection of
methods are described

No choices were made due to options or
selection of methods for the general
requirements for safety and essenual
performance.

Deviations from the standard

No deviations were made from the
requirements in IEC 60601-1:1988 +
A1:1991 + A2:1995.

Requirements not applicable to the device

Name and Address of the test laboratory or
certification body involved in conformance
assessment to this standard.

Conclusion
The tested sample conformed to the standard.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

The tested sample complied with the gencral
requirements for safety and essendal
petformance of IEC 60601-1:1988 +
A1:1991 + A2:1995.

All applicable requirements were addressed.
Requirements that were not applicable (such
as no moving parts, no suspended masses,
no X-Radiation, no pressure vessels, no
batteries, no auxiliary mains sockets, no
appliance inlet, no oil containers, etc) were
identified 1n the test report as ‘N /A’

(b)(4) 3rd Party Testing
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17. Electromagnetic Compatibility and Electrical Safety

TEST REPORT
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REFERENCE 2

Using IEC 60601-1-2 for Testing Medical Devices
By Gary Fenical

Instrument Specialties Company, Inc. (Delaware Water Gap, PA)

As the electromagnetic spectrum becomes increasingly congested and electronic devices
proliferate, ensuring electromagnetic compatibility (EMC) in electrical and electronic
equipment becomes a critical issue.

Ensuring EMC is a vital issue for companies producing electrical and electronic medical
devices. These types of devices must perform as intended and not interfere with other
equipment, or the results could be catastrophic. For medical manufacturers, making sure that
devices meet EMC standards is not only a marketing necessity, but also a societal concern.

There are several EMC specifications, but none of them alone will provide appropriate
testing guidelines for specialized medical devices. To reduce confusion and ensure that
devices will be properly tested, medical manufacturers should use an existing standard as a
guide for developing a customized testing plan.

IEC 60601-1-2

The International Electrotechnical Commission (IEC) 1s a worldwide body that promotes
international standardization in electronics. In 1993 it released the 60601-1-2 standard,
"Medical Electrical Equipment—TPart 1: General Requirements for Safety, Amendment No.
2. Collateral Standard: Electromagnetic Compatibility Requirements and Tests."1

The IEC 60601 standard offers a solid basis for medical device testing. Although they are
relatively new, the IEC 60601-1-2 requirements have quickly become recognized throughout
the world and are instrumental in testing to the European Medical Devices Directive.
Organizations such as the American National Standards Institute (ANSI) use the IEC 60601
standard as a basis for their own requirements.

This document specifies acceptable levels for immunity and refers to other documents to
specify emission levels. However, these levels may not be strict enough to ensure that
equipment will operate as intended. Manufacturers should use the IEC specifications as a
guide but tailor them to produce product-specific limits.

Test Specifications and Limits

The IEC 60601-1-2 standard specifies test limits for emissions, immunity, electrostatic
discharge (ESD), radiated RF electromagnetic fields, bursts, and surges.

Emissions. Equipment should comply with the conducted and radiated emissions
requirements of the International Special Committee on Radio Interference (CISPR).
Classification of equipment for this purpose is based on intended use and determined by the
manufacturer.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Equipment may be tested for emissions at a standard test site, which would include a
turntable and ground plane, and have known attenuation curves. Equipment may also be
tested after it has been installed on the users' premises. It is recognized that medical
equipment may have unique installation considerations and that type-testing of the
installation is the only practical solution to demonstrate compliance to the requirements.

Manufacturers should refer to CISPR 11 for the appropriate requirements and amplitude
levels once the class of equipment and test location have been determined.2

Currently, there are no requirements for low-frequency emissions, harmonic distortion, and
voltage fluctuations, but some equipment that operate in an intermittent mode will have to
meet specific variations of the CISPR 14 Click requirements.3

CISPR 11 covers a frequency range from 150 kHz to 18 GHz. Conducted emissions for
low- and medium-voltage power mains (100415 V) are performed from 150 kHz to 30
MHz. The frequency range for radiated emissions is from 150 kHz to 18 GHz. Depending
on the class and use of the equipment, various frequency ranges may be defined. Only the
magnetic component of the radiated field is measured from 150 kHz to 30 MHz. Above 30
MHz, both the vertical and horizontal components of the field must be measured.

Amplitude limits in general are established to protect the public broadcast services, not for
equipment that may have to operate in close proximity to sensitive medical equipment.

The specification also refers to frequencies designated by the International
Telecommunication Union: 2450 MHz for industrial, 5800 MHz for scientific, and 24,125
MHz for medical equipment.

Immunity. General immunity requirements are specified in IEC 60601-1-2. Test levels are
given and test methods are based on the IEC 801 series of immunity requirements. If lower
limits are justified, accompanying documents should explain this and describe any action that
will, as a consequence, be taken by the installer or user.

Accompanying documents should include guidelines for avoiding or identfying and
resolving adverse electromagnetic effects. If the use of the equipment is restricted because of
its electromagnetc characteristics, relevant restrictions should be described in the
accompanying documents.

Compliance with the requirements should be checked by verifying that the equipment
continues to perform its intended functions as specified by the manufacturer or fails without
creating a safety hazard.

ESD. Equipment should comply with the current edition of IEC 801-2.4 A limit of 3 kV
applies for direct contact discharge to all conductive accessible parts and coupling planes. A
limit of

8 kV applies for air discharge to nonconductive accessible parts.
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Radiated Radio-frequency Electromagnetic Fields. Equipment should comply with the IEC
801-3 requirements, which are being updated.5 A limit of 3 V/m should be used over a
frequency range of 26 MHz to 1 GHz. Other levels apply to equipment used in shielded
locations, such as x-ray and MRI facilities. The 3-V/m requirement is decreased in
proportion to the increasing shielding effectiveness of the location.

There are provisions for amplitude modulation of the signal, depending upon the passband
of the equipment under test (EUT). If the EUT does not have a passband, the signal should
be amplitude modulated at 1 kHz.

Bursts. Test methods and instruments specified in IEC 801-4 should be followed.6 A 1-kV
level applies to equipment connected to the power line with a plug. For permanently
installed equipment, a level of 2 kV applies. Interconnecting lines longer than 3 m should be
able to withstand a 0.5-kV surge.

Surges. Test methods and instruments specified in IEC 801-5, which is currently still under
consideration, should be followed.7 Power lines should meet levels of 1 kV for differential
mode and 2 kV for common mode. Signal lines need not be tested, and telecom lines are
covered by other standards. Ring wave and damped sinusoid tests are not applicable.

There are future provisions for voltage dips, short interruptions, and voltage variations on
power lines, as well as for conducted immunity above 9 kHz and magnetic field immunity.

Custom Standards

Manufacturers of electrical and electronic equipment for any use are recognizing the need
for specifications that ensure compatibility among equipment. Medical electronics
manufacturers also recognize that such generic standards are not necessarily appropriate;
they may be too severe, or, even worse, not severe enough to protect their products. To
lessen confusion and to ensure that test specifications will be appropriate, medical
manufacturers should use an existing document such as ITEC 60601-1-2 as a basis for
creating their own product-specific standards.

References

1."Medical Electrical Equipment Part 1: General Requirements for Safety, Amendment No.
2. Collateral Standard: Electromagnetic Compatbility—Requirements and Tests," Geneva,
IEC, Bureau Central de la Commission Electrotechnique, 1st ed, 1993.

2.International Special Committee on Radio Interference, CISPR Publication 11, "Limits and
Methods of Measurement of Radio Interference Characteristics of Industrial, Scientific and
Medical (ISM) Radio Frequency Equipment (Excluding Surgical Diathermy Apparatus),”
Geneva, IEC, 2nd ed, 1990.

3.International Special Committee on Radio Interference, CISPR Publication 14, "Limits and

Methods of Measurements of Radio Interference Characteristics of Household Electrical
Appliances, Portable Tools and Similar Electrical Apparatus," Geneva, IEC, 2nd ed, 1985.
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TEST REPORT
IEC 60601 -1 Medical electrical equipment Part 1: General requirements for safe
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Performance Testing — Bench
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Performance Testing — Animal
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19. Performance Testing — Animal
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(b) (4)

SUPPLEMENTAL TESTING

(b) (4)

CONCLUSION

The MiSeal device meets all the acceptance criteria of the test protocol as evidenced
by the attached final report detailing acceptable test results. The MiSeal device 1s
equivalent to the TLS3 as shown by in vivo and in vitro test results which supports
the device equivalency between the MiSeal Reposable Thermal Ligating Shear the
subject of this 510(k) submission, and the predicate TLS3 Thermal Ligating Shears.

Wy

000623
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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20

Performance Testing — Clinical

000624

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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20: Performance testing — Clinical

This section is not applicable because a clinical investigation is not required.

-

600625
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOIA Request 2015-10228; Released by CDRH on 8/17/2016

21

Standards Data Report Forms

00

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
fX] Traditional (] Special [] Abbreviated

STANDARD TITLE '
AAMI/ANSI/ES 60601-1, Medical Electrical Equipment - Part 1:General Requirements for Basic Safety and Essential Performance

= —_— —
Please answer the following questions Yes No
Is this standard recognized DY FDA 27 ..o oottt X] ]
B DA oo N BT ot e o e s e e AR G s e S SR i e e #5-52
Was a third party laboratory responsible for testing conformity of the device to this standard identified
IN A D MO R o s i T e o S S e e T e e T e i B s ] =)
Is a summary report ¢ describing the extent of conformance of the standard used included in the
o T &I ]

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PErtANS 10 thiS TBVICE? ... iueit ittt ettt ettt ee e X] ]

Does this standard include acceptance eriteria® v i b i sl s K] ]

If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ... ] O

If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?....................... O X]

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)5? ... O ]

Were deviations or adaptations made beyond what is specified in the FDA SIS?......ccoooooiiviiiiiicnn ] X]

If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ... ]

If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?.....................coiiiiii N

If yes, was the guidance document followed in preparation of this 510k? ...........cooovoiiiiiiiiiiiniii, O ]

Title of guidance: e o -

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body invelved in conformance
standard] [date of publication] assessmenl to this standard. The summary repert includes information on

§ i all standards utilized during the development of the device
2 Authority [21 U.S.C. 360d), http://www fda.gov/MedicalDevices/

DeviceRegulationandGuidance/Standards/default. htm s The supplemental information sheet (SIS) is additional information which
) is necessary before FDA recognizes the standard. Found at hitp://
3 hitp:/hwww.accessdata. fda gov/scripts/cdrhicfdocs/cfStandards/search.cfm www accessdata. fda gov/scripts/cdrhicfdocs/ciStandards/search cfm

4 The summary report should include; any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described,; deviations from the
standard: requirements not applicable to the device; and the name and

5 The online search for CORH Guidance Documents can be found at
http:/iwww.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default htm

FORM FDA 3654 (6”1] Page 1 |>sr|-._-|.-...-|my_.<cU.U.n]t-'-_?w A s
U

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB No. 0910-0120; Expiration Dale: 12/31/13

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
Traditional [] Special [] Abbreviated

STANDARD TITLE '
AAMI/ANSI/IEC 60601-1-2, Medical Electrical Equipment - Part 1-2: General Requirements for Safety - Collateral standard: EMC

Please answer the following questions Yes No
Is this standard recognized by FDA 272 e O
FDA RECOGNItION MUMDEI 2 ... . oo #3-35 )

Was a third party laboratory responsible for testing conformity of the device to this standard identified

I BN BT0(K) 2 oot X] |

Is a summary report ¢ describing the extent of conformance of the standard used included in the

BA0(K) 2 ettt ] (]

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PErtAINS 10 thiS BBVICE? ... oot ettt ettt X O
Does this standard include acceptance Criteria? ..............cccooviiiiiiiiiee e X] |
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests? ..., X] O
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard?................................ ] X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)5? ..........  [] |
Were deviations or adaptations made beyond what is specified inthe FDA SIS?............ O] X
If yes, report these deviations or adaptations in the summary report table.
Were:there any sxclusions froim e standard? .. owumsmn s s s ey SaE s Il X]
If yes, report these exclusions in the summary report table.
Is there an FDA guidance ® that is associated with this standard?...................cocoic [] X]
If yes, was the guidance document followed in preparation of this 510k? .....c.ccoocoviieiiioiii. [ |:|
Title of guidance: S SEe—
' The formatting convention for the title is: [SDQ] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication) assessment to this standard. The summary report includes information on
_ _ ) all standards utilized during the development of the device.
2 Authority (21 U.S.C. 360d), http:/fwww.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default. nim 5 The supplemental informalion sheet (SIS) i1s additional information which
is necessary before FDA recognizes the standard. Found at hitp.//
 hitp:/lwww . accessdata.fda.gov/scripts/cdrh/cfdocs/ciStandards/search cfm www.accessdata.fda.goviscriptsicdrhicfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptalions used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

5 The online search for CORH Guidance Documents can be found at
hittp:/heww. fda. gov/iMedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3654 (6/11) Page 1 PSU Publishing Services (010 4936740 EF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ) 0 6 2 &
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Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
[X] Traditional [] Special [ Abbreviated

STANDARD TITLE '
ASTM D4169-01 Standard practice for performing testing of shipping containers and systems

Please answer the following questions Yes No
Is this standard recognized DY FDA 22 ...ttt ettt e et ees X] O
FDA RECOGNItION NUMBEI® ...ttt ee et es e #14-300

Was a third party laboratory responsible for testing conformity of the device to this standard identified

IMERE BSTO(K)? ..ottt ettt X O
Is a summary report 4 describing the extent of conformance of the standard used included in the

BIO(K)? ettt ettt sttt ettt ettt X] ]

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PEMAINS 10 tIS HEVICE? ......iviieieeeeeeeee et ettt ettt e e ettt e e e et ereea e ee et e et ettt e et eaenee e s enene X ]

Does this standard include acceptance Criteria@? ..............cociiiiiiiiiii e e X] O

If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? .............cccocoviiiiiiie, X] O

If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?...........................ccocool. N ]

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)®? ............. ] [[

Were deviations or adaptations made beyond what is specified inthe FDASIS?........cococovvvveeci. [ O

If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ... rmisiomemensirenesrsmmsesssesssminns O X

If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?............ccccoviiiiiiiii ] X]

If yes, was the guidance document followed in preparation of this 510K? ..........cccoovviiciiiiiiiiiieee ] ]

Title of guidance:

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on

) . . all standards utilized during the development of the device.
2 Authority [21 U.S.C. 360d], http:/twww fda.goviMedicalDevices/

DeviceRegulationandGuidance/Standards/default.htm s The supplemental information sheet (SIS) is additional information which
_ is necessary before FDA recognizes the standard. Found al http://
¥ http:/iwww.accessdata fda.gov/scripts/cdrhicfdocs/cfStandards/search cfm www.accessdata.fda.goviscripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include; any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

& The online search for CORH Guidance Documenls can be found at
hitp:/iwww.fda goviMedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default. htm

FORM FDA 3654 {6."11) Page 1 PAL Pblishug Servser 130014850740 EF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796@09 8 2 9
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EXTENT: GF 'STANDARD CONFORMANCE
SUMMAR- EPORT TABLE -

STANDARD TITLE
ASTM D4169-01 Standard practice for performing testing of shipping containers and systems

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

13 Distribution Cycles K] Yes [INo []NA
TYPE OF DEVIATION OR OPTION SELECTED *

Option DC 13

DESCRIPTION

Air (intercity) and motor freight (local), single package up to 150 Ib (61.8 kg).

JUSTIFICATION
Most appropriate for product configuration.

SECTION NUMBER SECTION TITLE CONFORMANCE?

[JYes [JNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[(Jyes [JNo []NA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under "justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation or option selected,” "description” and “justification” on the
report. More than one page may be necessary.

? Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.
LI

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average | hour per response, including the
time for reviewing instructions, scarching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer An agency mayv not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to, a collection of information unless it
Rockville, MD 20850 displays a currently valid OMB control number.

FORM FDA 3654 (6/11) Page 2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-{} 1}39 5 3 0
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3

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
Traditional [] Special [] Abbreviated

STANDARD TITLE *
1SO 15223-1:2007 Medical devices-Symbols to be used with medical devices labeling and information Part 1: 2007-01-15

Please answer the following questions Yes No

Is this standard recognized DY FDA 27 e Xl O
EDA R e BOTION AUIADBE . e o s S S e T R S s #3-59 o
Was a third party laboratory responsible for testing conformity of the device to this standard identified

T B T O] B s vt o s o S o S e e S N D T A R S ] X]

Is a summary report ¢ describing the extent of conformance of the standard used included in the

L O X]

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PERAINS 0 IS AEVICET it s s T S s S e e X] O

Does this standard include acceptance Criteria? ...........ccooiiiiiiiiiiie e ] X

If no, include the results of testing in the 510(k). '

Does this standard include more than one option or selection of tests? ... X] O

If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?..................ocoooin X O

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)5? ............. ] X]

Were deviations or adaptations made beyond what is specified inthe FDASIS?.............................. X] O

If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ............cooecveiiiiniiiii i e e ] ]

If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?..................cc.cccoiiiiiciiiicn O X]

If yes, was the guidance document followed in preparation of this 510K? .............ccooeiiieiieeiiiciccn ] O

Title of guidance:

! The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication} assessment to this standard. The summary report includes information on

= ) ) ) all standards utilized during the development of the device.

2 Authority [21 U.S.C. 360d). hitp:/Awww.fda.gov/MedicalDevices/ : g pmente viee
DeviceRegulationandGuidance/Standards/default ntm s The supplemental information sheet (SIS} is additional information which

2 . is necessary before FDA recognizes the standard. Found at http://

* http:/fwww accessdata. fda goviscriptsicdrh/cfdocs/cfStandards/search cfm www.accessdata. fda gov/scripts/cdrhicfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods), choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

s The online search for CDRH Guidance Documents can be found at
hitp:/fwww.fda. goviMedicalDevices/DeviceRegulalionandGuidance/
GuidanceDocumenis/defaull him

FORM FDA 3654 (6."11} Page 1 1L Publiding Sers IG \OAUTB iy

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

ol
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EXTENT OF STANDARD CONFORMANCE
: SUMMARY REPORT TABLE

R

STANDARD TITLE
LISO 15223-1:2007 Medical devices-Symbols to be used with medical devices labeling and information Part 1: 2007-01-15

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?
5.2 Do not re-use X]Yes [INo []NA

TYPE OF DEVIATION OR OPTION SELECTED *
option Do not re-use symbol

DESCRIPTION
Do not re-use symbol

JUSTIFICATION
single use device

SECTION NUMBER SECTION TITLE CONFORMANCE?
54 Caution, consult accompanying documents K] Yes []No []NA

TYPE OF DEVIATION OR OPTION SELECTED *
Option Caution, consult accompanying documents

DESCRIPTION .
Caution, consult accompanying documents Symbol

JUSTIFICATION _
Required for safe use of the device

SECTION NUMBER SECTION TITLE CONFORMANCE?
514 Batch-Code Klves [InNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED *
Option Batch Code

DESCRIPTION
Batch Code symbol

JUSTIFICATION
Class 1l device requires a lot number

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under "type of deviation or option selected,” "description” and "justification” on the
report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (S1S), a deviation to adapt the standard to the device, or any adaptation of a section.

= — ———

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average | hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer An agency may not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to. a collection of information unfess it
Rockville, MD 20850 displays a currentlv valid OMB control number,

FORM FDA 3654 (6/11) Page 2

[ \’.‘:!
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796- 81%0 9
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| Standard Title
1SO 15223-1:2007 Medical devices-Symbols to be used with medical devices labeling and information Part
1: 2007-01-15

Section Section Title Conformance
Number Catalog Number B Yes [(ONo [INA
515

Type of Deviation or Option Selected

Option, Symbol "REF"

Description

Serial Number symbol

Justification

Catalog number a requirement of labeling

Standard Title

ISO 15223-1:2007 Medical devices-Symbols to be used with medical devices labeling and information Part
1: 2007-01-15

Section Section Title Conformance
Number Serial Number Yes [JNo [JN/A
516

Type of Deviation or Option Selected
Option Symbol "SN"

Description

Serial number symbol

Justification

Serial number a requirement of labeling
Standard Title

ISO 15223-1:2007 Medical devices-Symbols to be used with medical devices labeling and information Part
1: 2007-01-15

Section Section Title Conformance
Number Sterilized using Radiation X Yes [ONo [JN/A
5:23

Type of Deviation or Option Selected
Option Symbol “Sterile R"

Description

Sterile radiation symbol

Justification

Sterile radiation a requirement of labeling
Standard Title

1SO 15223-1:2007 Medical devices-Symbols to be used with medical devices labeling and information Part
1: 2007-01-15

Section Section Title Conformance
Number Do not resterilize Bdves (ONo [INA
5.25

Type of Deviation or Option Selected

Option Symbol “do not resterilize”

Description

Do not resterilize symbol

Justification

Do not resterilize a requirement of labeling

Standard Title

ISO 15223-1:2007 Medical devices-Symbols to be used with medical devices labeling and information Part
1: 2007-01-15

Section Section Title Conformance
Number N/A [Jyes ONo XK NA
N/A

Type of Deviation or Option Selected

Deviation: "No Latex”

Description

Circle with the word "LATEX" with a line through the circle symbol

Justification

There was no "No Latex" symbol at the release of the labeling. Explained in the Instruction for Use.

000633

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
Traditional [C] special [] Abbreviated

STANDARD TITLE '
ANSI/AAMU/ISO 11137-1:2006 Sterilization of health care products-Radiation Part 1: requirements for development, validation, an

Please answer the following questions Yes No
Is this standard recognized DY FDA 27 e O X]
FDA ReCOGNItION NUMDET? ... .ottt e ettt e e et et e e e e e #

Was a third party laboratory responsible for testing conformity of the device to this standard identified

L S X O

Is a summary report 4 describing the extent of conformance of the standard used included in the

BAO(K) 2 oottt X] ]

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PEMAINS 0 thiS ABVICE? ... oottt es ettt ea e et et e e et et e e teeean e X] ]
Does this standard include acceptance Criteria? ...............cccviiiiiiiiiiiinii et e ] ]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests? ..o, X] O
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard?.......................cocn O
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)®7? ............. O O
Were deviations or adaptations made beyond what is specified in the FDA SIS?........ccoovvvcvcecee. [ O]
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ... ] X]
If yes, report these exclusions in the summary report table.
Is there an FDA guidance  that is associated with this standard?................ccoi ] K]
If yes, was the guidance document followed in preparation of this 510K? ... ] O
Title of guidance:
' The formatting convention for the title is: [SDO] [numeric identifier] (title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on
. i ) all standards utilized during the development of the device.
2 Authority [21 U.S.C. 360d], http:/hwww.fda.goviMedicalDevices/
DeviceRegulationandGuidance/Standards/default. htm s The supplemental information sheet (SIS) is additional information which
. is necessary before FDA recognizes the standard. Found at http://
3 nttp:/iwww accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata. fda. goviscripts/cdrhicfdocs/ciStandards/search.cfm

« The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device, and the name and

& The online search for CORH Guidance Documents can be found at
hitp:iiwww.fda.gov/iMedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default. htm

FORM FDA 3654 (6/11) Page 1 rmeme 000634

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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EXTENT OF STANDARD: CONFORMANCE _
‘SUMMARY REPORT TABLE

STANDARD TITLE
ANSI/AAMI/ISO 11137-1:2006 Sterilization of health care products-Radiation Part 1: requirements for development, validation, an

—_—

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
8.2 Establishing the Sterilization dose Yes [No [JMA

TYPE OF DEVIATION OR OPTION SELECTED *
Option 8.2.8 b)

DESCRIPTION
A sterilization dose of 25kGy is selected and substantiated; in substantiating a sterilization dose of 25 kGy, the primary manufacturer

shall have evidence that the selected sterilization dose is capable of achieving the specific requirements for sterility.

JUSTIFICATION
25kGy substantiation is within the validation records

SECTION NUMBER SECTION TITLE CONFORMANCE?
N/A Testing Facility [JYes [JNo []NA

TYPE OF DEVIATION OR OPTION SELECTED *
Microbiology Testing Laboratory

DESCRIPTION
Nelson Laboratories, 6280 South Redwood Rd, Salt Lake City, UT 84123-660

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
[Jyes [JNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED *
The Standard referenced in this document is a Relevant Guidance to: AAMI/ANSI ST67:2011, Recognition Number 14-314

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under "type of deviation or option selected,” “description” and “justification” on the
report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.
— e e e R e e N e e e iy — e T S e — |

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average | hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer An agency may not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to. a collection of information unless it
Rockville, MD 20850 displays a currently valid OMB control number.

FORM FDA 3654 (6/11) Page 2 6 3 S

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOIA Request 2015-10228; Released by CDRH on 8/17/2016
Form Approved: OMB No. 0910-0120; Expiration Date. 12/31/13

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
[X] Traditional [] Special [] Abbreviated

STANDARD TITLE '
ANSI/AAMI/ISO 11137-2:2006 Sterilization of health care products-Radiation Part 2: Establishing the Sterilization dose

J==—w7—‘—_

Please answer the following questions Yes No
Is this standard recogniZed DY FDA 22 .............ooiuiiirereieeeeeee ettt ettt O X]
FDA RecognItion MUMDBEI 2 Lo .o ettt #

Was a third party laboratory responsible for testing conformity of the device to this standard identified

e O O R i s T R T TS T e i o S S Sem i et s s et A X] ]
Is a summary report ¢ describing the extent of conformance of the standard used included in the

BAO(K)? e eeee et eee et e ettt ee ettt et et 0 X]

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PEAINS 10 tIS TEVICE? ..ottt ettt ettt ettt X] ]

Does this standard include acceptance criteria? ..., X] O

If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ..., X] O

If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?....................co O ]

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)$? ............. O ]

Were deviations or adaptations made beyond what is specified in the FDA SIS7...c...oovvovviviiieeii, ] ]

If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard?......ocmmumnsonisimsmisisionms s i sessnsissississonisisiossi s ] X]

If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?.......................ccocciiiiie ] X]

If yes, was the guidance document followed in preparation of this 510k? .............cccooieiiiiiiiiiiiee ] |

Title of guidance: e

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on

. all standards utilized during the development of the device
2 Authority [21 U.S.C. 360d). http:/iwww fda goviMedicalDevices/ v i

DeviceRegulationandGuidance/Standards/default htm s The supplemental information sheet (S1S) is additional information which
. is necessary before FDA recognizes the standard. Found at http://
? hitp:/iwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata. fda.gov/scriptsicdrh/cfdocs/cfStandards/search.¢fm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

& The online search for CDRH Guidance Documents can be found at
hitp:/iwww.fda.goviMedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3654 (6/11) Page 1 P8¢ Punlishing .m...;@.ﬁ.@u 693 8

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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"_EXTENT OF STANDARD CONFORMANCE.
. SUMMARY REPORT TABLE * . I -

STANDARD TITLE
ANSI/AAMI/ISO 11137-2:2006 Sterilization of health care products-Radiation Part 2: Establishing the sterilization dose

e —

CONFORMANCE WITH STANDARD SECTIONS™

SECTION NUMBER SECTION TITLE CONFORMANCE?
9.2 Procedure for Method VDmax25 for multiple production batches KYes [INo []NA

TYPE OF DEVIATION OR OPTION SELECTED *
Method VDmax25 for multiple production batches

DESCRIPTION .
describes the steps and calculations to successfully validate to Method VDmax 25 for gamma irradiation.

JUSTIFICATION _
25kGy substantiation is within the validation records

SECTION NUMBER SECTION TITLE CONFORMANCE?
N/A Testing Facility [Jyes [JNo []NA

TYPE OF DEVIATION OR OPTION SELECTED *
Microbiology Testing Laboratory

DESCRIPTION
Nelson Laboratories, 6280 South Redwood Rd, Salt Lake City, UT 84123-660

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[Jyes [JNo [JNA
TYPE OF DEVIATION OR OPTION SELECTED *
The Standard referenced in this document is a Relevant Guidance to: AAMI/ANSI §T67:2011, Recognition Number 14-314

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the
report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

——— — —

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average | hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer An agency mav not conduct or sponsor. and a person is not
1350 Piccard Drive, Room 400 required to respond to, a collection of information unless it
Rockville, MD 20850 displays a currently valid OMB control munber.

FORM FDA 3654 (6/11) Page 2

0637
{
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8?19 v



Records Processed under FOIA Request 2015-10228; Released by CDRH on 8/17/2016
Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
Traditional [] Special [] Abbreviated

STANDARD TITLE '
ANSI/AAMI/ISO 11137-3:2006 Sterilization of health care products-Radiation Part 3: Guidance of dosimetric aspects

Please answer the following questions Yes No
Is this standard recognized DY FDA 27 ..ottt J X
FDA Recognition NUMDBEES ..........ccoimeiimremeeiaesisssmsesinsns s rinssisesstasnsspsesyemssssessssssrsasssresssssssseesrasass #

Was a third party laboratory responsible for testing conformity of the device to this standard identified
INENE STO(K) 7 oo e s O X]

Is @ summary report ¢ describing the extent of conformance of the standard used included in the

BIO(K)? ..ot e e O K

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PEMAINS 10 TiS AEVICE? ... ittt s et ee et e et e s et rar et eee et e st e et er et e et e eses st erae s ieeeres ] ]
Does this standard include acceptance Criteria? ..o X] O
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests? ... 3 ]
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard?......................oo O X]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57 ............. =l O
Were deviations or adaptations made beyond what is specified in the FDASIS?..........ccooiiiiiin. O O
If yes, report these deviations or adaptations in the summary report table.
Were thereany exclusions from the SIANAAra?P. ... tmssssmmmsssmssm i spassos s desmis s s i | K]
If yes, report these exclusions in the summary report table.
Is there an FDA guidance © that is associated with this standard?..............ccooceviiiiiii O ]
If yes, was the guidance document followed in preparation of this 510K? ........ccccooiiiiiiiiiiiiiiieee, ] ]
Title of guidance: e —
1 The formatting convention for the title is; [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment (o this standard. The summary report includes information on
_ . ) ) all standards utilized during the development of the device.
# Authority [21 U.S.C. 360d], http:/iww.fda.goviMedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm 5 The supplemental information sheet (SIS) is additional information which
- ) is necessary before FDA recognizes the standard. Found at http://
http:/iwww accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata. fda.goviscripts/cdrh/efdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described: deviations from the
standard; requirements not applicable to the device; and the name and

& The online search for CORH Guidance Documents can be found at
http:/fwww.fda.goviMedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default htm

FORM FDA 3654 (6/11) Page 1 5 Piblishing Servien 13001443670 EF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-§318 () § 3 8
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| EXTENT OF STANDARD CONFORN
! NDARD CONFG

STANDARD TITLE

ANSI/AAMI/ISO 11137-3:2006 Sterilization of health care products-Radiation Part 3: Guidance on dosimetric aspects

— e et — — -—

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
Part 3 Guidance on dosimetric aspects IX] Yes [JNo []NA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION
This part of 11137 gives guidance on the requirements in [SO 11137 parts 1 and 2 relating to dosimitry. Dosimitry procedures

related to the development, validation and routine control of a radiation sterilization process are described.

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[[Jyes [JNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
[JYyes [JNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED *
The Standard referenced in this document is a Relevant Guidance to: AAMI/ANSI ST67:2011, Recognition Number 14-314

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under "justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the
report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of thig collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer An agency may not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to, a collection of information unless it
Rockville, MD 20850 displays a currently valid OMB control number.,
FORM FDA 3654 (6/11) Page 2 i
9

._.! 0 0 U o
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 1%}



Records Processed under FOIA Request 2015-10228; Released by CDRH on 8/17/2016
Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
Traditional [] Special [] Abbreviated

STANDARD TITLE '
ANSI/AAMI/ISO 10993-1:2009 Biological evaluation of medical devices-Part]: Evaluation and testing within a risk management

Please answer the following questions Yes No

Is this standard recognized BY FDA 27 ..o X] ]
FDA RECOGNIION MUMDET 3 ...ttt ettt # 2-156 -
Was a third party laboratory responsible for testing conformity of the device to this standard identified

AN STOMRYZ ..o conencoss sssmsmmmsn s searmegsn g Hi A e renime o paes e s seemaasane s e e X] O

Is a summary report 4 describing the extent of conformance of the standard used included in the

BAO(K)? .ottt et X] O

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PEMAINS 10 thiS BEVICET ....voviiiiiiiiis ettt et et X1 O

Does this standard include acceptance Griteria? ...............cccivmiiiiiniiiiiinsinssonsionsrenstvnnssnsernsons K
If no, include the results of testing in the 510(k).

|

Does this standard include more than one option or selection of tests? ..., X] O
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?.............................. O X]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57 ............. O O
Were deviations or adaptations made beyond what is specified inthe FDA SIS?........ccocooviiiiiiiiiiin, ] O
If yes, report these deviations or adaptations in the summary report table.
Werg:there any exclusions fromthe:Standard? ... ..o s srossrssosssms romsrimstss o sasssasssasasess ] ]
If yes, report these exclusions in the summary report table.
Is there an FDA guidance © that is associated with this standard?...................ccccooiiiiiee, ] X]
If yes, was the guidance document followed in preparation of this 510K? ............ccoooiiviiiiiiici J O
Title of guidance: B
' The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard) [date of publication) assessment to this standard. The summary report includes information on
" . . all standards utilized during the development of the device
2 Authority [21 U.S.C. 360d], http:/fwww fda gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm s The supplemental information sheet (SIS) is additional information which
) is necessary before FDA recognizes the standard. Found at hitp//
3 http: /iwww.accessdata. fda. gov/scriptsi/cdrh/cfdocs/cfStandards/search cfm www.accessdata. fda.gov/scriptsicdrhicfdocs/ciStandards/search.cim

4« The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods), choices made
when options or a selection of methods are described; deviations from the
standard. requirements not applicable to the device; and the name and

& The online search for CDRH Guidance Documents can be found at
http:/iwww.fda.goviMedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default. htm

FORM FDA 3654 {6’1 1) Page 1 PR Publihang Sersies e ddsa5n EF

’ DA
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 180 0 O D4 O
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Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
§] Traditional [] Special ] Abbreviated

STANDARD TITLE *

ASTM F 1980-07 Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices

Please answer the following questions Yes No
Is this standard récognized by FDA2 2 ocsinnmsnamasnamnaninsunaasiniiinnamn. . K ]
B R OO PRI e oo s 05 0 T S T T S LAV # 14-229

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I R O QIR s vsisscwns smmmmosmssniss v T e iy i 5 N A0 B A B BB S P S R e e X] ]

Is a summary report ¢ describing the extent of conformance of the standard used included in the

510(K)? ceoviererieeieenn e T L]

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PErtaiNS t0 thiS AEVICE? ......o.iii oottt e ] O

X

Does this standard include acceptance CHtena? ...t mive i mnnasmisaaiimmm [l
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ... N X]
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?.................coccoeiieiiiieenn ] ]

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)*? ........... [ O

Were deviations or adaptations made beyond what is specified in the FDASIS? ..o, [ ]

If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ... O X1

If yes, report these exclusions in the summary report table.

Is there an FDA guidance 8 that is associated with this standard?....................ccccocoiiiiiiiiiiee [] X]

If yes, was the guidance document followed in preparation of this 510k? ...........cccoooiiiiiiiiiiienii ] [

Title of guidance:

! The formatling convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [dale of publication] assessment to this standard. The summary report includes information on

) " , all standards utilized during the development of the device.

2 Authority [21 U.S.C. 360d], http:/iwww.fda.goviMedicalDevices/

DeviceRegulationandGuidance/Standards/default. htm s The supplemental information sheet (S1S) is additional information which
. is necessary before FDA recognizes the standard. Found at hitp://
* hitp:/iwww.accessdata.fda.goviscripts/cdriv/cfdocs/cfStandards/search.cfm www.accessdata.fda goviscriptsicdrh/cfdocs/cfStandards/search.cim

4 The summary report should include: any adaptations used to adapt to the . The online search for CDRH Guidance Documents can be found at

device under review (for example, allernative test methods); choices made htto-/ [HaaoviMcsicalDavicas Dewce Raatiatianan idance/
when options or a selection of methods are described; deviations from the G u?d e wﬁ,l s efauit.htln?na iceReguiationandGuid

standard; requirements not applicable to the device; and the name and

FORM FDA 3654 {GH 1} F'age 1 PSC Publishing Services (301} 41346740 EF

00641

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8(1}1



Records Processed under FOIA Request 2015-10228; Released by CDRH on 8/17/2016
Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
{X] Traditional [7] special [] Abbreviated

STANDARD TITLE '
ISO 14971:2007 Medical Devices-Application of risk management to medical devices

—— — ———-——-—#
Please answer the following questions Yes No
fsinis standard GO e DY BRI R i ssmmn s s oA B B SR B S5 X] ]
FDA RECOGNItION MUMDET 3 ...ttt # 5-40
Was a third party laboratory responsible for testing conformity of the device to this standard identified
N G STO(K)? oottt ettt ] X]
Is a summary report 4 describing the extent of conformance of the standard used included in the
BAO(K)? o vvvv et e e U] X]

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PETTAINS TOTHIE HEVIEET cvorsmmussusmsmsiumes vissm s rovhses s sssh sy a5 E A7 68 44 S SR B TR R DS K] |
Does this standard include acceptance criteria? ... X] ]
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ... OJ X]
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?................................. O ]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)®? ... O B
Were deviations or adaptations made beyond what is specified in the FDA SIS?............................ O ]
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ... ] K]

If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?....................ooo X] ]
If yes, was the guidance document followed in preparation of this 510k? ... ] X]
Title of guidance: Q9 Quality Risk Mangement
! The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in confarmance
standard] [date of publication] assessment to this standard. The summary report includes information on
. ) all standards utilized during the development of the device.
2 Authority [21 U S.C. 360d), http:/iwww.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default. htm s The supplemental information sheet (SIS) is additional infarmation which
K 1s necessary before FDA recognizes the standard Found at hitp://
3 hitp /hwww accessdata fda gov/scripts/cdrhicfdocs/cfStandards/search.cfm www.accessdala.fda. gov/scriptsicdrh/cidocsicfStandards/search.cfm

¢ The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods), choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable 1o the device. and the name and

& The online search for CORH Guidance Documents can be found at
hitp:/hwww fda.goviMedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3654 (6/11) Page 1 P8 Priblishing Services (1011 4436740 EF

000642
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-811 o





